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I'nasa 1. OBIIIUE ITOJIOKEHU A
Crarba 1. [Ipeamer peryaupoBanusi HacTosiiero MegepajbHOro 3aK0Ha

1. Hacrosmmit ®@enepanbHblid 3aKOH PETYJIUPYET OTHOIICHMS, BO3HUKAIOIIME B CBA3U C
oOpameHueM -  pa3pa0OTKOW, JOKIMHUYECKUMHU  HUCCICIOBAHMSIMH,  KIMHHUYECKUMHU
HCCJIEIOBAaHUSIMH, SKCIIEPTU30H, TOCYIapCTBEHHOMN perucTpalueil B COOTBETCTBUU C HACTOSIIIIUM
@denepalibHBIM  3aKOHOM  (JJaJiee - TOCYNApCTBEHHAsl PETUCTpAllvs) WM perucrpanueii B



COOTBETCTBUM C€ MEXKIYHAapOJHBIMH JIOTOBOPAMHU M AaKTaMH, COCTaBJISIOUIMMH IIPABO
EBpa3uiickoro >KOHOMHYECKOIO COK03a (Jalee - perucrpanvs), CO CTaHIapTU3alueil U ¢
KOHTPOJIEM Ka4ecTBa, NPOMU3BOACTBOM, H3TOTOBICHHEM, XPAHEHHEM, IEPEBO3KOH, BBO30OM B
Poccuiickyro ®enepannio, BbeiBO30M u3 Poccuiickoin ®denepanuu, pekIamMOn, OTIIYCKOM,
peanu3anuei, nepegadei, IPUMEHEHUEM, YHUUTOXKEHUEM JIEKaPCTBEHHBIX CPEJICTB.

(B pen. @enepanbubix 3aKk0HOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

2. Hacrosmmit ®denepanbHblii 3aKOH YCTAHABIMBAECT MPUOPUTET TOCYAAPCTBEHHOTO
perynupoBaHus 0€30MacHOCTH, KadyecTBa M 3()()EKTUBHOCTU JIEKAPCTBEHHBIX CPEACTB IMPH HX
oOparieHuu.

(B pea. @enepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

Cratbs 2. Cdepa npumeHeHns HacTosiero enepajbLHOro 3aK0HA

Hacrosmmuin ®enepaibHblii 3aKOH IPUMEHSAETCS K OTHOLICHUSAM, BO3HUKAIOUIUM IIpU
oOpalleHuH JIeKapCTBEHHBIX CPEJCTB Ha Tepputopuu Poccuiickoit denepanun.

Crarbi 3. 3akoHOAATEJIbCTBO 00 00PAllEeHUH JIEKAPCTBEHHbIX CPEICTB

1. 3akoHOIATETHCTBO 00 OOpaIeHUH JIEKAPCTBEHHBIX CPEJCTB COCTOMT W3 HACTOSIIETO
®denepanbHOTO 3aKOHA, IPYTUX (heepaibHBIX 3aKOHOB M MHBIX HOPMATHBHBIX MPABOBBIX aKTOB
Poccuiickoit deneparumu.

1.1. 3axkoHonmaTenbCTBO 00 OOpaIleHWH JIEKAPCTBEHHBIX CPEICTB B OTHOIICHUH
IOPUAMYECKUX JIUI] ¥ HHAUBUAYAIbHBIX IPEANPUHUMATENCH, OCYIECTBISIIONINX 1eATEeIbHOCTh Ha
TEPPUTOPUU MEKITYHAPOIHOTO MEIUIIMHCKOTO KJIacTepa, MPUMEHSIETCS ¢ YI€TOM 0COOCHHOCTEH,
yCTaHOBJIEHHBIX DPenepanbHbiM 3akoHOM OT 29 utons 2015 roga N 160-D3 "O MexayHapoJHOM
MEIWIIMHCKOM KJIaCTepe M BHECEHUM W3MEHEHHH B OTACIbHBIC 3aKOHOJATEIbHBIC AaKThI
Poccuiickoit ®eneparun’.

(uactp 1.1 BBenmena denepanbHbiM 3ak0HOM OT 29.06.2015 N 160-®3; B pen. PeaepanbHOro
3akoHa oT 04.08.2023 N 428-D3)

2. [elictBue Hacrosimero denepanbHOr0 3akoHa pacIpoOCTpaHSETCS Ha oOpalieHue
HapKOTHYECKUX JIEKAPCTBEHHBIX CPEACTB U INCHUXOTPOIHBIX JIEKAPCTBEHHBIX CPEICTB C YYETOM
0COOEHHOCTEH, YCTaHOBIEHHBIX 3aKOHOAATeNbCTBOM Poccuiickoit denepaniui 0 HAPKOTHIECKUX
CpEeACTBaXx, ICUXOTPOIHBIX BELIECTBAX U 00 X MpeKypcopax.

3. HeiictBue Hactosimero DenepaibHOr0 3aKOHA pPACHpOCTpaHseTcs Ha oOpalleHue
panuodapmManeBTHYECKUX JIEKAPCTBEHHBIX CPEJCTB C Y4ETOM OCOOEHHOCTEH, yCTaHOBJIECHHBIX
3aKoHOJATeNbCTBOM Poccuiickoit ®exepanuu B obnmactu  o0ecriedeHHs paJHaliOHHOM
0€30M1aCHOCTH.

4. Ecimu wmexnyHaponHbiM JoroopoMm Poccuiickoit ®enepanuu, MeXIyHapOIHBIMU
JIOTOBOPaMH M aKTaMH, COCTaBJISIFOIMMU IIpaBo EBpa3zniickoro 3KOHOMHUYECKOT0 coro3a (Jasee -
aKThl, cocraBisomue npaBo (Coro3a), yCTAaHOBJIEHbI HHbBIE IpaBUa, YEM T€, KOTOpHIE
IpelycMOTpeHbl HacTosAmuM denepanbHeIM 3aKOHOM, IIPUMEHSIOTCS ITPaBUIIa MEXIYHapOAHOIO
JI0OTOBOpa, NpaBUIIa, COJIEPKALIUECs B aKTaxX, COCTaBIAoIMX paBo Coro3a.

(dactb 4 B pen. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.1. PemieHusi MeEXTroCylIapCTBEHHBIX OpPraHOB, MPUHSATHIE HAa OCHOBAaHUHU TMOJIOKEHUMN
MEXIYHApOAHBIX 10roBOpoB Poccuiickoit denepanuiu B UX MCTOJKOBAHUM, MPOTHUBOPEUAILIEM
Koncrurynun Poccuiickon @enepannu, He noanexar UcnoiaHeHuto B Poccutickoit denepanuu.
Takoe mpoTuBOpeure MOXKET OBITh YCTAHOBJICHO B TIOPSIKE, OMpEeTIeHHOM (deaepabHbIM



KOHCTHTYLIMOHHBIM 3aKOHOM.
(uacts 4.1 BBeneHa @enepanbHbIM 3akoHOM OT 08.12.2020 N 429-D3)

5. B Poccuiickoii ®enepaniii B COOTBETCTBUU C MEXKIYHAPOJHBIMU JOTOBOPAMH
Poccuiickoit @enepanuu U (WIM) Ha OCHOBE NPUHIMIA B3aUMHOCTU IPU3HAIOTCS PE3YJIbTaTh
KJIMHUYECKUX MCCIENOBAaHUN JIEKAPCTBEHHBIX IIPENApaToB I MEIULUHCKOTO NPUMEHECHHS,
IIPOBEICHHBIX 3a IpeesaMu Teppuropun Poccuiickont denepanuu.

Crarbs 4. OcCHOBHbIE IOHATHS, HCII0JIb3yeMble B HacTosileM PenepaJbHOM 3aK0He

Jns ueneit Hactosimero PenepanbHOrO 3aKOHA MCIOJB3YIOTCS CIEAYIOLIME OCHOBHBIE
TIOHATHUA:

1) nekapcTBEHHBIE CPEJCTBA - BEIIECTBA MM MX KOMOMHAIINHU, BCTYMAIOIIUE B KOHTAKT C
OpPraHMW3MOM YEJIOBEKA WJIHM >KMBOTHOTO, IPOHUKAIOIIUE B OPraHbl, TKAHW OpraHU3Ma 4eJOBEKa
WIH KMBOTHOTO, TIPUMEHSIEMBIC NIl TPO(DUIAKTUKH, TUATHOCTUKU (32 MCKIIFOUEHHUEM BEIECTB
WM UX KOMOMHAIMH, He KOHTAaKTUPYIOIIUX C OPraHU3MOM YeJIOBEKa UM KUBOTHOIO), JICUEHUS
3a0oneBaHus, peaOWiIMTaUM, Ui COXpPAHEHUs, MPEeNOTBpAIECHUS WIA HpPEephIBAaHUS
OepeMEeHHOCTH U MOTY4YeHHbIE U3 KPOBH, MJ1a3Mbl KPOBHU, U3 OPIaHOB, TKaHEH OpraHru3Ma 4elloBeKa
WIN KUBOTHOTO, PACTEHUH, MUHEPATIOB METO/IaMU CHHTE3a WM C IPUMEHEHUEM OMOJIOTHYECKUX
TexHojoruil. K JsekapcTBEHHBIM CpeICcTBaAM OTHOCATCA (papMaleBTUYECKUE CYOCTaHIMU H
JIEKapCTBEHHBIE MPENapaThl;

2) dapmaneBTHUECKass CyOCTaHIUS - JIEKAPCTBEHHOE CPEICTBO B BHUAEC OIHOTO WJIIH
HECKOJIBKUX 00Janaronmx ¢GapMakoJIOTHYeCKON aKTHBHOCTBIO JEHCTBYIOIIMX BELIECTB BHE
3aBUCUMOCTH OT TPUPOABI TMPOUCXOXKICHHS, KOTOPOE TPEAHA3HAYCHO Ui TPOHM3BOJICTBA,
U3TOTOBJICHHS JIEKAPCTBEHHBIX MPENapaToB U onpeaenseT ux 3¢h(HeKTuBHOCTS;

(m. 2 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) BcIOMOTaTenbHbIE BEIIECTBA - BELIECTBA HEOPraHUYECKOr0 WM OPTraHUYeCcKOro
IIPOUCXOKICHUS, HUCIIOIb3yEMBIE B IIPOLIECCE IPOU3BOJACTBA, U3TOTOBJICHUS JIEKAPCTBEHHBIX
MpernapaToB It MPUAAHUS UM HEOOXOTUMBIX (U3UKO-XUMHUYECKUX CBOWCTB;

4) nexapcTBEHHbIE MpemapaThl - JIEKapCTBEHHbIE CPEACTBA B BUIE JIEKAPCTBEHHBIX (HOpM,
MpPUMEHSIeMbIE s TPO(MUIAKTUKY, AUATHOCTUKH, JICUeHUs 3a00JieBaHUs, PeaOWIUTALNM, IS
COXpaHEHHUsI, TPEIOTBPALICHHS WU TpepbIBaHUs OEpEMEHHOCTH;

5) nekapcTBeHHass (hopma - COCTOSHHE JIEKAPCTBEHHOTO Ipernapara, COOTBETCTBYIOIIEE
croco0aM €ro BBEACHUS W TPUMEHEHUsT W OOECIeYMBAIOIIEe JOCTIKEHHE HEOOXOIUMOTO
neuebHoro ¢ ¢exra;

5.1) nmoswpoBka - cojaepKaHWE OJHOTO WM HECKOJBKUX JCHCTBYIOIIMX BEIIECTB B
KOJIMYECTBEHHOM BBIPQXEHUH HA €MHUILY J03bI, WM €AUHUIY 00beMa, WU €IMHUILY MAcChl B
COOTBETCTBUHU C JIEKAPCTBEHHOU (PopMoil OO JUIsi HEKOTOPHIX BUIOB JICKAPCTBEHHBIX (hOpM
KOJIMYECTBO BBHICBOOOKIAEMOTO U3 JIGKAPCTBEHHOU (DOPMBI JICHCTBYIOIETO BEIIECTBA 32 SANHHILY
BpEMEHU;

(m. 5.1 BBeaen PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

6) mepeyeHb KU3HEHHO HEOOXOIMMBIX W BaXHEHMIIMX JIEKAPCTBEHHBIX IPENapaToB -
yrBepxknaembli  IIpaBurensctBom  Poccuiickont @exepanuy  MepeyeHb  JIEKAPCTBEHHBIX
IpenapaToB A MEAMLMHCKOrO NMPUMEHEHHUs, 00eCIeunBarOIIUX IPUOPUTETHBIE OTPEOHOCTH
3paBOOXPAaHEHHUs] B IeNIX NpOPUIAKTUKA U JIedeHus 3a0oyieBaHUM, B TOM 4HCIe
npeoOIagarouX B CTpyKType 3aboneBaemocty B Poccuiickoit deneparuu;



(B pen. ®enepanpHoro 3akoHa ot 13.07.2020 N 206-D3)

6.1) opdanHble  JEeKapCTBEHHBIE  TpemapaTbl -  JIEKAPCTBEHHBbIE  Iperaparsl,
NpeJHA3HAYCHHbIE  WUCKIIOYMUTENBHO JUIsl  JUArHOCTHUKH, OSTHONATOI€HETHYECKOro WU
NaTOr€HETHYECKOTO JIeUeHUsl (JISYeHHUs, HAIPaBJICHHOTO Ha MEXaHH3M Pa3BUTHs 3a00JIeBaHMS)
penkux (opdhaHHBIX) 3a00I€BaHUIT;

(m. 6.1 BBenen PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-03; B pen. PenepanbHOro 3akoHa
o1 30.01.2024 N 1-®3)

6.2) OuosorMYyecKue JIEKAPCTBEHHBIE Tpenaparbl - JIKApPCTBEHHBIE Iperaparsl,
JIeMCTBYIOIIEE BEIIECTBO KOTOPBIX IMPOU3BEIEHO MU BBIIETIEHO U3 OMOJIOTMYECKOro HICTOYHUKA U
JUISL OTIPEJNICJIEHUs] CBOIMCTB M KauecTBa KOTOPHIX HEOOXoIuMa KOMOWHAIMS OMOJIOTMYECKHX H
(GU3NKO-XMMHUYECKHX MeToAoB. K OMONOrndeckuM JeKapCTBEHHBIM IpernaparaM OTHOCATCS
UMMYHOOHOJIOTHYECKUE JIEKAPCTBEHHBIE MPENapaThl, JEKapCTBEHHBIE MpenapaTsl, MOJIy4eHHbIe
U3 KpOBM, IUIa3Mbl KPOBHM 4YeJOBEKa M JKUBOTHBIX (32 HCKJIIOUYEHHEM LEJIbHOH KpOBH),
OMOTEXHOJOTMUYECKUE JIEKAPCTBEHHBIE Iperaparbl, TE€HOTEPalleBTHUECKUE JIEKapCTBEHHbIE
Ipernaparsl, JIEKapCTBEHHbIE IpenapaThl HA OCHOBE COMATUYECKUX KIIETOK;

(. 6.2 BBeneH PenepanbHbIM 3ak0HOM 0T 22.12.2014 N 429-03; B pen. PenepanbHOro 3akoHa
ot 04.08.2023 N 466-D3)

6.3) BBICOKOTEXHOJIOTMYHBIN  JIGKAPCTBEHHBIM IIpemnapaT - TI'€HOTEpaneBTUYECKUI
JIEeKapCTBEHHBIN Mpemnapar sl MEAUIIMHCKOTO MPUMEHEHHs], UM JeKapCTBEHHBIN Mpernapar Ha
OCHOBE COMAaTHYECKHX KJIETOK JJs METUIMHCKOTO TNPUMEHEHHUs, WM TKaHEWH)KEHEPHBIH
JIEKapCTBEHHBIN TIpenapar (mpenapaTr TKaHeBOW WHKEHEPHUH);

(m. 6.3 BBeaeH denepanbubiM 3akoHoM OT 30.01.2024 N 1-D3)

7) UMMYHOOHMOJIOTHUECKHE JIEKaPCTBEHHBIC MpEnaparbl - JICKAPCTBEHHBIC Ipernaparsl,
npeaHa3HaueHHble A7 (OPMHPOBAHMS AKTUBHOTO WJIM MACCUBHOTO HMMMYHHTETa JIHOO
JMarHOCTUKM HaJW4YUs MMMYHUTETa WJIM JUArHOCTHKH CHEIH(DUIECKOrO MPHOOPETESHHOTO
U3MCHCHUA HMMYHOJIOTHYCCKOTO OTBE€Ta Ha AJUICPTrU3NPYyroIue BCIICCTBA. K
UMMYHOOHMOJIOTHYECKUM JIEKAPCTBEHHBIM IIperaparaM OTHOCSTCS BaKI[MHbBI, AHATOKCHHEI,
TOKCHHBI, CBIBOPOTKH, UMMYHOTJIOOYJIMHBI U aJlIEPTeHbI;

(m. 7 B pen. @eaepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

7.1) OMOTEXHOJIOTUYECKHUE JIEKapPCTBEHHBIE IIpenaparbl - JIEKAPCTBEHHBIE Ipernaparsl,
IPOM3BOJICTBO KOTOPBIX OCYILECTBIISAETCS C UCIOJIB30BAaHUEM OMOTEXHOJOTHUECKUX MTPOLIECCOB U
metoioB (B ToMm uucie JIHK-pekoMOMHAHTHOH TEXHOJOTMH, TEXHOJOTHH KOHTPOJIHPYEMOU
9KCIPECCUH F'€HOB, KOAUPYIOLINX OMOJIOTHYECKH aKTUBHBIE O€JIKM B IPOKApUOTaxX U 3yKapuoTax,
BKJIIIOYass M3MEHEHHBbIE KJIETKH MJIEKONMTAIOMINX), THOPUIOMHOTO METoJa U METOAA
MOHOKJIOHAJIBHBIX aHTUTEJ;

(m. 7.1 BBegeH denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

7.2) TeHoTepaneBTUYECKHE JIEKapCTBEHHbIE Ipenaparbl - JIEKapCTBEHHbIE Ipernaparsl,
dapmarieBTHUYeCKast CyOCTaHIIUSI KOTOPBIX SIBJISIETCS PEKOMOMHAHTHOW HYKJIEWHOBOM KHCIOTOU
WIN BKJIIOYAET B ce0s1 pPeKOMOMHAHTHYIO HYKJIIEMHOBYIO KHCJIOTY, ITO3BOJISIOIIYIO OCYIIECTBIIATh
perynupoBaHMe, — pemapanuio, 3aMeHy, Jo0aBleHHWE WM  yJaleHHe TIeHETUYEeCKOMH
II0CJIEI0BATENBHOCTH;

(m. 7.2 BBegeH denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8) HapKOTMYECKHE JIEKapCTBEHHBbIE CpEICTBA - JIEKAPCTBEHHBbIE Mpenaparsl MU
dapmarieBTHYeCKHEe CyOCTaHLMHU, COJEpXKAIlMe HAPKOTUYECKHE CPEICTBA M BKIIOYCHHBIE B
[IepeueHp HAPKOTUYECKUX CPENCTB, ICUXOTPOIHBIX BEILIECTB U UX NMPEKYPCOPOB, MOICIKALINX
KOHTpost0 B Poccuiickoir ®Penepauyu, B COOTBETCTBUU C 3aKOHOAATENBLCTBOM Pocculickon



®denepanun, MEeXIyHApOAHBIMU JoroBopamu Poccuiickoit denepannu, B Tom yucie EnunHoit
KOHBEHIIMEN 0 HApKOTUYECKUX cpencTBax 1961 rona;

9) mNCUXOTPONHBIE JIEKAPCTBEHHBIE CPEICTBA - JIEKApPCTBEHHBIE Mpenaparsl U
dapmarieBTHYeCKHEe CYOCTaHIIMM, COJEpIKAllFe ICHUXOTPOIHBIE BELIECTBA M BKIIIOYCHHBIE B
[IepeueHp HAPKOTUYECKUX CPENCTB, IICUXOTPOIHBIX BEILIECTB U UX NPEKYPCOPOB, MOICKALINX
KOHTpost0 B Poccuiickoir ®Penepauyu, B COOTBETCTBUM C 3aKOHOAATENBLCTBOM Pocculickon
®denepanun, MEKIyHapOaHBIMU JoroBopamMu Poccuiickoit @enepanyu, B ToM uyncie KonpeHuuei
0 IICUXOTPOIHBIX BenecTBax 1971 roxa;

10) pammodapmaineBTHUECKHE JIEKAPCTBEHHBIE CPEICTBA - JIEKAPCTBEHHBIC CPE/ICTBA,
KOTOpBIE CO/IEPKaT B TOTOBOM IS MCIOIB30BaHUs (hOpME OJMH PaJAUOHYKIIN] MM HECKOJIBKO
PAIMOHYKINIOB (PaIlOaKTUBHBIX U30TOTIOR);

10.1) opurmHajibHBII JIEKAPCTBEHHBIA IpenapaTr - JIEKAPCTBEHHBIM IpenapaT ¢ HOBBIM
JICUCTBYIOIMM BEIIECTBOM, KOTOPBIA MEPBBIM 3aperucTpupoBad B Poccuiickoit denepanuu uium
B MHOCTPaHHBIX TOCYAApCTBaX HAa OCHOBAHMU PE3YJIbTAaTOB NOKIMHMYECKUX MCCIEAOBAHUMN
JEKapCTBEHHbIX CPEACTB U KIMHUYECKMX MCCIEJOBAHUN JIEKAPCTBEHHBIX IPENaparos,
MOJTBEPKIAIOIINX €r0 Ka4yecTBO, 3PPEKTUBHOCTH M O€30MaCHOCTE;

(m. 10.1 BBenen denepanbHbiM 3ak0HOM OT 27.12.2019 N 475-D3)

11) pedepeHTHBINM JEeKapCTBEHHBIH NpenapaT - JIEKapCTBEHHBIH Ipemnapar, KOTOPBIH
UCIIONIB3YETCSl JJIi OLEHKU OMOAPKBUBAJIEHTHOCTH WM TEPaNeBTUUYECKOW SKBUBAJICHTHOCTH,
Ka4yecTBa, 3PPEKTUBHOCTH U O€301IaCHOCTH BOCTIPOU3BEICHHOT'O JISKAPCTBEHHOT'O MTperapara uin
Ouoanaioroporo (O6MOMOAOOHOTO) JIEKApCTBEHHOTO Tmpemaparta (Omoanamora). B kadecTBe
pedepeHTHOrO JIEKapCTBEHHOTO IMpernapara s MEIUIIUHCKOTO MPUMEHEHHS HCIOIb3yeTCs
OPUTHHAJILHBIN JICKAPCTBEHHBIN TIpenapar Ju0o, €ClIi OpUTHHAIBHBIN JICKapCTBEHHBIN ITpenapar
HE 3apETUCTPUPOBAH WM HE HAXOIUTCS B 00opoTe B Poccuiickoit denepanuu 1 He HAXOAUTCS B
000poTe B MHOCTPAHHBIX TOCYAApPCTBAX, BOCIHPOM3BEACHHBIN JIEKAPCTBEHHBIA MpernapaT HIU
OunoaHanoroBblii (OMOMOMOOHBIN) JEeKapCTBEHHbIH mpenapaT (OmoaHanor), KOTOPHIH IHEepBHIM
3apEeTUCTPUPOBAH M3 4YHCIA HaxXoJsammxcsi B obopore B Poccuiickoit ®Denepanuw,
OMOAPKBUBAJIEHTHOCTh HJIM TepaneBTUYECKas 3KBHUBAJIEHTHOCTb, KauecCTBO, 3(PPEKTHUBHOCTh H
0€30MacHOCTh KOTOPOTO OLEHUBAINCH MO OTHOUIEHHIO K OPUTMHAIBHOMY JIEKapCTBEHHOMY
npernapary, a Takke KadecTBO, 3(h(eKTHBHOCTh M 0€30MacHOCTh KOTOPOTO TMOATBEPKIAIOTCS
pe3ynbTaTaMu  (apMakoHaJ30pa M TMPOBEPOK COOTBETCTBHUS JIEKAPCTBEHHBIX CPEICTB,
HaXOMAUIMXCS B TPaKIAHCKOM 000pOTe, YCTaHOBIEHHBIM TpeOOBaHMSAM K WX KayecTBy. B
KayecTBe pePEepeHTHOro JIEKapCTBEHHOTO IIpernapaTa s BETEPUHAPHOIO MPUMEHEHUs
UCIIOJIb3YETCS JIEKapCTBEHHBIN npernapar e BETEPUHAPHOTO PUMEHEHHUS,
3aperucTpupoBaHHbii B Poccuiickoii denepaiii Ha OCHOBAaHUU PE3YJIbTATOB JTOKIMHUYECKUX
UCCIICIOBAaHUI JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX HCCIEIOBAaHUNA JIEKapPCTBEHHBIX
MpenaparoB, MOATBEPKIAIOIINX €ro KauecTBO, 3((PEKTUBHOCTD U O€301TaCHOCTH;

(m. 11 B pen. denepanbHoro 3akona ot 27.12.2019 N 475-03)

12) BoCHpOW3BENCHHBIN JIEKAPCTBEHHBIM TMIpenapar - JIEKapCTBEHHBIM mpemapar it
MEIUIIMHCKOTO TPUMEHEHH S, KOTOPBI UMEeT SKBUBAJICHTHBIN pe)epeHTHOMY JIEKAPCTBEHHOMY
npenapary KadeCTBEHHBIM COCTaB M KOJWYECTBEHHBIM COCTaB [JEHCTBYIOIIMX BEIIECTB B
HKBUBAJICHTHON JIEKapCTBEHHOH (hopme, MO0 JIEKapCTBEHHBIM MpenapaT AJIs BETEPUHAPHOTO
MPUMEHEHHUsI, KOTOPBIH HMMEET TaKhe K€, 4TO M pPePEepeHTHBIM JIEKAapCTBEHHBIW Ipernapar,
KaueCTBEHHBIM COCTaB M KOJWYECTBEHHBIA COCTaB JIEUCTBYIOIIMX BEIIECTB B TAaKOM XKe
JeKapcTBEHHOM (hopme, OMOIKBUBAJICHTHOCTh WM TepaneBTUUECKasi IKBUBAJIEHTHOCTh KOTOPHIX
COOTBETCTBYIOLIEMY pedepeHTHOMY JIEKapCTBEHHOMY npenapary MOATBEPK/IECHA
COOTBETCTBYIOIIMMU UCCIIET0BAHUIMU;

(m. 12 B pen. denepanbHoro 3akoHa ot 27.12.2019 N 475-03)



12.1) TepameBTHYECKass SKBHBAJICHTHOCTH JICKAPCTBEHHBIX IPEMAPATOB - JOCTHXKCHHE
KJIMHUYECKH COIMOCTAaBUMBIX TepamneBThYeckoro s¢¢exra u mokazareneil >3pPpeKTUBHOCTH H
0€30MacHOCTH MPHU MPUMEHEHUH JIEKAPCTBEHHBIX MPEnapaToB JUIsi MEIUIIMHCKOTO MPUMEHEHHUS,
UMEIOIIMX OJHO MEXKIYHApOJHOE HENMaTeHTOBAHHOE (WJIM XUMHUYECKOE, WIH TPYHNITHPOBOYHOE)
HAaUMEHOBAaHHE, B SKBUBAJICHTHBIX JI03UPOBKAX 10 OJHUM U TE€M K€ MOKa3aHUAM K IPUMEHEHUIO
U TIPU OJIMHAKOBOM CIIOCOO€ BBEJICHHSI Y OTHOM U TOM K€ TPYIIIBI OOJIBHBIX;

(m. 12.1 B pen. @enepanbroro 3akoHa ot 27.12.2019 N 475-03)

12.2) OuoananoroBslii (OMOMONOOHBIN) JIeKapCTBEHHBIM mpemnapar (O6uoaHasnor) -
OMOoJIOrnYecKHii JIeKapCTBEHHBIH Mpenapar, CX0XKHH 110 apaMeTpaM KauecTBa, 3(p(GpeKTUBHOCTH U
0e30macHOCTH ¢ pedepeHTHBIM OHOJIOTUYECKUM JIEKAPCTBEHHBIM IIPErapaToM B TaKoW ke
JIEKapCTBEHHOU (popMe M UMEIOIINNA NICHTUYHBIN CTIOCO0 BBEICHUS;

(. 12.2 BBeneH PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

12.3) B3ammo3aMEHSEMBI JICKAPCTBEHHBIM TMpemapar - JIGKapCTBEHHBIM TMpemapar cC
JIOKa3aHHOM TeparneBTUYEeCKON SKBUBAIEHTHOCTHIO MM OMO’KBHUBAIEHTHOCTHIO B OTHOILEHHH
pedepeHTHOr0 JIEKApCTBEHHOTO TMpernapara, UMEIONIMI SKBHUBAJEHTHbIE €My KaueCTBEHHBIN
COCTaB M KOJINYECTBEHHBIN COCTAB ACHCTBYIOLIMX BELIECTB, COCTAB BCIIOMOTaTENIbHBIX BEIIECTB,
JIEKapCTBEHHYIO (JOPMY U CITIOCOO BBEICHHUS;

(. 12.3 BBeneH PenepasbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

12.4) OMOSKBHBAJIEHTHOCThH JICKAPCTBEHHBIX IPENapaToB - JOCTH)KEHHE COMOCTABHMBIX
1oKa3zaTeyiel CKOpPOCTH BCAChIBAaHHs, CTEMEHHM MOCTYIUICHHUS K MECTY JACWCTBUS M CKOPOCTH
BBIBEJICHUSI OJHOTO WM HECKOJNBKHX oOnajaonmx (GapMaKoJIOTHUECKOH aKTHBHOCTBIO
NEHCTBYIOIMX BEIIECTB MPHU NPUMEHEHUH JIEKAPCTBEHHBIX IPENapaTroB s MEAMIIMHCKOTO
NPUMEHEHHS, HMEIONIMX OJHO MEXIyHapOIHOE HENAaTeHTOBAaHHOE (WM XHMHYECKOE, WIIH
IPYNIIMPOBOYHOE) HAMMEHOBAHKE, B SKBUBAJICHTHBIX J03UPOBKAX M MPHU OJUHAKOBOM CIIOCO0E
BBE/ICHUS,

(. 12.4 BBenneH PenepasibHbIM 3aK0HOM OT 27.12.2019 N 475-D3)

13) nexapcTBEHHOE PACTUTENBHOE CHIPHE - CBEXKHE WM BBICYIIEHHBIE pAacTeHHs MO0 HX
YaCTH, WCHOJb3yeMble JJI TPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJACTB OpraHU3aIUsIMU -
MPOU3BOJIUTENIIMUA JIEKAPCTBEHHBIX CPEJCTB WJIM HM3TOTOBJICHHS JIEKAPCTBEHHBIX IIPErapaTroB
aNTeYHBIMHU OPTaHHU3AIUSIMH, BETEPUHAPHBIMU aNITEYHBIMUA OPTraHU3ANUSIMU, HHIUBUIYaTbHBIMU
peIpUHUMATEISIMHU, UMEIOIIMMU JIMLICH3HIO Ha (papMaIieBTUUECKYIO e TENbHOCTD;

14) nexapcTBEHHBIN pacTUTENBHBIN NpEnapar - J€KapCTBEHHBIN Npenapar, NpoOU3BeICHHBIN
WJIM U3TOTOBJICHHBIM M3 OJHOTO BHJA JIEKAPCTBEHHOI'O PACTUTENIBHOTO CBHIPBS MM HECKOJBKHX
BUJIOB TaKOTO CHIPBS M peali3yeMblil B pacpacOBaHHOM BHUJI€ BO BTOPUYHOH (TTOTPEOUTEIBCKOIN)
YIIaKOBKE;

15) romeonaTHMUecKuil JEKApCTBEHHBIM Mpenapar - JIEKapCTBEHHBIM Ipernapar,
MPOMW3BENICHHBI  WJIM  W3TOTOBJCHHBIM M3  ¢apMaleBTUUECKOW  CyOCTaHIIMM WA
dapMmarieBTUYeCKHX CyOCTaHIIMI B COOTBETCTBHM C TpeOOBaHUAMH OOLIMX (hapMaKOMeHHbIX
CTaTell K TOMEONaTUYeCKUM JIEKapCTBEHHBIM IIperaparaM Wi B COOTBETCTBUM C TPEOOBaHUSIMHU
(dapmakoren cTpaHbl MPOU3BOJUTENS TAKOTO JICKAPCTBEHHOT'O Mpenapara;

(m. 15 B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

16) MexayHapoJaHOE HENMAaTEeHTOBAHHOE HAWMEHOBAHHME JIEKAPCTBEHHOTO CpEIACTBA -
HAaUMEHOBAaHME JEHCTBYIOLIEro BemiecTBa (hapMaleBTUUECKONH CyOCTaHIIMM, PEKOMEHI0BaHHOE
BcemupHoii opranusanuei 31paBoOXpaHeHus;

(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)



17) ToproBoe HaMMEHOBAHUE JICKAPCTBEHHOTO CPEJICTBA - HAMNMEHOBAHUE JICKAPCTBEHHOTO
CpEICTBA, MPUCBOCHHOE €0 Pa3paboTUYUKOM, JeprKaTeleM WU BIIAJENbIEM PETUCTPALMOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpernapara;

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

17.1) rpynnmupoBOYHOE HAWMEHOBAHHUE JICKAPCTBEHHOTO IIpernapara - HaWMEHOBaHHUE
JIEKAapCTBEHHOI'O0  Mpernapara, HE  HUMEIOIIET0  MEXAYHApOJHOIO0  HEMATEeHTOBAHHOTO
HAaUMEHOBAHUS, WM KOMOMHAIIMM JIEKAPCTBEHHBIX MpENaparoB, HCIOIb3yeMOE B LENSIX
Oo0BeIMHEHNUS WX B TPYIIY IMOJA €AWHBIM HAUMEHOBAHUEM HCXOJ1 M3 OIMHAKOBOTO COCTaBa
JIEUCTBYIOIIMX BEIIECTB;

(. 17.1 BBeneH @enepasbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

18) obmas dapmakoneiiHas cTaThsl - JOKYMEHT, YTBEPKICHHBIM YIOJTHOMOYEHHBIM
denepanbHBIM OPraHOM WCIOJHUTENFHOW BIACTH W COJACPKAIIMN TIEpedeHb IOKa3aTenei
KauecTBa W (WJM) METOJIOB KOHTPOJISI KadecTBa KOHKPETHOW JIEKapCTBEHHOW (HOPMBI,
JICKaPCTBEHHOTO PACTUTEIHHOTO CHIPhS, BCIOMOTATebHBIX BEIIECTB, OMMCAHUS OMOJIOTUYECKUX,
OMOXUMHYECKUX, MHKPOOHOJIOTMYECKUX, (PU3UKO-XUMUUYECKHX, (DU3UIECKUX, XUMHUYCCKUX H
JIPYTHX METOJIOB aHAIM3a JIGKAPCTBEHHOTO CPEICTBA, a TaKKe TPeOOBaHUS K MCIOIb3YEMbIM B
LEJSIX TPOBEJICHHS TaHHOTO aHaJIN3a PeaKTHUBaM, TUTPOBAHHBIM pacTBOpPaM, MHIMKATOPAM;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

19) bapmakorieitHast CTaThs - TOKYMEHT, YTBEPKICHHBIN YIIOJTHOMOUYEHHBIM (henepaibHbIM
OpraHOM MCIIOJHUTEIILHOMN BJIACTH U COACPIKALUN NIEPEUYEHb I0KAa3aTeIe KayeCcTBa U METOJI0B
KOHTpOJIA KadecTBa JIEKaPCTBEHHOIO CpPEJICTBA, JIEKAPCTBEHHOIO PAaCTUTEIBHOIO ChIPbS,
BCIIOMOT'aTEJIbHBIX BEIIECTB;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

19.1) crangapTHBle 0Opa3lbl - BEMIECTBA, IOCPEICTBOM CPAaBHEHUS C KOTOPBIMHU
OCYIIECTBIIICTCS KOHTPOJb KadecTBa HCCIEAYEMBIX JIEKaPCTBEHHBIX CPEACTB C MOMOIIBIO
(U3NKO-XMMUYECKMX M OHOJOTMYECKHMX METOJO0B B MLEJSAX MOATBEPKIEHHS COOTBETCTBHUS
JIEKapCTBEHHBIX CPEJCTB TPeOOBAaHMSIM HOPMAaTHBHOW JOKYMEHTAllWH, YCTaHOBJICHHBIM IpH
OCYILECTBIICHUH TOCYAAPCTBEHHON pPErHcTpaluu, U KOTOPBIE MPUMEHSIOTCS A KaauOpOBKH
CTaHAAPTHBIX 00Pa3I0B MPON3BOAUTENS JICKAPCTBEHHBIX CPEACTB, HCIOIb3YEMbIX JJISI KOHTPOIIS
Ka4yecTBa M WHBIX IIeJIel pyu 00paleHnH JIEKAPCTBEHHBIX CPEJICTB;

(m. 19.1 BBenen @enepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

19.2) dapmakoneiHblil cTangapTHBIN 00pasell - CTaHAapTHBIN 00pasell, MPON3BEACHHBIN B
COOTBETCTBUU C (hapMaKOIEHHON CTaThel;
(. 19.2 BBeneH @enepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

20) HOpMaTUBHAs JTOKYMEHTAIMsI - IOKYMEHT, COJAEp KAl TIepeUYeHb ONPEACISIEMBIX IO
pe3yabpTaTaM COOTBETCTBYIOIMX SKCHEPTU3 IOKa3aTelied KayecTBa JIEKAPCTBEHHOTO CPE/ICTBA
JUIST. MEAMLIMHCKOTO TPUMEHEHUs, METOJIOB KOHTPOJS €ro KauecTBa M YCTAHOBJICHHBIH €ro
IMPOU3BOAUTCIICM;

21) HOpMAaTHUBHBIA JOKYMEHT - JOKYMEHT, COJEpIKaIluii MepedeHb OIPEeACNIIeMbIX I10
pe3ylbTataM COOTBETCTBYIOIIMX JKCIIEPTH3 MOKa3aTenel KauecTBa U (MJIM) METOIOB KOHTPOJIS
KauecTBa  JICKAPCTBEHHOW  (OpPMBI,  OMUCAaHUS  OMOJOTMYECKHX,  OMOXHMHYECKHX,
MI/IKpO6I/IOJIOFI/I‘IeCKI/IX, (bI/ISI/IKO-XI/IMI/I‘-IGCKI/IX, (1)H3H‘-I€CKI/IX, XUMHUYCCKUX U JpYyrux MCETOI0B
aHalM3a JIEKAPCTBEHHBIX CPEICTB JJII BETEPUHAPHOTO NPHUMEHEHHUs, TpeOOBaHUS K
HCIOJIB3YCMbIM B IECJIAX IMMPOBCACHHUA NAHHOTO aHAJIM3a PCaKTUBaM, TUTPOBAHHBIM PACTBOpPAM,
MHAMKATOpPaM M YCTaHOBJICHHBIN €ro IPOU3BOIUTEIIEM;



21.1) oOmuii TEXHUYECKUI JOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTE€PHAJIOB, COCTOSIIINI
U3 HECKOJIbKMX pa3lieJoB - JOKYMEHTAlluu aJMHHUCTPATUBHOTO XapakTepa, XUMHYECKOM,
bapmareBTUIeCKOn " OMOJIOTHYECKOU JIOKYMEHTAIUH, (hapMaKkoJIOTHYECKOH,
TOKCUKOJIOTUYECKOW JTOKYMEHTAlUUHM, KIMHUYECKOM JOKYMEHTAaUlUH M IPEACTaBIIIEMBbII
OJHOBPEMEHHO C 3asIBJIEHUEM O TOCYJAPCTBEHHON PEruCcCTpalliy JICKAPCTBEHHOTO Mpenapara Jist
MEJWIIMHCKOTO TPUMEHEHHS B (opmare, yCTAaHOBJICHHOM YIOJHOMOYEHHBIM (eaeparbHbIM
OPraHOM MCIOJTHUTEIbHOW BJIACTH;
(. 21.1 BBeneH PenepasbHBIM 3aK0HOM OT 22.12.2014 N 429-D3)

22) Ka4ecTBO JIEKAPCTBEHHOTO CPEACTBA - COOTBETCTBHE JIEKAPCTBEHHOTO CpPEACTBA
TpeboBaHUsAM (hapMakomeiHoil cratbu MO0 B Cilydyae €€ OTCYTCTBUSL HOPMATHBHOM
JOKYMEHTAIINH WM HOPMATHBHOTO IOKYMEHTAa,

23) 6e301acHOCTh JIEKAPCTBEHHOTO CPENICTBA - XapaKTEPUCTHUKA JIEKAPCTBEHHOTO CPE/ICTBA,
OCHOBaHHAasi Ha CPaBHUTEILHOM aHanmm3e ero 3((EeKTHBHOCTH W PHCKA MPUYMHEHHS Bpeaa
3JI0pOBBIO;

24)  >(¢deKTUBHOCTh  JIEKAPCTBEHHOTO  Ipemapara -  XapaKTepUCTUKA  CTENEHH
MOJIOKUTCIIBHOI'O0 BJIMAHHA JICKAPCTBCHHOI'O MpCliapara Ha TCUCHUC, MMPOAOJLZKUTCIBHOCTD
3a00JIeBaHMUs WM €TO MPEIOTBpAIlICHUE, peaOMIHTAINI0, HA COXpAaHEHHE, IPEIOTBPALICHAE WITH
npephIBaHre OEPEeMEHHOCTH;

25) cepus JIEKapCTBEHHOTO CPEICTBA - KOJMYECTBO JICKAPCTBEHHOTO CpE/ICTBA,
MPOM3BEACHHOE B PE3YJITATE OJHOTO TEXHOJIOTHYECKOTO IUKJIIA €r0 IPOU3BOIUTEIIEM;

26) perucTpallMOHHOE YyJOCTOBEPEHHE JIEKAPCTBEHHOTO Tpernapara - 3aluch B
TOCYIapCTBEHHOM PEeCcTpe JIEKapCTBEHHBIX CPEICTB, MOATBEpKIatonas GakT rocyaapcTBEHHOM
PETHCTpallUM JICKAPCTBEHHOTO TMpernapata, W (WiId) JOKYMEHT, MOATBEPKIAIMMUA (akT
rOCYIapCTBEHHOW PETUCTpAlUU (PETUCTPAIlUN) JTEKAPCTBEHHOTO TIperapara;

(m. 26 B pen. ®enepanpHoro 3akona oT 30.01.2024 N 1-03)

26.1) pepxarenb WINM BIAJENELl PETUCTPALMOHHOTO YIOCTOBEPEHMS JIEKAPCTBEHHOI'O
npemnapara - pa3padoT4HK JIEKAPCTBEHHOI'O CPEACTBA, IPOM3BOAUTEND JIEKAPCTBEHHBIX CPEACTB
WIA WHOE IOPUAMYECKOe JIMIo, OO0JIafalomee MpaBoOM  BIAJACHUS PErHCTPALMOHHBIM
yJIOCTOBEpPEHHEM, KOTOpbIE HECYT OTBETCTBEHHOCTb 3a KauecTBO, J(PPEKTUBHOCTb H
0€301aCHOCTb JICKApCTBEHHOT'O Tpenapara;

(m. 26.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

27) peructpallMOHHBI HOMEp - KOJ0BOe 0003HaueHHE, MPUCBOCHHOE JIEKAPCTBEHHOMY
npenapary Ipu ero rocy1apcTBEHHON perucTpaluy WM perucTpalumy;
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

28) obOpaiieHne JIEKapCTBEHHBIX CPEICTB - pa3paboTKa, JOKIMHHYECKUE HCCICIOBAHMS,
KJIMHUYECKHE MCCIEN0BaHUs, DKCIEPTU3a, IOCYAapCTBEHHAs PErucTpans WIA PErucTpanus,
CTaHJApPTU3alUsl U KOHTPOJb KAadecTBa, IPOU3BOJCTBO, M3TOTOBIICHUE, XPAaHEHHUE, IEPEBO3Ka,
BB03 B Poccuiickyto ®enepauuio, BbiB0o3 u3 Poccuiickoit denepanuu, pekiiama, OTIIYCK,
peanusanys, nepenada, IpUMEHEHNE, YHUUTOKCHHUE JIEKAPCTBECHHBIX CPEACTB;

(B pen. @enepanbubix 3aKk0HOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

29) cyOBekThl oOpalieHusl JICKAPCTBEHHBIX CPENCTB - (DU3MYECKHE JIMIA, B TOM YHUCIE
WHAUBUAYAJIBHBIC MPCANIPUHUMATCIIN, U IOPUIAAXYCCKUC JINIA, OCYHICCTBIAOMINE ACATCIbHOCTD
npu 00pAaICHNUH JIEKAPCTBEHHBIX CPEJICTB;

30) pa3paboT4MK JIEKapCTBEHHOT'O CPEICTBA - OpraHM3aIus, OONajarolias MpaBaMH Ha



pe3ynbTaThl  JOKJIWHUYECKUX HCCICAOBAHWH  JIGKAPCTBEHHOTO CPEICTBA, KIMHHUYECKUX
UCCJIEOBAHUI  JIEKAapCTBEHHOI0 TMpemapata U (WIM) Ha TEXHOJOTHIO MPOU3BOJICTBA
JIEKapCTBEHHOT'O CPEJICTBA;

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

31) mOpoOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB - JACSATENBHOCTh IO TMPOU3BOACTBY
JIEKAPCTBEHHBIX CPEJICTB OPraHU3ALMIMU - TPOU3BOAUTEISIMU JIEKAPCTBEHHBIX CPEJICTB HA OJTHOM
CTa/IuY, HECKOJIbKHX WIJIM BCEX CTAAMIX TEXHOJOIMUYECKOTO MpoIlecca, a TakKe M0 XPaHEHUIo U
peanu3aluy NPOU3BEICHHBIX JICKAPCTBEHHBIX CPE/ICTB;

31.1) mnpou3BOACTBEHHas IUIOMIAKA - TEPPUTOPUATBLHO 000COOJEHHBIN KOMILIEKC
IIPOM3BOIUTENS JIEKAPCTBEHHBIX CPENICTB, MpeIHa3HAYEHHBIN /ISl BHIIIOJIHEHUSI BCETO IMpolecca
MIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB WIIU €T0 OINpeIeICHHON CTaIuu;

(. 31.1 BBeneH PenepasbHBIM 3aK0HOM OT 22.12.2014 N 429-D3)

32) TpOW3BOAMUTENH JICKAPCTBEHHBIX CPEACTB - OpraHu3amus, OCYIIECTBIISIONIAs
HpOI/ISBOI[CTBO JIeKapCTBeHHBIX CpCI[CTB B COOTBCTCTBUU C Tpe6OBaHI/I$IMI/I HaACTOAIICTO
®denepaabHOrO 3aKOHA;

33) dapmaneBTHUECKas NEATEIBHOCTh - JESATENBHOCTH, BKIIOYAOMIas B ceOs OMTOBYIO
TOPTOBIII0 JIEKAPCTBEHHBIMU CPEICTBAMH, HMX XpaHEHHUE, IEpPEeBO3KY U (MJIU) PO3HUYHYIO
TOPTOBJIIO JIEKAPCTBEHHBIMHU TIpeTapaTaMu, B TOM YHCIIE TUCTAHIMOHHBIM CLIOCOOOM, X OTITYCK,
XpaHEHue, MepeBO3KY, U3TOTOBIIEHUE JIEKAPCTBEHHBIX MPENapaTos;

(B pen. @enepanbHoro 3akoHa ot 03.04.2020 N 105-D3)

34) opraHuzamnys ONTOBOW TOPTOBIW JICKAPCTBEHHBIMU CPEACTBAMHU - OpTraHU3aIus,
OCYHICCTBJIAIOIIAA OINTOBYKO TOPTOBJIIO JICKAPCTBCHHBIMHA CPEACTBAMU, UX XPAHCHUE, IICPCBO3KY
B COOTBETCTBUU C TpeOOBaHUAMHU HacTosAlero denepanbHOro 3aK0Ha;

35) anteuHas opraHM3aius - OpraHu3alys, CTPYKTYpPHOE MOJpPA3AEICHUE MEIULUHCKON
OpraHHU3aIH, OCYIIECTBISIONINE PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMH IpernapaTamMmu, B TOM
quCJI€ AUCTAaHIIMOHHBIM CHOCO60M, XpaHCHUC, TICPCBO3KY, HU3TOTOBJICHUC W  OTIIYCK
JIEKapCTBEHHBIX MPEnapaToB AJisi MEIULUHCKOTO MPUMEHEHHUSI B COOTBETCTBUU C TPEOOBaHUSIMU
Hacrosiiero denepaibHOTO 3aKOHA;

(B pen. ®enepanbHbix 3ak0oHOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

36) BeTepuHapHas anTedyHas OpraHu3alMs - OpraHU3alMs, CTPYKTYPHOE IOApa3JeIICHUE
BETEpUHAPHOW OPraHM3aLMU, OCYLIECTBISIIOIINE PO3HUYHYIO TOPrOBIIO JIEKapCTBEHHBIMU
npenapaTtamM, B TOM YHCJE JAUCTAaHIMOHHBIM CIOCOOOM, XpaHEHHE, W3TOTOBJIECHHE M OTIYCK
JIEKapCTBEHHBIX MIPENapaToB AJs BETEPUHAPHOTO NPUMEHEHUS B COOTBETCTBUU C TPEOOBAHUAMHU
HacTosuero denepanbHOro 3aKoHa;

(B pen. ®enepanpuoro 3axoHa ot 03.04.2020 N 105-D3)

37) danbcupuIMpPOBaHHOE JIEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEACTBO,
COTIPOBOXAAEMOE JIO)KHOU MH(OpMAIIUEH 0 €ro CocTaBe U (UK ) IPOU3BOAUTEIIE;

38) HemoOpokadecTBEHHOE JIEKapCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEACTBO, HE
COOTBETCTBYIOIIEE TpeOoBaHUSIM (apMaKONEeHHONW CTaTbU JUOO B Cllydae €€ OTCYTCTBHUSA

TpeOOBaHUSAM HOPMAaTUBHON JOKYMEHTAIIMU WJIM HOPMATUBHOTO JOKYMEHTA,;

39) xoHTpadaKTHOE JEKAPCTBEHHOE CPEICTBO - JIEKAPCTBEHHOE CPEJICTBO, HAXOISIICECs B
000opoTe ¢ HapyIIeHHEeM I'PaXkJaHCKOTO 3aKOHOJaTeIbCTBA;

40) JOKIMHUYECKOE WCCIEAOBAaHUE JICKAPCTBEHHOTO CpEACTBA - OHOJIOTHYECKHE,



MHUKpPOOHOJIOTHYECKHE, HMMYHOJIOTHYECKHE, TOKCHKOJOTHYECKHe,  (papMaKoIOTHYECKHE,
¢usnueckue, XUMUYECKHE€ W Jpyrue HCCIEAOBAaHHUS JIEKAPCTBEHHOTO CPEICTBA MyTEM
NPUMEHEHHS HAayYHBIX METOJOB OIIGHOK B IENAX MHOJYyYeHHs IO0Ka3aTelbCTB O€30MacHOCTH,
KadecTBa 1 3 (HEKTUBHOCTH JIEKAPCTBEHHOT'O CPE/ICTBA;

41) xIMHIYECKOE UCCIIeJOBaHNE JISKApCTBEHHOT O Ipernapara - H3y4eHne JHarHOCTHYECKHX,
Je4eOHBIX, MPO(UIAKTUYECKHX, (apMaKOJOTHUYECKUX CBOMCTB JIGKAPCTBEHHOTO Iperapara B
IpoLecce €ro MPUMEHEHHS Yy YeNOBEKa, KUBOTHOTO, B TOM YHCIIE IPOLECCOB BCACHIBAHUS,
pacripenienieHusi, U3MEHEHUs U BBIBEICHUS, IyTeM NPUMEHEHUS HAyYHBIX METOJOB OLIEHOK B
IeNAX MOJYYEHHsI JI0Ka3aTelbCTB 0€30MacHOCTH, KauecTBa U A(PPEKTUBHOCTH JIEKapCTBEHHOTO
npernapara, JAaHHBIX O HEXKEJIaTelIbHBIX pEaKUUsAX OpraHu3Ma 4YelloBeKa, >XKMBOTHOTO Ha
MpUMEHEHHE JIEKAPCTBEHHOrO Tmpermapata U 00 3(dekTe ero B3auMOACUCTBUS C IPYTUMHU
JIeKapCTBEHHBIMH ITperapaTtaMy U (MJIU) MUIIEBBIMUA IPOAYKTaMU, KOPMaMH;

42) MHOTOLIEHTPOBOE KIMHUYECKOE HCCIENOBaHNe JIEKAPCTBEHHOrO Ipenapara MAJis
MEAWIIMHCKOTO TPUMEHEHHS - KIMHHYECKOEe HCCIEAOBAHME JIEKAPCTBECHHOI'O Mpemnapara s
MEAMIIMHCKOTO MMPUMEHEHHSI, TPOBOJUMOE pa3pabOoTUNKOM JIEKapCTBEHHOTO Mpernapara B IByX U
0ojyiee METUIIMHCKUX OPraHU3alUsAX IO E€IMHOMY MPOTOKONY KIMHHYECKOTO HCCIEIOBaHUS
JIEKapCTBEHHOT'O IIpernapara;

43) MexAyHapOJAHOE MHOTOLEHTPOBOE KIMHHYECKOE HCCIEAOBaHUE JIEKApCTBEHHOTO
npernapara JUisi METUIIMHCKOTO TPUMEHEHHUsS - KIMHUYECKOE HCCICOBAHUE JIEKAPCTBEHHOTO
npemapara JUisi MEIUIIMHCKOTO TMPUMEHEHHs, MPOBOANMOE Pa3padOTYMKOM JIEKapCTBEHHOTO
npernapata B Pa3UYHBIX CTpaHaX IO EIWHOMY IIPOTOKONY KIMHHYECKOTO HCCIIeIOBAHUS
JIEKapCTBEHHOTO TIperapara;

44) mocTperucTpaloHHOE KIMHUYECKOEe HMCCIeOBaHHUE JEKapCTBEHHOIO Mpernapara yis
MEIUIIUHCKOTO MPUMEHEHHUS - KIMHUYECKOe HCCIeOBaHME JIEKApCTBEHHOTO Iperapara Jyis
MEAMIIMHCKOTO TPUMEHEHHUs, TPOBOJUMOE MPOU3BOJAUTENEM JIEKAPCTBEHHOIO IIperapara,
IpaXXJIaHCKUI 00OpPOT KOTOPOTO OCYIIECTBIISAETCS IMOCIE TOCYIApCTBEHHOM pPErucTpalnuy WiH
PETHCTPAIIUH, B IEJISIX JOTOJHUTEIHFHOTO COOpa JaHHBIX O €ro 0€30nmacHOCTH U 3(P(HEKTUBHOCTH,
pacilMpeHusl TOKa3aHWH K TPUMEHEHHWIO JaHHOTO JICKapCTBEHHOIO IIpenapaTa, a TakKxke
BBISIBJICHUSI HEXKEJIaTeIbHBIX peaKlUi MaleHTOB Ha ero JIEHCTBUE;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

45) uccnenoBaHre OMOIKBUBAICHTHOCTH JIEKAPCTBEHHOTO TIpenapaTa - BUJ KIMHHYECKOTO
WCCIICIOBAHMS JICKQPCTBEHHOTO TIpemapaTra, MPOBEACHHE KOTOPOTO OCYIIECTBISIETCS st
OTIpENICICHUs] CKOPOCTH BCAChIBAaHUS W BBIBEICHHS OJHOTO WM HECKOJIBKUX OO0JIaJaroIInuX
(dhapMaKoIOTHYECKOW aKTUBHOCTBIO JCHCTBYIOIIUX BEIIECTB, KOJIUYECTBA JIEKAPCTBEHHOTO
npernapara, JOCTHTAIOIIer0 CHCTEMHOTO KPOBOTOKA, U PE3YIbTaThl KOTOPOTO TIO3BOJISIFOT C/IEIaTh
BBIBO/J O 6I/IOBKBI/IB2UICHTHOCTI/I BOCITPOU3BCACHHOI'O JICKAPCTBCHHOT'O IMMpeTiapaTa B OIPCACICHHBIX
JIEKapCTBEHHOW (popMe M JO3UPOBKE, COOTBETCTBYIOIIUX (hOpME U TO3UPOBKE pePEepEeHTHOTO
JIEKapCTBEHHOTO TIPerapara;

(. 45 B pen. ®enepanpHOro 3akoHa OT 22.12.2014 N 429-D3)

46) nccienoBaHUE TEPANEBTUUECKON SKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX MPENApaTOB - BUJ
KJIMHUYECKOTO  HCCIIEIOBaHMsI  JIEKAPCTBEHHBIX  IpPENaparoB, IPOBEIEHUE  KOTOPOIo
OCYILECTBIISICTCSI  JUIA  BBISIBJIGHUS OJMHAKOBBIX CBOWCTB JIGKAPCTBEHHBIX IIpenapaToB
OTIPENICTICHHON JICKapCTBEHHOW (OpMBI, a Tak)Ke HaJIMYMsl OJMHAKOBBIX ITOKa3aTesIen
0e30macHOCTH M A(PPEKTUBHOCTH JIEKAPCTBEHHBIX IMPENapaToB, OJMHAKOBBIX KIMHHUYECKUX
3¢ deKTOoB MpH UX MPUMEHECHUH,

47) mpOoTOKOJ KJIMHUYECKOTO MCCIEAO0BAaHUS JIEKAPCTBEHHOI'O Ipemnapara - AOKYMEHT, B



KOTOPOM OIpPENENSIOTCS 1esd, (POPMbI OPTaHU3aluKd U METOJI0JIOTHS MTPOBEICHUS KITMHUYECKOTO
WCCJICIOBAHMSI, CTATUCTUYECKIE METOIbI 00paOOTKH Pe3yIbTaTOB TAKOTO UCCIICIOBAHUS U MEPHI
1o obecreyeHno 0e30MacHOCTH GU3NYECKUX JIUI], YYACTBYIOIIMUX B KIMHUYECKOM HCCIIeI0BaHUU
JIEKapCTBEHHOIO Mpernapara;

48) Opomitopa uccCleqoBaTeNsi - CBOJHOE W3JI0KEHHE PE3yJIbTaTOB JOKIMHHYECKOTO
UCCJIEIOBAHMS JIEKAPCTBEHHOTO CPEACTBA U KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO
npernapara Jisl MEIUIIUHCKOTO TPUMEHEHUS;

49) nnpopMaIMOHHBIH JTUCTOK MAallUEHTA - JOKYMEHT, B KOTOPOM COJEPKATCS B TOCTYITHOM
(dopme cBeneHus, KacarolMecs MPOBOAMMOrO KIMHMYECKOIO MCCIIEJOBAHUS JIEKAPCTBEHHOI'O
npemnapara, ¥ B (opMe 3JIEKTPOHHOTO JOKYMEHTA, MOJMMCAHHOTO MAIlMEHTOM (€ro 3aKOHHBIM
IPEJCTaBUTENIEM) C MCIIOJIb30BAaHUEM YCHJICHHOH KBaIM(DPUUUPOBAHHON 3JIEKTPOHHOM NMOJIHMCH
WIM TIPOCTOM  DJIGKTPOHHOM IIOJAIUCU TOCPEACTBOM IIPUMEHEHMS €IUHOH CHCTEMBI
UACHTUQUKAIMM W ayTeHTU(QHUKAIMM, W [0 JKEIAaHUIO0 MAalUeHTa B IHUCBbMEHHOH Qopme
TOOPOBOJILHOE COTJIacue MaleHTa Ha y4acTHe B KIIMHUYECKOM HCCIIE0BAaHUH JEKapCTBEHHOTO
npernapara 1nocjie 03HaKOMJICHHSI ¢ OCOOCHHOCTAMHU KIMHUYECKOIO HCCIIEOBAHUS, UMEIOLIMMHU
3HAUEHUE JJIs1 BBIPAXKEHUSI TAKOT'O COTJIACHS;

(B pen. ®enepanpuoro 3axkoHa ot 30.01.2024 N 1-D3)

50) moOouHOE AEWCTBHE - pEakivs OpPraHu3Ma, BO3HHKINAS B CBS3M C NPUMEHEHHEM
JICKaPCTBEHHOTO Mpernapara B Jj03aX, PeKOMEHAYEMbIX B HHCTPYKIIMH 110 €r0 MPUMEHEHHIO, JUIS
npo(UTAKTUKH, AMATHOCTUKH, JICUCHUS 3a00JIEBaHUS WIH JUISI peaObUIUTAINH;

50.1) HexxenmaTeapHas peakius - HepeHaMepeHHast HeOaronpusTHas peakilus OpraHu3ma,
KOTOpasi MOXKET OBITh CBsI3aHa C MPUMEHEHHEM JIEKAPCTBEHHOTO TIperapara;
(m. 50.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

51) cepbpe3Hast HexenaTelbHas peakiiys - HeXxenaTeIbHasi peakius OpraHu3Ma, CBSI3aHHas C
PUMEHEHHEM JIEKapCTBEHHOTO TpenapaTta, IpUBeAIIas K CMEPTH, BPOXKJICHHBIM aHOMAITUSIM WITH
IIOPOKaM Pa3BUTHUS JTMOO MPECTABISAIONIAas COOON Yrpo3y JKU3HHU, TpeOyromas roCuuTaaIn3aiu
WJIU TIPUBEIIAs K CTOMKOW yTpaTe TPYAO0CIOCOOHOCTH U (WIJIM) MHBAIUIHOCTH;

52) HempenBUIEHHAs HEXKelaTeNbHAs PEAKIUS - HEXKeNaTelabHas Peakius OpraHu3Ma,
KOTOpasi CBs3aHa C TPUMEHEHHEM JIEKAPCTBEHHOTO Ipernapara B J103aX, PEKOMEHIYEMBIX B
MPOTOKOJIE €r0 KIMHHYECKOTO HCCIEeNOBAaHUS, OPOIIIOpe MCCIEA0BATENs, WIH C TPUMEHEHUEM
JICKApCTBEHHOTO Tperapara B J103aX, pEKOMEHYEMbIX B HHCTPYKIIMH IO €r0 MPUMEHEHHIO IS
npoQUIAKTUKYA, JUATHOCTHKH, JIEYCHUsS 3a00NeBaHUS WM MEIUIIMHCKOW peaduiIuTanuu
NalMeHTa, W CYIIHOCTh, TSDKECTh WJIM HCXOJ KOTOPOH HE COOTBETCTBYET WH(pOpPMAIHUU O
JICKapCTBEHHOM TIperapare, COJAEpKaIleiicss B MPOTOKOJE €ro KIMHHUYECKOTO HCCIICOBAHMSI,
OpoIrtope uccieoBaTeNs Wi B HHCTPYKIIMH 10 TPUMEHEHHIO JICKApCTBEHHOTO Mperapara;

(m. 52 B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

52.1) ¢dapmakoHam30p - BHI JACATEIBHOCTH 110 MOHHUTOPUHTY 3(P(EKTUBHOCTH |
0€30MacHOCTH JIGKAPCTBEHHBIX IMPEMapaToB, HAIMPABJICHHBI Ha BBIABICHUE, OIECHKY U
MpeIOTBpaleHIE HeXeNaTeIbHbIX MOCIECTBUI MPUMEHEHUS JIEKApCTBEHHBIX MPENnaparos;

(. 52.1 BBeneH PenepasbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

52.2) T1ulaH ympaBleHUS pPHUCKaMHU - TMOJAPOOHOE OMHCaHWUE MEPONPUITHH  TIO
dapmMakoHaI30py, HANPABIEHHBIX HA BBISIBJICHHE, OIIEHKY U MTPEIOTBPALICHUE WIIH MUHIUMH3AITHIO
PHCKOB, CBA3aHHBIX C JIEKAPCTBEHHBIMU MpeEnapaTaMu, BKIIOUas OLIEHKY 3 PEeKTUBHOCTH JaHHBIX
MEpPOIIPUATHH;

(m. 52.2 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)



Koncynsrantlntoc: npumeyanue.
C 01.03.2025 B 1. 53 cT. 4 BHOCsTCS m3meHeHus (D3 ot 30.12.2021 N 463-D3). Cm. Oyaymryro
penaKuuio.

53) peuent Ha JEKapCTBEHHBIM Npemapar - MEAWIMHCKUNW JOKYMEHT YCTaHOBJICHHOM
(dopMmpbl, coepkalinii Ha3HaAYSHHE JIEKAPCTBEHHOTO Ipernapara Uit MeAULIUHCKOTO TPUMEHEHHUS,
BBIZJTAHHBIH MEIUIIMHCKAM PAOOTHUKOM B IIEJISIX OTITyCKa JIEKAPCTBEHHOTO Iperapara WiIH ero
U3TOTOBJICHHS U OTITyCKa Ha OYMa)KHOM HOCHTEJIE UJIH C COTJIacusl MAllMeHTa UM ero 3aKOHHOTO
npeacTaBUTENsT B (QoOpMe D3JIEKTPOHHOTO JOKYMEHTa, HOANMCAHHOTO C HCIHOJIb30BAaHHEM
YCUJICHHOM KBaJM(PHUUHUPOBAHHON 3JIEKTPOHHOW TMOANMUCH MEAUIUHCKOrO paboTHHKA, JHOO
JIOKYMEHT YCTaHOBJICHHOW (hopMBI, comeprKaliii Ha3HAYeHHE JICKApCTBEHHOTO MIperapara s
BETEpUHAPHOTO TPUMEHEHHs, BBIIAHHBIA CIEHUAIMCTOM B 00JacTH BETEPHUHAPHH B IIEIAX
OTIyCKa JIEKApCTBEHHOTO MpeTapaTa WM ero U3TOTOBJICHUS U OTITyCKa Ha OyMa)XHOM HOCHUTEJE;
(B pen. @enepanbHbIX 3aKk0HOB 0T 29.07.2017 N 242-03, ot 02.08.2019 N 297-03)

KoncynprantlIntoc: npumevanue.
C 01.03.2025 1. 54 ct. 4 uznaraercs B HoBoi penakiuu (O3 ot 30.12.2021 N 463-D3). Cwm.

OyIyIIYIO pEIaKIIHIO.

54) tpeboBaHME MEAMLIMHCKON OpraHM3alUd, BETEPUHAPHOM OpPraHM3alUU - JTOKYMEHT
YCTAHOBJICHHOM (DOPMBI, KOTOPBIA BBIMMCAH MEIUIMHCKUM PAOOTHUKOM WM CIELUAINCTOM B
00J1acTH BEeTepUHAPUH, UMEIOIIUMH Ha 3TO MPAaBO, U COJIEPXKUT B MUCBMEHHOH (hopMe yKa3aHHE
anTeyHOM OpraHu3aluy WM BETEPUHAPHOM alTeuHON OpraHu3auy o0 OTIYCKE JIEKapCTBEHHOIO
npernapara Wik O €ro M3TOTOBJICHHMH M 00 OTHyCKe A oOecredeHus JIeueOHOro Impoiecca B
MEJIUIIMHCKON OpraHu3aly, BETEpUHAPHON OPraHU3AINY;

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

55) xoMIuieKcHas OIIeHKa JIEKQpCTBEHHOTO Iperapara - OLEHKa 3aperuCTPUPOBAHHOTO
JIEKapCTBEHHOTO IIperapara, BKIOYamomas B ceds aHaiu3 MHPOPMALUU O CPaBHUTEIBHOU
KIMHAYECKOW A(P(GEeKTUBHOCTH W  0O€30MaCHOCTH JIEKAPCTBEHHOTO TIpernapara, OIEHKY
HYKOHOMHUYECKUX TIOCIIEACTBUI €ro NpPUMEHEHMs, W3y4eHHE JOTOJIHUTENIBHBIX MOCIEICTBHMA
IPUMEHEHUs JIEKapCTBEHHOTO IIpernapaTa B IeNAX MNPUHATHS pPEIIeHuH O BO3MOXKHOCTHU
BKJIIOYEHHUS JICKAPCTBEHHOT'O Ipernapara B MEpevyeHb XKM3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX MperapaToB, HOPMATHBHBIE TPABOBHIE aKThI U UHbBIE JOKYMEHTHI, OIIPEIEISIOIIIe
HOPSI0K OKa3aHMsI MEUIIMHCKOM MOMOIIH, WIIM UCKITFOUEHHS ero U3 YKa3aHHBIX MepeyuHs, aKTOB
U JIOKYMEHTOB;

(1. 55 BBeneH denepanpHpIM 3aKk0HOM 0T 22.12.2014 N 429-D3)

56) cuctema MOHUTOPHHTA JBM)KEHHUS JIEKAPCTBEHHBIX MpENaparoB s MEIUIUHCKOTO
NpUMEHEeHUS - (QeaepaibHas TOCylapCcTBEHHAas WHQPOPMAIIMOHHAS CUCTEeMa MOHHUTOPHHTA
JBUKEHHS JIEKAPCTBEHHBIX MPENapaToB JUIsl MEIUIIMHCKOTO MPUMEHEHHSI OT MPOU3BOIUTEINS 10
KOHEYHOTO MOTPEOUTENSI C KCIIOJIIb30BAHHEM B OTHOIICHUUW JIEKAPCTBEHHBIX MPErapaToB s
MEAMIIMHCKOTO MIPUMEHEHUSI CPEICTB UIACHTUPHUKAIIH.

(. 56 BBeneH DenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-03)

I'1asa 2. IOJTHOMOYHUS ®EJIEPAJBHBIX OPTAHOB NCITOJTHUTEJIBHOMN
BJIACTH, UCITIOJTHUTEJIbHBIX OPTAHOB CYBFBEKTOB POCCHUMCKOM
OEJNEPAIIUUA ITPU OBPAIIEHUU JIEKAPCTBEHHBIX CPEJACTB
(B pen. @enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)



Crarbsa 5. IlosHomoumsi ¢eaepajbHBIX OPraHoOB HCHOJHUTENbHON BJIACTH NPH
o0panleHnH JIEKAPCTBEHHBIX CPEICTB

K mnomHoMouunsiM ¢enepaiabHBIX OpPraHOB HCIIOJHUTENBHOW BJIACTH TNPU OOpaIieHuu
JIEKapCTBEHHBIX CPEICTB OTHOCATCS:

1) mpoBenenue B Poccuiickoit denepanuyl eIMHON rocy1apCTBEHHON MOTUTHKH B 001aCTH
obecrieueHus IeKapCTBEHHBIMHU TperapaTamMu rpaxaad B Poccutickoii denepanmm;
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2) yTBepXkaeHuE oO0muX QapMaKONEeHHbIX cTaTei, (GapMakONEHHBIX CTaTe, H3JaHUE
rocy/apcTBEeHHOU (hapmakomen, co3JaHhe W BeleHUe peecTpa (hapMakOmeHHBIX CTaHIAPTHHIX
00pa3IioB;

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) ocymectBieHne (enepabHOr0 TOCYAapCTBEHHOTO KOHTpOJA (Ham3opa) B cdepe
oOpallleHus TeKapCTBEHHBIX CPEJICTB;
(B pen. ®enepanbHbIX 3aKk0HOB OT 25.06.2012 N 93-D3, ot 11.06.2021 N 170-D3)

4) nUIeH3upPOBAaHUE MPOU3BOJCTBA JIEKAPCTBEHHBIX CPENICTB, B TOM 4HcIe (henepanbHbIii
rOCYIapCTBEHHBINA JIMIIEH3UOHHBIA KOHTPOJb JEATEIIbHOCTH MO MPOU3BOJCTBY JEKAPCTBEHHBIX
CPENCTB, MEPUOANYECKOE MOATBEPKICHUE COOTBETCTBUS JIMIIEH3UATA, UMEIOIIEr0 JUIEH3UI0 Ha
MIPOM3BOJICTBO JIEKAPCTBEHHBIX CPEACTB, U (hapMaIleBTUUECKOU JEATETHHOCTH B COOTBETCTBHH C
3akoHo1atesbcTBOM Poccuiickoit denepanuu;

(B pen. ®enepanpHoro 3akoHa ot 11.06.2021 N 170-D3)

5) opraHuzanMs SKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB, ATUYECKOM SKCHEPTHU3bI
BO3MOXXHOCTH TIPOBEACHMSI KJIMHUYECKOTO HCCIEAOBAaHUS JIEKapCTBEHHOro Ipemnapara Aiis
MCIUIUHCKOI'0 MPUMCHCHUSA, SKCHCPTU3blI HOKYMCHTOB, MNPCACTABJICHHBLIX IS OIPCACIICHUA
BO3MOXXHOCTH paccMaTpuUBaTh JIEKAPCTBEHHBIM Mpernapar [Uisi MEeIWLHUHCKOTO NPUMEHEHHUS B
KauecTBe OpaHHOTO JEKAPCTBEHHOTO TIperapara;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

5.1) opranu3arysi MpoOBECHUST KOMITJIEKCHOUW OIIEHKH JICKapPCTBEHHOTO Ipernapara B IENsIX
NPUHATHS PENICHUH O BO3MOXKHOCTH BKJIFOUEHHS JIGKAPCTBEHHOTO IIperapara B MepedyeHb
YKU3HEHHO HEOOXOIMMBIX M BKHEHIINX JICKAPCTBEHHBIX MPENapaToB, HOPMATUBHBIE MMPABOBBIC
aKThl W WHBIC JTOKYMEHTBHI, OMPEICISIONINE MOPSAOK OKa3aHUs MEIUIIMHCKON ITOMOIIN HIIH
UCKITIOYCHHS €T0 U3 YKa3aHHBIX ITEPEUHS, aKTOB U IOKYMEHTOB;

(m. 5.1 BBeaeH denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

6) BbIOAua pas3pelIeHMI Ha IPOBEJIEHUE KIMHUYECKUX HCCIEIOBAHUN JIEKAPCTBEHHBIX
IpernapaToB, BEIEHHWE peecTpa BbIJAHHBIX pa3pelIeHH Ha MPOBEJACHHE KIMHUYECKHX
MCCIJIEIOBAaHUM JIEKAPCTBEHHBIX IIPENApaTOB;

7) rocyaapcTBEHHAs pETUCTpaLvs IEKAPCTBEHHBIX MPENapaToB, BeJeHHE TOCYJapCTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPE/ICTB;

7.1) peructpanus, TOATBEPKIACHUE PETUCTpalNH (TIEpEPErUCTpaIrs ), BHECEHUE N3MEHEHHI
B PETHCTPALIMOHHOE JIOChE, a TAKXKE MPOBEJEHUE MPOLEeNyp, CBSI3aHHBIX C PErHCTpaluel, B
COOTBETCTBUU C YTBEPKICHHBIMM EBpa3suiiCKON HSKOHOMHUYECKOM KOMHMCCHUEH MpaBUJIaMHU
peruCcTpaii M OSKCICPTHU3BI JICKAPCTBCHHBIX CPCACTB I MCAUIMHCKOIO HNPUMCHCHUA U
IIpaBUJIaMU PETyIMPOBaHUs 00pallleHNs BETepUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB HA TAMOXKEHHON
TeppuTOopur EBpasuiickoro 3JKOHOMUYECKOTO COHO3a;



(m. 7.1 BBeaeH denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

7.2) mupencraBieHue WHGOPMAIMKM O PETUCTPALMH, MOATBEPKACHUU PErUCTPALlUU
(mepeperucTpanyy), BHECEHUU U3MEHEHUH B PErMCTPALIMOHHOE JI0ChE, a TaKXKe O Mpolenypax,
CBA3AHHBIX C perucTpaunueil, B EBpasuiicKyl0 3KOHOMHYECKYH) KOMHCCHUIO C HCIIOJIb30BAaHUEM
WHTETPUPOBAHHONW WH(OPMAIMOHHOW CHUCTEMBbI EBpa3uiickoro SKOHOMHYECKOTO COH3a B
COOTBETCTBUU C YTBEPKACHHBIMU EBpa3sMHCKONM HJKOHOMUYECKOM KOMHCCHEW IMOPSIKOM
(GopMHpOBaHUS M BEJCHMS €IUHOTO PEEecTpa 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
EBpazuiickoro 5KOHOMHUYECKOTO COI03a M IIPABUIIAMU PETYIUPOBAHMS OOPAICHUsI BETEPHUHAPHBIX
JIEKapPCTBEHHBIX CPEICTB HA TAMOXXCHHON TEPPUTOPUH EBpa3uiickoro 5JKOHOMUYECKOTO COI033;
(m. 7.2 BBegen denepanbubiM 3akoHoM OoT 30.01.2024 N 1-D3)

7.3)  yTBEpKIEHHE TIOpsJKa  MPUOCTAHOBICHUS  JCHCTBHUSA  PETUCTPAITMOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOI'O IpenapaTa WIM OTPaHUYEHUs NMPUMEHEHHS JIEKapCTBEHHOIO
npenapara i MEJULIUHCKOTO NMPUMEHEHHs B CIIydasX, IPELyCMOTPEHHBIX YTBEPKICHHBIMU
EBpazuiickol OKOHOMHUYECKOM KOMHUCCHUEH MpPaBWIAMM PETHCTPALMM U DKCIEPTU3BI
JIEKapCTBEHHBIX CPEACTB JJIsl MEAMLIMHCKOIO MPUMEHEHMs, U BO30OHOBIEHUS AEWCTBUA
PEruCcTpalMOHHOTO YAOCTOBEPEHUsl JIEKApCTBEHHOI'O Ipenapara WIM CHATUS OrpaHUYEHUS
IIPUMEHEHHUS JIEKAPCTBEHHOTO MpernapaTa il MEAUIUHCKOTrO IPUMEHEHUS;

(n. 7.3 BBegeH denepanbubiM 3akoHoM OT 30.01.2024 N 1-D3)

8) opranmzamms W (WIM) TPOBEICHHWE WHCIEKTHPOBAHUS CYOBEKTOB OOpaIeHus
JIEKAPCTBEHHBIX CPEACTB HA COOTBETCTBUE YTBEP:KICHHBIM EBPasuiCKOM HKOHOMHUYECKOMN
KOMHCCHEW TpaBujiaM HaJJIeXallel Ja0opaTOpHOW TMPAKTUKU, TPaBHJIaM HaJyIeKaIen
KJIMHUYECKON TPAKTHKH, TpaBUIaM HaJuIekalell IUCTpUOBIOTOPCKONW TMPaKTHKH, MpPaBUIaM
HaJJIeXKalel MpakTUKU (apMakoHAI30pa, a TakKe YTBEP)KICHHBIM YIOJIHOMOYEHHBIMU
(benepaabHBIMU OpraHaMH UCIIOTHUTEIHHOM BIACTH MPAaBUIIaM HaJIKaIIel anTeuHO! MPAKTUKH,
IIpaBUJIaM XPaHEHHUs JIEKAPCTBEHHBIX CPEJICTB;

(m. 8 B pen. @eaepanvHoro 3akoHa ot 30.01.2024 N 1-D3)

8.1) opranmzamuss u (WJIK) TPOBEACHHUE WHCICKTUPOBAHUS CYOBEKTOB OOpaIeHus
JEKapCTBEHHBIX  CPEICTB  HAa  COOTBETCTBHE  TPEOOBAHWSIM  MpaBWJI  HaJUIekKallen
NPOM3BOJICTBEHHON TMPAaKTUKH, BbIada 3aKIOYEHWH O COOTBETCTBUU IPOU3BOIAMTEINS
JICKapPCTBEHHBIX CPEICTB TPEOOBAHUAM MPABUI HAJISKAIICH MPOU3BOICTBEHHOM MPAKTUKH;

(m. 8.1 BBeaeH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-D3)

8.2) ycTaHOBIIEHHE NIOPSJIKA BEACHUSI U BEEHUE FOCYIAPCTBEHHOTO PeECTpa 3aKII0UEHHH O
COOTBETCTBUM IPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEIACTB TPEOOBAaHUAM IpaBUJ HaJUIeXKaIEeH
IIPOU3BOJCTBEHHOM IIPAKTUKY;

(m. 8.2 BBeaeH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

9) rocymapcTBEeHHas PETUCTpalMsl NPEICNIBbHBIX OTIYCKHBIX II€H IPOU3BOJUTENIECH Ha
JICKapCTBEHHBIC MPENapaThl, BKIOYCHHBIC B TIEpeUeHb KU3HEHHO HEOOXOIUMBIX U BayKHEHIIINX
JICKApPCTBCHHLIX MPLCIIapaToB, U BCACHUC IT'OCYAAaPCTBCHHOI'O pECCTpa NPCACIbHBIX OTITYCKHBIX LICH
NPOM3BOJUTENICH Ha JIEKapCTBEHHBIC TpernapaThl, BKJIIOUEHHBIE B TMEPEYCHb IHKU3HEHHO
HEOOXOMMBIX U BXKHEUIINX JIEKaPCTBEHHBIX MIPENapaToB;

(B pen. ®enepanpHoro 3akoHa ot 06.06.2019 N 134-D3)

9.1) cornacoBaHue MPOEKTOB PEUICHUN NCIOTHUTENBHBIX OPraHOB CyObekTOB Poccuiickoit
®denepannn 00 yCTAHOBICHUH U (MIJIM) U3MEHEHUH MPEEIbHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK U
OpelenbHBIX  pa3MEpPOB  PO3HUYHBIX HAA0aBOK K (PAKTUYECKHMM OTIIYCKHBIM  IIE€HaM,
YCTaHOBJICHHBIM MTPOU3BOIUTEISIMH JICKAPCTBEHHBIX MTPETIapaToB, Ha JIEKAPCTBEHHBIE MTPETIapaThl,
BKJIIOYECHHBIE B TIepEUEHb JKU3HEHHO HEOOXOMMBIX U BaYKHEHIIINX JICKAPCTBEHHBIX MPEapaToB;



(m. 9.1 BBenen denepanbubiM 3akoHOM OT 13.07.2015 N 241-®3; B pen. denepanpHOro 3aKoHa
ot 08.08.2024 N 232-D3)

10) BbIa4a, ycTaHOBIEHHME MOpPSAKA BbIIAYM pa3pelleHus Ha BBO3 KOHKPETHOM MapTUH
JIEKapCTBEHHOIO cpencTBa B Pocculickyro denepanuio;
(m. 10 B pen. ®enepanpHoro 3akona oT 02.08.2019 N 297-D3)

10.1) Bblmaya, yCTAaHOBJICHHME TOpsAKA BbIIAYM U (QOPMBI JTOKYMEHTa, KOTOPBI
MOATBEPKJIAET, YTO MPOU3BOACTBO JEKAPCTBEHHOIO IIpenapaTa A MEJUIUHCKOTO IIPUMEHEHUS
OCYILECTBJIEHO B COOTBETCTBHHM C TpPeOOBaHMAMHU TNPABWIJI HaAJIEeKalleld MPOU3BOJCTBEHHOU
IIPAKTUKMA WJIA 4YTO JIEKAPCTBEHHBIM Ipenapar A BETEPUHAPHOIO IPUMEHEHUs AOMYIIEH K
oOpamiennto B Poccuiickoit @Denepanuu, ¥ MOUIEKHUT NPEACTABICHUIO IO TPeOOBAHUIO
YIIOJTHOMOYEHHOT'O OPTaHa CTPaHbl, B KOTOPYIO BBO3UTCS JIEKApPCTBEHHBIN ITpenapar;

(m. 10.1 BBeaen denepanpHbiM 3ak0HOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3akoHa
ot 02.08.2019 N 297-®3)

10.2) Bblmaua, yCTaHOBJICHHE TMOpPsAKa BbIIa4M M (OPMBI JOKYMEHTa, COACPIKAIIETO
CBEICHMSI O CTAJUSAX TEXHOJIOTUYECKOTO MpoIecca MPOM3BOACTBA JIEKAPCTBEHHOTO CPEICTBA AJIs
MEAMIMHCKOTO MPUMEHEHUS, OCYILECTBIISEMBIX HAa TEPPUTOPUM EBpa3uiickoro 3KOHOMHUYECKOIO
COI03a;

(. 10.2 BBeaen denepanpHbiM 3ak0HOM OT 22.12.2014 N 429-@3, B pen. denepanbHOro 3akoHa
ot 13.07.2015 N 241-®3)

11) cozmanue COBETOB MO BOMPOCAM, CBSI3aHHBIM C OOpAaIIEHUEM JIEKAPCTBEHHBIX CPECTB;
12) aTTecTamus u cepTrudUKAIUS CIIEIAATICTOB;
13) yrpatun cuity ¢ 1 centsiOpst 2013 roga. - @enepanbusiii 3akoH ot 02.07.2013 N 185-D3;

14) ocymecTBienue hpapMakoHaI30pa;
(. 14 B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)

15) yuactre B MEXIyHApPOJTHOM COTPYIHUYECTBE;

16) monydeHue 1Mo 3ampocam YMoJTHOMOUYEHHOTO (heJiepaibHOr0 OpraHa MCIOJHUTEIbHON
BJIACTHU OT UCIIOJIHUTEILHBIX OPTraHoOB CyOBekTOB Poccuiickoii Denepannu, a TAKKe OT CYOBEKTOB
oOpalieHus JIEKAPCTBEHHBIX CPEICTB JUII MEAWLMHCKOTO TpPUMEHEHUs HH(POpPMaLUU 110
BOIPOCAM YCTAHOBJIEHUS M IPUMEHEHMsI LIEH Ha JIEKapCTBEHHBIE MpenapaTsl U HaZl0aBOK K HUM;
(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

17) mpumeHeHHe Mep OTBETCTBEHHOCTH 3a HapyllleHHWEe 3aKoHonaaTenbcTBa Poccuiickoit
denepaunu;

18) yTBepXKIAeHHE TMpaBWJI HAJICKAIIEH aNnTeUYHONW TMPAKTHUKHA, TPABWI XPaHEHHS
JIEKAPCTBEHHBIX CPEJICTB;
(m. 18 B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

19) ycraHnoBneHnue nopsigaka GOPMUPOBAHUS PETUCTPALMOHHOTO JOChE Ha JIEKAPCTBEHHBIN
mpernapar Jijisl BETEpUHAPHOTO IPUMEHEHHUs U TpeOOBAaHUN K TOKYMEHTaM B €r0 COCTaBE;
(. 19 BBenen @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3; B pen. deaepanbHOro 3aK0Ha OT
30.01.2024 N 1-®3)

20) - 21) yrparunu cuiy. - @enepanpHelii 3akoH ot 30.01.2024 N 1-D3;



22) yrpatun cuiy ¢ 1 mapra 2020 roxa. - @enepanbubiii 3akoH oT 27.12.2019 N 475-D3;

23) yTBepXkAeHUE TpPeOOBaHUI K WHCTPYKIMHM 10 BETEPUHAPHOMY IMPHUMEHEHHUIO
JIEKapCTBEHHBIX IPENapaToB;
(1. 23 BBeneH PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3; B pen. deaepanbHOro 3aK0Ha OT

30.01.2024 N 1-®3)

24) npuHITHE PEIICHUM, SBISIONUXCS OCHOBAHUSMH /IS BKJIIOUCHHUS IOMEHHBIX UMEH U
(w) ykazaTededl CTpaHUWI[ CalWTOB B HMH(POPMAIMOHHO-TEICKOMMYHHKAIIMOHHON CeTH
"MuTepHeT", a TakKe CETEeBBIX aJIPECOB B €IMHYIO aBTOMATH3WPOBAHHYIO HWH(DOPMAIMOHHYIO
cucreMy "EQuHBIN peecTp JOMEHHBIX MMEH, yKa3aTeJed CTpaHHWI] CAalTOB B WH(OpPMAIMOHHO-
TEJIEKOMMYHUKAalMOHHONW  ceTtd  "MHTepHeT" M CeTeBbIX  aJpecoB,  IO3BOJSIOLIUX
UISHTU(OUIMPOBATh CalWThl B HMH(POPMAIMOHHO-TEICKOMMYHUKAIMOHHON cetn "WHTepHet",
coJiepkainire nH(popMaImo, pacpocTpaHeHue KoTopoit B Poccuiickoiit denepanuu 3amnpemnieHo’”,
B OTHOLIEHWH UWHGPOpMAIUU, COJAEpKallell MpeNIoKeHHe O PO3HUYHOH TOProBile
JICKapCTBEHHBIMU TIpenapaTaMu, B TOM YHCIIEe TUCTAHIIMOHHBIM CIIOCOOOM, PO3SHUYHAS TOPTOBJIS
KOTOPBIMH OTpaHUYEHA UJIH 3alpelieHa B COOTBETCTBUH ¢ HacTosIIIKUM DeiepaabHbIM 3aKOHOM, U
(unu) MHQOpPMALMU, cOJepXKallell MpeIoKEeHne O PO3HUYHOW TOProBIE JIEKapCTBEHHBIMU
npernapaTamMy, B TOM YHCJIE JUCTAHIIMOHHBIM CIIOCOOOM, JIMLIAaMH, HE UMEIOIIUMU JIUIEH3UU U
pa3pelieHns Ha OCYLLECTBICHUE TaKOM 1eATEIbHOCTH, €CIIH MOITYYEHHE JIULIEH3UHN U pa3pelleHUs
MPEeyCMOTPEHO 3aKOHOIATEIbCTBOM 00 OOpaIlleHUH JIEKAPCTBEHHBIX CPEJCTB;

(1. 24 B pen. denepanbHoro 3akona ot 03.04.2020 N 105-D3)

25) BBIJa4Ya pa3pelieHWid Ha BBOA B TPAXKIAHCKHA OO0OpPOT WMMYHOOHMOJOTHYECKHX
JICKapPCTBEHHBIX MPENapaToB.
(m. 25 BBeneH ®enepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

26) peryiupoBaHHUE BOIPOCOB, CBSA3aHHBIX C B3aMMO3aMEHSEMOCTHIO JIEKAPCTBEHHBIX
npenapaToB Uil MEIUITUHCKOTO IPUMEHECHUSI.
(1. 26 BBeneH denepanpHpiM 3aKk0HOM 0T 19.10.2023 N 503-D3)

Crarba 5.1. Ilepemaua ocyumiecTBJIeHUSI NOJHOMOYHMII (eAepalbHBIX OPraHoB
HCIOJHUTEIbHON BJIACTH NPH OOpalleHHH JIEKAPCTBEHHBIX CPeICTB MCIHOJHUTEIbHBIM
opranaMm cy0bekToB Poccuiickoii ®enepannu

(B pen. @exnepanbHoro 3akoHa ot 08.08.2024 N 232-03)

[TonmHoMoumust QenepalbHBIX OPTraHOB HCIOJHUTEIBHONW BJIACTH TPU  OOpaIICHUH
JIEKAPCTBEHHBIX CPEACTB, MNPEIyCMOTPEHHbIE HAcTOAIMM DenepanbHbIM 3aKOHOM, MOTYT
HepeaaBarbCsl s OCYHISCTBICHHMS HCIOJHHUTEIbHBIM oOpraHaMm cyOBbekToB Poccuiickoii
®enepauun  noctaHoBieHusmMu  IIpaBurensctBa Poccuiickoit  ®enepaurii B MOPSIKE,
ycraHoBieHHOM DenepaibHbIM 3akoHOM OT 21 mekabpst 2021 roma N 414-03 "O6 oOmmx
MIPUHITMIIAX OpTaHU3alUK IMyOJIMYHOM BIacTH B cyObekTax Poccuiickoit deneparuu’.

Crarbsa 6. IlosiHOMOYMSI MCHOJHUTEJbHBIX OpraHoB cyobekra Poccuiickoi
@enepanun Npu 0OpalIeHNH JIEKAPCTBEHHBIX CPEJICTB
(B pen. ®enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)

K monHOMOYMSM WCIONHHUTENBHBIX OpraHoB cyOwnekTa Poccuiickoit ®denepanuu mnpu
O6paH_[€HI/II/I JICKApCTBCHHBIX CPCACTB OTHOCATCH:

(B pen. ®enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)

1) pa3paboTka u peanu3alys pPErHOHANBHBIX NPOTpaMM OOECICUEeHUsI HACEICHUS



JIEeKapCTBEHHBIMU MperapaTaMu;

2) yCTaHOBJIEHHE TpeNeNbHBIX Pa3MEpPOB OMNTOBBIX HaN0ABOK M MpPENENbHBIX pa3MepoB
PO3HUYHBIX HaA0aBOK K (DaKTUYECKMM OTIIYCKHBIM II€HAM, YCTAHOBJICHHBIM MPOU3BOJUTEISIMU
JIEKapCTBEHHBIX MPENAapaToOB, HA JIEKAPCTBEHHBIE IIPENIapaThl, BKIIFOUEHHBIE B IEPEUEHB KUZHEHHO
HEOOXOJMMBIX U BaXKHENIINX JIEKaPCTBEHHBIX IIPENapaTos;

3) ocyIecTBICHHE PETHOHAIILHOTO TOCYAapCTBEHHOTO KOHTPOJIS 32 MPUMEHEHHEM IIeH Ha
JICKapPCTBEHHBIE MpENapaThl, BKIFOYCHHBIC B IMEPEYCHb KU3HEHHO HEOOXOIUMBIX U BaKHEUIITUX
JICKapCTBEHHBIX MPENapaToB, OPraHU3ALUSIMU OMITOBOM TOPTOBIIH JIEKAPCTBEHHBIMH CPEACTBAMH,
aNTCYHBIMU OpTaHU3aIUAMHU, HHIUBUIYaTbHBIMA TPEIIPUHUMATEISIMHI, UMEIOITUMH JTUIICH3UIO
Ha (papMareBTUYECKYIO AEeSITeTbHOCTh, MEIUIIUHCKUMU OPTaHU3alUsIMU, UMEIOIIUMU JTUIICH3UIO
Ha (dapMaleBTUUECKYI0 JIESITeIbHOCTh, W HX O00OCOOJICHHBIMH  TOJApAa3ICIICHUSMH,
pPACTONIOKEHHBIMH B CEIIbCKMX HACEJIICHHBIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT AamlTEUHBIC
OpTraHHU3aINH;

(B pen. @enepanbHbIX 3aK0HOB OT 25.06.2012 N 93-@3, ot 27.12.2019 N 475-D3, ot 08.08.2024
N 323-®3)

4) mnpunHsATHE pemeHuss 00 HCIONB30BAaHMM Ha TEPPUTOPHH CcyObekTa Poccuiickoit
®denepanuy Hapsly ¢ pelienTaMy Ha JIEKapCTBEHHBIE MpenapaThl, 0POPMIECHHBIMU Ha OyMaKHOM
HOCHUTEJIe, PEIETITOB Ha JIGKAPCTBEHHBIE MpenapaThl, CGOPMHUPOBAHHBIX B (POpPME AIIEKTPOHHBIX
JIOKYMEHTOB.

(. 4 BBeneH PenepanbHbIM 3aK0HOM OT 29.07.2017 N 242-D3)

I'nmaBa 3. TOCYJAPCTBEHHAS ®APMAKOIIESA

Crares 7. Pa3paldoTka WM H31aHHe TIOCYyJApCTBeHHOH (apmakonen, pasMelieHue
NAHHBIX 0 Hel

1. TTox rocynapcTBeHHOM hapmakomneel TOHUMaeTCst CBOJ] 00ImUX (hapMaKOIIEHHBIX CTaTeH
U (papMaKoOTEeHHBIX CTAaTeH.

2. Pa3paboTtka o0mux ¢apmakomneiHbIX cTaTel U (apMaKOICHHBIX CTaTel, B TOM YHCIIe
(dapmakonelHpIX cTaTeil Ha (apMakoneiHble CTaHIapTHbIE OOpa3lbl, W BKIIOYEHHE HX B
TOCYJapCTBEHHYIO  ()apMakoner0  OCYIIECTBISIOTCS B TOPSAKE,  YCTAHOBICHHOM
YIIOJIHOMOYEHHBIM (he/iepaibHbIM OPTaHOM UCTIOIHUTENIBHON BIACTH.

(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Pazpabotka ¢apmakoneiiHOil craThi Ha pedepeHTHBINH JIEKAPCTBEHHBIM MHpernapar |
BKJIIOYEHHE €€ B TOCYAAPCTBEHHYIO (hapMakolerd B TEUYEHHWE CpOKa JEHCTBHS 3allMUTHI
UCKJTIOUUTENIFHOTO TIpaBa, YAOCTOBEPEHHOI'O IaTEHTOM Ha pedepeHTHBINH JeKapCTBEHHBIH
npernapar, OCyIIECTBISIOTCA € COTIachs ero pa3padoTymka.

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. TocymapcTBeHHasi (apMakores W3JacTCs YMOTHOMOUYEHHBIM (enepaibHBIM OpraHOM
UCTIOJIHUTEJIHOW BJIACTH 3a CUET CPENCTB (peepanbHOro OIoKeTa U MOAJESKUT Mepen3IaHusIM
HE peXe YeM OJWH pa3 B IIATh JIET, B MEPHOJ MEKIY KOTOPBIMH H3IAIOTCS TPUIOKEHUS K
rocyapcTBeHHOU (hapmakoree, cojaepxkamme ooOmme QapmakoneitHple cTtatbd W (WJIH)
(dapMakornelHble CTaThH, YTBEPXKICHHBIE IMOCIIE M3AaHUS WU TEePEH3IaHus rOoCyIapCTBEHHOU
dapmakoren.

5. YnomHoMo4eHHBIN (enepanbHbIii OpraH WCIIOTHUTEIPHONW BIACTH Pa3MeNaeT JaHHBIC O
rOCy/IapCTBEHHOW (hapMakoree M MPUIOKEHHUSIX K He Ha CBOeM O(QUIIMATHHOM CaiiTe B CETU



"UnaTepHeT" B yCTAHOBJIEHHOM UM MOPS/JIKE.

I'nasa 4. JUHEH3UPOBAHUE IMTPOU3BO/JACTBA JIEKAPCTBEHHBIX CPEJICTB
U ®PAPMAIEBTUYECKOM JEATEJBHOCTH, TOCYJIAPCTBEHHBIN
KOHTPOJIb
(HAZA30P) B COEPE OBPALIEHUS JIEKAPCTBEHHBIX CPEACTB
(B pen. @enepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

Crarbsn 8. JluneH3upoBaHue TPOU3BOACTBA  JIEKAPCTBEHHbIX CPEeIACTB H
(hapmaneBTHYECKOH NeATETbHOCTH

1. JIuueH3upoBaHHE TPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U (hapMaleBTHUECKOH
JIEATEIIbHOCTH OCYILECTBIISIETCS B COOTBETCTBUU € 3aKOHO1aTesIbcTBOM Poccuiickoit deneparnym.

2. O0s13aTenbHBIM YCIOBUEM NPEJOCTABICHUS JIMLEH3UN HA IIPOU3BOCTBO JEKAPCTBEHHBIX
CPEICTB SBIIACTCS MPUIIOKEHUE K 3adBIICHUIO COUCKATENs JIMLUEH3UHU MEPEeYHs JIEKapCTBEHHBIX
¢dopm u (1) BUIOB (hapMaIleBTUUECKUX CYOCTAaHINI, KOTOPBIE TPON3BOANUTEIND JIEKAPCTBEHHBIX
CPEICTB HAMEPEH MPOU3BOIUT.

3. B ciryuae He0OXOIMMOCTH PACHIMPEHHS IPOU3BOCTBA JICKAPCTBEHHBIX CPE/ICTB 3a CUET
HOBBIX JIEKaPCTBEHHBIX (GOPM W BHAOB (hapMaleBTHUECKUX CYOCTaHIMH MPOU3BOANUTEID
JIEKapCTBEHHBIX CPEACTB JOJDKEH IMOJaTh B JIMLEH3UPYIOIIMNA OpraH 3asBJIEHHE O BHECEHHH
MU3MEHEHH B pEecTp JIMIICH3UH Ha IPOU3BOJICTBO JICKAPCTBEHHBIX CPE/ICTB.

(B pen. @enepanbubix 3aKk0HOB 0T 02.08.2019 N 297-@3, ot 11.06.2021 N 170-D3)

4. JIutieH3usi Ha TPOU3BOJICTBO JICKAPCTBEHHBIX CPEACTB ((hapMaleBTHIECKON CyOCTaHITUN
CIUpTa STWJIOBOIO (3TaHOJAa) BBIAAETCA IIPU YCIOBUM HaJIMuus y OpraHU3allid Ha IpaBe
COOCTBEHHOCTH, XO3SMCTBEHHOTO BEJIEHUS WM OIEPaTUBHOTO YIPABICHUS OCHOBHOIO
TEXHOJIOTUYECCKOI'O OGOPYI[OBaHI/IH AJI1 IPOU3BOJACTBA 3TUJIOBOTO CIIUPTA, 3aPCTrUCTPUPOBAHHOTO
B COOTBETCTBHH cO cTaThell 14.1 denepanbHoro 3akona ot 22 Hos0pst 1995 roma N 171-®3 "O
TOCY/IapCTBEHHOM PETYIHMPOBAHUHU MPOU3BOJICTBA M 000POTA ITUIIOBOTO CIIUPTA, ATKOTOJIBHON U
CIIUPTOCOJEPIKAIIEH MPOAYKIIMM W 00 OTrpaHUYCHHH TOTpeOIeHHs (PACHTHS) aJIKOTOJIHHOU
npoayKuuu'".

(dactb 4 BBeneHa DeaepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

Crarbsa 8.1. Oco0eHHOCTH JIMIIEH3UPOBAHUS NMPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB
(papManeBTHYECKOI CyOCTAHIIMH CIIMPTA ITHJIOBOIO0 (3TAHOJ1A)

(BBenena denepanbHbM 3aKk0HOM OT 27.12.2019 N 481-D3)

1. JeiicTBue JUIEH3UH Ha MPOU3BOJCTBO JICKAPCTBEHHBIX CPEICTB ((papmareBTHUECKOM
CyOCTaHIIMM CIHUPTA TUIIOBOTO (3TaHOJIAa) IPUOCTAHABIIMBAETCS B YACTH MpaBa Ha MPOU3BOACTBO
(dapManeBTUYECKON CYOCTaHIIMHM CIHUPTA 3TUIIOBOTO (ITAHONA) JIHIICH3UPYIOIIMM OPTaHOM B
ciaydasx, onpeaeneHHbix cratbeil 20 denepanbHoro 3akoHa ot 4 mas 2011 roga N 99-®3 "O
JULEH3UPOBAHUM OTACJIbHBIX BHJIOB JEATEIBHOCTH", a TaKKe Ha CPOK MPUOCTAHOBJICHHS
JEeNCTBUS IMIEH3UN Ha MPOU3BOICTBO 3TUIIOBOIO CIIUPTA JJIsl IPOU3BOJCTBA (papManeBTHUECKON
CyOCTaHITMM CIHMPTa THIOBOTO (3TAHOJA), BBIJAHHOW B COOTBETCTBHH ¢ DeiepatbHbIM 3aKOHOM
ot 22 Hosi6psa 1995 roma N 171-®3 "O rocymapcTBEHHOM pPETYJIMPOBAHUHM TPOU3BOACTBA U
000pOTa 3TUIIOBOTO CIIUPTA, ATKOTOJIBLHON M CIIUPTOCOAEPIKAIIEH MPOAYKIIMHA U 00 OrpaHUYCHUN
noTpeOaeHus (PacUTH) aTKOTOJILHON TPOTYKITAN".

2. [leiicTBUE JMILEH3UU HA MPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB ((papMarieBTUIECKOMH
CyOCTaHIIMM CTIMPTA THJIOBOTO (3TaHOJA) B YACTH MpaBa HA MPOU3BOJCTBO (hapMarieBTUUECKON



CyOCTaHIIMM CIMPTA STHJIOBOTO (3TaHOJA) MPEKPAIAETCs JIMLIEH3UPYIOIUM OPraHOM B CllydasX,
onpeneneHHplx crtatbeil 20 PepepanbHoro 3akoHa or 4 wmas 2011 roma N 99-®3 "O
JMILIEH3UPOBAaHUHN OTAEIbHBIX BHUJIOB JAEATENBHOCTU", a TaKXKe C JaThl NPEKPaLIeHUs WU
AQHHYJIMPOBAaHUS AECUCTBMS JIMLEH3UU Ha MPOU3BOACTBO 3TUJIOBOTO CIUPTA JUIsl IPOU3BOJACTBA
dbapmareBTUUeCKO CyOCTaHIIMKM CIUPTa STUIIOBOTO (dTAHOJIA), BBIIAHHOW B COOTBETCTBHH C
DenepanbHbIM 3aKOHOM 0T 22 HOs1IOpst 1995 rona N 171-®3 "O rocynapcTBeHHOM peryaIupOBaHUN
IIPOM3BOJICTBA U 000POTA ATUIIOBOTO CIMPTA, AJIKOTOJIBHON U CIMPTOCOAEpKALEH TPOLYKIIMH U
00 orpaHnueHUH MoTpeOIeHus (pacuTUs) alKOrOIbHON NPoyKInu'.

KoncynbrantlIntoc: npumevanue.

Cr. 8.2 na Tteppuropusix Joneukoit Hapoanoit PecnyOmuku, Jlyranckoir Hapomnoii
Pecny6smiku, 3anmopoxckoi oomactu, XepcoHckoit oomactu npumensercs ¢ 01.09.2024 (D3 ot
04.08.2023 N 428-D3).

Crarbs 8.2. Oco0eHHOCTH JMIEH3UPOBaHUS (apMaLEeBTHYECKOH [1esiTeJbHOCTH B
YaCTH OCYLIeCTBJICHHUS ONITOBOI TOPrOBJ/IM JIEKAPCTBEHHBIMH CPEACTBAMH

(BBenena denepanbHbiM 3aKk0HOM OT 04.08.2023 N 428-D3)

1. JleficTBue nUIEeH3WU Ha (apMalleBTUYECKYIO NESATEIILHOCTh B YaCTH OCYIIECTBIICHUS
ONTOBOIl  TOPTrOBIAM JIEKAPCTBEHHBIMU  CPEJICTBAMHU Ui  MEIUIMHCKOTO  MPUMEHEHUs
MpeKpanaeTcs JUIEH3UPYIOIUM OPTaHOM B ClydasXx, onpeeieHHbIX cTaThell 20 denepanbHOro
3akoHa OoT 4 mas 2011 roga N 99-®3 "O nuueH3upoBaHUM OTIEIbHBIX BUIOB JACATEIBHOCTH", a
TaKKe M0 PEIICHUIO JTUIEH3UPYIOUIETO OPraHa, MPUHITOMY B COOTBETCTBUU C HACTOSAILEH YaCThIO.
B cnydae BbIsBI€HHMS MpPH OCYUIECTBICHHWU (EeAepalbHOrO TOCYJApPCTBEHHOTO KOHTPOJIS
(Hag3opa) B cepe obOpaleHUs JIEKAPCTBEHHBIX CPEACTB HApYIIECHHUS OpraHU3alfel ONTOBOH
TOPTOBJM JICKAPCTBEHHBIMU CpeACTBaMU TpeOoBaHWU yacTedd 1 - 3 crtathu 53 HacTOSIIEro
®denepallbHOTO 3aKOHA JCHCTBHE JHIICH3UM Ha (PapMaleBTUYECKYIO JESATEIBHOCTh B YacTH
OCYIIIECTBJICHUSI OINTOBOW TOPIOBIM JIEKAPCTBEHHBIMU CpPEACTBAMH Ui MEAMIIMHCKOTO
NPUMEHEHUS TPUOCTAHABIMBACTCS B TEUYCHHE JeciITH pabounMx IHEH cO JHS BBISBICHUS
yKa3aHHOTO HapyuieHus. [leiicTBue nuieH3uu Ha (apMaleBTHUECKYIO JESTENbHOCTh B YacTu
OCYIIECTBJICHUSI ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CPEACTBAMH [UII MEAMIIMHCKOIO
MPUMEHEHHUS MPUOCTAHABIMBAETCS HA CPOK, KOTOPBIN ONpeAessieTcs TUIEH3UPYIOIIMM OpraHOM
(HO HEe MeHee YeM Ha OJMH MeECsI), M0 UCTEYECHUH KOTOPOro JEHCTBUE NAHHOM JIULIEH3UU
MOJJICKUT MPEKPALICHUIO HA OCHOBAHUU PELICHUSI JTUIEH3UPYIOLIET0 OpraHa, 3a UCKJIIOUeHUEM
Cily4asi, yKa3aHHOTO B YaCTH 2 HACTOSIIIIEH CTaTbH.

2. JleiicTBue JMIIEH3WHW Ha (DapMaleBTHYECKYIO NEATEIBHOCTh B YaCTH OCYIIECTBICHHS
ONTOBOH TOProBJIM JICKAPCTBCHHBIMU CPCACTBAMU I MCAUIIMHCKOI'O MPUMCHCHMU, [[GI>'ICTBI/IC
KOTOPOM NPHUOCTAHOBIEHO B COOTBETCTBUM C 4YAaCThblO | HACTOAIIEH CTaTbU, MOIJIEKUT
BO306HOBH€HI/IIO B ClIydac, €CJiu B NEpuoa NMpHUOCTAHOBJICHUA I[ef/’ICTBI/IH [[aHHOfI JIMIICH3UU B
paMKax IoCyneOHOTO O0KaJlOBaHUS peIIeHHe KOHTPOJBHOTO (HAJA30pPHOTO) OpraHa B YacTH
BBISIBIICHHOT'O HapyIeHus TpeboBaHmii uactei 1 - 3 crateu 53 HacTosmiero deaepaibHOro 3aKoHa
OTMEHEHO. B yka3zaHHOM cilydae AeicTBHE JIMIIEH3MH Ha (papMaleBTUYECKYIO AESITeNbHOCTh B
YaCTh OCYUICCTBJICHUA ONTOBOM TOProBJIK JICKAPCTBCHHBIMU CPCACTBAMU IJId MCIAUIIUHCKOI'O
NPUMEHEHUS BO30OHOBISIETCS HE MO3JHEE OAHOro pabodero JHS CO JHS OTMEHBI pelleHus
KOHTPOJILHOTO (HAaJ30pHOI0) OpraHa.

Cratess 9. TocynapcTBeHHbI KOHTPOJIbL (Hag3op) B cdepe oOpameHus
JIEKAPCTBEHHBIX CPE/ICTB

(B pen. @enepanpHoro 3akoHa ot 11.06.2021 N 170-D3)



1. T'ocynapcTBeHHBI KOHTpOJIb (Hax3op) B cdepe oOpalieHus JeKapCTBEHHBIX CPEICTB
OCYIIECTBIISIETCS MOCPEACTBOM (heIepaIbHOTO TOCYIapCTBEHHOTO KOHTpOJIsI (Ham3opa) B chepe
oOpalleHns JIEKapCTBEHHBIX CPEICTB U (elepaIbHOr0 TroCyIapCTBEHHOIO JIMIIEH3MOHHOTO
KOHTpPOJISI JIEATEIBHOCTH IO TPOU3BOJACTBY JIEKAPCTBEHHBIX CPENICTB, OCYIIECTBIISIEMBIX
denepaabHBIMH OpraHaMy MCIIOJIHUTENFHONW BIIACTH, YIOJHOMOYEHHBIMU IIpaBUTENHCTBOM
Poccuiickoit deneparumu.

2. Ilpeamerom deaepanbHOrO TOCYAapCTBEHHOTO KOHTPOIIS (Haa30pa) B cepe oOparieHus
JICKApCTBEHHBIX CPEICTB SBIISIOTCS:

1) cobnronenue o0s3aTeNnbHBIX TpeOOBaHUH B cpepe oOpalieHns JeKapCTBEHHBIX CPEJICTB,
B TOM YHCJIE:

a) TpeObOBaHUH K TOKIMHUYECKUM HCCIICIOBAHUSM JIEKAPCTBEHHBIX CPEACTB, KIMHUYECKUM
MCCJIEIOBAHMSIM JIEKapCTBEHHBIX MPENnapaTroB, U3TOTOBICHUIO, XpPAaHEHUIO, MEPEBO3KE, BBO3Y B
Poccuiickyro ®@enepanuio, OTIIYCKY, peaau3aluuy, epeaaye, npoaaxe JEKapCTBEHHBIX CPEICTB,
NPUMEHEHHUIO  JIEKAPCTBEHHBIX  IPENapaToB, YHUYTOXKEHHUIO JIEKAPCTBEHHBIX  CPEACTB,
YCTAaHOBJICHUIO TPOU3BOJUTEISIMU JIEKAPCTBEHHBIX TIPENapaToB ILIE€H Ha JIEKapCTBEHHBIE
npernaparsl, BKJIIOYEHHbIE B MEPEUYECHb KU3HEHHO HEOOXOIMMBIX U BaKHEHIINX JIEKapCTBEHHBIX
Mpenaparos;

0) TpeOoBaHUN K COOTBETCTBHIO JIEKAPCTBEHHBIX CPEJCTB, HAXOJSIIMXCA B OOpallcHUH,
MOKa3aTessiM KadecTBa, d((HEKTUBHOCTH M 0€30MaCHOCTH, YCTAHOBJIICHHBIM B COOTBETCTBHH C
HacTosmuM derepaTbHbIM 3aKOHOM;

B) TpeOoBaHMH K COOJIOACHUIO CYOBEKTaMH OOpalleHHsl JEKapCTBEHHBIX CPEICTB,
yKazaHHBIX B yacth 1 crateu 67.1 Hactosimiero ®denepalbHOr0 3aKOHA, OTPAHUYCHUH,
HajaraembIx ctatbsiMu 67.1 u 67.2 Hacrosiero deaepanbHOrO 3aKOHA;

2) coOmroeHne JUIEH3UOHHBIX TPEOOBAaHMI K OCYIIECTBICHHIO (DapMareBTHIECKOM
JACATCIIbHOCTH,

3) cobmtoieHne TpeOOBaHMI K MPEJOCTABICHUIO CYOhEKTaMU OOpaIeHus JIEKapCTBEHHBIX
cpenctB wHGOpPMANUKU O JIEKAPCTBEHHBIX CpPEACTBaX M (WJIHM) JIEKAPCTBEHHBIX Ipemnaparax,
npeaycMOTpeHHOM ctatbsiMu 9.1, 52.1, 52.2 u 64 Hacrosiero deaepaibHOro 3aKOHa;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

Koncynsrantlntoc: npumeganue.
C 01.03.2026 1. 4 4. 2 ct. 9 yrpaunBaet cwry (D3 o1 20.10.2022 N 405-D3).

4) cobmoneHne MpPeayCMOTPEHHBIX cTartheld 55.1 Hacrosimero ®denepanbHOrO 3aKOHA
TpeOOBaHWH K TIPOBEIEHHIO OSKCIIEPUMEHTa 110 OCYIIECTBICHHUIO PO3HUYHOH TOPTOBIH
JICKapCTBEHHBIMU MpenapaTaMu sl MEIUIIMHCKOTO MPUMEHEHUS, OTITYCKaeMbIMHU IO PEIENTY Ha
JICKapCTBEHHBIH Mperapar, IMCTAaHIIMOHHBIM CIIOCOOOM.

(. 4 BBeneH PenepanbHbiM 3aKk0HOM OT 20.10.2022 N 405-D3)

2.1. B memsix obecrieueHrst TOCyAapCTBEHHOTO KOHTPOJIS (Ham3opa) B chepe oOpaiieHus
JIEKapCTBEHHBIX CpEACTB (enepalabHbIl OpraH HCIOJIHUTEIBHOW BIIACTH, OCYILECTBIISIOLIHIA
TOCYJapCTBEHHYIO PETUCTPAIMIO JIEKAPCTBEHHBIX IPEMapaToB, MPEAOCTABISET (enepaaTbHOMy
OpraHy UCIIOJIHUTEIHHON BIIACTH, OCYIIECTBISIONEMY () YHKITUH 110 KOHTPOJIIO U HAI30py B cdepe
3IPaBOOXPaHEHHs, IO €ro 3ampocy B paMKax MEKBEIOMCTBEHHOTO HWH(OPMAIIMOHHOTO



B3aMMOJICHCTBUSL B TMOPSJKE, YCTAHOBJICHHOM YKa3aHHBIMU (pelepaqbHbIMH  OpraHaMu
WCIIOJIHUTENIbHON BJIACTH, CJIENYIOLIUME CBEACHHUS O JIGKAPCTBEHHBIX CPEICTBAX, B TOM YHUCIE B
cllydae, €ClIi TaKhe CBEJCHHS COCTaBIISIIOT KOMMEPYECKYIO TalHYy:

1) cBenenus o papMareBTUYECKON CyOCTaHIIHH:

a) HauMeHoBaHue (hapMaIleBTHUECKOM CYOCTaHIH, €€ CTPYKTYpa, 0OIIHNe CBOWCTBA;
0) HaMMEHOBaHUE U AJPEC MPOU3BOIUTEIS;

B) CBOMCTBA U CTPYKTypa JEHCTBYIONINX BEIIECTB;

I') XapaKTepUCTHKA IpUMeECEN;

n) crierduKkaiys Ha GapMaIeBTUIECKy0 CyOCTaHIIUIO M €€ 000CHOBAHME;

e) AHAIIUTUYCCKUC MCTOJAUKHU, HCIIOJIb3YCMBIC IMPU OCYIICCTBJIICHHU KOHTPOJISI KAa4uCCTBA
dbapmareBTHUECKON CyOCTaHITNH;

) pe3yNbTaThl aHATM30B cepuil (hapMalleBTUUECKON CyOCTaHIINH;

3) mepedeHb CTaHAAPTHBIX 00pPA3LOB WM BEIIECTB, MCIOIB3YEMBIX MPH OCYIIECTBICHUU
KOHTPOJIS KauecTBa (hapMaleBTUUECKOM CyOCTaHIINN;

M) OINHCaHUE XapaKTePUCTUK M CBOWCTB YMaKOBOYHBIX MaTEpUaJOB M YKYINOPOUHBIX
CPEICTB;

K) JJaHHBIE O CTA0MIBHOCTH (papMarieBTUIECKON CyOCTaHIINH,

J1) CPOK TOJTHOCTH;

2) cBeneHus O JIGKAPCTBEHHOM TIpernapare JUisi MEAHIIMHCKOTO TPUMEHEHHS:

a) OMMCAHKE U COCTaB JICKAPCTBEHHOT'O Ipernapara Juisi MeJUIIMHCKOTO IPUMEHEHHS;

0) onucanue (apMareBTHUECKOW pa3paboTku (000CHOBaHHME BHIOOpA COCTaBa, MEPBUYHOU
YIIAKOBKN);

B) HAWMMEHOBAaHWE M aJpeC MeCTa OCYIIECTBICHUS TPOU3BOJICTBA JICKAPCTBEHHOTO
npenapara i MEAMIIMHCKOTO NpPUMEHEHHs (B cllydae HaJIM4udsg HECKOIbKHX YYaCTHUKOB
npoliecca MpOU3BOJICTBA HEOOXOIMMO yKa3aTh HAMMEHOBAHUE U a/IpeC KaKIOTO U3 HUX);

') MUKPOOHMOJIOTHYECKHE XapaKTEPUCTUKH;

1) ONMUCaHWE XapaKTEPUCTUK M CBOWCTB YMAaKOBOYHBIX MAaTEPHUAJOB M YKYMOPOUHBIX
CPEICTB;

€) TpeOOBaHUS K KaUYECTBY BCIIOMOTaTENIbHBIX BEIIECTB;

)K) AHAIIUTUYCCKUC MCTOJUKHU, HCIIOJB3YCMBIC HPU OCYIICCTBICHHU KOHTPOJA KauCCTBaA
BCIIOMOTaTCJIbHBIX BECIICCTB,

3) CBCIACHUA 00 MCIOJIB30BAHUHU BCIIOMOTaTEIbHBIX BC€IICCTB YCIIOBCUYCCKOI'O U XMBOTHOI'O
IMPOUCXOKIACHUSA,



I/I) CBCACHU 00 MCHOJIb30BaHMH HOBBIX BCIIOMOTaTEIbLHBIX BC€IICCTB,

K) TpeOOBaHUsI K KayeCTBY JICKAPCTBEHHOI'O Iperapara Uil MEeIUIIMHCKOTO MPUMEHEHUS
(ceprudukar, cnenudukaiys Ha JEKapCTBEHHBIN ITpenapar U ux 000CHOBaHUE);

JI) AHAIIUTUYCCKUEC MCTOAUKHU, HCIIOJIB3YEMbIC HPU OCYHICCTBJICHUHW KOHTPOJII KadeCTBa
JICKApPCTBCHHOTO IIpfriapara JJIsi MCAUITHUHCKOI'O MIPUMEHCHU S ;

M) pe3yibTaTbl aHAIW30B CEPUM JIEKAPCTBEHHOrO Ipemapara i MEAMLIMHCKOIrO
IIPUMEHEHHUS;

H) XapaKTEepUCTUKA IPUMECEN;

0) mepeyeHb CTAHJIAPTHBIX OO0pa3LOB, HCIOIb3YyEMbIX IPU OCYIIECTBICHHUH KOHTPOJISA
KauecTBa JIEKAPCTBEHHOTO Mpernapara JAJisi MeIULIMHCKOTO TPUMEHEHUS;

1) JaHHBIE O CTAOMIILHOCTH JICKAPCTBEHHOTO TIpemnapara Jyisi MEUIIMHCKOTO TPUMEHEHHS,
3) OTYeTHI O TOKJIMHUYECKUX MCCIICIOBAHUSIX;

4) OTYETHI O KIMHUYECKUX UCCIICIOBAHMSIX;

5) macrep-¢aiin cucteMsl (hapMakoHaI30pa;

6) IIaH ynpaBJIeHUs] PUCKAMHU.
(uactsb 2.1 BBeneHa @enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

3. IIpu ocymecTtBieHnu ¢eaepaTbHOrO TOCYAApPCTBEHHOTO KOHTPOJIS (Ham3opa) B cdepe
oOpaleHns JeKapCTBEHHBIX CPEACTB MPOBOJISATCS CIEAYIOIINE BUABI KOHTPOJIBHBIX (HaJ30pHBIX )
MEpOTPUATHI:

1) noxyMeHTapHas IPOBEPKa;

2) BBIC3IHAS TIPOBEPKA;

3) BBIOOPOYHBII KOHTPOJIb Ka4eCTBa;

4) KOHTpOJIbHAS 3aKYTIKa;

5) UHCTIEKITMOHHBINA BU3HT;

6) HaOMOIeHNE 32 COOMIOACHUEM 00s13aTeIbHBIX TPEOOBaHUH (MOHUTOPHHT O€30MTaCHOCTH)
(papmakonamzop).

4. Opranu3anys ¥ oCyIiecTBIeHne GheaepabHOr0 TOCYIapCTBEHHOTO KOHTPOJIS (Haa30pa)
B chepe oOpareHus TIeKapCTBEHHBIX CPEACTB perynupyrorcs denepanbHbiM 3aKOHOM OT 31 urons
2020 roga N 248-®3 "O rocymapcTBEHHOM KOHTpOJIE (Ha30p€) U MYHUIIMIIAIIBHOM KOHTPOJIE B
Poccuiickoit denepanun'.

5. BHem1aHOBBIH BEIOOPOUYHBIN KOHTPOJIh KAYECTBA MPOBOAUTCS B TOM YHCJIC HA OCHOBAHUH
IpOrpaMMBI IIPOBEPOK.

6. [TnaHoBBII BELIOOPOYHBIN KOHTPOJIH KaueCTBA HE TTPOBOIUTCA.

7. Tlo pe3ymbratam (enepaabHOTO TOCYIapCTBEHHOTO KOHTpois (Ham3opa) B cdepe



oOpallleHus JeKapCTBEHHBIX CPEICTB HAPSAY C peLICHUSIMH, TpeaycCMOTpeHHbIMU DeepanbHbIM
3akoHOM OT 31 wmronmsa 2020 roga N 248-®3 "O rocynapCTBEHHOM KOHTpoje (Haa3ope)
MYHHUITUTIATLHOM ~ KOHTposie B Poccuiickoit  ®Denepanun", denepaabHbIMH  OpraHaMu
UCTIOTHUTEIILHON  BJIACTH,  YIOJHOMOYEHHBIMH  HAa  OCYHIECTBICHHE  (efepatbHOro
TOCYJAapCTBEHHOTO KOHTpPOJs (Ham3opa) B cdepe oOpalieHus JEKapCTBEHHBIX CPEJCTB,
MPUHUMAIOTCS CIICAYIOIINE PEIICHUS:

(B pen. ®enepanpuoro 3axoHa ot 30.01.2024 N 1-D3)

1) o pjanpHeWmieM TpaXTaHCKOM O0OpOTE CepuM, MapTHH COOTBETCTBYIOILIETO
JIEKapCTBEHHOI'O CPEJICTBA B ClIyyae MOATBEPIKIACHUS 110 pe3yabTaTaM MPOBEACHHBIX HCIIBITAHUM
COOTBETCTBUS KauecTBa JICKAPCTBEHHOT'O CPE/ICTBA YCTAHOBJICHHBIM TPEOOBAHHSIM;

2) 00 W3BATHM U3 TPAKIAHCKOTO 00OpOTa CEepUM, TMAPTUU COOTBETCTBYIOIIETO
JICKAPCTBCHHOTO CpCACTBA B CJIydac BBIABJICHHUA IO PE3yJIbTaTaM IMMPOBCACHHBIX UCHIBITAaHUH
HECOOTBETCTBHSI KAUECTBA JIEKAPCTBEHHOTO CPEJICTBA YCTAHOBICHHBIM TPEOOBAHHSM;

3) o mepeBoie IEKaPCTBEHHOTO CPE/ICTBA HA TOCEPUITHBII BEIOOPOUYHBIN KOHTPOJIb KaueCTBa
JEKapCTBEHHBIX CPEJICTB B Cllydae IIOBTOPHOTO BBISBICHUS HECOOTBETCTBHUS KadecTBa
JIEKApCTBEHHOTO CPEJICTBA YCTAHOBJIEHHBIM TPeOOBaHUAM U (TP HEOOXOJMMOCTH) O MPOBEPKE
CyOBeKTa OOpalieHHst JIeKapCTBEHHBIX CPEACTB. Pacxompl, CBsI3aHHBIE C TIPOBEICHUEM
HOCCpHﬁHOFO BBI60pO‘-IHOFO KOHTPOJIA, OIUIAYMBAKOTCA HNPOU3BOAHUTCICM JICKAPCTBECHHOI'O
cpenctBa MO0  JAepXKaTeNeM WM BJIAJENbIIEM  PETUCTPAIMOHHOTO  YIOCTOBEPEHUS
JIEKapCTBEHHOTO Iperapara.

4) 0 CHATHHU JIEKAPCTBEHHOT'O CPEACTBA C TTOCEPUUHOTO BHIOOPOYHOTO KOHTPOJISI Ka4ecTBa
JIEKAPCTBEHHBIX CPEJICTB Ha OCHOBAHUU TOJIOKHUTEJIBHBIX IKCIIEPTHBIX 3aKITIOYEHUHN, BBIIAHHBIX
dbenepalbHBIM ~ TOCYAApPCTBEHHBIM  OIO/DKETHBIM  YUPSXKICHHEM,  ITOJBEIOMCTBEHHBIM
benepaTbHOMY OpPraHy UCMOJHUTEIBHON BIACTH, OCYIIECTBISIFOIIEMY (DYHKIIMH 110 KOHTPOIIO U
Hag30py B cdepe 3apaBooxpaHeHUs, WU (eaeparbHOMY OpraHy HCIOJHHUTEIBHOW BIIACTH,
OCYIIECTBIISIONIEMY (DYHKIIMH MO KOHTPOIIO W HAA30py B cepe oOpaiieHus: JeKapCTBEHHBIX
CpPeNCTB JUIA BETEPUHAPHOTO TMPUMEHEHHS, HAa OCHOBAHMHM TIPOTOKOJIA HCIBITAHUN
JIEKAPCTBEHHOT'O0 CPEJICTBA, IIPOBEICHHBIX O BCEM IOKA3aTENsIM YTBEPKJACHHOM HOPMATUBHOM
JTOKYMEHTAIMU (HOPMATUBHOTO IOKYMEHTA) B OTHOIIICHUH TPEX CEpUid JISKAPCTBEHHOTO CPE/ICTBA.
(. 4 BBennen PenepanbubiM 3ak0oHOM OT 30.01.2024 N 1-03)

8. @enepaibHBII TOCYAPCTBEHHBIA JIMIIEH3MOHHBI KOHTPOJb JACSITEIBHOCTH IO
MMPOU3BOACTBY JICKAPCTBCHHLIX CPCACTB OCYIICCTBIISICTCA B COOTBETCTBUH C 3aKOHOAATCIILCTBOM
Poccuiickoit deneparumu.

Crarba 9.1. IIporpamma npoBepok
(BBenmena denepanbHbiM 3aKk0HOM OT 11.06.2021 N 170-D3)

1. B mensix opraHu3aluy BBIOOPOYHOTO KOHTPOJISI KayecTBa JIEKAPCTBEHHBIX CPENICTB
dopmupyeTcs mporpamma MpoBEPOK.

2. Jlns uener peaiu3al IPOrpaMMbl TPOBEPOK MPOU3BOIUTEINHN JIEKAPCTBEHHBIX CPENICTB
U OpraHM3alii, OCYILIECTBIIAIOIINE BBO3 JEKAPCTBEHHBIX CpeacTB B Poccuiickyro denepanuro,
IIPEIOCTABIIAIOT B OTHOLICHWM JIEKAPCTBEHHBIX CPEICTB [UIsl MEAMIMHCKOIO IPUMEHEHHUS B
YIIOJIHOMOYEHHBIN (hefepabHbId OpTraH MCIIOJHUTEIBHON BIACTH, OCYIIECTBISIONINA (QyHKITHH
110 KOHTPOJIIO U HAa/30py B cpepe 3ApaBOOXPaHEHNUs, B OTHOLICHUHU JIEKAPCTBEHHBIX CPEACTB IS
BETEpUHAPHOTO IPUMEHEHUS B YIIOTHOMOUEHHBIH (hefepabHbIA OpraH UCTIOJHUTENILHON BIIACTH,
OCYIIECTBIISIOMMUA (DYHKIIMU 1O KOHTPOJIO W Ham3opy B cdepe oOparieHus JeKapCTBEHHBIX



CPEICTB Ul BETEPUHAPHOIO IPUMEHEHUS, CBEICHUS O CEPUSX, MAPTUAX JIEKAPCTBEHHBIX CPENICTB,
MOCTYMAIONIMX B TpaskaaHckuii 000poT B Poccuiickoii deneparyu, B mopsake, cocTaBe U 00beme,
YCTQHOBJICHHBIX YKa3aHHBIMU (elepaIbHbIMU OpraHaMy UCIIOJIHUTENBHOM BIACTH B OTHOILIEHUH
JIEKAPCTBEHHBIX CPEACTB JUIsI MEJULMHCKOIO IIPUMEHEHUs M B OTHOLICHUHU JIEKAPCTBEHHBIX
CPEICTB AJIS1 BETEPUHAPHOTO IPUMEHEHHS COOTBETCTBEHHO.

3. Ilporpamma npoBepok GopMUpPYETCs Ha KaJeHIapHbBIH roa B cpok a0 30 mexabps roxa,
MPEIECTBYIOLIEr0 TOAY MPOBEACHUS BBIOOPOUHOTO KOHTPOJIS.

4. B cny4yae HaCTYIUIEHUs! COOBITHH, YKa3aHHBIX B MOANYHKTax "0" n "B" myHkTa 2 yactu 6
HACTOSILEN CTaTbu, (QeaepalbHbIM OPraHOM HCIOJHUTEIBHOW BIACTH, OCYLIECTBISIOLINM
(GyHKIMU 1O KOHTPOJIIO M Haa3opy B cdepe 3apaBooxpaHeHHs, (eaepaabHbIM OpraHoM
UCTIOJIHUTEJIBHOW BJIACTH, OCYLIECTBISIOMIMM (YHKLIMU IO KOHTPOJIO M HaaA30py B cdepe
oOpalieHus JEKapCTBEHHBIX CPEACTB Ul BETEPUHAPHOTO NMPUMEHEHHS, MPHU HEOOXOIUMOCTH
BHOCATCS] COOTBETCTBYIOLIME N3MEHEHHSI B IPOTPaMMy IPOBEPOK.

5. B mporpammy NpOBEpPOK MOT'YT BKJIKOYATbCA MEPOIPUATHS C YYETOM HAPYILICHU,
BBISIBJICHHBIX B paMKaX KOHTPOJIbHBIX (HaJ30PHBIX) MEPONPUATHIH 3a PeAbIIYLINI KaJeH apHbIA
TOL.

6. IIporpamMmma npoBEpOK CONECPIKUT:

1) mepedyeHpb JeKapCTBEHHBIX CPEICTB, 0TOOP 00pa3lioB KOTOPHIX OyJEeT OCYIIECTBISATHCS B
paMKax BBHIOOPOYHOTO KOHTPOJS, (hOpMHUpYEeMBIl C Y4eTOM pe3yabTaTOB TOCYAapCTBEHHOTO
KOHTpOJs (Haa3opa) B cdepe OOpalleHusi JIEKapCTBEHHBIX CPEACTB 3a KaJeHIapHBIA TOJ,
IpEeANIECTBYIOMNI Ty TPOBEACHUS BHIOOPOYHOTO KOHTPOJIS;

2) yka3aHMe Ha COOBITHE, HACTYIUICHME KOTOPOTO SBJSIETCS OCHOBAHUEM IS
OCYILECTBIIEHHS BHIOOPOYHOTO KOHTPOJIS:

a) TOJIyYCHHE CBEICHH, MPEACTaBISEMBIX B COCTaBE M O00BEME, YCTaHOBIEHHBIX
benepanbHBIM OPraHOM UCIOTHUTENBHOM BIACTH, OCYIIECTBISIIOIIMM (QYHKIIUU 110 KOHTPOIIO U
Ham30py B cdepe 3apaBooXpaHEHHs, (elepallbHBIM OpPraHOM HCIIOJHUTENBHON BIACTH,
OCYIIECTBISIOMMUM (DYHKIIUU 10 KOHTPOJIK M HAa30py B cdepe oOpalieHus JIeKapCTBEHHBIX
CPEICTB MJisi BETEPHUHAPHOTO TPUMEHEHHS, O CEepHUAX, MAPTUSAX JIEKAPCTBEHHBIX CPEJNICTB,
MOCTYMAIINX B TPakIaHCKUUA 000poT B Poccuiickoit denepannu, yKa3aHHBIX B MYyHKTE |
HACTOSIIEH YaCTH, OpraHU3aIUsIMHU, OCYIIECTBISTFOIIMMHE TPOU3BOJICTBO JIEKAPCTBEHHBIX CPEIICTB
B Poccuiickoit @enepanuyu U BBO3 JIEKAPCTBEHHBIX CpeAcTB B Poccuiickyto ®enepanuto, 3a
UCKJIIOYEHUEM CEpUIl MJIU NTapTHU JIEKapCTBEHHBIX MPENapaToB, yKa3aHHbIX B yacTh 4 cratbu 52.1
u yactu 6 ctatbu 52.2 HacTosimero denepaibHOTO 3aKOHA;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

0) moJydeHHWe TMOCTyMHaromeld B TOPSAIKE, YCTAaHOBJICHHOM cTaThel 64 HaCTOSIIEro
@denepanbHOTO 3aKOHA, MH(POPMALMU O MOOOYHBIX JEHCTBUAX, HEXKENATENIbHBIX pPEaKLHUsX,
CEpbE3HBIX HEXENIaTelIbHBIX PEeaKIUsiX, HEMPEIBUACHHBIX HEXENaTeNbHbIX pEeaKIUsIX Ipu
NPUMEHEHHUH JICKapCTBEHHBIX MPENnapaTroB, 00 HHIUBUAYATbHONW HENEPEHOCUMOCTH, OTCYTCTBUU
3(PEKTUBHOCTH JIEKAPCTBEHHBIX IMpENapaToB, a Takke 00 MHBIX (DakTax M 0OCTOSATEIHCTBAX,
IPECTABISIOMNX YIPO3y KHU3HU WM 37J0POBBIO YeNIOBEKa JINOO KUBOTHOTO MPHU MPUMEHEHUH
JIEKapCTBEHHBIX TIPENapaToB U BBIABIEHHBIX Ha BCEX JTamax oOOpaleHus JIeKapCTBEHHBIX
npenaparos B Poccuiickont @enepannu U Ipyrux rocyapcraax;

B) MoTy4eHue B cooTBeTCTBUH ¢ DenepanbHbM 3akoHOM oT 31 utonsa 2020 roma N 248-D3
"O rocynapcTBEHHOM KOHTpoJie (Haa30pe) U MYHULHUIAIBHOM KOHTpoie B Poccuiickoit



®denepannu”" CBEICHWH O TPUYMHEHUH Bpela WM 00 yrpo3e NPUYMHEHHUS Bpela >KU3HH,
3A0POBBIO T'paXXJaH UJIN )KUBOTHBIX.

Crates  9.2. TocymapcTBeHHBIi  KOHTpPoab  (Hag3op) 3a  peaamusanmeit
HCIOJIHUTEJIbHBIMUA OpranamMm cyobekToB Poccuiickoit denepanum nojiHoMo4uii B chepe
o0paieHNs J1eKaPCTBEHHbIX CPEACTB IS MEAUINHCKOI0 NPUMEHEeHHUs!

(B pen. ®enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)

(BBenmena denepanbHbiM 3aKk0HOM OT 11.06.2021 N 170-D3)

1. TocymapcTBeHHBIN KOHTPOJbL (HAA30p) 3a peaau3alreil MCTOJHUTEIBHBIMH OpraHaMHu
cyobekToB Poccuiickoit deneparyy moaHOMOYHi B cepe oOpalieHus JIeKapCTBEHHBIX CPEACTB
Ul MEIWLUHCKOTO IIPUMEHEHMsI OCYILECTBISETCS YHNOJHOMOYEHHBIM [IpaBurenscrBoM
Poccniickoit denepanuy opraHoM UCIIOJHUTEIBLHON BIACTH.

(B pen. ®enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)

2. IlpenMeToM rocy1apCTBEHHOTO KOHTPOJIS (Ha130pa) 3a pean3aleil HICIOJIHUTENbHBIMU
opranamu cyowsekToB Poccuiickoit deneparun moaHoMounii B chepe oOpalieHus JIeKapCTBEHHBIX
CPEeICTB JUIsl MEAWIIMHCKOTO TPHUMEHEHHUS SBISIETCS COOJIOJICHHE  YIMOJIHOMOYEHHBIMU
WCIIOJTHUTEIIbHBIMA OpraHamMu cyObekToB Poccuiickoit denepaniui METOIUKH YCTaHOBJICHUS
MpeeTbHBIX PAa3MEPOB ONTOBBIX HAN0ABOK W IMPEACTHHBIX Pa3MEPOB PO3HUYHBIX HAI0ABOK K
(bakTUYEeCKUM OTIYCKHBIM II€HaM, YCTAHOBJEHHBIM IPOU3BOJUTENSIMU JIEKAPCTBEHHBIX
MpernapaToB, Ha JEKAPCTBEHHBIE MPENaparThl, BKIIOYCHHBIE B IEPEUEHB KU3HEHHO HEOOXOIMMBIX
Y BaXXHEUIUX JIEKAPCTBEHHBIX MPENapaToB.

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

3. Ilpm ocymiecTBICHUN TOCYIapCTBEHHOTO KOHTPOJIS (Haa30pa) 3a peaau3aruei
UCTIOTHUTEIILHBIMU OpraHamMu cyO0bekToB Poccuiickoit ®denepanuu moiHOMOUYUN B cdepe
oOpallieHus JIEKapCTBEHHBIX CPEACTB VIS MEAUIIMHCKOTO TPUMEHEHHUS POBOJAATCS CIEIYIOIINe
BH/JIbI MEPOIIPUSATHN:

(B pen. ®enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)

1) noKyMeHTapHbIE IPOBEPKHU;
2) BBIC3/IHBIC TTPOBEPKH.

4. Opranu3zaius 1 OCyIIECTBIECHUE TOCYIapCTBEHHOI0 KOHTPOJIA (HAA30pa) 3a peanu3anuen
WCIIOTHUTEIIbHBIMA OpraHaMu CcyObekTOB Poccuiickoit denepanmu momHOMouuit B cdepe
oOpaleHusi JIEKapCTBEHHBIX CPEACTB JUISI MEAWIIMHCKOTO TMPUMEHEHHS PEeryaupyrTCs
®enepanbabiM  3akoHOM OT 21 nmekabps 2021 roma N 414-®3 "OO6 o0mwux mTpHHIMIAX
OpraHu3aluy myoIMyHON BiIacTH B cyObekTax Poccuiickoit deneparun'.

(B pen. ®enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)

5. IlonoxxeHne 0O TOCYZapCTBEHHOM KOHTpoje (Haa30pe) 3a  peajau3amueit
WCIIOTHUTEIIbHBIMA OpraHaMu CcyObekTOB Poccuiickoit ®denepanuu momHOMouuit B cdepe
oOpaleHusi JIEKAPCTBEHHBIX CPEACTB IS METUIIMHCKOTO TPUMEHEHHSI yTBEPIKIAeTCs
[IpaButenscTBOM Poccuiickoi denepanuu.

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

Crarbs 9.3. PernoHaJbHBINH rocy1apCcTBEHHbIN KOHTPOJIb (HA/130p) 3a NIPMMEHeHHeM
LleH Ha JIeKapCTBEHHbIE NMpenapaThl, BKIIYEHHbIE B IlepeYeHb :KM3HEHHO He00X0UMBIX U
BaKHEHIINMX JIEKAPCTBEHHBIX Npenaparos



(BBenmena denepanbHbiM 3aKk0HOM OT 11.06.2021 N 170-D3)

1. PermoHasbHBIA TOCYIApCTBEHHBIH KOHTPOJb (HAA30p) 3a NPUMEHEHHEM IIEH Ha
JIEKapCTBEHHbIE MPEnapaThl, BKIOYEHHBIC B MepeueHb KU3HEHHO HEOOXOIUMBIX U Ba)KHEHIINX
JIEKapCTBEHHBIX NPENapaToB, OCYLECTBISAETCS UCIIOIHUTEIbHBIM OpraHoOM cyobekTa Poccuiickoit
®denepaluy, YHOJIHOMOYEHHBIM BBICIIMM HCIIOJHUTENBHBIM OpraHoM cyowbekta Poccuiickoii
denepanyu.

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

2. IlpenMeToM pErHoHaIBLHOTO TOCYIAPCTBEHHOIO KOHTPOJIA (Haa30pa) 3a MPUMEHEHHEM
[IEH Ha JIEKapCTBCHHBIC IpEnapaTrhl, BKIIOYCHHBIC B TEPEUCHb KXU3HEHHO HEOOXOIUMBIX W
BaXHEHMIIINX JIEKQpPCTBEHHBIX MpErnapaToB, SBISETCS COOJIOJCHHE OpraHu3alUsIMH ONTOBOMN
TOPTOBIIM JICKAPCTBEHHBIMH CPEACTBAMH, AaNTEYHBIMU OPTaHHU3AIUSIMU, HHIWBUIYaTbHBIMH
OpeNNpPUHUMATEISIMU, HMMEIOIIUMH  JIMIEH3WI0 Ha  (apMaleBTUYECKYI0 JIESTEIbHOCTb,
MEAUIIMHCKUMU OPTaHU3aIUSIMU, UMEIOIIIMHE JTUICH3UI0 Ha (papMarieBTHYECKYIO JIEeITeIbHOCTD,
U UX 000COOJIEHHBIMU MOIPA3/ICIEHUIMHU, PACTIOJI0KEHHBIMU B CEIbCKUX HACENEHHBIX MyHKTaX,
B KOTOPBIX OTCYTCTBYIOT alT€YHbIC OPTaHU3AINH, IPU PeaTU3alliy JICKAPCTBEHHBIX MPENapaToB
TpeOoBaHUIl K MPUMEHEHHIO 1I€H, YPOBEHb KOTOPBIX HE JOKEH MPEBIIIATh CYMMY (PaKTHUECKON
OTITYCKHOH II€HBI, YCTAHOBJIEHHOW MTPOU3BOIUTENIEM JIEKAPCTBEHHBIX MPENapaToB, U KOTOPHIE HE
MPEBBIIIAIOT 3aPErUCTPUPOBAHHBIX NMPEAETBHBIX OTIYCKHBIX 1IEH, U pa3MEPOB ONTOBBIX Ha10aBOK
U (W1M) pa3MepoB PO3HUYHBIX HAJ0AaBOK, HE TPEBBIIIAIOIINX COOTBETCTBEHHO pPa3MeEpOB
MpeACIbHBIX ONTOBBIX HAM0aBOK W (WJIM) pa3MepoB TMpeAeIbHBIX PO3HUYHBIX HaI0aBOK,
yCTaHOBJIEHHBIX B cyObekTe Poccuiickoii deneparui.
(B pen. ®enepanpHoro 3axoHa ot 08.08.2024 N 323-D3)

3. Opranu3zanus U OCyIECTBICHUE PETHOHAIBHOTO FOCYAAPCTBEHHOI0 KOHTPOJIS (Haa30pa)
3a MpPUMEHEHHEM IIeH Ha JIEKapCTBEHHbIEC IpernapaThl, BKIIOUYEHHbIE B MEPEYEHb KUIHEHHO
HEOOXOJUMBIX M BaXHEWIIMX JIEKAPCTBEHHBIX IpemnapaTroB, perynupytorcs dDenepanbHbIM
3akoHOM OT 31 wmrons 2020 roma N 248-®3 "O rocymapcTBEHHOM KOHTpoJsie (Haa30pe) u
MYHHULIMIIAJILHOM KOHTposie B Poccuiickoit denepanun’.

4. ITonoxeHne 0 PEeTMOHAIBHOM TOCYIapCTBEHHOM KOHTpOJie (HAA30pe) 3a MPUMEHEHUEM
OCH Ha JICKAPCTBCHHLIC IIPCIiapaThbl, BKIIOYCHHBLIC B MNCPCUYCHb XU3HCHHO HCOGXOI[I/IMBIX u
BOKHEHIINX JICKAPCTBEHHBIX NPENapaToB, YTBEPXKAAETCS BBICIIMM HCIOJIHHUTEIBHBIM OPTaHOM
cyobekta Poccuiickoii ®@eneparui.
(B pen. ®enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)

Cratbs  94. @eaepajbHblii  TOCYJAPCTBEHHbIH  JIMIEH3MOHHBIH  KOHTPOJIb
JAesITeJIbHOCTH 10 MPOU3BO/ICTBY JE€KAPCTBEHHbIX CPE/ICTB

(BBenena denepanbHbiM 3aKk0oHOM OT 11.06.2021 N 170-D3)

1. ®enepanbHbIi TOCYIapCTBEHHBIM JIMIEH3MOHHBIA KOHTPOJIb JICATEIILHOCTU 10
IPOM3BOJCTBY  JIEKAPCTBEHHBIX  CPEICTB  OCYLIECTBISAETCS  (elepaJbHbIMH  OpraHaMu
WCIIOJIHUTEJILHOU BIIACTH, YIIOIHOMOYEHHbIMU [IpaBuTtensctBoM Poccuiickon denepanuu.

2. @enepa’dbHbld TOCYAAPCTBEHHBIM JIMIEH3WOHHBIA KOHTPOJIb JEATEIBHOCTH 10
MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB OCYIIECTBISIETCS B COOTBETCTBUU ¢ DenepalibHbIM
3akoHOM OT 4 mast 2011 roga N 99-®3 "O nuiieH3upOBaHUM OTIEIBHBIX BUAOB AEATEIBHOCTH" U
®enepanbHbM 3ak0oHOM OT 31 mronst 2020 roma N 248-®d3 "O rocynapCTBEHHOM KOHTpOJIE
(Ham3ope) M MyHUIIUITAIbHOM KOoHTposie B Poccutickoit ®denepanuu". B pamkax deaepaibHOTO
rOCYJapCTBEHHOTO JUIEH3MOHHOTO KOHTPOJIS JIEATENbHOCTH MO MPOU3BOJICTBY JIEKAPCTBEHHBIX
CPEICTB IUIAHOBbIE KOHTPOJbHBIE (HAA30pPHBIE) MEPONPUITHS HE MPOBOIATCS, MPU ITOM



IPOBOJIUTCS NEPUOJUYECKOE MOATBEPHKIAEHHUE COOTBETCTBUS JIMIEH3MATOB JIMIIEH3UOHHBIM
TpeboBaHusIM B cooTBeTcTBUM ¢ DepepanbHbiM 3akoHOM oT 4 mast 2011 roma N 99-03 "O
JIMILIEH3UPOBAHUM OT/ENIbHBIX BU/I0B 1€ATEILHOCTH .

I'maBa 5. PABPABOTKA, JOKJIMHUYECKHUE UCCJIEJOBAHUSA
JIEKAPCTBEHHBIX CPEJACTB, A TAK)KE KIMHUYECKHUE UCCJIEJOBAHUA
JIEKAPCTBEHHBIX ITPEITAPATOB /IUVI1 BETEPUHAPHOI'O IIPUMEHEHUA

Crarba 10. Pazpadorka jiekapCcTBEHHBIX CPEACTB

1. Pa3paboTka jJeKapCTBEHHBIX CPEACTB BKIIOYAET B CEOsI MOMCK HOBBIX (PapMaKoJIOTHYECKH
AKTUBHBIX BCHICCTB, IMOCICAYIOIICC H3YUYCHUC HX JICKAPCTBCHHLIX CBOI>'ICTB, JOKIIMHNYCCKHUC
WCCIICIOBaHMS, pPa3pabOTKy TEXHOJOTUM MPOM3BOJACTBA (PapMalleBTUYECKUX CyOCTaHIINM,
pa3paboOTKy COCTaBOB M TEXHOJOTUH MPON3BOACTBA JICKAPCTBEHHBIX MPENApaTOB.

2. duHaHCOBOE OOecredeHrne pa3padOTKU JIEKAPCTBEHHBIX CPEACTB OCYIIECTBISETCS 3a
CUeT:

1) cpeactB deaepaqbHOTO OFOKETA;
2) cpencTB pa3pabOTUYNKOB JIEKAPCTBEHHBIX CPENICTB;

3) cpeAcCTB MPOU3BOJIUTENEH JIEKAPCTBEHHBIX CPEACTB NPU BBHIMOJIHEHUH HAy4YHO-
UCCIIEIOBATEIbCKUX PadOT MO JOTOBOPY MEXIY pPa3padOTUYMKOM JIEKaPCTBEHHBIX CPENCTB H
MIPOU3BOIUTENIEM JIEKAPCTBEHHBIX CPEJICTB;

4) UHBIX HE 3aIPEICHHBIX 3aKOHOATENLCTBOM Poccuiickoit denepaniuu HCTOYHUKOB.

3. [IlpaBa pa3paboTyMka JEKapCTBEHHOTO CpEACTBA OXPAHSAIOTCS TPAKIAHCKUM
3aKOHOJIATEIILCTBOM.

Crarba 11. JlokJIMHHYECKOE HCCJIeOBAHHE JIEKAPCTBEHHOIO CpeACTBa [JIf
MeIMINHCKOr0 MpUMeHeHusl

1. JloxiMHWYECKOE WCCICIOBAaHUE JICKApPCTBEHHOTO CPEICTBA IS MEIAHIIMHCKOTO
MPUMCHCHUSA NPOBOAUTCA IMMYTEM MPUMCHCHUSA HAYYHBIX MCTOJOB OLCHOK B LCJIAX MOJTYUYCHUS
JI0OKa3aTeNIbCTB 0€30MacHOCTH, KauecTBa U A(HPEKTUBHOCTH JIEKAPCTBEHHOTO CPE/ICTBA.

2. JIOKIMHUYECKOE MCCIEIOBAHUE JIEKAPCTBEHHOTO CPEACTBA M  MEIULMHCKOIO
IPUMEHEHHS TPOBOAUTCS B COOTBETCTBUU C IIPABUIIAMM HAJUIEXKAIIEH J1JaOOpaTOPHON NMPaKTHKH,
YTBEPKICHHBIMU EBpa3suiicKOi S KOHOMUYECKON KOMUCCUEH.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

3. I[J'DI opraHu3aliii U MNOPOBCACHUA OOKIMHHUYCCKOI'O HCCICIOBAHUA JICKAPCTBCHHOI'O
CpeAcTBa I MEIUIIMHCKOTO TNPHUMEHEHUS pa3paOOTYMKH JICKApPCTBEHHBIX CPEICTB BIIPaBE
NpUBJIEKaTh Hay4HbIE OpraHU3alMM, 0Opa3oBaTeIbHbIE OPraHU3aIMK BBHICIIETO 00Opa30BaHUS U
WHBIC OpraHM3alid, UMEIOIINe HEOOXOIUMYI0  MaTepUaIbHO-TEXHHYECKyl0 0azy U
KBaJM(UIIUPOBAHHBIX CIIEIIMATMCTOB B COOTBETCTBYIOIIECH 00JIACTH UCCIIEOBAHUS.

(uactb 3 B pen. @eaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. JIOKTMHUYECKOE WCCIEIOBAaHUE JIEKAapCTBEHHOTO CPEACTBA I MEIULIUHCKOTO
MPUMEHEHHUS POBOJUTCS MO YTBEPKIECHHOMY pa3pabOTUNKOM JIEKAPCTBEHHOI'O CPEJICTBA IJIaHy
C BEJICHHEM IPOTOKOJa 3TOTO MCCIEAOBAHMS U COCTABIEHUEM OTYETAa, B KOTOPOM COAEPIHKATCS



PE3YIbTAaTBl 3TOT'O0 HCCICAOBAHUA W 3aKITHOUYCHHUE O BO3MOKXHOCTHU IPOBCACHHUA KIMHHUYECKOI'O
HCCIICAOBAaHUS JICKAPCTBCHHOI'O MpCriapaTta Iyt MEAULIMHCKOTO ITPUMCHCHMU .

5. IlpoBeneHue MpoBEpOK COOJIOCHUS TPABUI HaJIekKaIIeH J1a00paTOPHON MPAKTHUKUA U
IMMPaBOBbBIX HOPM HCIIOJIb30BAHHUA XUBOTHBIX IIPU NPOBCACHUU JOKIIMHHUYCCKUX I/ICC.HGIIOBaHI/Iﬁ
JIEKaPCTBEHHBIX CPEJCTB Ui MEAUIIMHCKOTO MPUMEHEHHUS! OCYHIECTBIISETCS YIMOJIHOMOYEHHBIM
dbenepatbHBIM OPraHOM UCTIOTHUTEILHOM BIIACTH.

(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

6. PesynpTaThl JOKIMHMYECKOIO HCCIENOBAaHUS JIEKAPCTBEHHOI'O CpEACTBA  JUIS
MEIUIUHCKOTO0 NPUMEHEHHUsS MOTYT OBbITh IPEJICTABICHBI B YIOJIHOMOYEHHBIN (enepanbHbIi
OpraH MCIOJHHUTEIBHOM BJIACTM B YCTAHOBJICHHOM MOPSAKE B LEIAX PETUCTpaLUU
JIEKapCTBEHHOTO Npernapara.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

Crartbs 12. loKJIMHIYECKOE HCCIeT0BAHUE JIEKAPCTBEHHOI'0 CPEICTBA M KJIMHHUYECKO0e
HCC/IeJOBaAHNE J1eKAPCTBEHHOI 0 Npenapara AJs BeTepUHAPHOI0 PUMeHeHUs

1. JIOKIMHHYECKOE WCCIEOBAaHUE JICKApCTBEHHOTO CpPEICTBAa Ui BETEPUHAPHOTO
MPUMCHCHUSA NPOBOAUTCA IMMYTEM MPUMCHCHUSA HAYYHBIX MCTOJOB OLCHOK B HCJIAX MOJTYUYCHUS
JIOKa3aTeJIbCTB OE30MacHOCTH, KadecTBa W I(P(HEKTUBHOCTH JIEKAPCTBEHHOT'O CPEJCTBA, B TOM
YUCJIC ONpCACIICHUA CpOKa €ro BBIBCACHUA M3 OpraHu3Ma KMBOTHOI'O, B HCIIAX O6CCH€‘-I€HI/I$I
0€30MaCHOCTH TPOIYKIIMH KHBOTHOTO MIPOMCXOXKICHUS MOCIIE IPUMEHEHHST COOTBETCTBYIOIIETO
JIEKapCTBEHHOTO TIperapara.

2. JIOKITMHUYECKOE UCCIIEOBAHUE JIEKAPCTBEHHOTO CPEACTBA U KIIMHUYECKOE UCCIIEIOBAHNE
JIEKapCTBEHHOT'O npenapara JUTS BETEPUHAPHOTO IIPUMEHEHU, HCCIIEN0BaHUE
OMOAPKBUBAJIEHTHOCTH YKa3aHHOI'O JIEKapCTBEHHOIO Ipernapara MPOBOJSATCS B COOTBETCTBHM C
NpaBUIAMHU, YTBEP)KIECHHBIMH YIIOJIHOMOYEHHBIM (ellepaIbHbBIM OpPraHOM HCIOJIHUTEIbHOM
BJIACTH.

3. JIOKJIIMHMYECKOE UCCIIeI0BAHNE JICKAPCTBEHHOTO CPEJCTBA M KIIMHUYECKOE UCCIIEI0BAHNE
JIEKapCTBEHHOT'O Ipernapara JJisi BETEpUHAPHOTO MPUMEHEHHS POBOJAATCS MO YTBEPKACHHOMY
pa3paboTIMKOM JIEKAPCTBEHHOTO CPENICTBA IIaHY C BEJICHUEM IMMPOTOKOJIOB ATHX MCCIEAOBAHUHN
COCTaBJIEHMEM OTYETOB, B KOTOPBIX COIEPKATCS PE3yJIbTAaThl 3TUX UCCIIEeI0BAaHUH.

4. I[J'DI opraHu3alii W MNPOBCACHUA OOKIMHHUYCCKOI'O HCCICIOBAHUA JICKAPCTBCHHOI'O
CpeAcCTBa W KIMHUYECKOTO HCCIEIOBAaHUS JICKAPCTBEHHOTO Ipernapara Ui BETepUHAPHOTO
NPUMEHEHUS Pa3pa0OTYNK JIEKAPCTBEHHOTO CPEICTBA MOXKET TPUBIEKATh OPTaHU3AINH,
UMEIOIINE HEOOXOAMMYK  MaTepuajbHO-TEXHHUYECKYI0 0azy ©  KBaIM(UIIUPOBAHHBIX
CIEIMAIMCTOB B COOTBETCTBYIOIIEH 00JIACTH MUCCIICIOBAHMUS.

5. KnuHuueckue wucciaenoBaHUs JIEKAPCTBEHHBIX IMpemapaToB JJisi BETEPUHAPHOTO
MPUMEHEHHUS MPOBOASATCS B BETEPUHAPHBIX OPraHU3alUsIX U B OPraHU3ALMIX, OCYIECTBISIOMINX
pa3BeJicHHe, BRIPALIMBAHUE U COEepKaHHNe )KUBOTHBIX, B LIEJSAX:

1) ycTaHOBJIEHMSI IEPEHOCUMOCTH JIEKAPCTBEHHBIX IIPENAPATOB 340POBBIMU )KMBOTHBIMY;

2) monbopa ONTHUMANIbHBIX JO3MPOBOK JIEKAPCTBEHHBIX IMPENapaToB W Kypca JIEYEHHs Ha
KOHKPETHOU TPYIINE KUBOTHBIX C OMpeeIEHHBIM 3a00JIeBaHUEM;

3) ycraHoBineHus Oe3zomacHOCTH © A(G(EKTUBHOCTH JIGKQPCTBEHHOTO Iperapara,
nNpeaAHa3HAYCHHOI'O JJI JICUCHUA OMPCACIICHHBIX 33.6OHCB3.HI/II>'I KHUBOTHBIX, UJIN 3(1)(1)GKTI/IBHOCTI/I



JIEKapCTBEHHOT'0 Ipernapara Juist pouIakTUKY 3a00JI€BaHUN 310pPOBBIX KUBOTHBIX;

4) u3yueHust BO3MOKHOCTEHN paclIMpPEeHNs MOKAa3aHUH K IPUMEHEHHIO 3apETUCTPUPOBAHHOTO
JIEKapCTBEHHOTI'O IIperapara 1 BbISIBICHUS paHee HEU3BECTHBIX MMOOOYHBIX JEHCTBUI.

6. Kiumaudeckoe wccienoBaHUE JIGKAPCTBEHHOrO TMpernapara JUisi BETePUHAPHOTO
NPUMEHEHHS OCYIIECTBIISIETCS 3a CYET CPEACTB Pa3padOTIYHKA JEKAPCTBEHHOTO CPENICTBA.

7. OT4eTsl O pe3ynbTarax AOKIMHUYECKOIO HCCIEN0BAaHUS JIEKAPCTBEHHOTO CPEACTBA U
KJIMHUYECKOTO MCCIIEOBAaHUS JIEKApCTBEHHOI'O Ipenapara Uil BETEPUHAPHOIO IMPUMEHEHHs
COCTaBIIAIOTCS pa3pabOTYMKOM JIEKAPCTBEHHOTO CPEICTBA C YYETOM 3aKIIIOUEHHH OpTraHU3aIuii,
IPUHUMABILIUX Y4aCTHE B OPraHU3aLMH U MPOBEJCHUH ITUX HCCIIEOBAHUI.

8. KOHTpOJIb 3a NPOBCACHUCM HOKIMHUYCCKUX I/ICCJICI[OBaHI/Iﬁ JICKApCTBCHHBIX CPECACTB U
KIMHHUYECKUX I/ICCJ'IC,Z[OBaHI/Iﬁ JICKApCTBCHHBIX IIp€mapaToB AJId BCTEPHHAPHOI'O IMPHUMCEHCHUA
OCYHICCTBIACTCA YITOJTHOMOYCHHBIM Q)eﬂepaHBHHM OpraHomMm HCIIOJIHUTEILHOM BIACTH.

I1aBa 6. OCYIIECTBJIEHUE T'OCYJAPCTBEHHOM PETUCTPAIINN,
PETMCTPALUU JTEKAPCTBEHHBIX ITPEITAPATOB
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-®3)

Koncynbrantlntoc: npumevanue.

ITo 3asBnenusm, noganusM 10 01.01.2021, nexapcTBeHHbIE Ipenaparbl A1 MEIULUHCKOTO
NPUMEHEHUS] PETUCTPUPYIOTCS B COOTBETCTBUM C TpeOOBaHUSIMH, JEHCTBOBABILIMMHU JI0
30.01.2024. O mnpuBeneHun B cooTBeTcTBHE ¢ akramMu EADC Takux U paHee
3aperucTpupoBaHHbIX npenapatos cM. @3 ot 30.01.2024 N 1-D3.

Craress  13. TocynapcTBeHHasi perucTpainusi, PpPerMcTpanusi JIeKapCTBEHHBIX
npenaparos
(B pen. ®enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B Poccuiickoit @enepanuu 10MyCKaOTCs MPOU3BOACTBO, XpAHEHHE, ITEPEBO3Ka, BBO3 B
Poccuiickyro depnepanuto, BeiBo3 U3 Poccuiickoit denepanuu, pekiiama, OTIYCK, peah3alus,
nepeiayva, IPUMEHEHHE JIGKAPCTBEHHBIX IMPEMaparoB, €CIW OHU  3apEruCTPUPOBAHbBI
YIIOJHOMOYEHHBIM (efiepalbHbIM OPraHOM HCIOJIHUTEIBLHOM BJIACTU B COOTBETCTBUU C
HaCTOAIIIUM d)enepaanHM 3aKOHOM .HI/I6O B COOTBCTCTBUU C aKTaAMH, COCTABJISIOIIMMU IIPABO
Coro3za.

(B pen. ®enepanbHbix 3akoHOB OT 13.07.2015 N 241-D3, ot 30.01.2024 N 1-D3)

2. 'ocygapCTBEHHOM perucTpaluy Mojjiexar:

1) Bce nexapcTBEHHBIE Ipemaparhl, BIEpBBbIE IOJJIEXKAIINE BBOAY B OOpalleHue B
Poccuiickoit denepanuu;

2) JleKapCTBEHHBIE MpENaparThl, 3aperuCTPUPOBAHHBIE paHEE, HO IPOU3BENECHHBIE B IPYIUX
JIEKapCTBEHHBIX (hopMax B COOTBETCTBUM C NEPEUYHEM HAUMEHOBAHWH JIEKapCTBEHHBIX (OpM, B
HOBOH JTO3MPOBKE MPH JI0KA3aTEIHCTBE €€ KIMHNYECKOW 3HAYMMOCTH U 3()(HEeKTUBHOCTH;

3) HOBBIE KOMOMHAILIUY 3aPETUCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX MPENapaToB.

3. TocymapcTBeHHass perucrpaunusi JEKapCTBEHHBIX IpPENapaTroB OCYUIECTBIAETCSA I10



pe3ysabTaTaM dKCIEePTU3bI JICKAPCTBEHHBIX CPEJCTB.
(uactsb 3 B pen. enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

4. TocymapcTBeHHass perucTpanusi JIEKapCTBEHHOI'O Ipenapara  OCYIIECTBIISAETCS
COOTBETCTBYIOLIUM YIOJTHOMOUYEHHBIM (e/iepaIbHbIM OPTaHOM MCHIOJIHUTENBHOM BJIACTH B CPOK,
HE MpPEeBBIIIAONMI cTa MMIECTHAECITH pPAadOYMX MJHEH CO [JHsS MPUHATUS 3asBJICHUSA O
rOCyIapCTBEHHOW perucTpalyy JeKapCTBEHHOTO Ipenapara s MEAUIMHCKOrO NPUMEHEHHUS, U
B CpPOK, HE MpPEBBIIIAIOIIMN CTa ABAJUATH pabO4YMX OHEH CO JOHS HPHUHATUS 3asBICHUS O
roCyIapCTBEHHOW PETUCTPALIMHU JIEKAPCTBEHHOTO Mpenapara AJis BETEpUHAapHOTro IpUMeHeHus. B
yKa3aHHBIH CPOK BKJIIOYAETCSl BpeMs, HE0OXOAMMOE JUIsl TIOBTOPHOIO MPOBEACHUS IKCIEPTU3BI
JIEKapCTBEHHOI'O CPENCTBA B COOTBETCTBUM CO cTaThel 25 Hacrosero denepaibHOro 3aKoHa.
Cpok rocyaapCTBEHHOM perucTpanuy JeKapCTBEHHOT O IIperapaTa UCUUCIISAETCS CO IHS IPUHSATHS
COOTBETCTBYIOIIUM  YIOJHOMOUYEHHBIM (eiepalbHbIM OpPraHOM HCIHOJHHUTEIBHON BIIACTH
COOTBETCTBYIOLLETO 3asBJIEHUS O TOCYAAPCTBEHHOM perucTpaiyy JeKapcTBEHHOro Mpenapara ¢
NPUIIOKEHNEM HEOOXOAUMBIX JOKYMEHTOB IO JIeHb BBIIAYH PETHCTPALIMOHHOTO yO0CTOBEPEHUS
JIEKapCTBEHHOT0 Mpenapara. Bpems, HeoOXoaumoe A HaNpaBlIEHUs YIOJIHOMOYEHHBIM
(denepaabHBIM OpPraHOM HMCIIOJHUTEIBHOM BJIACTH 3alpoca O MPEICTaBICHHUH HEOOXOIMMBIX
MaTepHaJIOB M TMPEACTaBICHUS 3asBUTEIEM OTBETa Ha JAaHHBIM 3aIpoc B COOTBETCTBUHU CO
cratbsiMu 16, 19 u 23 Hactosamero denepaabHOro 3aKOHA, HE YYUTHIBAETCS MPU MCUUCIEHUU
CpOKa rocy/1lapcTBEHHOW PEerucTpalny JIEKapcTBEHHOTO Ipenapara.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. 'ocynapCTBEHHOM perucTpaluu He MOAJIeKAT:

Koncynprantlntoc: npumevanue.
C 01.03.2025 B m. 1 u. 5 cr. 13 BHOCcATcs uzmenenus: (O3 or 30.12.2021 N 463-D3). Cwm.

OyIyIIYIO pEIaKIIHIO.

1) nexapcTBeHHbIE  Tpemaparbl, M3TOTOBJIEHHBIE  aNTEUYHBIMU  OpraHU3ALMIMH,
BETECpUHAPHBIMU aNTE€YHBIMKA OpPraHU3aLMAMU, HWHIAUBUAYAJIbHBIMU MPEIANPUHUMATEISMH,
KOTOphIE WMEIOT JIMIECH3WI0 Ha (apMarleBTUUECKYI0 JeATeIhbHOCTh, II0 pelentaM Ha
JIEKapCTBEHHBIC TMpenaparbl M TPeOOBAaHUSAM MEIUIIMHCKAX OpPTaHU3AlMi, BETEPUHAPHBIX
OpraHu3aLui;

2) JNeKapCTBEHHBIE Tpenaparbl, MPUOOPETCHHbIE (PU3MUYECKUMU JUIAMU 3a TpeaernamMu
Poccuiickoit denepanuu 1 npeaHa3sHAYCHHBIE IS JIMYHOTO UCIIOJIb30BaHNUS;

3) JexapcTBEHHBIE Tpemaparbl, BBO3uMble B Poccuiickyro deneparuio s OKazaHHs
MGI[HL[HHCKOﬁ IOMOIIIN IO KU3HCHHBIM IIOKa3aHWSIM KOHKPETHOI'O IallMCHTAa Ha OCHOBAHUU
pas3pelieHusi, BBIJAaHHOTO YIIOJTHOMOYEHHBIM (pe/iepalbHbIM OPTaHOM MCIIOIHUTEILHON BIIACTH;

4) nexkapcTBEHHbIE CpEICTBA, BBO3MMbIe B Poccuiickyro ®enepannio Ha OCHOBAaHHMHU
BBIJJAHHOT'O YIIOJTHOMOYEHHBIM (eiepaIbHbIM OPraHOM HCIIOJIHUTENBHOM BIACTH Pa3pelIeHus U
IIpEAHA3HAYEHHBIE I [IPOBEACHUS KIMHUYECKUX UCCIIENOBAHNUM JIEKAPCTBEHHBIX IIPENAapaToB U
(MM) MPOBEJEHUS SKCIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB AJIS OCYIIECTBICHUS rOCy1apCTBEHHON
PErucTpanyu JICKapCTBEHHBIX IIPENapaToB;

5) bapmaneBTHYECKHE CyOCTAHIINM;

6) panuodapmaleBTHIECKHe JIEKapCTBEHHBIE Ipenaparsl, U3TOTOBJICHHBIE
HEIMOCPEACTBEHHO B MEAULIMHCKUX OPraHU3aluaX B IIOPSAKE, YCTAHOBICHHOM YIIOJHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJIHUTEIFHON BIIACTH;



7) nekapcTBEHHBIE MTpenapaThl, IPOU3BOIUMBIE IJI SKCIIOPTA;

8) OMOTEeXHOIOTHYECKUE JICKApCTBEHHbIE MPEapaThl, MPeIHA3HAYEHHBIC TSI TPUMEHEHHS
B COOTBETCTBUH C UHAVBUAYAIBHBIM MEIULIUHCKAM Ha3HAYCHUEM U CIIELIMAIILHO U3TOTOBICHHBIE
JUIi KOHKPETHOIO IIallMEHTAa HEMOCPEICTBEHHO B MEAMIIMHCKOM OpraHu3aldH, B KOTOPOM
IPUMEHSETCS TaKOM OMOTEXHOIOTHYECKUI JIEKapCTBEHHBIH Npenapar, UMEIOIINE B CBOEM COCTaBE
COCIMHECHUS, CHHTE3UPOBAHHBIC II0 pE3ylbTaTaM TI'€HETHMYECKUX HCCIENOBAHMM Marepuana,
IOJYYEHHOT0 OT MAalMeHTa, Uil KOTOPOTrO M3rOTOBIEH TakKoil OMOTEXHOJIOIMYEeCKHH
JIEKapCTBEHHBIM IpemnapaTr. IlepedeHb MEIUIMHCKUX OpraHU3aldi, WMEIOLIUX IIPaBo
U3rOTaBIMBAaTh W IPUMEHATh Takue OMOTEXHOJOIMYECKHE JIEKapCTBEHHBIE IpEnaparsl,
yrBepxkaaercs IIpasurensctBoM Poccuiickon denepauuu. PaspemieHre Ha TpUMEHEHUE TaKUX
OMOTEXHOJOIMUYECKUX JIEKAPCTBEHHBIX MPENapaToB BbIIACTCS YIOJIHOMOYEHHBIM (hefepabHbIM
OpraHOM HCIIOJIHUTENBHOU BIACTH B NOpAJKE, ycTaHaBinuBaeMoM [IpaBurenscrBom Pocculickoi
Oenepanun. Ilopsnok oOpaieHus TakMX OMOTEXHOJOTMYECKUX JIEKAPCTBEHHBIX IPEnapaTos,
BKJIIOYasl MOPSNOK HMX W3TOTOBJIEHUSA, INPOBEIACHUS DKCIEPTU3bI, OCYILECTBICHUS KOHTPOJIA
Ka4yecTBa TAKUX OMOTEXHOJOTMYECKUX JIEKAPCTBEHHBIX IPENapaToB, NPUMEHEHUs, XpaHEHMUs,
TPAHCHOPTUPOBKH W YTHIIM3ALUU TaKUX OMOTEXHOJOTHYECKUX JICKAPCTBEHHBIX NpenapaTos, a
TaKXke TpeOOBaHUS K TAKUM OMOTEXHOJIOTUYECKUM JIEKaPCTBEHHBIM IIpenapaTraM U MeIUIUHCKUM
OpraHu3anusaM, UX HU3TOTaBIUBAIOIIMM U IPUMEHSIONIUM, yCTaHaBIMuBaroTca [IpaBUTEbCTBOM
Poccuiickoit deneparumu.
(m. 8 BBeneH PenepanbubiM 3akoHOM OT 30.01.2024 N 1-03)

5.1. 3asgBneHue O perucTpanydu BOCIPOU3BEIACHHOIO JIEKAPCTBEHHOrO IMpernapara st
MEIUIIUHCKOTO TPUMEHEHHUSI MOXKET OBITh I0JIaHO B YIIOJIHOMOYEHHBINH (enepaabHblii opraH
HCIIOJTHUTENIbHOM BIIACTH, OCYILECTBIISIOUINI IrOCyIapCTBEHHYIO PETUCTPALIMIO JIEKApCTBEHHBIX
nmpenaparoB, MO HUCTCYCHUU UYCTBIPEX JIECT C [JaThl FOCY[[apCTBeHHOfI perucTpavu  HWJin
perucTpauuu pepepeHTHOro JIEKapCTBEHHOro MpernapaTa Uil MEIWLHUHCKOrO NMPUMEHEHHS B
Poccuiickoit @enepanuu.

(uactb 5.1 BBeaena denepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

5.2. 3asgBrneHUE O PpETUCTpallid OMOAaHAJIOroBOrO (OMOIMOAOOHOI0) JEKApCTBEHHOTO
npenapara (OwoaHamora) I MEIUIIMHCKOTO TPUMEHEHHS MOXKET OBITh IIOJAaHO B
YIIOJIHOMOYEHHBIH  (efepabHBId  OpraH  HMCIOJHUTEIbHONW  BJIACTH,  OCYILECTBIISIOLIHIMA
rOCy/IapCTBEHHYIO PETUCTPALINIO JIEKAPCTBEHHBIX MPEnapaTroB A MEIUIIUHCKOTO MPUMEHEHHUS,
10 UCTEUCHHUH TPeX JIET C JaThl TOCYIapCTBEHHON PEruCTPalliy UM PETUCTPAIMK pedepeHTHOTO
JIeKapCTBEHHOr0 Tipenapara B Poccutickoit @enepanuu.

(uactsb 5.2 BBeneHa PenepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

5.3. He nmomyckaercs uCnosib30BaHHE B KOMMEPUYECKUX LEAX HH(pOopMaIuu o pe3yibTaTax
JOKJIMHUYECKUX MCCIICJOBAaHUN JIEKAPCTBEHHBIX CPEICTB M KIMHUYECKUX HCCIEI0BAHUMI
JIEKAPCTBEHHBIX MPENAapaToB AJIsI MEAUIIMHCKOTO TPUMEHEHUS, TPEACTABICHHON 3asBUTEIIEM IS
rOCYIapCTBEHHOW PETUCTPALIMU WA PETUCTPALINH JIGKAPCTBEHHOTO Mpernapara, 0e3 ero coryiacus
B TEUEHHUE ILIECTH JIET C JIaThl TOCYIapCTBEHHONW PETUCTPALMU WM PETUCTPALUU pedepeHTHOro
JIEKapCTBEHHOI0 npenapara B Pocculickoit @enepanuu.

(uactb 5.3 BBeaeHa denepanbabiM 3akoHOM OT 30.01.2024 N 1-D3)

6. He nonyckaercs rocyaapcTBEHHasi perucTpanus:

1) nexapcTBEHHBIX MpENapaTroB, OTIUYAIOMIMXCS APYT OT JIpyra KadyeCTBEHHBIM COCTaBOM
JEUCTBYIOLIMX BEUIECTB, MO/ OAUHAKOBBHIM TOPTOBBIM HAMMEHOBAHUEM;

2) OAHOTO JIEKAPCTBEHHOTO TMperapara, IMpeACTaBICHHOTO Ha TOCYAapCTBEHHYIO
PEruCTpalvo B OTHOIICHHUU OJHOI'0 M TOTO KC ACPXKATCIA WM BJIAaJAC/Ibla PETUCTPALIMOHHOI'O



yIIOCTOBEPEHHS JIEKAPCTBEHHOTO Tperapara B BUJAE ABYX M 0ojiee JIEKapCTBEHHBIX MPENapaToB
noa pasjin4YHbIMA TOPrOBbIMHA HAUMCHOBAHHUAMMU.
(m. 2 B pen. @eaepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy B 2JIeKTpOHHOU (opme CyOBeKTa OOpalieHUsl JIEKAPCTBEHHBIX CPEICTB
COOTBETCTBYIOIIMM  YIOJTHOMOYEHHBIM (DeiepadbHbIM OpPraHOM HCIOJIHUTENBbHOM BIIACTH,
OCYLIECTBISIIOIIUM ~ TOCYJApPCTBEHHYIO  PETUCTpAallMI0  JICKAPCTBEHHBIX  IpenaparoB, B
YCTaHOBJICHHOM MM TOpPSAKE OCYIIECTBISETCS HaydyHOE KOHCYJIbTUPOBAaHUE IO BOMpOCaM,
CBSI3aHHBIM C TMPOBEACHUEM JOKIMHUYECKUX HCCIEAOBAaHUM, KIMHUYECKUX HCCIIEeIOBAaHUM
JIEKapCTBEHHBIX MPENaparoB, IKCIEPTU3bI KAUeCTBA JIEKAPCTBEHHBIX CPEACTB, 3(pPeKTUBHOCTU U
0€30MMacHOCTH, C OCYIIIECTBICHHUEM rOCYAapCTBEHHOM PETUCTPALINHU JICKAPCTBEHHBIX IPETapaToB.
KoncynbTupoBanue ocCymiecTBisieTcss C MpHUBJIeUeHHEM (eaepanbHbIX TOCYAapCTBEHHBIX
OIO/KETHBIX  YUPEKIEHUH,  TOJBEJOMCTBEHHBIX  JTaHHOMY  (eAepalbHOMy  OpraHy
MCIIOJTHUTENIHOM BJIACTH U HE YYaCTBYIOIIMX B OPraHU3alUU MIPOBEICHHUS SKCIIEPTU3bI KauecTBa
JIEKAPCTBEHHBIX CPEACTB B LEJISAX OCYUIECTBIEHUS HUX TOCYIApCTBEHHOW pETUCTpaluu B
COOTBETCTBUU cO cTtaThed 16 Hacrosmero denepanbHOroO 3aKOHA, B BUAE OTBETa B MUCbMEHHOMN
dbopMe ymoTHOMOYEHHOTO (perepabHOTrO OpraHa MCIOTHUTEIHLHOW BIACTH HA 3ampoc. Pasmep
B3MMAaEMOM C 3asIBUTEJIS TIJIATHI ONPEEISAETCS B COOTBETCTBUY C 3aKOHOIaTeNbCTBOM Poccuiickoit
Oeneparii 00 OpraHU3AlMU MPEIOCTABICHUS TOCYIAPCTBEHHBIX M MYHUIIUTIAIBHBIX YCIYT.
HNudopmaniys 06 oCyliecTBIEHUN HAyYHOTO KOHCYJIbTHPOBAHUS, B TOM YHUCIE CTaThbU, 0030pHI,
CIIPAaBOYHBIC MATEpUANTBI M MHASI MHPOPMAITUS 00 OCYIIECTBICHUH HAyYHOTO KOHCYIIBTHUPOBAHHS,
pazMeriaercs Ha  OQUUIMAIBHOM  CaiiTe  YMOJIHOMOYEHHOro  (enepajJbHOTO  OpraHa
UCTIOJIHUTENIbHOW BiacTu B ceTH "MHTepHeT" ¢ coOno/ieHHeM OrpaHUYeHUH, YCTaHOBICHHBIX
3aKOHOAATEIHCTBOM O MEPCOHATBHBIX JaHHBIX, KOMMEPUYECKOM U (MJIN) TOCYJapCTBEHHOM TailHe.
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

8. 'ocynapcTBeHHasl perucTpanus JEKapCTBEHHBIX IIPENapaToB, KOTOPbIE MPeJHa3HAYCHbI
JUIsl IPUMEHEHUS B YCIOBUSAX BOCHHBIX ACHCTBUM, YpE3BBIYAWHBIX CUTYyalUl, IIPEIYIIPEIKICHUS
Ype3BbIYANHBIX CUTyalUi, IPOPUIAKTUKY U JIeYeHUs 3a00J1€BaHUM, TPEICTABISAIOIINX ONTACHOCTb
JUI  OKPYXKAIoIuX, 3a00/ieBaHU M TOPAKEHWH, IMOJYYEHHBIX B pe3yJbTaTe BO3JEHCTBHA
HEOJaronpusATHbIX XMMHUYECKHUX, OHOJOIMYECKUX, pPaJUALMOHHBIX (HAKTOPOB, U KOTOpHIE
pa3paboTaHbl B TOM 4HCJIEe MO 3aJaHuI0 (efepajbHBIX OpPraHOB HCIOJHHUTEIBHOM BIacTH,
YIOJIHOMOYEHHBIX B 001acT OOOPOHBI CTpaHbl M 0O€30MacHOCTH TOCYIapCTBa, a TakKkKe
JIEKapCTBEHHBIX CPE/ICTB B CIIy4ae UX Je(eKTyphl HIIM PUCKA BOZHUKHOBEHUS 1e(EKTYPHI B CBA3H
C BBelIEHMEM B OTHOIIeHUU Poccuiickoit depepanu OrpaHUYUTENIbHBIX MEP SKOHOMHUYECKOTO
Xapakrepa OCYIIECTBISIETCA B IMOpsAKe, ycTaHOBIEHHOM lIpaBurensctBom Pocculickoit
denepanyu.
(B pen. @enepanbubix 3ak0HOB 0T 01.04.2020 N 98-D3, ot 08.03.2022 N 46-D3)

Crarbs 14. IIppHIUIIBI IKCNIEPTH3BI JIEKAPCTBEHHBIX CPEICTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Dkcmeprusa JEKapCTBEHHBIX CPEICTB OCHOBBIBACTCS HA MPHUHIUIAX 3aKOHHOCTH,
coOJTI0IeHHS TIPaB M CBOOO/T UETIOBEKA M TPAKIaHWHA, TIPAB IOPUINYECKOTO JIUIIA, HE3aBUCUMOCTH
JKCIEepTa, OOBEKTUBHOCTH, BCECTOPOHHOCTH W TIIOJIHOTHI HCCIICOBAHHMA, TPOBOAMMBIX C
HCIIOJIb30BAaHUEM COBPEMEHHBIX JIOCTHKEHUN HAYKH U TEXHUKH, OTBETCTBEHHOCTHU (eZIepaTbHOTO
TOCYIapCTBEHHOTO OFOKETHOTO YUYPEKICHHS IO MPOBEICHUIO JKCIEPTU3BI JIEKAPCTBEHHBIX
CPENICTB M SKCIIEPTOB 3a MPOBEICHUE U KAaY€CTBO IKCIICPTU3HI.

2. 3KCHepTI/I33. J'IeKapCTBeHHbIX HpenapaTOB IJIA MECAUITUHCKOT'O HpI/IMeHeHI/I}I BKJIKOYACT B
ceos:



1) oKcmepTH3y [JOKYMEHTOB, NPEICTABICHHBIX i ONPEAEICHHS BO3MOXHOCTH
paccmaTpuBaTh JIEKAPCTBEHHBIM @pernapar s MEAMLIMHCKOIO IPUMEHEHHMS B KayecTBE
op(aHHOrO0 JIEKApCTBEHHOI'O IIpenapara;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

2) sKCHepTU3y MpPeUI0KEHHBIX METOI0B KOHTPOJISI KauecTBa JIEKapCTBEHHOI'O CPEACTBA U
(M) KavyecTBa MPeJICTaBICHHBIX 00pa3IoB JIEKAPCTBEHHOT'O CPEACTBA C MCIOIb30BAHUEM ITHX
METO/I0B (Jlajiee - HKCIEePTH3a KauecTBa JIEKapCTBEHHOTO CPE/ICTBA);

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3) SKcnepTU3y OTHOILIEHHS OXHAaeMOl TONb3bl K BO3MOXKHOMY PHCKY MpPHUMEHEHUs
JIEKapCTBEHHOIO Mpernapara;

4) DSKCHepTH3y PETUCTPAIlMOHHOTO JIOChe Ha JIGKAPCTBEHHBIM TIIpermapar B IENSIX
OTIpe/IcNieHUs]  B3aUMO3aMEHSIEMOCTH  JICKAPCTBEHHBIX  MPENaparoB Uil  MEAHIIMHCKOTO
MPUMCHCHHS.

(. 4 BBenieH PenepanbHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

3. DkcnepTH3a JEKapCTBEHHBIX MPernapaToB AJis BETEPUHAPHOTO MPUMEHEHUS BKIIOYAET B
ce0s DKCIepTU3y KauecTBa JICKAPCTBEHHOTO CPEICTBA M IKCIEPTH3Y OTHOIICHUS OKHUIAEMOU
MOJIb3bI K BO3MOXKHOMY PUCKY MIPUMEHEHHSI JIEKApCTBEHHOT'O IIperapara.

Crarba 15. ®@enepajibHOe rocy1apCcTBeHHOE OIOIKETHOE YUpPeKIeHUe M0 NMPOBeIeHNI0
IKCNEPTHU3bI JTEKAPCTBEHHBIX CPEACTB

DKcrnepTu3a JIEKapCTBEHHBIX CPEACTB MNPOBOIUTCA (hefepaibHBIM TOCYAapCTBEHHBIM
OIOKETHBIM YUPEXKICHHEM COOTBETCTBYIOIIETO YIMOJIHOMOYEHHOrO (eepalbHOro opraHa
WCTIOJTHUTEIILHON BIIACTH, CO3JaHHBIM MJisi OOECHEYCeHUsS HWCIOIHEHUS TOJTHOMOYHA 3TOTO
denepanbHOro opraHa Mo BblJadye pa3pelIeHUil Ha MPOBENEHUE KIMHUYECKHX HCCIeI0BaHUMN
JIEKAPCTBEHHBIX MPEMapaToB W (WIM) N0 TOCYJApCTBEHHOM peructpanuu (perucrpaimmn)
JIEKapCTBEHHBIX MPEMapaToB (J1ajiee - SKCIEPTHOE YUPEKICHHUE).

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

Koncynprantlntoc: npumevanue.
[Tonoxenus ct. 16 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeaoCTaBICHUs roc.
yCIyr npu oOpallleHuH JEeKapCTBEHHBIX CPEACTB S MEOUIMHCKOTO M BETEPUHAPHOIO

MPUMEHEHHUS TMOCPEACTBOM E€IWHOM CHUCTeMBbl W (WIM) €IWHOTO MopTajia, MPUMEHSIOTCS C
01.01.2026.

Crarbs 16. Oprannsanus npoBeJeHNs IKCNEPTU3BI JIEKAPCTBEHHBIX CPeICTB
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. DkcnepTH3a JIEKapCTBEHHBIX CPEICTB MPOBOJIUTCS KOMHCCUEH SKCIEPTOB SKCIEPTHOTO
YUpEKIEHUSI, HA3HAUEHHOM €ro pyKOBOJUTEIEM, HAa OCHOBAaHMU 3a/laHUsl HA MPOBEACHHUE
9KCIIEPTHU3bI JIEKAPCTBEHHOT'O CPEJICTBA, BHIJAHHOTO YIMOJIHOMOYEHHBIM (heepaabHbIM OpraHOM
WCTIOJTHUTENIHON BIacTH. PyKOBOAUTEH SKCIIEPTHOTO YUPEXKICHUSI 00SCIIeUnBaCT HaJIexkKAaIIee
MPOBEJICHNE SKCHEPTU3bI JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUU C 3aJaHHEM, BbIJAHHBIM
YIIOJHOMOYCHHBIM q)ellepaHLHBIM OpraHomMm HUCIIOJTHUTEIILHON BJIAaCTHU, U OPraHU3YCT MMOATOTOBKY
CBOJIHOT'O 3aKJIIOUYEHMSI 3TOM KOMHUCCHUH. B cocTaB 3TOMl KOMUCCHH MO PEIICHUIO PYKOBOIMTEINS
OKCIIEPTHOTO YUPEKIEHUS MOTYT OBITh BKIFOUEHBI B KAUECTBE IKCIIEPTOB JIMIIa, HE paboTaromme
B JIaHHOM OKCIIEPTHOM YUPEXKJEHUHU, €CIM HUX CHelHaJbHble 3HAHUS HEOOXOIUMBI s
MPOBCACHU A SKCIICPTU3BI U TAKHUEC SKCIICPTHI OTCYTCTBYIOT B JaHHOM 3KCIICPTHOM YUYPCIKIACHUU.



2. DKCcImeproM IO TMPOBEACHUIO DKCHEPTH3Bl JIEKAPCTBEHHBIX CPEICTB  SIBJISICTCS
aTTeCTOBAHHBIA PAOOTHHMK HKCHEPTHOTO YUPEKICHHSI, KOTOPhIH MMEET BBICIIEE MEAULIUHCKOE,
dbapmareBTHIeCcKoe, OMOIOTHYECKOE, BETEPUHAPHOE WJIHM XUMUYECKOe 00pa30BaHNEe M MTPOBOIUT
9KCHICPTUIY JICKAPCTBCHHLIX CPCACTB B MMOPAAKE UCITIOJITHCHUA CBOUX JOJZKHOCTHBIX OGHBaHHOCTeﬁ
(manee - aKcmepT).

3. Ilpu npoBeieHUH SKCIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB IKCIEPT HE MOKET HAXOIUTHCS B
KakoW-mM00 3aBUCMMOCTH OT JIMIIA, HA3HAYMBIIETO J3TY OKCHEPTU3Y, pa3paboTymka
JIEKAPCTBEHHOI'O CPEACTBA WM APYTUX 3aMHTEPECOBAHHBIX B PE3yJIbTaTaX dKCIEPTU3HI JIUII.

4. Ilpu npoBeAeHUN SKCIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB HE JOMYyCKaeTcs UcTpeboBaHMe
OKCIIEPTOM Y 3asBHUTENs JUOO HWHBIX IUI[ MaTepUajoB, HEOOXOAMMBIX Jisi MPOBEICHUS
SKCHEpPTHU3bl. B cilydae HEAOCTaTOYHOCTH NPEICTABIECHHBIX HKCIEPTY MATEPUAIOB B JIMYHBINA
KaOWHET 3asgBUTENS B €IWHON TOCYZapCTBEHHOW WH(MOPMANMOHHOW cHucTeMe B cdepe
3/IpaBOOXpaHEHUS (Jlajee - eIuHasi CUCTEMa) SKCIEPTHBIM YUPEKICHHEM HampaBisieTcs 3a1poc O
MPEJICTAaBICHUH HEOOXOMMBIX MaTEPHUAJIOB, TIOMUCAHHBIA PYKOBOIUTENIEM (YIOTHOMOYCHHBIM
JUIIOM) OKCIIEPTHOTO YUPEXKACHHUS C HCIOIb30BAaHUEM YCHUJICHHOW KBaIU(PUIIMPOBAHHOM
AJIEKTPOHHOU MOATHUCH.

(dactb 4 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.1. 3asBuUTenb 0053aH HANPABUTh B JINUHBIM KAOMHET SKCIEPTHOTO YUPEKACHUS B €UHOM
CHUCTEME TOAMUCAHHBIN YCHUJICHHON KBAIU(DHUITMPOBAHHOW SJEKTPOHHOM IOIIMHUCHI0O OTBET Ha
3arpoc SKCIEPTHOTO YUPEKAECHUS B CPOK, HE MPEBBIIIAIONINH JEBIHOCTa pabOUYNX JHEH cO AHA
HOJY4YEeHHUsl FKCIEPTHBIM YUPEXKJIECHHEM AIEKTPOHHOTO YBEIOMJICHHS O MOJIyYE€HUH 3asiBUTEIEM
3arpoca. Bpems co qHs HanpaBiieHUs! SKCIIEPTHBIM YUPEKICHUEM B JTMUHBIA KAOMHET 3asiBUTEIIS
B €JIMHOH CHCTEME 3aIpoca O MPEICTABICHUH OTIOJIHUTENIBHBIX MaT€PHAJIOB J10 IHS HAIIPABICHUS
3asBUTEJIEM B JIMYHBII KaOMHET SKCIEPTHOIO YUPEKICHHUS B €MHOM CHCTEME OTBETa Ha 3aImpoc
HE YYUTBIBAETCS IPU UCUUCIIEHUU CPOKA MPOBEJCHUS IKCIEPTH3BI JIEKAPCTBEHHOT'O CPECTBA.
(uactb 4.1 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.2. Eciu 3asiBUTENIEM B COOTBETCTBUU € YacThio 1.1 crarbu 30 wim yacTteio 2 ctathu 34
Hacrosimero denepanbHOrO 3aKOHA TMPEACTABICHA KOMMS PEUICHUS YIMOJIHOMOYEHHOTO
denepanbHOro opraHa UCMOJHUTEIBHON BJIACTH O MPOBEACHUH (papMaleBTUYECKOW WHCIEKINN
MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB JJIsi MEIUWLMHCKOTO MPUMEHEHUsS HAa COOTBETCTBUE
TpeOOBaHUSAM  TpaBWJ  HAJJISKAIIedW  MPOW3BOJCTBEHHOM  TMPAKTHKH  EBpa3uiickoro
IKOHOMHYECKOTO COI03a, IKCIEPTY A0 OOpMIICHUSI PE3YIbTATOB IKCIEPTU3BI JIEKAPCTBEHHOTO
CpEICTBA MPEACTABIACTCS KOMUS 3aKII0YEHHS] O COOTBETCTBUU IPOU3BOJIUTENS JIEKAPCTBEHHBIX
CpPEeICTB TpeOOBAHWSIM TIPAaBUI HAANEXKANEH TMPOU3BOACTBEHHONW NPAKTHKH, BBIIJAHHOTO
YIIOJTHOMOYEHHBIM (heZiepaJbHbIM OPraHOM HCIOJHUTENBbHOM BIAacTH, WM KONUS cepTudukaTa
COOTBETCTBUSL TPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB I MEIUIMHCKOTO MPUMEHEHUS
TpeOOBaHUSAM  TpaBWJ  HAJIeKalIedW  MPOWU3BOJCTBEHHOM  MPAKTUKH  EBpa3uiickoro
HKOHOMHUYECKOTO COI03a.

(uactp 4.2 B pen. @enepanpHoro 3akona oT 30.01.2024 N 1-D3)

4.3. 3asBuTenb 0053aH HANPABUTh B JINUHBIM KAOMHET SKCIEPTHOTO YUPEKIACHUS B €UHOM
CHUCTEME KOIMIO 3aKJIIOUEHUs WM KOMHMIO cepTu(ukaTa, yKa3aHHBIX B 4acTu 4.2 HacTrosIen
CTaTbu, B CPOK, HE MPEBBILAIOMIMKA CTa BOCBMHUIECATH paboumx JHEH cO THS TOJTy4YeHUs
SKCHEPTHBIM  YUPEXKJICHHEM DJIEKTPOHHOIO  YBEJAOMJIEHHUS O TOIY4YEHUU 3asBUTEIEM
MNOJANUCAHHOTO PYKOBOJAUTENIEM (YIOJIHOMOUYEHHBIM JIMIIOM) OKCIEPTHOIO YUPEXKIEHUS C
WCIIOJIb30BAaHUEM YCWJICHHOW KBAJIU(DHUIIMPOBAHHOW DJIGKTPOHHON TMOIMUCH 3ampoca o
IIPEIOCTABIEHUH TOKyMEHTa. BpeMs co nHS HampaBieHUs 3KCIEPTHBIM YUPEXKIESHUEM 3aIIpoca B
JUYHBIA KaOMHET 3asBUTENS B €JUHOM CHCTEME N0 IHs HAIpaBJIE€HUs 3asBUTENIEM B JIMYHBIN
KaOMHET HKCIEePTHOTO YUPEXKICHHs B €IMHONW CHCTEME KOMWU 3aKIOYEHUS WIM KOIMHU



cepTUdUKaTa, YKa3aHHBIX B YacTH 4.2 HACTOAIICH CTaTbU, HE YYUTHIBACTCS NPU WCUUCIICHUH
CpOKa MPOBEICHUS IKCIIEPTU3BI JICKAPCTBEHHOTO CPEACTBA.
(uactp 4.3 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

5. DkcnepT Ipy NPOBEACHUH IOPYUYEHHONW €My PYKOBOJIUTENIEM 3KCIEPTHOTO YUPEKICHUS
9KCHEPTU3bI JEKAPCTBEHHOT'O CPEJICTBA 00s3aH:

1) mpoBecTH TOJHOE HCCIEIOBAaHUE MPEICTABICHHBIX €My OOBEKTOB, MATEPUAIIOB, NaTh
000CHOBaHHOE W OOBEKTHBHOE 3aKIIOYCHHE IO TIOCTABICHHBIM IIEpPe]] HUM BOMPOCAM HIIH
MOTHBHPOBAHHOE 3aKIIOYEHHE O HEBO3MOXKHOCTH MPOBECHUS UM IKCIEPTU3BI JIEKAPCTBEHHOTO
CPEeICTBa, €CIIHM MOCTABJICHHBIC BOIPOCHI BBIXOAT 32 MPEIeIbl CIICHaIbHBIX 3HAHUH JKCIepTa,
OOBEKTHI HUCCIICIOBAaHWA M MaTepuajabl HETMPUTOAHBI WM HEJOCTATOYHBI JJIsi TMPOBEICHUS
WCCIICIOBAaHHI U JTa4W 3aKJIFOYCHHS JTMOO COBPEMEHHBIN YPOBEHb Pa3BUTHUS HAYKH HE TO3BOJISET
OTBETHUThH HA TIOCTABJICHHBIE BOIIPOCHI;

2) He pasrjamarb CBEIEHUS, KOTOpbIE CTalld €My H3BECTHBI B CBA3H C IPOBEICHHUEM
AKCIIEPTHU3HI JIEKAPCTBEHHOTO CPE/ICTBA, a TAKXKE CBEACHHS, COCTABJISIONINE TOCYIapCTBEHHYIO,
KOMMEPUYECKYIO WM UHYIO OXPaHSIEMYIO 3aKOHOM TaiiHYy;

3) obecrieunTh COXpaHHOCTH MPEICTABICHHBIX 0OBEKTOB UCCIIEAOBAHUI U MaTepHaIOB.
6. DKCnepT He BIpABE:

1) mpoBOAMTE PKCIEPTU3Y JIEKAPCTBEHHOTO CPEACTBA MO OOPAIIEHUIO HETTOCPEICTBEHHO K
HEMY OpraHu3alui nin GU3NYEeCKUX JINL;

2) caMOCTOSITEIbHO COOMpaTh MaTepuaibl Ui MPOBEACHUS SKCIEPTHU3BI JEKAPCTBEHHOTO
CpEICTBa;

3) NpOBOAMTH JKCIEPTH3Y JIEKAPCTBEHHOTO CPEACTBA B KAue€CTBE HETrOCYAapCTBEHHOTO
JKCIIepTa.

7. B cmyyae HEOOXOIMMOCTH AKCHEpPT BIIPaBE XOJATaliCTBOBATH IEpel PYKOBOJUTEIEM
9KCIIEPTHOTO YUPEKACHUS O MPUBICUCHNUHU K TPOBEIEHUIO SKCIIEPTU3HI JIEKAPCTBEHHOT'O CPE/ICTBA
JPYTHUX KCIEPTOB.

8. Kaxnplii skcnept, BXOIOAIIUM B COCTAaB KOMHUCCHUHM JKCIEPTOB, KOTOPOH MOPYYEHO
MPOBEICHUE SKCIEPTU3HI JIGKAPCTBEHHOTO CPEJICTBA, HE3aBUCUMO U CaMOCTOSITEIbHO MPOBOJUT
HCCJIEIOBAHMSI, OLCHUBACT PE3yNbTaThl, MOJYYCHHbIE MM JIMYHO W APYTUMHU SKCIEPTaMH, U
Q)OpMyHI/IpyCT BBIBOABI OTHOCHUTECJIBHO IMOCTABJICHHBIX BOIIPOCOB B NIPC/ICIaX CBOUX CIICHHUAJIBHBIX
3HAHUH.

9. PesynmbraThl 3KCHEPTH3Bl JIEKAPCTBEHHOTO CpPEACTBA O(POPMIISIOTCS 3aKIIOYCHUEM
KOMHMCCUM 3KCIEPTOB. B 3aKiIlOYeHMM KOMMCCHUHM SKCIEPTOB YKa3bIBAIOTCS IEpEdYEHb
UCCIIEIOBaHUM, O0BEM IPOBEJCHHBIX KaXKIbIM S3KCIIEPTOM HCCIICIOBAaHUI, YCTaHOBJIECHHBIE
KaXbIM U3 HUX (PAKThl M CIEJIaHHBIE B PE3yJIbTaTe MCCIEJOBAHUIN BBIBOJABI. DKCIEPT, MHEHHE
KOTOPOTO HE COBIAJAET C PEIIEHHEM KOMHMCCHUHU JKCIIEPTOB, BIPABE BHIPA3UTh CBOE MHEHHUE B
NUCbMEHHON (hopMe, KOTOpOe MPHOOIIAETCA K 3aKIII0YEHNI0 KOMUCCUU SKCIIEPTOB.

10. DxcnepTsl, BXOJSIINE B COCTaB KOMHCCUH, MPEAYNPEKAAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKOHOJATelbCTBOM Poccuiickoi @Deaepanuu 3a Aady 3aKIOYCHHUS,
coJepKalero HeoOOCHOBaHHBIE WM (ambCH(PUIMPOBAHHBIE BBIBOABI, O YEM OHHU JaroT
HOJIKCKY.



11. Onpenenenune ypoBHs TpoeCCHOHATBHON MOATOTOBKH YKCIIEPTOB U aTTECTAIMS UX Ha
NpaBO NPOBEICHUS] IKCIEPTU3bl JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISIOTCS 3KCIEPTHO-
KBAIM(UKAIIMOHHBIMA ~ KOMHUCCHUSMU B  TIOPSAKE, YCTAHOBJIEHHOM  COOTBETCTBYIOLIUM
YIIOJTHOMOYE€HHBIM benepanbHbIM OpraHoM UCIIOJTHUTENBHOU BJIACTH. YpoBeHb
npodeccuoHanbHOM MOArOTOBKHU HKCIIEPTOB MOJICKHUT MEPECMOTPY YKa3aHHBIMU KOMUCCHUSIMU HE
PEIKE 4EM OAUH pa3 B IIATH JICT.

12. IIpaBuiia nmpoBeieHUs SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB M OCOOCHHOCTH IKCIIEPTU3BI
OTJENBHBIX BHJIOB JIEKAPCTBEHHBIX MpEmnapaToB (peepeHTHHIX JEKapCTBEHHBIX IpenapaTos,
BOCIPOM3BEICHHBIX JIEKAPCTBEHHBIX MPENapaToB, OMOJOTMYECKUX JEKAPCTBEHHBIX IPENapaTosB,
OmoaHanoroBeiX (OMOMOIOOHBIX ) IEKAPCTBEHHBIX MPENapaToB (OMOaHAIOTOB), TOMEOMATHIECKIX
JIEKapCTBEHHBIX IPENapaToB, JIEKAPCTBEHHBIX PACTUTENbHBIX IpErnapaToB, KOMOHHAIIM
JIEKapCTBEHHBIX TpernapaTroB), (pOpMbl 3aKIIOUYEHUNH KOMHCCHU SKCIEPTOB YCTaHABIUBAIOTCS
COOTBETCTBYIOIIMM YIOJTHOMOYEHHBIM (pe/iepalibHbIM OPTaHOM HCIIOIHUTEIbHON BIACTH.

(uactb 12 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Koncynbrantlntoc: npumevanue.

Jo 31.12.2025 nns nmpenaparoB, IPOU3BEAECHHBIX B P® B nemsIx MMIoOpTo3aMeEIlleHus,
YCTaHABIIMBAETCS PEKUM YCKOPEHHOW MpOIeaypbl TOCPETHCTPAllMd B COOTBETCTBUHU C
[Tocranosnenuem [lpaButensctea P® ot 12.03.2022 N 353.

Crarba 17. Ilogaya u paccMOTpeHHE 3asiIBJECHUSI 0 TOCYJAPCTBEHHOW perucTpanuu
JIEKAPCTBEHHOTI'0 Mpenapara /Jisi BeTePUMHAPHOI0 MPUMEHeHU s

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Koncynbrantlntoc: npumeganue.

[Tonoxenus ct. 17 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeaoCTaBICHUs roc.
yCIyr Mpu  OOpallleHUH JeKapCTBEHHBIX CPEACTB JUIsi BETEPUHAPHOTO IPUMEHEHUs
IIOCPEACTBOM €IMHOr0 nopTtaia, npuMenstores ¢ 01.01.2026.

1. JIns rocynapcTBEHHON pPErMCTpaluy JIEKapCTBEHHOTO Ipernapara JUisi BETEpPUHApPHOIO
IPUMEHEHH pa3padOTYHUK TAaKOro JIEKaPCTBEHHOIO IpenapaTa Uik YIOJTHOMOUYEHHOE UM ApYyroe
IOPUAMYECKOE JIMIO (Jajee B HACTOSALIEM CTaTbe - 3asABUTENb) HANPABISET IOCPEACTBOM
dbenepalbHOW  TOCYJApCTBEHHOHW  MH(POPMAIIMOHHONW  CHCTEMBI "Enunblidi  mopTan
TOCYJapCTBEHHBIX M MYHHUUMOAIBHBIX ycnyr (¢yHkowii)" (mamee - enuHBId mOpTam) B
YIIOJIHOMOYEHHBIN (heiepaabHblii OpraH UCIIOTHUTENBHOM BIACTH 3asBJICHUE O TOCYAaPCTBEHHOM
PETUCTPALIMK JIEKapCTBEHHOI'O Ipenapara Iy BETEPUHAPHOTO IPUMEHEHMS, IOANHUCAHHOE
YCUJICHHOM KBaTU(UIIMPOBAHHON 3JIEKTPOHHOHN IOAINMUCHIO, a TAKXKE JIOKYMEHTBHI, U3 KOTOPBIX
(GopMHpyeTcsl pEerucTpallMOHHOE [OCh€ Ha JICKapCTBEHHBIM Mpernapar [uid BETEPHUHAPHOIO
IPUMEHEHHUS.

(uacth 1 B pen. @eaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

2. B 3agBineHMM O TroCyAapCTBEHHOM pETHCTpallMM JIEKapCTBEHHOI'O Ipernapara i
BETEPUHAPHOTO IPUMEHEHMS] YKa3bIBAIOTCA:

1) HauMeHOBaHUE U azpec 3asBUTENS, pa3padOTUMKa U MPOU3BOAMTEINS JEKAPCTBEHHOTO
npenapaTta il BETEpUHAPHOTO NMPUMEHEHHUS M aJpec MecTa OCYLIECTBJICHUS INPOU3BOJCTBA
JIEKapCTBEHHOI'0 Ipenapara Jyisi BETEpUHAPHOTO NPUMEHEHHUs (B Cllydae HaJIW4Msl HECKOJIBKUX
Y4aCTHUKOB Ipolecca MPOU3BOACTBA HEOOXOIMMO YKa3aTh KaXKJOT0 U3 HUX);



2) HaWMMCHOBaHHME JICKAPCTBEHHOTO TIpenapara Ui BETEPUHAPHOTO TNPUMEHEHUS
(MEXIyHapOJHOE HEMATEHTOBAHHOE, WJIM TPYNIHPOBOYHOE, MM XUMHYECKOE M TOPrOBOE
HAaVMEHOBaHMS );

3) mnepedeHb JCUCTBYIOIIMX W BCIIOMOTaTeNIbHBIX BEIIECTB, BXOJAIIUX B COCTaB
JIEKapCTBEHHOTO Mpenapara Jijisi BETepUHAPHOT0 IPUMEHEHHS], C YKa3aHUEM KOJIMYeCTBa KaXA0Tro
U3 HUX;

4) nexapcTBeHHas GopMa, JO3UPOBKA, CIIOCOOBI BBEACHHUS U MPUMEHEHUS, CPOK TOJTHOCTH
JIEKapCTBEHHOTO TIperapara Jyisi BETePUHAPHOTO MPUMEHEHUS;

5) bapmakoTepaneBTUUECKas TpyMa;

6) HEeoOXOIMMOCTh NPUMEHEHHUs YCKOPEHHOM MpOLEeAyphl SKCIEPTU3bI JIEKAPCTBEHHBIX
CPEICTB B LEJIAX TOCYJapCTBEHHON PETUCTPALlMK JIEKAPCTBEHHOTO NIpenapara;

7) KOnuM TOKYMEHTOB, IIOATBEPKAAOIINX YIIATy FOCY1apCTBEHHON MOIIIMHBI:

a) 3a TPOBEICHHE OKCIEPTU3bl KAuecTBa JICKAPCTBEHHOTO CPEICTBA M OKCIEPTHU3BI
OTHOIICHUSI 0KHJIAEMOM TMOJIb3bI K BO3MOXHOMY PUCKY IPUMEHEHUS JICKApCTBEHHOTO Mpernapara
JUTSL BETEPUHAPHOTO IPUMEHEHHUS TIPU €0 TOCYIapCTBEHHON PEerucTpalumy,

0) 3a BBIZIaUy PETUCTPALIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO MIPEerapara;

8) HanmuuMe coryiacus, MPeayCMOTPEHHOTO YacThi0 7 HACTOAIIEH CTAaThU, €CIM C MOMEHTA
perucTpanyu peepeHTHOro JIEKapCTBEHHOTO INpenaparta Ajs BETepUHAPHOTO TNPHUMEHEHUS
MPOILIO MEHEE YeM LIECTh JIeT.

(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

3. PerucrpanmoHHOe AOChE B WEISIX OKCIEPTU3bI JIGKAPCTBEHHOTO TMperapara Juis
BETEpUHAPHOTO IPUMEHEHUS (POPMUPYETCS U3 CIEAYIOIUX TOKYMEHTOB U CBEJCHUI:
(B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 478-D3)

1) CBCACHUA O JOarTc¢ IMPCAOCTaBJICHHUA W PCTUCTPALUMOHHOM HOMEPC JIMICH3UHW Ha
MIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEICTB, MPEIOCTABICHHON MPOU3BOIUTENIO PETUCTPUPYEMOTO
JIEKapCTBEHHOIO IIperapara Jijisi BETEpUHAPHOI O IPUMEHEHUS, JUIsl POCCUMCKUX ITPOU3BOAUTEIICH;
(B pen. ®enepanbubix 3ak0HOB 0T 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

2) cBemeHHMs O JaTe NPEJOCTABICHUS W PETUCTPAIMOHHOM HOMEpE JIMIEH3UU Ha
IPOU3BOICTBO JIEKAPCTBEHHBIX CPEJCTB, MPEIOCTABICHHON MTPOM3BOANUTEIIO (hapMaleBTHIECKOM
CyOCTaHIIMM, BXOSIIEH B COCTaB pPErHCTPUPYEMOro JIEKAPCTBEHHOTO TMperapara Juis
BETEPUHAPHOTO IPUMEHEHUS, Ul POCCUMCKUX MPOU3BOANTENCH;

(B pen. @enepanbubix 3aKk0HOB 0T 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

2.1) xomus JOKYMEHTa, BBIAAHHOTO YIOJHOMOYEHHBIM OPTaHOM CTpPaHbl MPOW3BOJIUTEINS
JUTSL KKJI0M TPOU3BOACTBEHHOM TUIOLIAJKKA PErUCTPUPYEMOTO JICKAPCTBEHHOIO IMpernapaTa JJis
BETEPUHAPHOTO  TMPUMEHEHUS W  MOATBEPXKIAIOUIETO  COOTBETCTBUE  IPOU3BOIUTENS
JICKapCTBEHHOTO Tpernapara TpeOOBaHMAM MMPaBUI HAISKAIICH TPOU3BOICTBEHHON MTPAKTHKH, U
€ro TMepeBOjl Ha PYCCKUM S3bIK, 3aBEPEHHbIE B YCTAHOBJICHHOM TMOpPSAKE, a TaKXkKe KOMus
3aKJTFOYCHUST O COOTBETCTBHM TPOM3BOAMTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM IPaBUII
HaJJIeXKalleld MPOU3BOJICTBEHHON NPAKTHKH, BBIJAHHOTO YIOJIHOMOUYEHHBIM (eaepatbHbIM
OpraHOM MCTIOJHUTEIBLHOM BJIACTH JJISI KAXKJI0M MPOU3BOJICTBEHHON TUIOLIAAKUA PETUCTPUPYEMOTO
JIEKapCTBEHHOI'0 TMpernapara A BETepUHAPHOTO TNPUMEHEHHUs, JUOO0 KOMHs pelIeHus o
MNPOBEJICHUM  WHCIEKTUPOBAHUS  MPOU3BOJUTENS  JIEKAPCTBEHHBIX  CPEACTB, IPUHATOIO



YIIOTHOMOYEHHBIM  (peZiepalibHBIM ~ OPTaHOM — HCIOJHHUTENBHOM  BIACTH  JUIA  KaXKIOH
NPOM3BOJCTBEHHON  IUJIOMIAJKM  PETHCTPUPYEMOTO  JIEKApCTBEHHOrO  Tpemapara  Juis
BETEPUHAPHOTO TPHMEHEHHS. YKa3aHHbIE JOKYMEHTBHI TPEJICTABISIIOTCA B CiIydae, eciu
IIPOM3BOJICTBO JIEKAPCTBEHHOI'O TIperapaTra OCYIIECTBIsIeTCs 3a mpenenamu Poccuiickoit
denepanuu;

(m. 2.1 BBeaen PenepanbHbIM 3akoHOM OT 04.06.2018 N 140-D3)

2.2) xonus JOKYMEHTA, BBIJAHHOTO YIIOJHOMOYEHHBIM OPTaHOM CTPaHbI MPOU3BOJUTENS
dapManeBTUYECKON CyOCTaHIIMM ¥ TMOATBEPXKAAIOIMIETO COOTBETCTBUE  MPOU3BOIAUTEIS
dapmareBTUUeCKol CyOCTaHIIMM, BXONSAIICH B COCTAaB PETUCTPUPYEMOTO JIEKAPCTBEHHOTO
mpemapara Ui BETEPUHAPHOTO  TNPHUMEHEHHWs, TpeOOBaHUSM TpaBUI  HaJUIekKallen
MIPOU3BOJICTBEHHON MPAKTUKU, U €T0 MEePEBO Ha PYCCKHH S3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM
MOpsIIKe, B CIIy4ae, €CIIM MPOU3BOJCTBO (hapMalleBTUUECKOW CyOCTaHIIMU OCYIIECTBISETCS 3a
npenenamu Poccuiickoit @enepanuu;

(m. 2.2 BBeaeH PenepanbHbIM 3akoHOM OT 04.06.2018 N 140-D3)

3) mpoeKT HOPMAaTHUBHOTO JOKYMEHTa Ha JIEKapCTBEHHBIN Mpernapar uisi BETEpUHAPHOTO
PUMEHEHUS;

4) TOKYMEHT, CoJIep KaIlii CIeayoNyr0 HHPOPMAIHIO O GapMareBTUIECKON CyOCTaHITUN
Wi (GapMaleBTUYECKUX CYyOCTaHLUAX, BXOAALIMX B COCTaB JICKAPCTBEHHOTO Iperapara Jyis
BETCPUHAPHOTO TPUMEHECHHS:

a) HauMeHOBaHKe (papMaleBTUUYECKOIl CyOCTaHIMM, €€ CTPYKTypa, OOIIue CBOWCTBA (IIpH
TOCYAapCTBEHHOM PErHCTpalMd HMMYHOOHOJIOTHYECKHX JICKApPCTBEHHBIX MPENapaTroB s
BETEpUHAPHOTO MPUMEHEHHS PEICTABIIAIOTCS CBEACHUS O IITaMMe, BKIIIOYast er0 HAMMEHOBAHHE,
MH(OPMAIIHIO O IPOUCXOXKACHHUH, €TO CBOMHCTBAX, XapaKTEPUCTUKAX M MECTE ICTIOHMPOBAHHS);
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

0) HAaMMEHOBAaHHE M aJIpEC IPOU3BOAUTEIIS;

B) TCXHOJIOTHA MPOU3BOJACTBA C OITMCAHUEM CTa,I[I/Iﬁ MMPON3BOACTBA U MCTOAOB KOHTPOJIA HA
BCEX CTAaAWAX MMPOU3BOJACTBA,

r) uHpOpMaLus O HpuUMecax (He MPEACTaBIAETCS NMPH TOCYIAPCTBEHHON PErucTpaluu
MMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX MPETIAapaToB Il BETEPUHAPHOTO IPHMEHEHN);
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

n) crnenudukamus Ha (papMaleBTUUYECKYI0 CyOCTaHIMi0 (HE TIPEACTaBIsACTCS TMPH
TOCYJapCTBEHHON PpErucTpaluyl HMMMYHOOHMOJIOTUYECKUX JIEKAPCTBEHHBIX IPENapaTroB IS
BETCPUHAPHOTO TPUMEHEHHS );

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

€) ONHMCaHhe METOJIMK KOHTPOJISl KauecTBa;

) pe3yNIbTaThl aHAIN3a Cepuil (hapMareBTHUECKOW CyOCTaHINK (HE TPEACTaBIAIOTCS PU
TOCYJAapCTBEHHON PErHCTpalil HMMMYHOOMOJIOTUYECKUX JICKAPCTBEHHBIX IPENapaTtoB JUIs
BETEPUHAPHOTO IPUMEHEHHS);

(B pen. ®enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

3) NepCUCHb CTAHAAPTHBIX O6p3_3]_[OB HJIM BCUICCTB, UCHOJIB3YECMbBIX IIPU OCYHICCTBJICHUHN
KOHTPOJIA Ka4€CTBaA,

1) OINHCaHUE XAPAKTEPUCTUK M CBOWCTB YNAKOBOYHBIX MAaTEpHUaJIOB M YKYINOPOUHBIX



CPEJICTB;

K) JaHHbIe O CTaOWJIBHOCTU (HE MPEICTaBISIOTCS IMPH TOCYJapCTBEHHON PpErucTpaluu
MMMYHOOMOJIOTHYECKUX JIEKaPCTBEHHBIX MPETIAapaToB Il BETEPHHAPHOTO IPHMEHEHN);
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

JI) CPOK T'OJTHOCTH, YCIIOBUSI XpaHEHHUS;

Koncynprantlntoc: npumevanue.

[Ipu yckOpeHHOH MpoLeaype PEruCTpalliil BOCIPOU3BEIECHHOTO Mperapara IOMyCKaeTcs
HETIPE/ICTABIICHUE OINMUCAHUS METOAOB W UX JOKYMEHTAIBHOTO TIOATBEPXKICHUS, TPHU
NUCHbMEHHOM O0053aTeNIbCTBE UX IMPEACTaBUTh B TeueHHe |2 MecsleB cO JAHS PEerUcTpanuu
(ITocranoBnenue [IpaBurensctBa PO ot 12.03.2022 N 353).

5) OTUCT O pE3yJibTaTaX AOKJIMHHUYCCKOI'0 HCCICIOBAHUA JICKAPCTBECHHOTO CPCACTBA IJIA
BETEPUHAPHOTO TNPHUMEHEHHUs, BKIIOYAIOMINN OMHCAHWE METOJOB OMNPEAETICHUS OCTATOYHBIX
KOJINYECTB JACUCTBYIOIIETO BEIIECTBA (AEUCTBYIOIUX BEUIECTB), TOCTUTAIOMIETO (JOCTUTAIOIINX )
CHCTEMHOTO KPOBOTOKA, B MPOAYKIMH KUBOTHOTO MPOUCXOKACHUS TOCTIEe MPUMEHEHHS TaKOTo
JIEKapCTBEHHOTO CPEJICTBA, a TAaKXKEe TOKYMEHTAJIbHOE MOATBEPXKICHHUE (BaUAALUs) YKa3aHHBIX
METO/IOB;

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6) oT4eT O pe3yibTaTax KIMHUYECKOTO HCCIIENOBaHMS JEKapCTBEHHOIO IMpernapara s
BETEPUHAPHOTO TMPUMEHEHMS] Yy KaXJIOro BHUJA >KUBOTHBIX, YKA3aHHBIX B HHCTPYKIUU TIO
BETEPUHAPHOMY MPUMEHEHUIO;

7) NPOEKT MHCTPYKUMM IO BETEPUHAPHOMY IPUMEHEHMIO JIEKApPCTBEHHOIO Ipernapara,
coJleprKalleil CIeayoIe CBEICHUS:

a) HaMMEHOBAaHHME JIEKAapCTBEHHOI'O0 IIpemapara s BETEPUHAPHOTO MPUMEHEHUS
(MEeXIyHapOoJHOE HEMaTeHTOBAHHOE, WJIM TPYNIHUPOBOYHOE, MM XUMHYECKOE M TOPrOBOE
HAaWMEHOBAHMUS);

0) nekapcTBeHHass (opMa ¢ ykazaHHEM HAMMEHOBAaHWW M KOJHMYECTBEHHOTO COCTaBa
I[ef/’ICTBYIOH_[I/IX BCIICCTB 1 KQAUCCTBCHHOI'O COCTaBa BCIIOMOTI'aTCJIIBHBIX BCILICCTB,

B) ONMCaHMe BHEUTHETO BH/Ia JIEKAPCTBEHHOTO Ipernapara AJisi BeTepUHAPHOTO IPUMEHEHUS;

r) (dapmakoTepaneBTHUYECKass TPYIIa JEKAPCTBEHHOrO IMpemapara Ijs BETCPUHAPHOTO
MPUMEHEHHUS WJIK YKa3aHUe "TOMEONaTHYEeCKHi JIEKapCTBEHHBIN mTpenapar';

n) dapmakoguHamuika W (apMaKOKWHETHKA (32 UCKIIOYeHHEM (PapMaKOKHHETUKH
TOMEOIIATHYECKUX JICKAPCTBEHHBIX IMPENapaToB W PACTUTENLHBIX JICKAPCTBEHHBIX MPENapaToB)
WA OMTUCAaHNE UMMYHOOMOJIOTHYECKUX CBOMCTB JIEKAPCTBEHHOTO Mpemnapara;

€) MOKa3aHusl ISl IPUMEHEHHS;
) IPOTHUBOIIOKA3aHUs Ui IPUMEHEHUS];
3) MepbI MPEOCTOPOKHOCTH MPU TPUMEHEHUU;

M) yKazaHHE€ BO3MOXXHOCTH U OCOOCHHOCTEH NMPUMEHEHHUs y OCpeMEHHBIX >KHBOTHBIX, Y
KMBOTHBIX B MIEPUOJ JTAKTAIMH, Y TOTOMCTBA XHBOTHBIX;



K) peXUM JO3UPOBAHUA, CIIOCOO BBEJAEHUS W MPUMEHEHHS, NP HEOOXOIMMOCTH BpPEMs
npreMa JIEKapCTBEHHOIO IIpernapara I BETEPUHAPHOIO IIPUMEHEHHA, IIPOAOJDKUTEIBHOCTD
JICUCHMST,

J) BO3MOXXHbIE TOOOYHbBIE JEUCTBHS, HEXENaTeNbHbIe pEaKIUU MpH NPUMEHEHUU
JIEKapCTBEHHOTI'0 IIpernapara Ui BETEpMHAPHOTO IPUMEHEHUS;

M) CHMITTOMBI TIEPEI03UPOBKH, MEPHI IO OKA3aHHUIO TIOMOIIH MIPH MEPEI03UPOBKE;
H) B3aMMOJICUCTBHUE C IPYTMMH JIEKAPCTBEHHBIMHU TIperiapaTamMu U (W) KOpMaMu;
0) GOpMBI BBIITyCKa JIEKAPCTBEHHOTO Mperapara Jjisi BETepPHHAPHOTO IPUMEHEHUS;

M) ykazaHue (Ipu HEOOXOIUMOCTH) OCOOEHHOCTEH NEHCTBHS JIEKApCTBEHHOTO Tperapara
JUI BETEPUHAPHOIO IPUMEHEHHUS IIPU IIEPBOM IIPUEME WIH IIPU €r0 OTMEHE;

p) omucanue (IMpuU HEOOXOIUMOCTH) JCUCTBUH CIeMATMCTa B O0OJACTH BETEPHHAPHH,
BJIaJIENIblIa KUBOTHOTO TNPH MPOMYCKE MpHEeMa OJHOM WJIM HECKOJIBKHUX J03 JIEKAPCTBEHHOTO
npernapara Juisi BETepUHAPHOTO TPUMEHEHHS,

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

C) CPOK TOJHOCTH M yKa3aHHWE Ha 3alpeT MPUMEHEHHUs JEeKapCTBEHHOIO Mperapara s
BETEPUHAPHOT0 MPUMEHEHUS IO UCTEUEHUH CPOKA TOJJHOCTH;

T) YCIIOBUS XpaHEHUS;

y) yKa3zaHHe Ha HEOOXOMMOCTb XpaHEHHs JIEKapCTBEHHOTO Mperapara Jjisi BETEpHHAPHOTO
IPUMEHEHHS B MECTaX, HEIOCTYIHBIX AJIS 1eTeH;

¢) ykazanue (mpu HEOOXOJMMOCTH) CHEUMAIbHBIX MeEp MPEJOCTOPONKHOCTH IPH
YHUYTOXKEHUU  HEUCIOJIb30BAHHBIX  JIEKAPCTBEHHBIX  IpEmNapaTroB JUIsl  BETEPUHAPHOTO

MMPUMCHCHUS,

X) CPOKH BO3MOXHOI'O HCIIOJB30BaHUA IMPOAYKIHUU XKUBOTHOT'O IPOUCXOXACHHA ITOCIIC
BBCICHHUA JKUBOTHOMY JICKAPCTBCHHOT'O IpCIiapara AJIsI BETCPUHAPHOT'O MPUMCHCHU A,

I1) YCIIOBUS OTITYCKa,;

Y) HAUMEHOBAaHUA U  ajJpeca NPOU3BOACTBEHHBIX  IUIOMIAJIOK  MPOU3BOJIUTENS
JIEKapCTBEHHOT'0 Ipernapara Juisi BETepUHAPHOTO PUMEHEHUS;

1) HAUMEHOBAHUE, aJ[PEC OpraHU3AIH, YIIOTHOMOYEHHOHN JepKaTeleM WU BIIaJIEiblEM
PETUCTPALIMOHHOTO YAOCTOBEPEHHUsl JIEKapCTBEHHOIO MpernapaTa Ha MPUHSATHE MPETEH3UH OT

OTpeOUTENS;

8) MpoeKThl MaKETOB IMEPBUYHOM YNAKOBKM W BTOPHUYHON YHNAKOBKM JIEKApPCTBEHHOTO
npernapara Jyisi BETEpUHApHOTIO IPUMEHEHUS;

9) cnenyromue CBeIEHUS O JIEKapCTBEHHOM TIpernapate Uik BETEpUHAPHOTO MPUMEHEHHS:
a) OMMCAHKE U COCTaB JICKAPCTBEHHOTO TIperapara Jyisi BETePHHAPHOTO MPUMEHEHHUS;
0) onucanue (papManeBTHIECKOMN pa3paboOTKH;

B) OIMMMCAHUC TpolecCa MpOU3BOACTBA MW C€ro KOHTPOJId, HNOANHNCAHHOC B IIOPAIKE,



YCTaHOBIJIEHHOM B COOTBETCTBHUH C YacThIO | HACTOSIIEH cTaThy;
(B pen. denepanbuoro 3akona ot 02.08.2019 N 297-03)

T') ONTMCaHKUE KOHTPOJISI KPUTUIESCKHUX CTAINH MMPOU3BOACTBA H TIPOMEKYTOUHOU TPOTYKIIHH,
NMOoANMUCAHHOC B MMOPAAKE, YCTAHOBJICHHOM B COOTBETCTBUU C HACTHIO 1 HaCTOSIH_[eﬁ CTaThu,
(B pen. deaepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

1) HAUMEHOBAHUS U aJipeca pa3padoTymKa, AepKaTels WK BIaJelblia PETUCTPAIIMOHHOTO
YIIOCTOBEPEHUS JIEKAPCTBEHHOTO IMpernapaTa, MPOU3BOJICTBEHHBIX IUIOMIAAO0K MPOU3BOIUTEINS
JIEKApCTBEHHOr'0 Mperapara JUisi BETEPUHAPHOrO MPUMEHEHHS C yKa3aHWeM CTaauil
TEXHOJIOTMYECKOT0  Ipollecca, OCYIIECTBISEMbIX Ha  TMPOU3BOACTBEHHBIX  IUIOMIAAKAX
IMPOU3BOAUTCIIA JICKAPCTBCHHOI'O NIpCriapaTta AJid BETCPUHAPHOTO MPUMCHCHUS
(B pen. denepanbubix 3akoHOB OT 13.07.2015 N 241-D3, ot 02.08.2019 N 297-D3)

e) hapmarieBTHYECKAs] COBMECTUMOCTD;
’K) MUKPOOHMOJIOTHYECKHUE XapaKTEPUCTHKH,
3) MaTepHaIbHBIN OanaHc JUIs MPOU3BOACTBA CEPHH FOTOBOTO MPOIYKTA;

M) OINHCaHWE XapaKTePUCTUK M CBOWCTB YMaKOBOYHBIX MaTEpUaJIOB M YKYHOPOUHBIX
CPEICTB;

Koncynprantllntoc: npumeuyanue.
[Ipu perucrpanuu no yCKOpEHHOM IpOLEIype JTONMYCKAETCs HENPEICTAaBICHUE JTOKYMEHTOB,
n..n

npeaycMoTpeHHbIx mm. "K" m. 9 4. 3 cT. 17, npu ycnoBUM MUCBMEHHOIO O0s3aTENbCTBA UX

IPeJOCTaBUTh B TeueHue 12 mecsaues co nHs peructpauuu (Iloctanosnenue [IpaBurenscrea
P® or 12.03.2022 N 353).

K) TOKYMEHTAIbHOE MOTBEPKACHHE (BaJIUIAINS) TTPOIIECCOB U (MJIN) MX OIICHKA;

7) TpeOOoBaHMs K KadeCTBY BCIIOMOTATENbHBIX BEHIECTB (cepTu(uKar, cnenudukanus Ha
BCIIOMOTaTeIbHbIE BEIIECTBA U UX 00OCHOBAHNUE);

Koncynprantllntoc: npumeyanue.
[Tpu perucTpaiiy M0 YCKOPEHHOI MpoIleaype JOMYCKaeTCsl HeMpeICTaBlIeHHE TOKYMEHTOB,
npexycMOTpeHHbIX mim. "M" m. 9 4. 3 c¢r. 17, npu yclIoBHM MHCBMEHHOTO 00s3aTEeNbCTBA UX

IPeJOCTaBUTh B TeueHue 12 mecsues co nHs peructpauuu (Iloctanosnenue [IpaBurenscrea
P® or 12.03.2022 N 353).

M) AHAIIUTUYCCKUE METOJUKH, HUCIIOJB3YEMBIC IIPU OCYHICCTBICHHUHN KOHTPOJIA Kady€CTBa
BCIIOMOTaTCIbHBIX BCIICCTB,

Koncynprantllntoc: npumeyanue.
[Tpu peructpaiy Mo yCKOPEHHOI MpoIleaype JOIMYCKaeTCcsl HeMpeICTaBlIeHHE TOKYMEHTOB,
npeaycMoTpeHHbIX . "H" m. 9 4. 3 cr. 17, npu ycloBUM MUCBMEHHOIO 00s3aTENbCTBA UX

IPeJOCTaBUTh B TeueHue 12 mecaues co nHs peructpauuu (IloctanoBnenue [IpaBurenscrea
P® or 12.03.2022 N 353).

H) JOKYMEHTAJIbHOE  TOJTBEpXACHUE  (Baduaamus)  aHATUTHYECKUX  METOJHK,



HCIIOJIB3YEMBIX ITPHU OCYHIECTBICHUH KOHTPOJIA KAa4€CTBA BCIIOMOTI'aTCJIBHBIX BEHICCTB,

0) wuH(popmamus 00 UCIONb30BAHUM BCIIOMOTATENbHBIX BEIIECTB YEIOBEYECKOTO U
JKUBOTHOTI'O IIPOUCXOKICHHUS;

1) yrpatui cuiy. - @enepanpHblii 3akoH oT 02.08.2019 N 297-03;

p) TpeboBaHMS K KayecTBY JIEKAPCTBEHHOTO Iperapara JUIs BETEpUHAPHOTO NMPHUMEHEHUS
(ceprudukar, crieruduKanys Ha JIEKapCTBEHHBIN Mpernapar u uX 000CHOBaHUE);

C) AHAIIUTUYCCKUE METOJAHKH, HCIIOJIB3YEMBIC IPHU OCYIICCTBIICHHU KOHTPOJISA KAadeCTBa
JICKApCTBCHHOTO IIpriapaTta JJIs1 BETCPUHAPHOT'O MPUMCHCHUS,

Koncynbrantlntoc: npumeganue.

[Tpu peructpaiy Mo yCKOPEHHOI MpoIleaype JOMYCKaeTCsl HEeMpeICTaBlIeHHE TOKYMEHTOB,
npeaycMoTpeHHbIX mm. "1t" m. 9 4. 3 c1. 17, npu yciaoBUM MUCHBMEHHOTO 0053aTeNbCTBA UX
perocTaBUTh B TeueHue 12 mecsues co aus peructpanuu (Ilocranosnenue IlpaBurenscTBa

P® or 12.03.2022 N 353).

T) TOKYMEHTAIBHOE TIOATBEPXKACHHUE (BaTHAAIMS ) AaHATUTHICCKUX METOIHK, UCTIOJIh3YEMBIX
IpU OCYIIECTBICHUH KOHTPOJISI KayecTBa JIEKAPCTBEHHOTO IMperapaTta JJisi BETEPUHAPHOIO
MIPUMEHEHUS,

y) JOKYMEHT, TIOATBEPKIAIONIMI KA4ecTBO JIEKAPCTBEHHOrO IMpemapara  Tpex
MPOMBINIUICHHBIX Cepuid (MPOTOKOJI aHaIM3a WM CepTH(HUKAT aHAIu3a), OJHA CEpUs KOTOPOTO
JIOJDKHA COBMAJIATh ¢ ceprelt oOpasiia JIeKapcTBEHHOT O IpenapaTa, HOJaHHOTO Ha PErHCTPaLUIO;

() XapakTepucTHKa IPUMECEH;

X) TepeueHb CTaHAAPTHBIX OO0pPAa3IOB, HUCIOIB3YEMBIX TPU OCYIIECTBICHUU KOHTPOIS
KayecTBa JIEKApCTBEHHOTO MpernapaTa JijIsl BETepUHAPHOTO IPUMEHEHUS;

Koncynsrantlntoc: npumeganue.

[Ipu yckopeHHOI mpoLeAype PEerucTpaluyd BOCIPOM3BEIECHHOTO Ipernapara JOMyCcKaeTcs
HEMpEACTaBICHUE CBEACHUMU, MPEeAYCMOTpeHHBIX M. "I m. 9 4. 3 cr. 17, npu nucbMEeHHOM
00s13aTeILCTBE UX MPEAOCTABUTh B TeUeHHE 12 MecsitieB co aus peructpanuu (IloctanoBneHne
ITpaBurensctBa PO ot 12.03.2022 N 353).

11) JaHHbIe O CTAOMJIBHOCTH JIEKAPCTBEHHOTO MIpernapaTa Jiisl BETEpUHAPHOTO IPUMEHEHUS;

10) konust TOKyMEHTa, Cofiep Kaliero HHPOPMAaIHIO O HATUYHH WIK 00 OTCYTCTBHH (DaKTOB
perucTpaly JIEKapCTBEHHOTO Mpenapara Jjisi BETEpHHAPHOTO IPUMEHEHHs 3a MpeaeIaMu
Poccuiickoit @enepanuu;

11) cormacue B mMUChbMEHHOH (popMe, MPeTyCMOTPEHHOE YacThiO 7 HACTOSINEH CTaThH, B
Cly4yae perucTpanuu BOCIPOU3BEICHHOTO JIEKaPCTBEHHOI O MIpenapara;
(B pen. deaepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

12) xomusi TOKyMEHTa Ha PYCCKOM S3bIKE, 3aBEPEHHOIO B YCTAHOBJIEHHOM IOPSJKE U
HNOATBEPXKJAIOIIETO  NPABOMOYHOCTh  3afBJIEHHUA O  TOCYJApCTBEHHOM  perucTpaiuu
JIEKapCTBEHHOI'0 IIpernapara Jyisi BETEpUHAPHOTO IIPUMEHEHUS (JI0BEPEHHOCTD );



Koncynbrantlntoc: npumevanue.

Jo 31.12.2030 poccuiickuM NPOU3BOAUTENSM pa3pEIIEHO HE MPEACTABIATH CBEACHUS B
coOTBeTCTBUH € 1. 13 4. 3 c1. 17 npu peructpanyyi UMMYyHOOHOJIOTHYECKUX JIEKApPCTBEHHBIX
npenapatos (ITocranosnenue [IpaButensctea PO ot 12.03.2022 N 353).

13) cBeneHus O TOCYIapCTBEHHOW PETHCTPAlMA T€HHO-MHXXEHEPHO-MOIU(DHUITIPOBAHHBIX
OpraHM3MOB, IPEIHA3HAYEHHBIX [JIS BBIIYCKA B OKPYKAIOILIyI0 cpedy (IpH rocylapCTBEHHON
pPErUCTpalMy JIEKaPCTBEHHBIX MPEenapaToB ISl BETEPUHAPHOTO MPUMEHEHUs, MOJYYEHHBIX C
MPUMEHEHUEM TeHHO-WHKEHEPHO-MOIU(MUIIMPOBAHHBIX OPraHU3MOB WIIM COJEPKAINX TaKue
OpTaHU3MBI).

(. 13 BBenen denepanpHbpiM 3akoHOM 0T 02.08.2019 N 297-D3)

4. Ilpu npoBeACHUU YCKOPEHHOM MPOLEAYPhI IKCHEPTU3BI JICKAPCTBEHHOTO Mpenapara st
BETEPUHAPHOT0 MPUMEHEHHUS (32 UCKIIFOUEHHUEM JIEKaPCTBEHHOTO Ipenapara JJis BETEpUHAPHOTO
MPUMEHEHHUs, yYKa3aHHOTO B 4acTu 4.1 HacTOAIIeH CcTaThu) B IEIAX €ro TOCyAapCTBEHHOU
perucTpanii BMECTO OTYeTa pa3paboT4yMKa O pe3yibTaTrax JOKIMHUYECKOTO HCCIEI0BaHMS
JIEKapCTBEHHOI'O CPEACTBA JUIsl BETEPUHAPHOTO MPUMEHEHHS] MOXKET ObITh MpeACTaBlieH 0030p
HAYYHBIX paboT O pe3ynapTaTax JOKIMHUYECKOTO UCCIIEIOBAaHUS peepeHTHOro JIeKapCTBEHHOTO
npenapara Jijisi BETEpUHAPHOTO MPUMEHEHHUs, a BMECTO OTYETa O pe3yjbTaTax KIMHUYECKOTO
UCCJIEIOBaHMs JIEKapCTBEHHOI'O Ipenapara [yUisi BETEPUHAPHOTO NPUMEHEHHS OT4YeT O
pe3yabTatax HMCCIeJOBAaHUN OMOPKBHUBAJIEHTHOCTH BOCIIPOM3BENEHHOTO JIEKAPCTBEHHOTO
npernapara Jisi BETepUHAPHOTO IPUMEHEHUSI.

(B pen. @enepanbubix 3akoHOB 0T 02.08.2019 N 297-@3, ot 28.04.2023 N 171-D3)

4.1. ITpu npoBeIeHNN YCKOPEHHOM POLIEAYPhI SKCIIEPTU3BI JICKAPCTBEHHOTO Mpenapara Jist
BETEPUHAPHOTO TMPUMEHEHHs, TMPEJHA3HAUYEHHOIO g JICYCHHS JIOMAIIHUX >KUBOTHBIX,
onpeneneHHbIX DeaepanbHbM 3akoHOM 0T 27 aexadps 2018 roga N 498-d3 "OO6 0TBETCTBEHHOM
oOpalleHuy ¢ XKHBOTHBIMH M O BHECEHHWH HM3MEHEHHHA B OTACIbHBIC 3aKOHOJATEIbHBIC AKTHI
Poccuiickoit @enepaunn’, U 3aperucTPUPOBAHHOTO B KaY€CTBE JICKAPCTBEHHOTO IMpernapara st
MEIUIIMHCKOTO TPUMEHEHUs, B IEJSIX €ro TOCYAapCTBEHHOW PErucTpalid BMECTO OTYeTa
pa3paboTurKka O pe3yibTaTax JOKIMHHUYECKOrO HCCIIEIOBaHHUS JIEKapCTBEHHOI'O CpeNCTBa IS
BETEPUHAPHOTO TPUMEHEHUST MOTYT OBITh TPEICTABICHBI PE3YNbTAThl JOKIUHUYECKOTO
HCCJIEIOBaHMSI COOTBETCTBYIOIIETO JIEKAPCTBEHHOT'O CPEACTBA JUISl MEIUIIMHCKOTO MPUMEHEHHUS,
a BMECTO OTYETa O pe3yibTaTax KIMHUYECKOTO MCCIIEIOBAHMS JICKAPCTBEHHOTO Ipenapara Jjis
BETEPUHAPHOTO PUMEHEHUS - 0030p HAyYHBIX paboT 0 pe3ybTaTax KIMHUYECKUX UCCIeI0BaHUN
JIEKApCTBEHHOI'0 Mpernapara Jyisi MEJUIIMHCKOTO MPUMEHEHUs Ha BUAAX >KUBOTHBIX, KOTOPHIM
MpeHa3HAvYaeTCs UCCIEAYEMBIi JIEKapCTBEHHBIN Mpenapar.

(uacTsb 4.1 BBeneHa @enepasbHbIM 3ak0HOM OT 28.04.2023 N 171-D3)

5. Ha skcnepTu3y pasinyHbIX JIEKapCTBEHHBIX (DOPM OIHOTO M TOTO K€ JIEKAPCTBEHHOTO
npenapara Uil BETepUHAPHOIO IIPUMEHEHUS 3asiBUTENb IIPEACTABIISICT OTACIbHBIC 3asBICHUS U
pErucTpalMoOHHbIE JOChE Ha KaXIyl JeKapcTBeHHYK (opmy. [Ipu ycioBuM 0JHOBpEMEHHOU
[oJaud Ha OKCIEPTU3y OJHOW JIeKapcTBEHHOH (OpPMBI C pa3IMYHBIMH JI03UPOBKOIA,
KOHIIEHTpaLueil, 00beMOM 3asiBUTENb IPEACTABISIET OJHO 3asBJICHNUE U PETHCTPALIMOHHOE 10ChE
C IIPWJIOKEHUEM MAKETOB IIEPBUYHOM YIIAKOBKU U BTOPUYHOM yIakoBKU. Ha MakeTax nepBU4YHOU
YIIAKOBKU Y BTOPUYHOHM YIAKOBKH YKa3bIBAIOTCS BCE IIPOU3BOJUMBIE JO3UPOBKH, KOHIICHTPALUH,
00BbEMbl M KOJIMYECTBO JI03 B YIAKOBKE JIEKAPCTBEHHOTO IpenapaTra s BETepUHAPHOTO
IIPUMCHEHHS.

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6. B cnywae HempencraBieHUs C 3asABJICHUEM O TOCYJApPCTBEHHOW pETUCTpPaLM
JICKApCTBCHHOTO IIpfIiapaTa AJid BETCPUHAPHOTO IMPUMCHCHUA NOKYMCHTOB, MMOATBCPKAAOIINX



yIIaTy TOCYAapCTBEHHOMW MOILIMHBI M YKa3aHHBIX B MYHKTE 7 4YacTH 2 HACTOAIIECH CTaThH,
CBEJICHUN O JIMIICH3USX, YKA3aHHBIX B MYHKTax | W 2 yacTu 3 HAcTOsALIEH CTAaTbH, a TaKke
BbI/1aBA€MBbIX (mpenocTaBIsieMbIX ) YIOJIHOMOYEHHBIMU benepanbHBIMU OopraHamu
VCIIOJTHUTEJILHOM BJIACTU JOKYMEHTOB (CBEIEHNUN ), YKa3aHHBIX B IIyHKTE 2.1 yacTu 3 HacTosmen
CTaTbH, YIOJIHOMOYEHHBIM (enepanbHblii OpraH HCIOJIHUTEIBLHOW BJIACTU 3alpalluBaeT
yKa3aHHbIE JIOKYMEHTHI (CBEICHHS) B TOPSAIKE MEXKBEJOMCTBEHHOTO WH()OPMAIIMOHHOTO
B3aUMOJICUCTBUSI.

(uactb 6 B pen. @eaepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

7. He nomyckaercsi MCIIOJIb30BaHHE B KOMMEPUYECKUX LENIX MH(OpMaLUU O pe3ybTaTax
JOKIIMHNYECKUX I/ICCHCHOBaHI/Iﬁ JICKAPCTBCHHBIX CpPCACTB U KIMHUYCCKHUX I/ICCJIC,ZLOBaHI/Iﬁ
JIEKapCTBEHHBIX MIPEMapaToB AJIsi BETEPUHAPHOIO IPUMEHEHUS, IPEICTABICHHOMN 3asBUTEIEM AJIs
rOCYIapCTBEHHOW PETUCTPAIIMH JIEKAPCTBEHHBIX MPEMapaToB, 0€3 €ro COraacus B TCUYCHHUE IIECTH
JeT C JaTbhl TOCYAAapCTBEHHOM pErucTpaluu peQepeHTHOro JEeKapCTBEHHOIO Ipernapara B
Poccuiickoit @enepanuu.

8. Jlepxarenb WM BIAACNCll PETHUCTPAIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara Jjsi BETepUHAPHOTO MPUMEHEHHsI MPEICTaBIsAET B YIIOJIHOMOYCHHBINH (penepanbHbIii
OpraH HMCTOJHUTEIBLHOW BJIACTH OTYET IO pe3yibTaTaM ¢apMakoHaI30pa OJWH pa3 B IIECTh
MECSIIEB B TEUEHHUE JIBYX JIET MOCJI€ TOCYIaPCTBEHHON PEruCTpallvy JICKApCTBEHHOTO Mpenapara
B Poccuiickoit denepaiyu, 3aTeM €XXeroHo B TE€YEHUE MOCTEAYIONIUX TPEX JIET U B JaJTbHEUIIIEM
OZIMH pa3 B TpH roja.

(uacth 8 BBeneHna deaepanbHpM 3aKk0HOM OT 02.08.2019 N 297-D3)

Crarba 18. Yrparuaa cuiay ¢ 1 cenrsaops 2024 roga. - @enepajibHbIi 3aKOH OT
30.01.2024 N 1-@3.

KoncynprantlIntoc: npumevanue.

[Tonoxenus ct. 19 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeaoCTaBICHUs Toc.
yCIyr npu oOpallleHuu JEeKapCTBEHHBIX CPEACTB S MEOUIMHCKOTO M BETEPUHAPHOIO
IPUMEHEHHS NOCPEACTBOM €IMHON CHUCTEMBl M (MJIM) €IUHOr0 INOpTaya, MPUMEHSIOTCA C
01.01.2026.

Crarbsa 19. IlpuHaTHEe pelieHHs1 0 BbIAade JKCIEPTHOMY YYPEKICHUIO 3aJaHHUS HA
NpoBeJeHHe IKCIIEPTU3bI JIEKAPCTBEHHOI0 CPE/ICTBA

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B Tedenne necsaTH pabouux IHEW CO JHS TPHUHATHS 3aABJICHHUS O TOCYJApPCTBEHHOM
peI‘I/ICTpaHI/II/I HeKapCTBeHHOFO npenapaTa Wi 3asaBJICHUS O HpI/ISHaHI/II/I JIeKapCTBeHHOFO
npenapara opdaHHBIM JIEKAPCTBEHHBIM TIPEMapaToM COOTBETCTBYIOUIUN YIOJHOMOYCHHBINA
(benepanabHBIN OpraH UCMOTHUTEIBHON BIACTH MPOBOIUT MPOBEPKY MOTHOTHI, TOCTOBEPHOCTH U
MPaBUILHOCTH O(GOPMIICHUST TPEACTABICHHBIX JOKYMEHTOB PETHCTPAIMOHHOTO JOChEe Ha
JIEKapCTBEHHBIN IIpenapar U IPUHUMAET PEIICHKUE O BbIAAYe 3a1aHKs Ha IIPOBEJCHUE:

(B pen. ®enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

1 ) SKCHCPTU3BI JOKYMCHTOB, IMPCACTABJIICHHBIX JJid OHNPCACICHHUSA BO3MOXHOCTH
paccMaTpuBaTh JIEKAPCTBEHHBIH TpenapaTr JUisi MEIWIIMHCKOTO TPUMEHEHHUS B KadecTBe
op(haHHOTO JIEKAPCTBEHHOTO MPenapara;

(B pen. ®enepansuoro 3akoHa ot 30.01.2024 N 1-D3)



Koncynbrantlntoc: npumevanue.
C01.01.2026 nn. 2 u. 1 cr. 19 yrpauusaet cuny (P3 ot 30.01.2024 N 1-D3).

2) BKCIEpTU3BI JIEKAPCTBEHHOTO CPEACTBA B YaCTHU HKCIEPTHU3bI KaYECTBA JIEKAPCTBEHHOTO
CpeACTBa M JKCHEPTU3bl OTHOIICHUS OKHMJIa€MOW MOJIb3bl K BO3MOXXHOMY PHUCKY IMPUMEHEHUS
JIEKapCTBEHHOT'0 Ipernapara Jyuisi MeJUIIMHCKOTO IPUMEHEHHUS;

3) sKcIepTU3BI JEKAPCTBEHHOI'O CPEACTBA B YACTHU IKCHEPTU3BI KAUeCTBA JIEKAPCTBEHHOTO
CPEICTBA M SKCIEPTU3bl OTHOILIEHUS OXUAAEMOM MOJb3bl K BO3MOXXHOMY PUCKY MpPHUMEHEHUs
JIEKapCTBEHHOIO IIpenapara 1yisi MEAULIUHCKOT O IPUMEHEHHS B ITOPSIAKE YCKOPEHHOM IIPOLELYPBI
SKCIEPTHU3BI JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUU CO cTaThel 26 HacTosiero denepanbHOro
3aKOHa;

4) sKCHepTU3bl JEKapCTBEHHOTO CPEJICTBA B OTHOIIEHUH JIEKAPCTBEHHOI'O IpernapaTa AJis
BETEPUHAPHOTO IPUMEHEHHUS.

2. YoaHOMOYEHHBIHN (efepaabHbIi OpraH UCTIOTHUTEILHONM BJIACTH HAIIPABJISAET B JIMYHBIN
KaOMHET OJKCHEePTHOTO YYPEXKIEHUS B €IAWHOW CHCTeMe TOJINHCAHHOE YCHUJIICHHOM
KBIM(ULIMPOBAHHON  DJIEKTPOHHON MOJNHMCHIO 3aJaHHe Ha [POBEIEHUE DKCIEepPTHU3,
IPEIYCMOTPEHHBIX 4YacThio | HACTOsIIEH CTaThbd, B JIMYHBIA KaOMHET 3asBUTENs B €IMHOU
cUCTEME - MOANNUCAHHOE YCUIICHHOW KBAM(UIIMPOBAHHOM 3JIEKTPOHHOM MOANKCHIO YBETOMIICHHE
O MPUHATOM PELICHUH O BbIJAU€ 3a/IaHHs HA IPOBEIECHHUE SKCIIEPTU3, TPEAYCMOTPEHHBIX YaCThIO
1 HacTosielt CTaThy, U B clTydae HEOOXOIMMOCTH O BbIJaue pa3peiieHus: Ha BBO3 B Poccuiickyro
®denepalliio KOHKPETHOW MapTHH, CEPUN 3apErUCTPUPOBAHHBIX U (WJIH) HE3apErUCTPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJCTB MM 00 OTKa3e B MPOBEIEHUH TAKUX KCIEPTU3 C yKa3aHHEM NMpPUYHH
OTKa3a.

(uacts 2 B pen. enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

3. B citydae BbIsSIBI€HHS OTCYTCTBUS WJIM HEAOCTOBEPHOCTH MH(GOpMAIUH, CoiepKalleics B
NpPEJCTAaBICHHBIX  3asBUTENEM JOKYMEHTaX, YINOJHOMOYEHHBIH  (enepanbHBIi  OpraH
VCIIOJIHUTENIBHON BJIACTH HAIIPaBISIET 3aSBUTENIO MOCPEACTBOM E€JUHOTO IMOPTala WM B €ro
JUYHBIA KaOMHET B €MHOI cucTeMe 3ampoc 00 YTOUHEHUH 3TOH MH(OpMAIUH, MOANMCAHHBIHA
YCWJICHHOM KBTM(PUITUPOBAHHONU DJIEKTPOHHOH TMOAMKCHIO (J1ajiee - 3ampoc YIOJIHOMOYEHHOTO
(denepaabHOro OpraHa UCIOJHUTEIBHOM BIACTH).

(uacth 3 B pen. @eaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. 3asBuTenh 00s3aH HAMPABUTH IMOCPEICTBOM EIWHOTO TMOpTaia B YIMOJTHOMOYEHHBIH
denepanbHbIl OpraH HCHOJIHUTENBHOM BIACTH WJIM B JIMYHBIM KaOWHET YIOJIHOMOYEHHOTO
denepanbHOTO OpraHa WCIOTHUTEIHLHOW BIACTH B €IUHOW CUCTEME MOJMUCAHHBIA YCHUICHHON
KBIM(ULIMPOBAHHON  3JIEKTPOHHOM TMOAMKMCHIO OTBET Ha 3alpoc  YHOJIHOMOYEHHOIO
benepanbHOTO OpraHa UCIOJHUTEIBHON BIIACTH B CPOK, HE MIPEBBIMIAIOIINN AEBIHOCTA paboInx
JTHEN cOo JTHA MOJy4YeHUs! YIMOJIHOMOYEHHBIM (efepanibHbIM OPraHOM HMCIOJIHHUTEIHLHONW BIAcTH
AJIEKTPOHHOT'O YBEJIOMJIEHUS O TOJYUYEHHH 3asiBUTEIEM JaHHOTO 3ampoca. Cpok, yKa3aHHBIM B
yacTu | HacTosIIeN cTaThbu, NPUOCTAHABIMBAECTCS CO JIHS HAIpPaBJIEHUS MOCPEICTBOM €IMHOIO
nopTaja Wid B JIMYHBIA KAOWHET 3asBHUTENS B €AMHOW CHCTEME 3ampoca YHOJHOMOYEHHOTO
benepanbHOro OpraHa MCMOJHUTENBHON BIACTH 0 JHS HAIlPaBJICHUS 3asSBUTEJIEM ITOCPEICTBOM
€ANHOTO TopTajla WM B JIMYHBIA KAaOWHET YHNOJHOMOYEHHOTO (eaepaabHOro opraHa
VCIIOJIHUTEJIBHON BJIACTH B €JUHOM CUCTEME OTBETA.

(uactsb 4 B pen. enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

5. OcHOBaHMEM Uil OTKa3a B OpraHU3allMy JKCIEpPTHU3, MPEIYCMOTPEHHBIX 4YacThiO |
HaCTOHIHeﬁ CTaTbH, SABJIACTCA NPCACTABIICHUC HGO6XOI[I/IMBIX AJI IPOBCACHUA IMPEAYCMOTPCHHBIX



JKCIEPTH3 JOKYMEHTOB B HEMOJHOM oOObeME WIM HENpeACTaBICHUE 3asBUTENEM B
YCTQHOBJICHHBII CPOK OTBETa Ha 3ampoC  YIOJIHOMOYEHHOTO (elepalbHOr0 OpraHa
WCIIOJIHUTENIBHOM  BJIACTH, a TaKXe NPEACTABICHHE JOKYMEHTOB, HE COJepKallux
MCUEPIIBIBAIOILETO MePeUHsl HEOOXOIUMBIX CBEICHUH.

6. Ilpu oTka3e B oOpraHu3aluu SKCIEPTU3bI, MPEIYCMOTPEHHOW MYHKTOM 4 yacTtu |
HACTOSINIEN CTaThbW, JOKYMEHTBHI, BXOJAIIME B COCTaB PErUCTPALMOHHOIO JIOChE€ Ha
JIEKapCTBEHHBIN TMpemapaT /A BETePUHAPHOTO MPUMEHEHUS, MOTYT OBITh BO3BpPAIIEHBI
325 BUTENII0 HA OCHOBAHHWM €0 3ampoca, MOAMUCAHHOTO YCHIIGHHOW KBaTH(pUIIUPOBAHHOM
AJIEKTPOHHOU MOMKCHIO U HAIIPABJIEHHOTO MOCPEACTBOM €IMHOTO MOpTalia B YIOJIHOMOYEHHBIN
dbenepanbHBIE OpraH HWCHOJHUTENBHON BIACTH WJIM JMYHBIA KaOWHET YIIOJTHOMOYEHHOTO
denepanbHOro OpraHa MCIOJHUTEIBHON BIACTH B €IMHOM CUCTEMeE, B TeUE€HHE TPUALIATH pabodnx
I[Heﬁ CO OHA HNPUHATUA YHOJIHOMOYCHHBIM q)el[epaJIBHBIM OopraHom HUCIIOJIHUTEIILHON BJIACTH
penieHus: 00 0TKa3e B OpraHU3aIlii TaKOW SKCIEPTHU3bI. Y TIOJTHOMOUYCHHBIN (henepanbHbIA opraH
HWCIOJIHUTEIBHOM BJIACTH BO3BpalIaCT 3asBHUTCIIO YKA3dHHBIC NOKYMCHTBI B TCUCHUC CCATU
pabounx AHEW co THS MOTYyYEHHUS] COOTBETCTBYIOIIETO 3alpoca 3assBUTEIIS.

(uactb 6 BBenneHa @enepanbHbiM 3akoHOM OT 02.08.2019 N 297-03; B pen. denepanbHOro 3akoHa
ot 30.01.2024 N 1-03)

Koncynsrantlntoc: npumeganue.

[Tomoxenus ct. 20 (B pex. @3 ot 30.01.2024 N 1-®3), kacaromuecs TpeaoCTaBICHUS TOC.
yCIyr TpH OOpalleHWH JIeKApCTBEHHBIX CPEICTB M MEAUIHMHCKOTO TPUMEHEHUs
MOCPEACTBOM €IMHOM cucTeMbl, mpuMenstoTcs ¢ 01.01.2026.

Crarest  20. DJxcmepru3a [I0KYMEHTOB, IHPEICTABJECHHBIX /JIsl OINpeeJeHus
BO3MOKHOCTH PACCMATPUBATh JIEKAPCTBEHHBbIN Npenapar A1 MeJUIHHCKOr0 NPUMeHeHHUs
B Ka4yecTBe OP(PAHHOI0 JIeKAPCTBEHHOI 0 NMpenapara

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

1. IIpouenypa onpeneneHusi BO3SMOXHOCTU paccMaTpUBaTh JIEKAPCTBEHHBIN Mpenapar A
MEIUIUHCKOrO TNPUMEHEHUS B KadyecTBe Op(aHHOrO JIEKAPCTBEHHOI'O Ipernapara MOXKeT
IIPOBOJUTHCS KaKk B OTHOIUCHWM JIEKaPCTBEHHOIO IIpenapara, 3aperuCTpUPOBAaHHOIO B
COOTBETCTBUM ¢ HacrosmuM denepanbHbIM 3aKOHOM JIMOO B COOTBETCTBUM C aKTaMH,
cocraBisomuMu 1paBo Coro3a, Tak U B OTHOIIEHUH HE3apETHMCTPUPOBAHHOTO JIEKAPCTBEHHOIO
npernapara. OKCHEpTH3a JOKYMEHTOB, IPEIACTABICHHBIX [UIsl ONPENEICHHS BO3MOXKHOCTH
paccMaTpuBarh JICKaPCTBEHHBINM IIpenapar il MEIULMHCKOIO IIPUMEHEHHS B KadyecTBe
ophaHHOrO JIEKApCTBEHHOI'O IpenapaTa, COCTaBIEHUE KOMUCCHEHW HSKCIEpPTOB 3aKIOYEHUS O
BO3MOXKHOCTH WJIM HEBO3MOXXHOCTHM pacCMaTpuBaTh JICKAPCTBEHHBIM IIpermapar s
MEIUIUHCKOr0 MPUMEHEHHSI B KaueCTBE OP(PAHHOr0 JIEKapCTBEHHOI'O IIpenapaTa v HallpaBJIeHUe
B JINYHBIN KaOMHET YIOJTHOMOUYEHHOTO (he/IepaIbHOro OpraHa UCTIOJIHUTENLHOM BIACTH B €MHOM
CHCTEME JIaHHOTO 3aKJIIOYEHHs B (POpME 3IIEKTPOHHOIO JOKYMEHTA, MOANUCAHHOIO YCUIEHHOU
KBaJM(HUIUPOBAHHON AJIEKTPOHHON MOJNHMCHIO, OCYIIECTBIAIOTCS B CPOK, HE IMPEBBIMLAIOMINN
TpUALATH PabOYMX JHEH CO JHS HAINPABJICHMS B JIMYHBIA KaOMHET SKCHEPTHOIO YUPEXKIEHUS B
€IMHOM cHcTeMe 3aJJaHHs YIIOJTHOMOUYEHHOTO (peiepaibHOTO OpraHa UCIOMHUTEIBHON BIACTU U
CIIEYIOIINX JOKYMEHTOB U CBEJCHUI:

1) 3asBneHWEe O MpPHU3HAHUHM JICKAPCTBEHHOTO IMpemnapara OpQaHHBIM JIEKapCTBEHHBIM
IpernapaToM, COCTaBICHHOE MO QopMme, YTBEPKICHHONW YIMOJIHOMOYEHHBIM (eaepaibHbIM
OpPTraHOM HCIIOJIHUTEIHHON BIIACTH, TOMUCAHHOE YCHIICHHOHN KBATM(DUIIMPOBAHHOMN AIEKTPOHHON
MNOAMKUCHIO  YHOJHOMOYEHHOTO MPEACTABUTENS HOPUAUYECKOTO JIMIA, JCHCTBYIOIIETO B
COOCTBEHHBIX HWHTEpecax WM YIOJHOMOYECHHOTO TMPEICTaBIsITh HHTEPECHl  JPYroro



IOPUINYCCKOIO JIMIA,

2) xomMsl AOKYMEHTa Ha PYCCKOM S3bIKE, 3aBEPEHHOIO B YCTAaHOBJIEHHOM IOpSJKE U
HNOJATBEPXKJAIOIIET0  MPAaBOMOYHOCTh  3asBUTENs  I0JaBaTh 3asBJIEHHE O IPU3HAHUU
JIEKapCTBEHHOTO Npenapara ophaHHBIM JIEKapCTBEHHBIM MpenapaToM (IIpu HE0OXO0AUMOCTH);

3) obOocHoBanme oOpdaHHOCTH 3a00JEBaHUs, HE OTHECEHHOTO B COOTBETCTBUH C
@enepanbHbM 3akoHOM OT 21 HOs0ps 2011 roga N 323-®3 "OO6 ocHOBax OXpaHbI 3I0POBbA
rpaxnan B Poccuiickoit denepanuu" k peakuM (opdaHHBIM) 3a00JIEBaHUSM, B TOM YHCIIE
noipoOHast HPOPMAIHUS O JUATHOCTHUKE, MPO(PUIAKTUKE UITH JICYCHUH TAKOTO 3a00JIeBaHUS;

4) yTBepKIEHHAas MHCTPYKIUS IO MEAULUHCKOMY TIPUMEHEHUIO JIEKapCTBEHHOIO
npernapara, 3aperiCTpUpOBaHHOIO B COOTBETCTBUM C HacToSIIIUM DenepanbHbIM 3aKOHOM, WU
o011ass XapakTepUCTUKa JIEKAPCTBEHHOIO Mpernapara, 3aperucCTpUPOBAaHHOTO B COOTBETCTBUU C
aKTaMH, COCTaBJISIIOIIMMH ITpaBo Coro3a (Mpu HATM4HHN);

5) WUHCTPYKIUS MO MEAULIHUHCKOMY MPUMEHEHHIO WM KpaTKas XapaKTepuCTUKa
JIEKapCTBEHHOIO Mpernapara, yTBepKACHHbIE B CTpaHe MPOU3BOAUTEINS (IIPU HATHYUHN);

6) KoMK TOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJICHHOM MOPSAKE W MOATBEPIKIAOIINX (PaKT
perucTpaIyy JeKapCTBEHHOTO TIperapara B MHOCTPaHHBIX TOCYapCcTBaxX B KadecTBe OphaHHOTO
JIEKapCTBEHHOTO Mpenaparta (Mpy HaJTu4HH ),

7) TpPOEKT XapaKTePUCTUKH HE3aperuCTPUPOBAHHOIO JIEKAPCTBEHHOI'O Ipernapara,
COJIEpPIKALIETo CeIyIOIMe MUHUMAJIbHbIE CBEIEHUS O HE3aperuCTPUPOBAHHOM JIEKAPCTBEHHOM
npenapare (IOIMycKaeTcs MpPEJCTABICHUE IPOEKTa XapaKTEPUCTUKH HE3apETMCTPUPOBAHHOIO
JIEKapCTBEHHOT'O Iperapara, COCTAaBICHHOIO B COOTBETCTBUU C JOCTYINHBIMU JI@HHBIMHU I10
IPOBEJCHHBIM KIMHUYECKUM HCCIIEJOBAHMSIM JIEKaPCTBEHHOI'O Ipenapara M JOKIMHUYECKUM
UCCIICIOBAaHUSIM JIEKAPCTBEHHOTO CPEICTBA HAa MOMEHT I0/1ayM 3asBJICHUS O INPU3HAHUU
JIEKapCTBEHHOTO Mpernapara oppaHHbIM JICKapCTBEHHBIM IPENapaToM):

a) HaMMEHOBaHUE JIEKAPCTBEHHOIO Ipemnapara (MeXIyHapOoJHOE HEMaTeHTOBAaHHOE, WU
IPYIIHUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMUS);

0) nekapcTBeHHass (opMa ¢ ykazaHHEM HAMMEHOBAaHWW M KOJHMYECTBEHHOTO COCTaBa
I[ef/’ICTByIOH_[I/IX BCIIECCTB MW KAa4YECTBCHHOI'O COCTaBa BCIOMOTATCIIBHBIX BECIICCTB (HpI/I
HEOOXOIMMOCTH KOJMYECTBEHHOTO COCTAaBa BCIIOMOTATEIbHBIX BEIIECTB);

B) (papMakoguHAMUKA U (apMaKOKUHETHKA;
T') TIOKa3aHMA JJIs TPUMEHEHMUS,
1) IPOTUBOIOKA3aHUA JJIsl TIPUMEHEHUS;

€) BO3MOXHBIE MMOOOYHBIE JEUCTBUS W HEXKeJaTelbHble pPEaKIUH MpU TPUMEHEHUU
JIEKapCTBEHHOIO MpernapaTa sl MeIUIUHCKOTO MPUMEHEHUS;

) HaMMEHOBAaHHWA M  ajJpeca MPOU3BOJACTBEHHBIX  IUIOIMIAJOK  MPOU3BOIUTEINS
JIEKapCTBEHHOIO Mpernapara;

3) CBEICHHUS O pa3pabOTYHMKE JIEKAPCTBEHHOI'O CpEACTBa (AeprKareie PEerucTpaliioOHHOTO
YIOCTOBEPEHU);

8) cBemeHHMS O TEKYyIEM CTaTyce pa3padOTKH HE3aperHCTPHUPOBAHHOTO JIEKAPCTBEHHOTO



npernapara, a TakKe TIaH ero pa3padboTKu;

9) 0030pbl JOKIMHUYECKUX HCCIEIOBAHUN JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX
MCCIIE0BAHNI HE3apEruCTPUPOBAHHOIO JIEKAPCTBEHHOT O ITpenapara, 1I0CTyIHbIE Ha JI€Hb [T0Aa4n
3asIBJICHNUS;

10) oT4eTHI 0O IPOBEACHHBIX JOKIMHHYECKUX MCCIICOBAHUSIX JIEKAPCTBEHHOTO CPEICTBA U
KIIMHUYECKUX HCCIEAOBAHUAX HE3aperUCTPUPOBAHHOTO JIEKAPCTBEHHOTO Tpernapara (mpu
HaJUYHH ),

11) pekBU3UTHI JOKYMEHTA, MOATBEPKAAIOIIETO YIUIATy FOCYAAPCTBEHHON MOIIINHBI.

2. B cnyyae HEOOCTaTOYHOCTH IIPEACTABICHHBIX MATEPHAIOB B LEIAX INPOBEACHHUS
AKCIEPTU3Bl Ul ONPEIENICHUs BO3MOKHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIM Ipenapar A
MEIMIUHCKOrO NMPUMEHEHUs] B KauecTBe OP(AaHHOro JIEKapCTBEHHOIO Ipernapara 3KCIEpTHOE
yUpEXKACHUE HANpaBisieT B JIMYHBIA KaOMHET 3asBUTENs] B €OUHON CHCTEME 3alpoc o
IPEJCTAaBICHUN HEOOXOJUMbIX MAaTE€PHUaOB, MOAMUCAHHBIN pyKOBOAUTENEM (YIIOJIHOMOYEHHBIM
JMIIOM) SKCIEPTHOTO YUYPEKICHHUS C HCIHOJIb30BAHUEM YCHJIEHHOW KBaJTM(UIIMPOBAHHOM
JIEKTPOHHOW MOANUCH. 3asBUTENb O0S3aH HANpaBUTh B JIMYHBI KaOMHET 3KCIIEPTHOTO
YUPEKACHUS B €AMHOM CHCTeMe MOJMUCAHHBIM YCUJICHHON KBAIM(UIIMPOBAHHOMN 3JIEKTPOHHOM
HOJNKMCHIO OTBET Ha 3alpoC B CPOK, HE IMPEBBIMIAIOUINN HMIECTUAECATH pabouux THEH co AHS
MOJIyYEHUS DKCIIEPTHBIM YUPEKICHUEM 3JIEKTPOHHOIO YBEJOMJIEHHUS O MOJIyYEHHUH 3asiBUTEIIEM
3anpoca. Cpok, yKa3aHHbIM B 4YacTH | HAcCTOAIIEW CTAaThbU, MNPHOCTAHABIMBAETCA CO JIHS
HampaBJICHUs] 3aSBUTENIO0 B €ro JUYHBIH KaOMHET B €IUHON CHUCTeMEe 3aIlpoca SKCIEPTHOTO
YUPEKACHUS 10 JHS HAIpPaBJICHUS 3asBUTEIEM B JIMYHbBIM KaOMHET 3KCIIEPTHOTO YUPEXKIECHUS B
€IMHON cHCTEME OTBETa Ha 3alpoCc M HE YUUTHIBAETCS NPU HCUMCIEHUHM CPOKa INPOBEIEHUS
JKCIIEPTU3bl JOKYMEHTOB, NPEICTABICHHBIX U1 ONPENCIICHUS BO3MOXKHOCTH pPacCMaTpUBAaTh
JIEKapCTBEHHbIM Tpenapar Uil MEJUIMHCKOrO MpHUMEHEHHs B KadecTBe OpQaHHOTO
JIEKapCTBEHHOI'O IIpernapara.

3. B cpok, He MpeBBIIAOIMUI MATH pab0YMX JTHEH CO JHS HANPaBICHUS B JIMYHBINA KaOUHET
YIIOJTHOMOYEHHOTO (peiepabHOrO oOpraHa MCHOJHUTENbHOM BJIacTM B €JUHOW cHCTEMe
3aKJIIOYEHHS, YKa3aHHOTO B 4acTH | HACTOAIIEH CTAaThH, YIIOJIHOMOYEHHBIN (peepanbHblil opran
VCIIOJIHUTENIBHOM BJIACTH  OCYHIECTBISET OLEHKY 3aKIIOYEHUS [ OINpPEACNICHHUS]  €ro
COOTBETCTBUS 3a/IaHUIO HA TIPOBE/ICHIE SKCIIEPTU3bI U HAIIPABIISET B JINYHBIN KaOMHET 3asBUTEIIS
B €IMHON CHUCTEME TOJANMHCAHHOE YCHJICHHOW KBaTU(DUIIMPOBAHHOW JJIEKTPOHHOW MOAMKCHIO
YBEIOMJIEHHE O pe3yJIbTaTax MPOBEAECHHOM 3KCIEPTU3bl C MPUIOKEHUEM KOMHMM SKCIIEPTHOIO
3aKTI0YeHUsT (C  COXpaHeHHEeM KOH(PHUACHIMAIBHOCTH HWH(OpPMAIMM O COCTaBE KOMHUCCHU
HKCIIEPTOB) U BO3MOKHOCTH MJIM HEBO3MOXHOCTU PAcCMaTpHUBaTh JIEKAPCTBEHHBIN IIpenapar A
MEAMIIMHCKOTO MPUMEHEHHUSI B KauecTBe OphaHHOTO JIEKAPCTBEHHOI'O IIperapara.

Crarba 21. Yrparuaa cuiay ¢ 1 cenrsaops 2024 roga. - @enepajibHbIii 3aKOH OT
30.01.2024 N 1-@3.

Crarbs 22. YTpartnia cuiy ¢ 1 uroas 2015 roaa. - @enepaibHblii 3akoH ot 22.12.2014
N 429-@3.

Koncynsrantlntoc: npumeganue.

[Tomoxenus ct. 23 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeaoCTaBICHUS TOC.
yCIyr TpH OOpalleHWH JIeKApCTBEHHBIX CPEICTB M MEAUIHMHCKOTO TPUMEHEHUs
MOCPEACTBOM €IMHOU cucTeMbl, mpuMenstoTcs ¢ 01.01.2026.



Crarbs 23. JkchneprH3a KayecTBa JIEKAPCTBEHHOI0 CpPeACTBA M JIKCIEPTH3A
OTHOIIIEHHUS O0KMAAaeMOH MOJIb3bl K BO3MOKHOMY PHCKY NPUMEHEHUS JIEKAPCTBEHHOI'O
npenapara Ajs MeUIMHCKOIr0 NPpUMeHeHUs!

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. DkcnepTU3a KadyecTBa JICKAPCTBEHHOT'O CPEACTBA M DKCIEPTU3a OTHOIICHUS OKHIAeMOi
MMOJIb3bl K BO3MOXHOMY PUCKY MPUMCHCHUSA JICKAPCTBCHHOI'O IIperiapara Jjid MCIUIHUHCKOTO
MPUMEHEHHUS, COCTaBJIEHUE KOMUCCHSIMH IKCIEPTOB 3aKIIOUEHUH MO pe3ybTaTaM MPOBEIEHHBIX
9KCIICPTU3 n HaIlpaBJICHUC 9THUX 38.KJIIO‘IGHPII>1, IIOAIIMCAaHHBIX YCUIICHHBIMU
KBJIM(ULIMPOBAHHBIMU 3JIEKTPOHHBIMHM TOJIMUCSAMHU, B JHMYHBI KaOWHET YHNOJTHOMOYEHHOIO
denepanbHOTO OpraHa UCIOJHUTEILHON BIACTH B €IMHON CUCTEME OCYILECTBISIOTCS B CPOK, HE
MPEBBIIIAIOIINIM CTa IECATH paboyuX JHEH co THS HAIpaBlIEeHUs B IMYHBIA KaOMHET SKCIIEPTHOTO
YUPEKACHUS B €AMHOM CHCTEME COOTBETCTBYIOLIETO 33aJaHHsI YIIOTHOMOUYEHHOTO (eepatbHOTo
OpraHa HCIOJIHUTENIbHOMN BIACTU U HEOOXOAUMBIX TOKYMEHTOB.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

Koncynbrantlntoc: npumeganue.

[lo 3asBnenuto, nmogaHHomy B Mun3zapaB Poccum no 11.04.2022, npu HEBO3MOKHOCTH
IIPOBEJCHUS DKCIEPTU3bl KAYECTBA JIEKAPCTBEHHBIX CPENCTB B JKCIEPTHOM YUPEXKIECHUH,
JIOIyCKAaeTCsl €€ MPOBEIECHHE MOCPEICTBOM JIUCTAHIIMOHHOTO B3aUMOJEWUCTBUS, MOPSAOK U
(GopMBI  KOTOPOTO  OIpPEIEINSIOTCS OKCIEPTHBIM YUPEXKICHHEM TII0 COTJACOBAaHHIO C
sasisutensimu (ITocranosnenue [IpaBurensctBa PO ot 05.04.2022 N 593).

2. B reueHue neBsiHOCTA IHEH CO JTHS TTOTYYEHUS YITOJHOMOYEHHBIM (heiepaIbHbIM OpPTraHOM
UCTIOJTHUTEIILHOW BIIACTH YBEIOMJICHHSI B DJIEKTPOHHOH (opMe O TMOTYyYCHHH 3asBHTEIEM
PCIICHNA O MPOBCACHUU SKCIICPTU3, TPEAYCMOTPCHHBIX YaCTHIO 1 HaCTOSIH_[eﬁ CTaThbu, 3a1BUTCIIb
NpEICTaBIsieT B OKCIEPTHOE YUPEKACHUE JUIS TPOBENCHUS OKCIEPTU3Bl  KadecTBa
JEKapCTBEHHOTO CpEICTBAa O0pa3lbl JIEKAPCTBEHHOTO Mpemapara JUisi  MEIUIMHCKOTO
NPUMEHEHHS, TIPOU3BEJICHHOTO B COOTBETCTBUH C TPEOOBAHUSIMH ONBITHO-TIPOMBIIIJICHHOTO U
(W) TPOMBIIIIEHHOIO  PErJIaMEHTOB, YTBEPXKIECHHBIX PYKOBOJUTEIEM IPOU3BOAMTENS
JICKApCTBEHHBIX CPENICTB, a TAK)K€ B COOTBETCTBYIONIMX CIy4asx oOpasibl (papmareBTHIeCKOH
CyOCTaHIIMM, TECT-UITaMMa MHKPOOPTaHU3MOB, KYJIbTYphl KIJIETOK, 0Opa3ibl BEUIECTB,
NPUMEHSEMBIX JUII KOHTPOJIS Ka4ecTBa JIGKAPCTBEHHOT'O CPENCTBA ITyTEM CPAaBHEHHUS C HUMHU
UCCIIETyeMOTO JIEKAPCTBEHHOTO CPENCTBA, Clenu(UUecCKue peareHThl, HEOOXOTUMBIC s
NIPOBE/ICHUS UCIIBITAHUIA 00pa3IloB JIEKAPCTBEHHBIX MPENapaToB, B KOJINYECTBAX, HEOOXOTUMBIX
IJI1 BOCITPOU3BCACHUS MCTOAOB KOHTPOJISA Ka4CCTBA.

(B pen. ®enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

3. Ilpu mnonydeHuum oOpa3LOB JIEKAPCTBEHHOrO TMpenapara H (hapmaneBTHUECKOM
CyOCTaHIIMM HKCIEPTHOE YYPEKACHHE HAIPaBIsieT B JIMYHBIA KaOWHET 3asBHUTENS B €IUHOMN
cUCTEeME YBEJIOMIIEHHUE, MTOITBEPKAAIoIIee MOTyYeHHEe YKa3aHHbBIX 00pa31ioB.

(uactb 3 B pen. @eaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. YKa3aHHBIA B 4acTH 2 HACTOSIILIEH CTaTbU CPOK JIJIsl IPECTABICHUS 3asBUTEIIEM 00pa3lioB
JEKapCTBEHHOTO Ipernapara M (apMaleBTHYECKOW CYOCTaHIMM HE BKIIIOYAEeTCs B CPOK
IIPOBEJEHUS SKCIEPTU3, IPETYCMOTPEHHBIX YacThiO | HACTOALIEH CTaThU.

(dactb 4 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. Yrpatun cuiy. - @eaepanbubiit 3akoH ot 30.01.2024 N 1-D3.



Koncynbrantlntoc: npumevanue.

[Tonoxenus ct. 24 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeaoCTaBICHUs TOC.
yCIyr Tpu  OOpallleHuH JIeKapCTBEHHBIX CPEACTB JUIsi BETEPUHAPHOTO IPUMEHEHUs
IIOCPEACTBOM €IMHOr0 nopTaia, npuMenstores ¢ 01.01.2026.

Crarbsn 24. JkKcneprH3a KayecTBa JIEKAPCTBEHHOI0 CpPeACTBA M JIKCIEPTH3A
OTHOIIEHHUS O0KMJAAaeMOH MOJIb3bl K BO3MOKHOMY PHCKY NPHUMEHEHUS JIEKAPCTBEHHOI'O
npenapara Jjsi BeTepUHAPHOI0 NPUMeHeHH

1. DkcnepTu3a KadyecTBa JIGKAPCTBEHHOT'O CPEACTBA M DKCIEPTU3a OTHOIICHUS OKHIAeMOi
IO0JIb3bl K BO3MOXKHOMY PHUCKY NPUMEHEHMsI JIEKApCTBEHHOI'O IpernapaTta IJil BETEpPUHAPHOIO
IIPUMEHEHHUs, COCTABICHUE KOMMCCHAMH JKCIIEPTOB 3aKIHOYECHHH IO pe3ysIbTaTaM yKa3aHHBIX
OKCIEPTH3 M HAIPaBICHHE TaKUX 3aKIIOYCHUH B DIIEKTPOHHOH (opMe B YIIOITHOMOYECHHBIH
(enepanbHbIN OpraH UCHOIHUTEIBHOMN BIACTH OCYLIECTBIISIOTCS B CPOK, HE MPEBBIIIAIONINIM CTa
JecaTu pabouux JTHEH cO JHS MOJYy4YeHHs IKCIEPTHBIM YUPEKICHHEM B IJIEKTPOHHOU (opme
3aJJaHHs YIIOJIHOMOYEHHOro (hefiepalIbHOr0 OpraHa MCIOJIHHUTENBHOM BIACTU C JOKYMEHTaMH,
YKa3aHHBIMH B 4acTH 3 cTaThi 17 HacTosmero denepajbHOTO 3aKOHA.

(B pexn. denepanbHbIX 3aK0HOB 0T 22.10.2014 N 313-D3, ot 13.07.2015 N 241-D3, o1 30.01.2024
N 1-®3)

2. B TeyeHune TpuaaTH pabOUYMX THEH CO THS MOIyYeHHs! YIIOJIHOMOYEHHBIM (e/lepaTbHbIM
OpPraHOM HCITIOJIHUTEIBHOW BIIACTH YBEIOMJICHHS B JJIEKTPOHHOW (oOpMEe O MOJyYeHUH
3asBUTEJIEM pELICHHUs] O IMPOBEIACHHWU YKa3aHHBIX B YacTH | HACTOAMIEH CTaThbH JKCIEPTH3
3asBUTENb TPEJCTABISIET B SKCHEPTHOE YUPEKACHHUE JUIS TPOBEACHHS SKCIEPTH3Bl KadecTBa
JIEKapCTBEHHOTO  CpelCcTBa 00pas3ipl JIGKAPCTBEHHOTO IIpernapara sl BETEPUHAPHOTO
HPUMEHEHHS, IPOU3BECHHOTO B COOTBETCTBUH C TPEOOBAHMSIMU TEXHOIOTUYECKUX PETJIAMEHTOB,
YTBEP)KJICHHBIX PYKOBOJAMUTENEM IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB, a TaKke B
COOTBETCTBYIOIIMX CIy4asX TECT-IITAMMBI MHKPOOPTaHH3MOB, KYIBTYPHl KIETOK, O0Opa3Ibl
dapmarieBTUYECKON CyOCTaHIIMHM, OOpa3lbl BELIECTB, MPUMEHsSEMbIE JJIsi KOHTPOJS KayecTBa
JIEKapCTBEHHOTO CpE/ACTBA, B KOJMYECTBAX, HEOOXOMMMBIX JUIS BOCIHPOM3BEICHUS METOIOB
KOHTPOJISI KauecTBa.

(B pen. ®enepanbubix 3akoHOB 0T 02.08.2019 N 297-®3, ot 30.01.2024 N 1-D3)

3. Ilpu mnonydeHuum oOpa3LOB JIEKAPCTBEHHOrO Tmpernapara H (hapmaneBTHUECKOM
CyOCTaHIIMH HKCIIEPTHOE YUPEXKJICHNE B JICHb TOIy4eHHsI 00pa3IloB HANPABISIET B 3JIEKTPOHHOMN
dopme 3asgBUTEINIO YBeIOMIICHHE, TOATBEPIKIAIOIIEe TOTYYeHNE YKa3aHHBIX 00pa3IoB.

(uactb 3 B pen. @eaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. YKa3aHHBIA B 4acTH 2 HACTOSIILEH CTaTbU CPOK JIJIsl IPECTABICHUS 3asBUTEIIEM 00pa3lioB
JIEKapCTBEHHOT0 Ipernapara M (apMaleBTHYECKOW CYOCTAaHIMM HE BKIIOYAEeTCs B CPOK
IIPOBEJEHUS SKCIEPTU3, IPETYCMOTPEHHBIX YacThbiO | HACTOSALIEH CTAaThU.

(dactb 4 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. Yrpatun cuiy. - @eaepanbubiit 3akoH ot 30.01.2024 N 1-D3.

Cratsa 25. IloBTOpHOE NPOBE/IeHUE IKCIEPTU3DI JIEKAPCTBEHHBIX CPEICTB
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B cnydasx HemoCTaTOYHON OOOCHOBAaHHOCTH WJIM HEMOJIHOTHI 3aKIIOUEHUS KOMHCCHH
3KCHepTOB, HaJIM4yusd B HEM HpOTI/IBOpeqPIBLIX JaHHBIX, q)aHLCI/I(I)I/IKaLII/II/I BBIBOJIOB BKCHepTI/IBBI
JIEKApCTBEHHOTO  CPEJICTBA, COKPBITUS OT  YIOJHOMOYEHHOTO  (eAepadbHOTO  OpraHa
WCIIOJIHUTEJIbHON BJIACTH OCHOBAHMH /I OTBO/IA SKCIEPTa BCIEACTBUE €r0 3aUHTEPECOBAHHOCTH



B PE3yJIbTaTaX COOTBETCTBYIOIIEH AKCIEPTHU3bI, HAJTUYHS aHHBIX O MPSIMOM JIHOO KOCBEHHOM
BMCIIATCJIbCTBE B npouecc COOTBeTCTBYIOIJ_Ief/’I E)KCHepTI/ISbI Jun, HE yLIaCTBYIOH_[I/IX B €€
MPOBEJCHUHM, HO OKAa3aBIIMX BJIMSHUE Ha TIPOIECC M PE3YNbTaThl €€ TMPOBEICHUS,
yrIOJIHOMO‘I@HHBIM q)ellepaHLHBIM OpFaHOM HCHOHHHTGHBHOﬁ BJIaCTHU HaA3HAYACTCA HOBTOpHaSI
AKCTIEPTH3a JICKAPCTBEHHOTO CPEICTBA U (MJIN) dTUUYECKAs DKCIIEPTH3a.

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Koncynbrantlntoc: npumeganue.

[Tonoxxkenus ct. 25 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromuecs MpeaoCTaBICHHS TOC.
yCIyr npu oOpallleHuH JEKapCTBEHHBIX CPEACTB M MEAUIMHCKOTO M BETEPUHAPHOIO
MPUMEHEHHs MOCPEACTBOM €IMHON CHUCTEMBl U (MJIM) €IUHOr0 MopTaya, MPUMEHSIOTCS C

01.01.2026.

2. IloBTOpHAsA dKCIEpTU3a JEKAPCTBEHHOI'O CPENCTBA NMPOBOJUTCS C y4ETOM PE3yNIbTaTOB
paHee TPOBENEHHOW AKCIEPTH3Bl B CPOK, YCTAHOBIJIEHHBIH YHNOJHOMOYEHHBIM (heaepanibHbIM
OpPraHOM MCIIOJIHUTENBHOW BJIACTH M HE NPEBBIIAIOIMN TpUAUATH pabodumx AHEH cO AHS
MOJy4EeHHUsI SKCIEPTHBIM YUpPEXKJICHHEM B JIMYHOM KaOWHETe B €AMHOM cHcTeMe 3aJaHus Ha
IIPOBEJICHUE IMOBTOPHOM DKCHEPTHU3BI JIEKAPCTBEHHOI'O CPENCTBA, MOINMCAHHOIO YCUJICHHON
KBaJTM(PUIUPOBAHHON HJIEKTPOHHOH MOAIHUCHIO.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

3. ®unaHcoBoOe obecreueHe BRITOJHEHHS 331aHUS HA TPOBEACHUE TOBTOPHON 3KCTIEPTU3HI
JIEKapCTBEHHOT'O CPEJICTBA HE OCYILECTBIISAETCS.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Koncynprantlntoc: npumevanue.
C 01.01.2026 ct. 26 He pacmpocTpaHseTcs Ha IPABOOTHOIIEHUS, BO3HHUKAIOLIUE IPHU

oOpalleHuy JICKapCTBEHHBIX CpeAcTB s MeaumnuHckoro nmpumeHenus (O3 ot 30.01.2024 N
1-®3).

Crarbs 26. YcKkopeHHas1 Ipoueaypa IKCIHEePTU3bI JIeKAPCTBEHHBIX CPEICTB

1. YckopeHHas mponeaypa 3KCIepTU3bl JeKapCTBEHHBIX CPE/ICTB B LIEIIAX TOCYJapCTBEHHON
pETUCTpallii  JIGKAPCTBEHHBIX  IpErnapaToB IMPUMEHSETCS B  OTHOLICHMHM  Op(aHHBIX
JIEKapCTBEHHBIX IPEnapaToB, MEPBBIX TPEX JIEKAPCTBEHHBIX IPENapaTroB, PErMCTPUPYEMBIX B
Poccuiickoii @enepanu B KayecTBE BOCIPOU3BEIEHHBIX JIEKAPCTBEHHBIX IPENAapaToB,
OUYEePEHOCTh KOTOPBIX ONPEIEISAETCS B COOTBETCTBUU C HOMEPOM U JaTOW BXOJAIINX 3asiBICHHUH
O TOCYJapCTBEHHOM pPETUCTpallMM JIEKAPCTBEHHBIX IIpPEraparoB B  paMKax OJHOIO
MEXYHApOJAHOTO HENAaTEeHTOBAHHOIO HAMMEHOBAHUS JIEKAPCTBEHHOIO Ipernapara WM
TPYNIMPOBOYHOTO HAUMEHOBAHHMSI JIEKAPCTBEHHOT'O TpenapaTta, JeKapCTBEHHbBIX MPENapaToB JIs
BETEPUHAPHOTO NPUMEHEHHs, MPEJAHA3HAYEHHBIX JUIsl JIEYEHWs] [JOMAIHUX JKUBOTHBIX,
onpeneneHHbIx enepanbHbiM 3akoHOM OT 27 aekadpst 2018 rona N 498-D3 "O6 0TBETCTBEHHOM
OOpalleHnn ¢ JKUBOTHBIMH M O BHECEHMM H3MEHEHHUH B OTENbHBIE 3aKOHOJATEIbHBIC AKTBHI
Poccuiickoit @enepanyu', n 3aperucCTpUPOBAHHBIX B KAUECTBE JIEKAPCTBEHHBIX MIPENAapaToOB AJIs
MEINIUHCKOrO MPUMEHEHUS, U JIEKapCTBEHHBIX IIPENapaToB, PeIHa3HAYE€HHBIX HCKIFOUYUTEIBHO
JUIS IPUMEHEHUSI HECOBEPUICHHOJIETHUMHU TpakJaHAMHU.

(B pen. @enepanbHbIX 3aKk0HOB 0T 22.12.2014 N 429-D3, ot 13.07.2015 N 241-D3, ot 28.04.2023
N 171-®3)

2. YckopeHHas mpolie1ypa SKCIepTU3bl IEKAPCTBEHHBIX CPEICTB B LIEISAX FOCYAaPCTBEHHOM
PErUCTpALMH JIEKAPCTBEHHBIX MPENapaToB HE MPUMEHSETCS B OTHOIICHUU:



1) GnoaHamoroBsIx (OMOMOAOOHBIX) JIEKAPCTBEHHBIX MpenapaToB (OM0aHaIoroB);

2) pedepeHTHBIX JIEKAPCTBEHHBIX TMpenmapaToB (32 HUCKIIOUYEHHEM  Op(aHHBIX
JIEKapCTBEHHBIX IIPENapaToB);

KoncynbrantlIntoc: npumevanue.

Jo 31.12.2025 poccuiicKUM TPOM3BOAMUTENSAM  JIEKAPCTBEHHBIX IpENaparoB s
BETEPUHAPHOTO MPUMEHEHHSI pa3pelieHo MoaBaTh PErHCTPALIMOHHOE JOChE MO YCKOPEHHOM
nporeaype 6e3 ydera tpedoBanuit m. 3 4. 2 ct. 26 ([locranoBnenue [IpaBurenscrBa PO ot
12.03.2022 N 353).

3) BOCIPOM3BEACHHBIX JIEKAPCTBEHHBIX IPENapaToB (3a HUCKIOYEHMEM IEPBBIX TpPeEX
peructpupyembix B Poccuiickoit denepannu B KauecTBE BOCHPOM3BEAEHHBIX JIEKAPCTBEHHBIX
MpenaparoB U JEKapCTBEHHBIX MTPENapaToB, MPeHA3HAYCHHbBIX UCKIIFOUUTEIBHO JJIsl IPUMEHEHUS
HECOBEPILICHHOJETHUMHU T'pa)KJaHaAMH, a TAaK)Ke JIEKapCTBEHHBIX MPENapaToB, IPeAHa3HAYEHHBIX
JUTSI JICUEHUS IOMAIITHUX )KUBOTHBIX, OonpeaenieHHbIX DenepaabHbiM 3aKoHOM 0T 27 nekabps 2018
roga N 498-®3 "OO6 oTBETCTBEHHOM OOpAICHHH C XUBOTHBIMH M O BHECEHHH H3MCHCHHH B
OTJIeNIbHBIE 3aKOHOJATelbHbIE akThl Poccuiickoil ®enepauuu", W 3aperucTpUpOBAaHHBIX B
KauyecTBE JIEKAPCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO IPUMEHEHMS);

(B pen. @enepanbHoro 3akoHa ot 28.04.2023 N 171-D3)

4) HOBBIX KOMOMHALIMI 3apETUCTPUPOBAHHBIX paHEe JIEKAPCTBEHHBIX MPENapaToB;

5) nekapCcTBEHHBIX IIPENapaToB, 3apETUCTPUPOBAHHBIX PAHEE, HO POU3BEACHHBIX B IPYTHX
JIEKapCTBEHHBIX (hopMax B COOTBETCTBUU C MEPEUHEM HaUMEHOBAHUI JIeKapCTBEHHBIX (OpPM U B
HOBOU JT03UPOBKE;

6) JIeKapCTBEHHBIX TMpEnaparoB s MEIULUHCKOIO MPUMEHEHHUs, TOCyAapCTBEHHAas
perucTpaiys KOTOPbIX OTMEHEHA, IPU UX PETUCTPAIIMU B KAY€CTBE JIEKAPCTBEHHBIX MPEMapaToOB
JUIsL BETEPUHAPHOTO MPUMEHEHHUSI.

(m. 6 BBeneH PenepanbHbIM 3aKk0HOM OT 28.04.2023 N 171-D3)
(dacth 2 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. YckopeHHas npoueaypa SKCIepTH3bI JIEKapCTBEHHBIX CPEACTB MPOBOIUTCS MO PELICHUIO
COOTBETCTBYIOIIETO YITOJHOMOYEHHOTO (helepaIbHOTO OpraHa HCIIOJHHUTENBFHONW BIIaCTH Ha
OCHOBAHMU 3asBJICHUS 3aBUTENIS B CPOK, HE MPEBBILIAIONINI BOCEMUIECATH pabounx nueil. [Ipu
9TOM 3KCIIEPTH3a JOKYMEHTOB, COMACP)KAIINXCSA B PETHUCTPALMOHHOM JI0ChE Ha JIEKApCTBEHHBIN
npernapar, IpOBOJUTCS B CPOK, HE IPEBBIMIAIOIINN JIECITH pabounX JHEH, SKCIepTH3a KayecTBa
JIEKapCTBEHHOT'O CPEJCTBA U HKCIIEPTU3a OTHOMICHHS 0)KUAAEMOH TOJIB3bI K BO3SMOXKHOMY PHCKY
PUMEHEHHS JIEKAPCTBEHHOTO TpenapaTa MpoBOJISTCS B CPOK, HE MPEBBIIAIONINNA MIECTHIECATH
pabouux JTHEH.

(uactsb 3 B pen. enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

3.1. Yrparun cuiy. - ®enepanbusiii 3akoH ot 30.01.2024 N 1-D3.

4. YckopeHHas MpoLeaypa IKCHEPTH3bI JEKApPCTBEHHBIX CPEICTB MPOBOAUTCS B MOPSIKE,
YCTaHOBJIEHHOM cTaThsiMu 17, 19, 20, 23 u 24 Hacrosero deaepaibHOro 3aKoHa, U HE 03HAYaeT
CHIDKEHHMsI TpeOoBaHUMN K Oe3omacHOCTH, KauecTBY M 3((EKTUBHOCTH JIEKapPCTBEHHBIX
Ipernaparos.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

Crarbs 27. PenieHue 0 rocy1apcTBeHHON perucTpanuy JeKapcTBeHHOI 0 npenapara



1. B cpok, He mpeBBIIAIOMNN JeciITH pabounx AHEH CO JHSA TOJNyYeHHs 3aKIIOUYEeHUH
KOMHCCHM 3KCIIEPTOB IO pe3yjbTaTaM SKCIEPTHU3bl KAayeCTBA JIEKAPCTBEHHOI'O CPEACTBA U
OKCIEPTU3bl OTHOLIEHHWS OXXMJIAEMOM IOJIb3bl K BO3MOXHOMY PpHUCKY IPUMEHEHUs
JIEKapCTBEHHOT'O TIpernapara, COOTBETCTBYIOIIUM YIIOJHOMOYCHHBIH (efepabHbIi  OpraH
VCIIOJIHUTEJILHON BJIACTH!

(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

KoncynprantlIntoc: npumevanue.

[Tonoxenus ct. 27 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeaoCTaBICHUs roc.
yCcIyr npu oOpallleHuu JEeKapCTBEHHBIX CPEACTB MJs MEAUIMHCKOTO M BETEPUHAPHOIO
IPUMEHEHHS NOCPEACTBOM €IMHON CHUCTEMBl M (MJIM) €JUHOr0 IOpTaya, MPUMEHSIOTCA C
01.01.2026.

1) ocymecTBaseT OLEHKY 3aKIYeHMM KOMHCCHUM JKCIIEPTOB [UIsl ONPEIEIICHUs
COOTBETCTBUS 3aJIJaHUIO Ha POBEJCHNE ITHX IKCIEPTH3;
(m. 1 B pen. @enepanbuoro 3akoHa ot 30.01.2024 N 1-®3)

2) NpUHUMAET pelleHre O TOCYAapCTBEHHOM perucTpaluy JeKapcTBEHHOTO MpernapaTa uin
00 OTKa3e B TOCYAapCTBEHHOM perucTpaiyy JeKapCcTBEHHOTO Mpernapara;

3) BHOCHUT NpHU NPUHATUH PELICHHS O TOCYJapCTBEHHOW pPErucTpaluy JIEKapCTBEHHOTO
mpenapara JaHHble O 3apEerMCTPUPOBAHHOM JIEKAPCTBEHHOM IIpernapare, B TOM 4YHUCIE O
(apMmanieBTHUECKON CyOCTaHIIMM, BXOJALIEM B COCTaB JIEKAPCTBEHHOro IIpenapara, B
TOCYJApPCTBEHHBIM PEECTP JICKAPCTBEHHBIX CPEICTB U BBIJACT 3asABUTEII0 PETUCTPALMOHHOE
YIOCTOBEPEHHUE JIEKaPCTBEHHOI'O IIpenapara IIyTeM HaIpaBJICHUS 3asBUTENI0 IOCPEICTBOM
€IMHOT0 TMOpTajla WM B JIMYHBIA KaOMHET 3asABUTENS B €IUHOM CHUCTEME BBINHCKU U3
TOCYIapCTBEHHOTO  peecTpa  JIEKapCTBEHHBIX  CPEIACTB,  IOJINUCAHHOM  YCHIJIEHHOU
KBaJM(HUIMPOBAHHONW  9JJIEKTPOHHOW  MOANHUCHIO,  (GopmMa  KOTOpPOH  yTBEp)KIaaercs
YIIOJIHOMOYEHHBIM  ()eiepalbHBIM ~ OPraHOM  HCIOJHUTEIbHON  BIAcTH, COIJIACOBAHHBIE
HOPMATHBHYIO JOKYMEHTAlM}0, HOPMATUBHBIA JOKYMEHT, HHCTPYKLHIO IIO IPUMEHEHHUIO
JIEKapCTBEHHOT'O MpernapaTa U MakeThl NEPBUYHON YNAKOBKU M BTOPHUUYHON (IOTPEOUTEIHCKON)
YIIAKOBKU C YKa3aHMEM HAa HUX HOMEpa PErMCTPALMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOIO
npernapara U JaThl €ro rocyJapCTBEHHON PErucTpalyy WIM B Clydyae NPUHATUS pelleHus 00
OTKa3e B IOCYJapCTBEHHOM PETUCTpaLUU JIEKAPCTBEHHOI'O IIperapaTa HaIpaBiseT 3asiBUTEIIO
IIOCPEICTBOM €IMHOI0 IOopTaja WIM B JIMYHBIM KaOMHET 3asiBUTENs B E€IUHOH CHUCTEMeE
yBEJIOMJICHHE 00 3TOM C YKa3aHHEM NPUYMH TaKOro OTKa3a. 3a BBIAAYy PErHCTPALMOHHOTO
YIOCTOBEPEHHUSI JIEKAPCTBEHHOI'O Ipenapara B3UMAaeTCsl TOCYJapCTBEHHas IMOIIIMHA B
COOTBETCTBHUH € 3aKOHOJaTeIbcTBOM Poccuiickoit denepannu o Hanorax u coopax.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

2. OcHOBaHMEM IS OTKa3a B TOCYJApCTBEHHOUN PETHCTpAIMK JEKApCTBEHHOTO Mpernapara
JUTSE METUITTHCKOTO TIPUMEHEHUS SIBIISIETCS 3aKJIFOUYSHHE COOTBETCTBYIOIIETO YIIOJTHOMOYSHHOTO
denepanbHOrO OpraHa UCHOTHUTEILHON BIACTH O TOM, YTO KadecTBO W (Win) 3¢(HEeKTUBHOCTH
PETUCTPUPYEMOTO  JIEKAPCTBEHHOT'O  Mperapara JUisi  MEOUIIMHCKOTO TIPUMEHEHHUs He
MOITBEPKICHBI TIOJTYYCHHBIMU TAHHBIMH WJIA YTO PUCK MPUYMHEHHS BpPella 3JI0POBBI0 YETIOBEKA
BCJICJICTBHE TPUEMa JIGKAPCTBEHHOTO Tpenapara il MEIUIIMHCKOTO MPUMEHEHHS MPEBbIIIAcT
3¢ (HEeKTUBHOCTH €T0 MPUMEHEHUS.
(dactb 2 B pen. @eaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3. [ToBTOpHOE IIpE/ICTAaBICHNE B COOTBETCTBYIOLIHNI YITOJTHOMOUEHHBIN (pesepanbHblii opran
VICIIOJIHUTEJIBHOM BJIACTH JIEKAPCTBEHHOTO MpENapara, B OTHOIIEHUN KOTOPOTO MOJIy4eH OTKa3 B



roCyJapCTBEHHON PErucTpaluy U KOTOPBIH BIOCIEICTBUM MOABEPICsS U3MEHEHUIO B 4aCTH €ro
COCTaBa, paccMaTpUBAETCA KaK IPEJCTaBICHUE HOBOI'O JIEKAPCTBEHHOIO IIpernapara Ha €ro
rOCyJapCTBEHHYIO PETMCTPALIMIO HE3aBUCHUMO OT COXPAHEHUs €ro MepBUYHOI0 HAMMEHOBAHUS.
(uactsb 3 B pen. denepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

4. Tlpm mnpenocTaBICHUHM 3asBUTEJIEM B COCTaBE PETHCTPAIIMOHHOTO JI0OChe Ha
JIEKapCTBEHHBIN IIpernapar A1 BETEPUHAPHOIO IIPUMEHEHNS KOIIUH PELICHUS YIIOJIHOMOYEHHOIO
denepadbHOrO  OpraHa HWCIOJHHUTEIBHOH BIACTH O TPOBEACHUM  HWHCIEKTHPOBAHUS
IIPOU3BOJUTENS JICKAPCTBEHHBIX CPEICTB CPOK IPUHATHS PELICHHUS O TIOCYIapCTBEHHOU
peTucTpaIyy JIEKapCTBEHHOTO Mperapara JUisi BETEPHHAPHOTO MPUMEHEHHSI TIPUOCTAHABINBACTCS
CO OHA MOJYUYCHUA SaKJIIOquHﬁ, YKa3aHHbIX B YaCTU 1 HaCTOSIH_[eﬁ CTaTbu, OO OHA IMPUHATUA
YIIOJITHOMOYEHHBIM (pesiepaibHbIM OpraHOM WCTIOTHUTEBHOW BIIACTH PEIICHHS O BBIIa4e UK 00
OTKa3¢ B BbIJAUYC 3aKIIHOUCHUA O COOTBCTCTBUU MNPOU3ZBOAUTECIIA JICKAPCTBCHHBIX CPCACTB
TpeOOBaHUSAM TPABHUJ HAIJICKAIIEH MPOU3BOJCTBEHHON MPAKTUKH, HO He Ooyiee 4eM Ha CTO
BOCEMBJECAT padOYMX JHEH.

(uactb 4 BBeneHa OeaepanbHbpM 3aKk0HOM OT 04.06.2018 N 140-D3)

5. OcHOBaHMEM JIJIsl OTKa3a B TOCYAApCTBEHHOM PErucTpalvy JEKapCTBEHHOTO Mpernapara
JUIsL BETEPUHAPHOIO TNPUMEHEHHs SIBISETCS 3aKJIOUYEHUE YIOJIHOMOUYEHHOTo (eaepaibHOro
OpraHa UCTIOJHUTENILHOM BIACTH O TOM, YTO Ka4ecTBO U (WiH) 3PPEKTUBHOCTh PETUCTPUPYEMOTO
JIEKapCTBEHHOI0 IIpenapara Jjisl BETEpPUHAPHOIO0 IPUMEHEHUSI HE TTOATBEPKAEHBI TOJTY4YEHHBIMU
JAHHBIMHU WJIM YTO PHUCK NPUYMHEHHUS Bpela 3I0POBbI0 KUBOTHOTO BCIEACTBHE IMpUEMaA
JIEKapCTBEHHOT'O IpernapaTa AJisi BETEpUHAPHOTO MPUMEHEHUs MpeBblaeT 3¢(HEeKTUBHOCTh €ro
MPUMEHEHHUS, 0TKAa3 YIIOJIHOMOUYEHHOTO (heepaTbHOT0 OpraHa UCIIOJIHUTEIHHON BIIACTH B BhIJIaUe
3aKJIIOUEHHUSI O COOTBETCTBUU TNPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAHMSIM IPABHII
HaJJIeXKalen MPOU3BOACTBEHHON MPAKTUKU JUIS KaXKJIOM IPOU3BOACTBEHHOW IUIOIIAIKH
PETUCTPUPYEMOTO JEKAPCTBEHHOIO IIpenapara il BETEpPUHAPHOTO IPUMEHEHHUS B CIIydae, €ClId
MIPOU3BOACTBO JEKAPCTBEHHOIO Mpenapara JAJisl BETEpUHAPHOIO IPUMEHEHUS OCYIIECTBIIAECTCS 3a
npenenamu Poccuiickoit @enepanuu, Uiy OTCYTCTBHE TAKOTO 3aKITIOUYCHHUS.
(uacts 5 BBeneHa denepanpHpiM 3akoHOM 0T 04.06.2018 N 140-D3)

Koncynprantlntoc: npumevanue.
O mnopsake M CpoKax OINpeAeNeHUs B3aMMO3aMEHSIEMOCTH JIEKapCTB JIEKAPCTBEHHBIX
npenaparos, 3apeructpupoBanHbix 10 01.03.2020, cm. ct. 3 @3 o1 27.12.2019 N 475-D3.

Crarbs 27.1. B3aumMo3aMeHs1eMOCTD J1eKAPCTBEHHbBIX NPENapaToB I MeAULHHCKOI 0
NpUMEHEeHHs

(B pen. @enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

1. B3anMo3amMeHsSeMOCTh JICKAPCTBEHHBIX IpENapaToB JIsi MEAUIIMHCKOTO MPUMEHECHHS
OTIpe/IeNIIeTCS  YIOTHOMOYECHHBIM  (DefiepadbHBIM  OPTaHOM  HUCIOJHUTEIBHON  BIACTH,
OCYIIECTBIISIIOIMM  TOCYJapCTBEHHYIO  PETHUCTPAIMIO  JICKAPCTBEHHBIX  IpENapaToB A
MEIUIMHCKOTO MNPUMEHEHHUS, B paMKax OJHOIO MEXKIYHApOAHOTO HENaTEHTOBAaHHOTO (WX
XUMHUYECKOTO, WM TPYNIUPOBOYHOTO) HAWMMEHOBAHHWS HA OCHOBE 3aKIIOUEHUS KOMHCCHH
HKCIIEPTOB SKCIEPTHOIO YUPEKJECHUS O B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHOTO Ipernapara Jjis
MEIUIIMHCKOTO TPUMEHEHHUs MO0 O TOM, YTO JICKAPCTBEHHBIN Ipemnapar s MEIUIITHCKOTO
NPUMEHEHHUS HE SIBJSETCS B3auMo3aMmeHsieMbIM. [lopsiok ompezneneHus B3aMMO3aMEHSIEMOCTH
JIEKapCTBEHHBIX MPEMapaToB IS MEIUIIMHCKOTO IPUMEHEHHUS U (hopMa 3aKITIOUYECHUS KOMHCCHHU
HKCIIEPTOB IKCIEPTHOTO YUPEXKICHUSI O B3aMMO3aMEHAEMOCTHU JIEKaPCTBEHHBIX MPENapaToB s
MEIUIIMHCKOTO TMPUMEHEHHUs MO0 O TOM, YTO JICKAPCTBEHHBIN Ipemnapar s MEIUIITHCKOTO
NPUMEHECHUS HE SIBIISETCS B3aUMO3aMEHSIEMBIM, YCTaHABIMBAIOTCS (eneparbHbIM OpPraHOM



UCTIOJTHUTEIGHOW ~ BJIACTH, OCYIIECTBISIFOIIMM  (QYHKIIMM TIO BBIpa0OTKE W  pealTu3alliu
TOCYyJapCTBEHHOM TOJIMTUKA ¥  HOPMAaTHUBHO-TIPAaBOBOMY  pETyJUpOBaHHIO B  cdepe
3PaBOOXPaHEHHS, IO COTJIACOBaHUIO C (elepalbHbBIM OpPraHOM HWCIOJHHUTEIBHON BIIACTH,
OCYHICCTBJIAIOIIUM q)YHKI_II/II/I IO JIMICH3UPOBAHUIO TPOU3BOJACTBA JICKAPCTBCHHLIX CPCACTB.

(B pen. ®enepanpHoro 3akoHa ot 19.10.2023 N 503-D3)

2.  Komuccusi  3KCHEpTOB  AKCIEPTHOIO  YUPEXKACHHS  JaeT  3aKIIOYEeHHUE O
B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHOTO Mpenapara il MeTUIIUHCKOTO IpUMeHEeHus 1100 O TOM,
YTO  JIGKApCTBEHHBIM  mpemapar Juisi  MEAUIMHCKOIO  TMPUMEHEHHS] HE  SIBIIAETCA
B3aMMO3aMEHSEMbIM, Ha OCHOBAHUH CIIEIYIOINX KPUTEPUEB (XapaKTEPUCTHUK):

1) SKBUBAJICHTHOCTH (IJIs1 OMOAHANIOTOBHIX (OMOIMOMOOHBIX) JIEKAPCTBEHHBIX IPEMapaToB
(buoaHaoroB) - COMOCTAaBUMOCTH) KA4YECTBEHHBIX M KOJMYECTBEHHBIX XaPaKTEPHUCTHK
dapManeBTUYeCKNX CyOCTaHIIMI MM CONOCTaBUMOCTh AHTHUIE€HHOTO COCTaBa BAaKIIMH.
Vcronp30BaHue pa3IUYHBIX COJIEH, 3(QUPOB, KOMILIEKCOB, H30MEPOB, KPUCTAILTHYECKIX (hopM n
JPYTUX TPOU3BOIHBIX OJHOTO M TOTO )K€ JEHCTBYIOLIETO BEIIECTBA HE SIBJIAETCS MPENATCTBHEM
JUTS OTIpE/ICTICHUST B3aMMO3aMEHSIEMOCTH JICKAPCTBEHHBIX IPENapaToB, €CIH MPH TPOBEICHUH
UCCIIEIOBaHUST ~ OMODKBUBAJIEHTHOCTH  JIEKAPCTBEHHOTO  Ipermapara WM  HCCIeOBaHUs
TEpaneBTHYECKOW SKBUBAJICHTHOCTH JIGKAPCTBEHHOTO TIpernapaTra JIOKa3aHO OTCYTCTBHE
KJIMHUYECKH 3HAYMMBIX pazianuuii papmMakokuHETHKH U (Win) 3P deKTuBHOCTH U 6€30MaCHOCTH
JIEKApCTBEHHOTO Tperapara Jjisi MEIUIIHHCKOTO IIPUMEHEHUS;

2) SKBUBAJCHTHOCTh JEKapCTBEHHOU (opmbl. [log SKBHBAJIEHTHBIMH JIEKAPCTBEHHBIMU
dbopMamMu TTOHUMAIOTCS pa3HbIE JIEKAPCTBEHHBIC (OPMBI, HWMEIOIINE OJMHAKOBBIE CITOCOO
BBEJICHUS W CIIOCOO TPHUMEHEHHUs, OONaJaroIlie COMOCTAaBUMBIMH (PapMaKOKHHETHUYECKUMU
XapaKTEPUCTHKAMH ¥ (hapMaKOJIOTHIECCKAM JEHCTBHEM M 00ECIICUMBAIOIINE TAK)KE JOCTIKECHHE
HE00X0AUMOro KIMHHYeCKoro sddekra. Pa3nuuns 1ekapcTBEHHBIX (GOPM HE SBISIIOTCA
NPETSTCTBHEM ISl ONPEACIICHHS B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX TPEIapaToB, eCd MpH
MPOBEJCHUN  HWCCIICOBaHMS  OMOIKBHBAJICHTHOCTH  JIGKAPCTBEHHOTO  Tperapara  WId
UCCIIC/IOBAHHS TEPANeBTUYECKOW HSKBHBAJICHTHOCTH JIEKAPCTBEHHOTO Tperapara JI0Ka3aHo
OTCYTCTBHE KIMHHYECKH 3HAYUMBIX pasznuuuii papmaxokuHeTukd u (wim) 3(h(HEeKTHBHOCTH U
0€30MaCHOCTH JICKApCTBEHHOTO Mperapara Jisi MEIUIIHHCKOTO IIPUMEHEHUS;

3) OKBHMBAJEHTHOCTh MM CONOCTaBUMOCTH COCTaBa BCIIOMOTATEJbHBIX BEIECTB
JEKapCTBEHHOTO  Tpemapara JIsi ~ MEOUIHWHCKOTO  HpuMeHeHus. Pasmmums  cocraBa
BCIIOMOTATENbHBIX BEIIECTB JICKAPCTBEHHOT'O Iperapara He SBIAIOTCA TPEMNSITCTBUEM IS
OIIpeJIeTICHNs] B3aMMO3aMEHSIEMOCTH JIEKapPCTBEHHBIX MpPENaparoB, €ClIM INpH HPOBEICHUU
UCCIIEIOBaHUsST ~ OMODKBUBAJICHTHOCTH  JIEKAPCTBEHHOTO  Iperapara WM  HCCIeOBaHUs
TEpaneBTUUECKONH HKBUBAJCHTHOCTH JICKAPCTBEHHOTO Tpemnapara JOKa3aHO OTCYTCTBHE
KJIMHUYECKH 3HAYMMBIX pazianuuii papMakokuHETHKH U (1K) 3¢pdeKTuBHOCTH U 6€30MIaCHOCTH
JIEKapCTBEHHOTO TIperaparta sl MEJUIHWHCKOTO NpUMeHeHHs. [Ipy Hanmmumm KIMHUYeCKH
3HAYUMBIX pa3Nuuuidl  (apMakOKMHETHKH W (uiau) d(PQPEKTUBHOCTH U OE30MaCHOCTH
JEKapCTBEHHOTO  TperapaTta Uil  MEIWIMHCKOTO  IMPHUMEHEHUS  B3aMMO3aMEHSIEMOCTh
OTIpeNIeNAeTCs C yKa3aHHEeM Ha UCKIIOYEHUE OTAEIbHBIX IPYII MallleHTOB;

4) MIEHTUYHOCTh CII0CO0a BBEJICHUS U CIIOC00a MPUMEHEHHS;

5) COOTBETCTBHE MPOUZBOJAUTENSI JIEKAPCTBEHHOTO CpPEACTBAa TPeOOBAaHUSM TIPABHII
HaJiJIeXKalen Mporu3BOJCTBEHHON TPAKTUKH.

3. be3 HeoOXOIMMOCTH JOKa3aTelnbCcTBA  OMOIKBHUBAJIEHTHOCTH  OCYIIECTBISETCS
OIlpeieNIeHNe B3aMMO3aMEHSIEMOCTH BOCIIPOU3BEICHHBIX JIEKAPCTBEHHBIX MPENapaToB, KOTOPHIE:



1) nmnpeaHasHaueHbl 7S MApPEHTEPAIBHOTO  (MOJKOXKHOTO,  BHYTPHUMBIIIEYHOIO,
BHYTPUBEHHOTO, BHYTPUIJIA3HOTO, BHYTPHIIOJIOCTHOT'O, BHYTPUCYCTaBHOIO,
BHYTPUKOPOHAPHOI'0) BBEJCHUS U MPEACTABISAIOT COO0I BOJHBIE PACTBOPHI;

2) npeAcTaBiIsIOT OO0 pacTBOPHI AJIsl IEPOPATILHOTO MTPUMEHEHHS;
3) npousBeneHs! B (opMe MOPOLIKOB MITH JTUO(UIU3ATOB JUIsl IPUTOTOBJIEHUS PACTBOPOB;
4) SABISIOTCA ra3aMu;

5) SIBJSAIOTCS YIIHBIMH WITH TIA3HBIMU JICKAPCTBEHHBIMH TIpeTiapaTaMHu, IPOU3BEICHHBIMU B
¢dopme BOIHBIX pacTBOPOB;

6) mpeaHAa3HAYEHBI Ui MECTHOTO W (WJIM) Hapy)KHOTO NMPUMEHEHUS] U MPUTOTOBJIICHBI B
(dopme BOIHBIX PacCTBOPOB;

7) mpencTaBistoT cOOOM BOJHBIC PACTBOPHI JUIsl MCIOJIB30BAaHUSA B (hOpPME HHTAISAIMUNA C
MIOMOIIBIO HeOYJIali3epa Wil B KaUYeCTBE Ha3aJbHBIX CIPEEB, IPUMEHSIEMBIX C TOMOIIBIO CXOJHBIX
(MOX0KMX, aHAJIOTUYHBIX) YCTPOUCTB (MPUOOPOB, anmapaToB).

(uactsb 3 B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

4. OcoOeHHOCTH OIpeaeNieHHs] B3aUMO3aMEHSEMOCTH OHMOJIOTUYECKUX JIEKaPCTBEHHBIX
IpenapaToB, KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB (COAECPKALIMX KOMOUHAIMIO ABYX
u OoJiee eMCTBYIOIINX BEUIECTB), JICKAPCTBEHHBIX MPENapaToB IS TAPEHTEPATLHOTO TUTAHUS H
HE/I03UPOBAHHBIX JIEKAPCTBEHHBIX NPENapaToB YCTAHABIMBAIOTCS (elepaabHbIM OpPraHoM
UCTIOJTHUTEIEHOW  BJIACTH, OCYIIECTBISIFOIIMM  (QYHKIIMM TIO BBIPa0OTKE W  pealu3aliiu
TOCYyJapCTBEHHOM TIOJIMTUKA W  HOPMAaTHUBHO-TIPAaBOBOMY  pETyJUpOBaHHIO B  cdepe
3PaBOOXPaHEHHS, IO COTJIACOBaHUIO C (elepalbHbIM OpPraHOM HWCIOJHHUTEIBHON BIIACTH,
OCYHICCTBJIAIOIIUM q)YHKI_II/II/I IO JIMICH3UPOBAHUTIO TPOU3BOJACTBA JICKAPCTBCHHLIX CPEACTB.

(B pen. ®enepanpHoro 3akoHa ot 19.10.2023 N 503-D3)

5. OnpeneneHre B3aMMO3aMEHsIEMOCTH HE OCYIIECTBIISIETCS B OTHOIICHUH JI€KAPCTBEHHBIX
pacTUTEIBHBIX MpPEenapaToB, TOMEONAaTHYECKUX JIEKaPCTBEHHBIX MTPENapaToB.

6. @opMmMupoBaHHE NIEPEYHS B3aMMO3AMEHSAEMBIX JIEKAPCTBEHHBIX IpENaparoB s
MEIULUHCKOTO TPUMEHEHHUS OCYIIECTBIIICTCSA OKCIEPTHBIM  YYPEKIAECHUEM IOCPENCTBOM
00BbEeIMHEHNS JICKAPCTBEHHBIX IPENapaToB B OTAEIbHBIC TPYMIbI, B KaXIOW U3 KOTOPBIX
JIEKapCTBEHHBIE IIPETIapaThl ABISIOTCSA B3aMMO3aMEHAEMBIMH.

7. B ciny4ae BKIIIOUEHHUS B MHCTPYKIIUIO 110 MEAUIIMHCKOMY IPUMEHEHUIO JIEKAPCTBEHHOTO
npenapara Ha OCHOBAHMM pe3yJbTaTOB COOTBETCTBYIOIIMX HCCIIEIOBAHUM IOKAa3aHUW JJIs
IPUMEHEHHUs, KOTOpPbIE OTJIMYAIOTCA OT NOKAa3aHUM Ul MPUMEHEHUS APYTUX JIEKapCTBEHHBIX
IpenaparoB M3 TPYIIbl B3aMMO3aMEHSAEMbIX JIEKAPCTBEHHBIX INIPENaparoB, B IEpEUYHE
B3aMMO3aMEHSIEMBIX JICKAPCTBEHHBIX MPENapaToB Al MEUIIMHCKOTO IPUMEHEHHS TOJDKHA ObITh
yKa3zaHa COOTBETCTBYIOIAs HH(OpMaIus.

8. HepequL B3aMMO3aMCHACMBIX JICKAPCTBCHHBIX IIp€naparoB I MCIAUIMUHCKOTO
MPUMEHEHHUS pa3MeIIaeTcs YIIOJTHOMOUYEHHBIM (eiepalibHbIM OPraHOM MCIIOIHUTEILHON BIACTH,
OCYLIECTBIISIIOIIUM  TOCYJIapCTBEHHYIO  PETHUCTPALMIO  JIEKAPCTBEHHBIX IpENapaToB  AJis
MEUITMHCKOTO MPUMEHEHHMS, Ha CBoeM odunraiibHOM caiite B cetu "UnaTeprer". Mudopmarus B
MNEpCUHC B3aUMO3aMCHACMBIX JICKAPCTBCHHBIX IMPCIapaToB A MCIUIHUHCKOTO HNPHUMCHCHUSA
OOHOBJISIETCS yKa3aHHBIM (peepaIbHBIM OPraHOM HCIIOJTHUTEIBHOW BJIACTH C YYETOM HOBBIX
3apCruCTPUPOBAHHBIX JICKAPCTBCHHBIX IIpe€maparoB IJd MCAUIHUHCKOI0O MNPUMCHCHHUA U
BHECEHHBIX M3MEHEHMH B JOKYMEHTBI, COJAepXkallhecs B PErucTPalMOHHBIX JOChe Ha



3aperucTpUpOBaHHBIC JIEKAPCTBEHHBIE MPENapaThl JIsl MEAUIIUHCKOTO MPUMEHEHUS.

9. Tlopsimox wcmonb3oBaHus WHGOPMAIMM O B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX
npenaparax Uil MEIUIIMHCKOTO MPHUMEHEHHs] M TOPSIOK Jadyd Pa3bsCHEHHH IO BOHpOcaM
B3aUMO3aMCHIACMOCTHU JICKApCTBCHHBIX npenapaTronB JJIsA MCOAUIIUHCKOI'O MPUMCHCHUA
yCTaHABIMBAIOTCS  (pelepabHBIM OPraHOM HCIIOJHHUTENBHOW BIIACTH, OCYIIECTBIISIOIINM
(GyHKUIMU 110 BBIPAOOTKE U pean3allii roCyJapCTBEHHON MOJUTHKH U HOPMATHUBHO-TIPABOBOMY
pEryIupoBaHMIO B cdepe 3IpaBOOXpPaHEHHs, IO COIJacoBaHUIO C (emepaabHBIM OpPraHOM
HWCIOTHUTEIbHOM BJIaCTH, OCYIICCTBJIAIOIIUM (bYHKI_[I/II/I o JMUOCH3UPOBAHUIO TIPOU3BOACTBA
JIEKapCTBEHHBIX CPEJICTB.

(B pen. denepanbroro 3akona ot 19.10.2023 N 503-D3)

KoncynprantlIntoc: npumevanue.

Cpok perucTtpanuy JEKapCTBEHHOIO Ipenapara /s BETEPUHAPHOIO IPUMEHEHHS,
ucrekaronmi ¢ 14.03.2022 o 31.12.2022, a taxxe B 2023 roxy, npoaneH Ha 12 mecsues, a B
2025 1. npoasiensl 1o 31.12.2025 (IToctanosnenue Ilpasurenscrea P® ot 12.03.2022 N 353).

KoncynbrantlIntoc: npumevanue.

Cpoku JIEHCTBHSI PETUCTPAIMOHHBIX YJOCTOBEPEHHM JIEKApCTBEHHBIX MpenapaTroB JUist
MEJIUIIMHCKOTO TPUMEHEHHUs, KOTOopble HcTekaroT B 2024 1. mpoajeHbl Ha 12 wmecdies
(ITocranoBnenue [IpaBurenscrBa PO ot 12.03.2022 N 353).

Crarbs 28. PerucTpannonHoe y10cTOBepeHNe JIEKAPCTBEHHOI0 Npenapara

Koncynsrantlntoc: npumeganue.

Pa3pemraercs obpamenne B P® 3apeructpupoBaHHBIX JIEKapCTBEHHBIX MpPENapaToB, CPOK
JIEMCTBHSI PETUCTPALMOHHOIO YAOCTOBEPEHUs KOTOPBIX UCTEK B Cilydae, IPEAYCMOTPEHHOM Y.
11 ct. 4 ®3 o1 30.01.2024 N 1-D3.

Koncynsrantlntoc: npumeqanue.

C 01.01.2026 4. 1 - 3 cT. 28 HE pacHpPOCTPAHSIIOTCS HA MMPABOOTHOIIECHHS], BOSHUKAIOIIHNE MTPH
oOpallleHuH JIEKapCTBEHHBIX CpeAcTB sl MeaumHckoro npumenenus (O3 or 30.01.2024 N
1-®3).

1. PeructpannoHHOE yAOCTOBEpEHHE JIEKAPCTBEHHOIO IIpemapara C yKa3aHUEM
JIEKapCTBEHHBIX ()OPM M JO3HPOBOK BHIAAETCS 0€CCPOYHO, 32 UCKIIOYEHHEM PETUCTPALMOHHOTO
YIOCTOBEPEHUs JIEKAPCTBEHHOI'0 Mpernapara, BbIIABAEMOT0 CO CPOKOM JEHCTBUS MSTh JIET, HA
BIIEPBBIE peructpupyemsie B Poccuiickoit denepaniuu JIeKapCTBEHHBIE ITpenapaThl.

2. 1o ncTeueHNH yKa3aHHOTO B 4acTH | HacTOsIIEH cTaThH CPOKa BbIIAETCs OeccpoyHOe
PETUCTPALIMOHHOE YIOCTOBEPEHUE JIEKAPCTBEHHOTO IIPENapara py YCIOBUH IOATBEPKACHUS €r0
rOCyJapCTBEHHON pPErUCTpaLUu.

3. B cnydyae BHeceHHUsI B cOOTBETCTBUM cO cTaThsiMu 30 u 31 Hactosimero denepanbHOro
3aKOHAa M3MEHEHUH B COJlepKallluecsl B PETUCTPAIMOHHOM JOChE Ha 3aperuCTpUPOBAHHBIN
JIEKapCTBEHHBIM  TIpemapar JOKYMEHTBI, 3aTparuBarolIuX CBEACHHUS, OTpPaXCHHBIE B
pEerucTpallMOHHOM  YAOCTOBEPEHHMH  JICKApCTBEHHOI'O  IIperaparta, YIIOJIHOMOYEHHBIN
dbeneparbHBI OpraH WCIIOJTHUTEIBHON BIACTH BBIAET HOBOE PETHCTPAIIMOHHOE YAOCTOBEPEHUE
JIEKapCTBEHHOIO Mpernapara, CoJepskallee BHECEHHbIE B HETO U3MEHEHHSL.



(gactpb 3 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Koncynbrantlntoc: npumevanue.
C 01.01.2026 4. 4 ct. 28 yrpauusaet cuiy (@3 ot 30.01.2024 N 1-D3).

4. B ciayyae yTpaThl UM TOBPEKACHHS PETUCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
mperapara 1o 3asBJICHUIO B MUCbMEHHOU (hopMe JIepKaTes WIH BiIaJlelblla PETUCTPALMOHHOTO
yIIOCTOBEpPEHUS JIEKaPCTBEHHOT'O Mpenapara Wil yroIHOMOUYEHHOT0 MU JPYTOro IOPUINIECKOr0
JUIa O BbIaue MyOiMKaTa PErHCTPAIOHHOTO YIOCTOBEPEHUS JIEKapCTBEHHOTO Mperapara
YIOJIHOMOYECHHBIA (peepabHbIil OpraH WCIIOTHUTEIBHOW BJIACTH B CPOK, HE IMPEBBIIIAFOIINI
necsaTH pabounx THEH co JTHS MOCTYIUICHHS 3asiBIICHUS, BBIIACT AYOJIMKAT PETUCTPALMOHHOTO
yIIOCTOBEpEHUS] JIEKQpCTBEHHOTO Tpemnapara. 3a BblAauy [AyOJuKaTa perucTpalvioOHHOTO
YIOCTOBEPEHUsI JICKAPCTBEHHOIO IIpernapara B3UMAEeTCs TOCYJapCTBEHHas IOLUIMHA B
COOTBETCTBHUU C 3aKOHOJATENHCTBOM Poccuiickoit denepannu o Hajgorax u cOopax.

(uactp 4 BBeneHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

KoncynprantlIntoc: npumevanue.

C 01.01.2026 ct. 29 He pacmpocTpaHseTcs Ha IPABOOTHOIIEHUS, BO3HHUKAIOLIUE IPHU
oOpaleHuu JICKapCTBEHHBIX CpeacTB i MeaumnuHckoro nmpumeHenus (O3 ot 30.01.2024 N
1-®3).

Koncynprantlntoc: npumevanue.

Cpok perucTtpanuy JEKapCTBEHHOIO Ipenapara /s BETEPUHAPHOIO IPUMEHEHHS,
ucrekaronuii B 2025 roxy, npoasien Ha 12 mecsiteB (IToctanoBnenue [IpaButenscta PO ot
12.03.2022 N 353).

Koncynbrantlntoc: npumeganue.

[Tomoxenus ct. 29 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromuecs TpeaoCTaBICHUS TOC.
yCIOyr Tpu OOpAaIIeHHWU JIEKAPCTBEHHBIX CPEACTB Ui MEAMLIMHCKOTO WU BETEPUHAPHOTO
NPUMEHEHHs MOCPEACTBOM €IMHON CHUCTEMBl U (MJIM) €IUHOr0 IopTaya, MPUMEHSIOTCS C
01.01.2026. PeructpaunoHHBIE YAOCTOBEPEHHs  JIEKAPCTBEHHBIX  IpPENaparoB  JUIs
MEAMIIMHCKOTO TpPHUMEHEHHus, Ha OymaxkHoM HocuTene u ayonukatel ¢ 01.01.2026 ne
BBIJIAIOTCSL.

Crarbsa 29. IloaTBep:kaeHue TrOCYyJapPCTBEHHOH PErucTpauvu JeKaApCTBEHHOI0
npenapara

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. TlonrBepxaeHUE TOCYAapCTBEHHOM PpPETUCTpallMU JIEKAPCTBEHHOIO Ipernapara
OCYIIIECTBIISIETCS IIPU BbIJau€ OECCPOUHOTO PETUCTPALIMOHHOTO YAOCTOBEPEHHUS JIEKaPCTBEHHOTO
Ipernapara B cilydae, yKa3aHHOM B 4acTH 2 cTaThy 28 HacTosnero deaepanbHOro 3aK0HA, B CPOK,
HE MPEBBIIIAIOIIUN COpoKa pabounx JAHEH co JHS HANpaBIeHUs TOCPEICTBOM €IMHOIO MOpTaia B
YIIOTHOMOYEHHBIN (penepanbHblii OpraH WCIOJHUTEIBHOW BIACTH WM JIMYHBIA KaOWHET
YIIOJTHOMOYEHHOTO (pe/iepaibHOTr0 OpraHa UCTIOTHUTENLHOM BIaCTH B €MHON CHUCTEME 3asIBICHUS
0 TIOJATBEPKIECHUU TOCYAapPCTBEHHOM PETrUCTpalliy JEKAPCTBEHHOIO IMpenapara, monucaHHOro
YCUJICHHOM KBaTM(UIIUPOBAHHOM JIEKTPOHHOM MOAMKCHI0. He ocyiecTBisieTcs moaTBEp K ICHHE
rOCYJapCTBEHHOM perucTpanuy B OTHOIICHUU JIEKAPCTBEHHOT'O Ipernapara JJisi BETEPUHAPHOTO
MpUMEHEHHUs, HE HaXOAMBIIETrocss B oOpamennu B Poccuiickoit denepanuiyi B TeYECHUE TPEX U



Oosee JeT, a TakKe B OTHOUIEHUH JIEKAPCTBEHHOI'O CPEJCTBA, IPOU3BEIECHHOIO C HapylIEHHEM
TpeOOBaHUs, YCTAHOBIEHHOTO YacThio 3.7 cTarbu 71 HacTosmero denepaibHOro 3aKOHA.
(B pen. ®enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

2. 3agBieHME O TOATBEPKICHUM TIOCYAAPCTBEHHOM pErucTpanyu JEKapCTBEHHOIO
npernapara HarpapJIeTcsl MOCPEICTBOM €IMHOrO MOpTajla B YIOJIHOMOYEHHBIH (enepanbHbIi
OpraH UCIOJHUTENIbHOW BIACTH WX JUYHBIA KaOMHET YIIOJTHOMOUYEHHOTO (hefepabHOro oprana
UCTIOJIHUTEJILHOW BJIACTH B €IUHOM CUCTEME HE paHEe YEM 3a CTO BOCEMbJIECST AHEH 10 UCTEUCHHUS
CpOKa JIEHCTBUS PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpernapaTa U He MO3/HEe
OKOHYaHUs CPOKa €ro AeHCTBUS.

(uacts 2 B pen. enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

2.1. Yrparun cuiy. - ®eaepanbubiii 3akoH oT 30.01.2024 N 1-®3.

3. TloarBepkneHue TOCYJApPCTBEHHON pETUCTpAIlMU  JIGKAPCTBEHHOTO  Ipernapara
OCYIIECTBIISIETCS TTO0 Pe3yIbTaTaM dKCIIEPTU3bl OTHOUICHUS OYKHIAEMOMN TOJIB3BI K BO3MOKHOMY
pHUCKy IpUMEHEHHUSA JIEKAPCTBEHHOI'O IIperapara Ha OCHOBAaHUU pPE3YyIbTaTOB MOHHUTOPUHTA
3 dexTuBHOCTH U 0€30MACHOCTH JICKAPCTBEHHOTO TMperapara, MPOBOJAUMOTO JepiKaTelieM I
BJIaACIIbLIEM PErUCTpainOHHOTO YAOCTOBCPCHUSA JICKApCTBCHHOT'O npemnapara JII/I6O
YIIOJITHOMOYEHHBIM HMHU IOPUJANYECKUM JIUIIOM, a TaK)K€ COOTBETCTBYIOIIMM YIIOJTHOMOYCHHBIM
denepanbHBIM OPraHOM HUCTIOJHUTENBHON BIACTH B COOTBETCTBUHU C TPEOOBAHUSIMH CTaThu 64
Hacrosero deaeparbHOTO 3aKOHA.

4. K 3asBi€HHI0O O MOATBEP)KIEHUU TOCYJAapPCTBEHHONW PETUCTPALMM JIEKAPCTBEHHOIO
npenapara st MEAULUHCKOrO IPUMEHEHNS IIPUIIAraroTCs:

1) IOKYMEHTBI, coaepKalliue pe3yabTaTbl MOHUTOPUHTA 3((EKTUBHOCTH M O€30MaCHOCTH
JIEKapCTBEHHOTO IperapaTa il MEJUIMHCKOTO NPUMEHEHHS, TIPOBEICHHOTO AepKaTeneM N
BJIAJICNIBLIEM PETUCTPALMOHHOTO YIOCTOBEPEHHS JIEKaPCTBEHHOTO TpenapaTa /i MEeAULUHCKOTO
HNPUMEHEHHS JINOO YIOJTHOMOYEHHBIM WM IOPHIMYECKHM JIMIOM, MO (opMe, yTBEPKIACHHOH
YIIOJIHOMOYEHHBIM (heiepaibHbIM OPTaHOM MCTIOJTHUTENBHOM BIACTH;

2) cBeoeHMs O JaTe NPEJOCTABICHUS W PETUCTPALMOHHOM HOMEpE JIMIEH3UU Ha
IIPOU3BOJCTBO JIEKAPCTBEHHBIX CPEICTB, WJIM CBEICHHMS O Jare MpeAoCTaBIICHUS U
PETUCTPALIMOHHOM HOMEPE 3aKIIIOYEHUS O COOTBETCTBHM IIPOM3BOAMTENS JIEKAPCTBEHHBIX
CpeAcTB TpeOOBaHMAM IMPAaBUJ HaAJeXKalled MPOM3BOJICTBEHHON TNPAKTUKH, WM KOMHA
cepTU(HKaTa COOTBETCTBHSI NPOMU3BOJAUTENS JIEKAPCTBEHHBIX CPEIACTB IS MEIULUHCKOTO
NpUMEHEeHHUs TPeOOBaHMSIM MPABWJI HaJJIeXKAIlel MPOU3BOACTBEHHON MpakTUku EBpasuiickoro
SKOHOMHYECKOT0 COH03a, IPEAOCTABICHHBIX YIOJIHOMOYEHHBIM (peAepalbHbIM OpPraHOM
WCIIOJIHUTEIIBHOM BJIACTH B OTHOLICHUH IIPOM3BOJCTBEHHON IUIOIIAIKHA JIEKAPCTBEHHOI'O
mpernapara I8 MEIMLIHUHCKOIO TPUMEHEHHs, TOCYNapCTBEHHAs pPETUCTpAalUAs KOTOPOTO
MOATBEPKIAETCA B CIIydae, €CJIM IIPOU3BOICTBO JICKAPCTBEHHOI'O Mperapara s MEIUIIMHCKOIO
MIpUMEHEHUS ocyniecTBisieTcs B Poccuiickoit denepanuu;

(B pen. @enepanbHbIX 3aK0OHOB 0T 27.12.2019 N 478-®3, ot 30.01.2024 N 1-D3)

3) Komus MPeAOCTaBICHHON YIIOJTHOMOYEHHBIM OPTaHOM CTPAaHbI POU3BOAUTENS TULEH3UN
Ha MPOU3BOACTBO JICKAPCTBCHHOI'O ITperiapaTa Ijid MCAUIIUHCKOIO MPUMCHCHHUA U €€ ICPCBO/] HA
PYCCKHI $I3bIK, 3aBEPEHHbIE B YCTAHOBJICHHOM IIOpSIKE, a TakKe KOMHS 3aKIIOUeHUs O
COOTBCTCTBUH MNPOU3BOAUTCIIA JICKAPCTBCHHBIX CPEACTB Tpe6OBaHI/IHM IpaBuJI Ha;memameﬁ
MPOU3BOJICTBEHHOW TMPAKTUKH, WJIM KOMUS cepTU(UKATa COOTBETCTBHUSI IPOU3BOIUTENS
JICKAPCTBCHHBIX CPCACTB IJId MCOAUIMHCKOI'O NPHUMCHCHUA TpGGOBaHI/IHM paBujl Ha;memameﬁ
MPOU3BOACTBEHHOM  MpPAakTUKKW  EBpa3suiCKOro  SKOHOMHUYECKOTO  COK03a,  BBIAAHHBIX
YIIOJHOMOYCHHBIM q)e;[epam,HHM OopraHomM UCIOJIHUTEIBHOU BJIaCTHU B OTHOILICHUU



MIPOU3BOJICTBEHHON TUIOMIAIKK JICKAPCTBEHHOTO MperapaTta Jjis MEAUIIMHCKOTO MPUMEHEHHS,
I‘OCYI[apCTBeHHaSI per I/ICTpaI_[I/I}I KOTOpOI‘O HOI[TBep)KZ[aeTCSI, N KOIInuA peH_ICHI/ISI
YIOJHOMOYEHHOTO  (eiepaTbHOTO OpraHa MCIOJHUTEIBHONW BJIACTH O  IPOBEACHUH
q)apMaL[eBTI/I‘IeCKOfl HHCIICKIIUN HpOI/I3BOI[CTBa HeKapCTBeHHBIX CpCI[CTB JIA MEOUIIUHCKOT'O
MIPUMEHEHHUS Ha COOTBETCTBUE TPEOOBAHUSM MPABHII HAJJISKAIIEH TPOU3BOACTBEHHOMN MPAKTUKH
EBpa3uiickoro 5KOHOMHUYECKOT0 COI03a B CIIydae, €CJIM IPOU3BOACTBO JIEKAPCTBEHHOTO ITpenapara
JUISl METUITUHCKOTO TIPUMEHEHUS OCYIIECTBIIAETCS 3a npeaenamu Poccuiickoin denepanmm.

(m. 3 B pen. @eaepanvuoro 3akoHa ot 30.01.2024 N 1-D3)

(dacth 4 B pen. @eaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

4.1. B orHomeHWH OWONIOTMYECKUX JIEKAPCTBEHHBIX MPENaparoB [isi MEIUIIMHCKOTO
NPUMEHEHHS  3asBUTEIb  JIOTIOJHUTEIBHO  TPEACTABISCT  PE3YNbTaThl  MEPONPHUSTHIHA,
npeaAyCMOTPCHHBIX IIJIAaHOM YIpaBJICHUSA  pUCKAMU, YTBCPIKACHHBIM YIIOJITHOMOYCHHBIM
denepaabHBIM OpPraHOM WCIIOJIHUTENFHOW BIACTH TPH OCYHIECTBICHHH TOCYIAapCTBEHHOU
PErucTpaivu JCKApCTBCHHOTO IIpCliapaTa JJIsI MCAUITUHCKOI'O MIPUMCHCHU .

(uactb 4.1 BBeaena denepanbabiM 3akoHOM 0T 04.06.2018 N 140-D3)

4.2. K 3adBJIEHHI0O O TOATBEPKIACHUM TOCYAAPCTBEHHOM pErucTpanyu JEKapCTBEHHOI'O
npernapara ajsl BEeTepHHAPHOTO IPUMEHEHUS TPHIIAratoTcsi JOKYMEHTBI, COIEpPKaIUe PEe3yIbTaThl
MOHUTOPHHTA 3PPEKTUBHOCTU U OE30MACHOCTH JIEKAPCTBEHHOTO Mpernapara Jjsi BeTepUHAPHOTO
MPUMEHEHHUS, MPOBOJIMMOTO JepKaTelieM WJIM BIIAJENIblIeM PEerUCTPAlMOHHOTIO YAOCTOBEPEHUs
JCKapCTBEHHOTO TpemapaTa HAjsi BETEPHHAPHOTO TPUMEHEHHUsS JTHOO YIMOJHOMOYEHHBIM WM
IOPUAMYECKUM JIUIOM, 1O (opMe, YTBEPKIACHHON YIOIHOMOUYEHHBIM (efepalbHbIM OpraHOM
WCTIOJTHUTENILHOM BIIACTH, M JOKYMEHTBI, YKa3aHHbIE B MyHKTax 1, 2 - 2.2, monmynkTax "a", "0",
"k", "n" mynkta 4 4vactu 3 cratbu 17 Hactosmero ®eaepajbHOTO 3akoHa. B oTHomeHuu
UMMYHOOHMOJIOTHYECKIX JICKQPCTBEHHBIX MPEMapaToB i BETEPHHAPHOTO TMPUMEHEHHS HE
MPEJCTABIISIIOTCS CBEACHUS, YKa3aHHbIE B OANYHKTE "K' myHkTa 4 yactu 3 ctathu 17 HAacTOAIIETO
®denepanbHOr0 3aKOHAa. B OTHOIIEHHMHM JIEKAPCTBEHHBIX MPEMApaToOB MJisi BETEPUHAPHOTO
NPUMEHEHHUS, TMOJYYEHHBIX C  TPUMEHEHHEM TE€HHO-MUH)KEHEPHO-MOIUPUIIMPOBAHHBIX
OpPraHMU3MOB WM COJIEpPKAIIUX TaKHE OPraHU3MBbl, JOTOJHUTEIBHO MPEICTABISIOTCS CBEICHUS,
yKa3aHHbIe B TyHKTe 13 yactu 3 ctatbu 17 Hactosmero deaepanbHOro 3aKkoHa.

(uactp 4.2 BBenena denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-®3; B pen. PeaepanbHOro

3akoHa otT 02.08.2019 N 297-®3)

4.3. 3agBuTenp BIpaBe MPEACTABUTH C 3asBICHHUEM O NOJITBEPKICHUHM I'OCYIapCTBEHHON
perucTpanyy JeKapCTBEHHOTO INpernapara peKBU3UTHI JOKYMEHTA, IMOATBEPKIAIOIIEro YIUIaTy
roCy/1apCTBEHHOMN MONUIMHBI 33 TOATBEPKIEHUE FOCY1apCTBEHHON PETUCTPALIUN JIEKAPCTBEHHOTIO
npenapara, a TakXe BblJaBaeMble (TMPEAOCTABISAEMbIE) YIOIHOMOUYEHHBIMH (elepaibHbIMU
OpraHaMHM HUCIIOJHUTEIBHOM BJIACTU TOKYMEHTHI (CBEIEHNUS ), YKa3aHHbIE B TyHKTax 2 ¥ 3 yactu 4
HACTOSIIeH cTaThM. B cilydae MX HeNMpeaCcTaBiIEHUS YIOJHOMOYCHHBIH (enepanbHBbId OpraH
WCIIOJIHUTENIBHOM BJIACTH 3allpallliBaeT yKa3aHHbIE JOKYMEHTBHI (CBEAECHHs) B IOpSAIKE
MEXBEJJOMCTBEHHOTO MH()OPMAIIIOHHOTO B3aUMOJICHCTBHS.

(B pen. @enepanbHbIX 3aK0HOB 0T 27.12.2019 N 478-®3, ot 30.01.2024 N 1-D3)

5. B Teuenue nsaTy pabouymx MHEW CO THS HaAIMpaBJEHUS MOCPEICTBOM €IWHOTO TopTaia B
YIIOJIHOMOYEHHBIA (elepaidbHbIil OpraH HCIOJHUTENPHON BIACTH WM JIMYHBIA KaOWHET
YIOJIHOMOYEHHOTO (heIepaIbHOr0 OpraHa UCIOJHUTENbHOM BIACTH B €JUHOMN CUCTEME 3asBICHUS
0 IOATBEPKIAECHUU I'OCYJAPCTBEHHON PErMCTPALMU JIEKAPCTBEHHOI'O IIpernapara U JOKYMEHTOB,
COJEepXKAIUX Pe3ylIbTaThl MOHUTOPUHIA S(PGEKTUBHOCTH M O€30MaCHOCTH JIEKAPCTBEHHOTO
npemnapara, IpoBOAMMOIrO AEpKaTelIeM WM BIAJENIbLEM PETMCTPALMOHHOIO YAOCTOBEPEHUS
JEKapCTBEHHOTO  Ipermapara JUOO  yINOJIHOMOYEHHBIM MMM  IOPUIUYECKUM  JIUIIOM,
YIIOJIHOMOYEHHBIN (heiepaabHblii OpraH UCIIOTHUTEIBHOM BIACTH:

(B pen. ®enepanpuoro 3axoHa ot 30.01.2024 N 1-D3)



1) mpoBOIUT MPOBEPKY MOJHOTHI CBEIEHUH, COIEPIKALUXCS B IPEACTABICHHBIX 3asiBUTENIEM
JIOKYMEHTAaX;

2) mpuUHUMAET peLIeHHe O MPOBEACHUH WU 00 OTKa3e B MPOBEIECHUU HKCIEPTHU3BI
OTHOILLICHHUS 0KUAAEMOM MOJIb3bl K BO3SMOKHOMY PUCKY MPUMEHEHHS JICKAPCTBEHHOTO IIpenapara
Ha OCHOBAHHUU PE3YJIbTATOB MOHUTOPUHTA 3(P(HEKTUBHOCTH U OE30MACHOCTH JEKAapPCTBEHHOTO
npenapara, MpoBOAMMOrO JAepKaTeleM WM BIAJENbIEM PErMCTPALMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOI'0 IMpernapaTra JuOO YIOJHOMOYEHHBIM MMM IOPUIMYECKUM JIMLIOM, a TakKke
dbenepanbHBIM OPraHOM HUCTIOJHUTEIFHON BIACTH B COOTBETCTBUHU C TPEOOBAHHUSIMH CTaThu 64
Hacrosero denepanbHOTO 3aKOHA;

3) HampaBisieT B JIMYHBIM KaOWHET OHKCIEPTHOTO YYPEXKIEHHs B EIMHOM cHcTeMe
HOJNMCAaHHOE YCUIIEHHOM KBaTM(DPULIIMPOBAHHOM 3JIEKTPOHHOM NOJIKCHIO 3a/laHUE HA IPOBEJICHHE
AKCIEPTU3BL, IPEAYCMOTPEHHON MyHKTOM 2 HACTOSLIEH 4acTH, a TaKyKe HAINPABIISIET 3asiBUTEIIO
IIOCPECTBOM €IMHOI0 IOopTaja WIM B JIMYHBIM KaOMHET 3asBUTENs B E€IUHOH CcHUCTEMe
NOJNMCAHHOE YCHJICHHOM KBaJU(UIIMPOBAHHOW SJEKTPOHHOM TOAMUCHIO YBEIOMIIEHHE O
IIPUHATOM PELIEHUH O Bblaye 3aJJaHHs Ha IPOBEACHUE YKa3aHHON SKCIepTU3bl IN00 00 0TKa3e B
IIPOBEICHUM YKa3aHHOU DKCIIEPTU3BI C YKA3aHUEM IIPUYMH OTKa3a.

(m. 3 B pen. DeaepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

6. B ciydae BBIABICHHS HEJOCTOBEPHOCTH M (MJIM) HEIOCTATOYHOCTH HWH(OpPMALUH,
coJiepKalleiics B MPEeACTAaBICHHBIX 3asBUTENIEM JOKYMEHTaX, YIIOJIHOMOYEHHBIH (penepanbHbIi
OpraH MCIOJIHUTEIbHOW BJIACTH HAIPABIISAET 3asBUTEIIO MOCPEICTBOM €AMHOIO IOpTaia WU B
JUYHBIA KaOMHET 3asiBUTENs B €AMHOM cCHCTEMe 3apoc 00 YTOYHEHUHU yKa3aHHOM MH(pOpMaluy,
NOJMCAHHBIA YCUIIEHHON KBATH(PUIMPOBAHHON 3JIEKTPOHHOH MOAIMHUCHIO.

(dactb 6 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

7. 3asButTenb 00s3aH HAIMPABUTH IMOCPEICTBOM E€IMHOTO TOpTaja B YMOJTHOMOUYEHHBIH
denepanbHbIE OpraH HCHOJHUTENBHON BIACTH WM JIMYHBIA KaOWHET YIOJIHOMOYEHHOTO
denepanbHOTO OpraHa WCIOTHUTEIHLHOW BIACTH B €IUHOW CUCTEME MOJMUCAHHBIA YCHUICHHON
KBIM(ULIMPOBAHHON  3JIEKTPOHHOM TMOANMKMCHIO OTBET Ha 3alpoc  YHOJHOMOYEHHOIO
(denepaabHOro opraHa MCIOJHUTENBLHON BIIACTH, YKA3aHHOTO B 4YacTW 6 HACTOSIIEH CTaThH, B
CPOK, HE TPEBBIMIAOIMINNA JIeBIHOCTa PAadOUMX JHEH CcO AHS TOJy4YeHHUs YHNOJTHOMOYEHHBIM
(denepaabHBIM OPraHOM HCIOJHUTENBHOW BJIACTH AJIEKTPOHHOTO YBEIOMIIEHUS O TOJIYYCHUU
3asiBUTENEM Takoro 3ampoca. Cpok, VyKa3aHHBIM B 4YacTH 5 HACTOSIIEH CTaThH,
IIPUOCTAHABIMBACTCS CO JIHs HAMPABIICHUS 3aSBUTEIIO IOCPEACTBOM €IMHOIO IOpTaJla WU B
JIMYHBIN KaOWHET 3asBUTEINS B €IMHOM cUCTEMe TaKoro 3arpoca /10 IHS HalpaBiIeHUs 3asSBUTEIEM
MIOCPEJCTBOM €IMHOTO TOpTaja B YIOJHOMOYEHHBIH (heepabHblii OpraH HCHOJIHUTENIbHOM
BJIACTU WJIM JINYHBIA KAOMHET YIOJIHOMOYEHHOTO (eiepaibHOro OpraHa UCIIOTHUTEIbHON BIaCTH
B €IUHOM CHUCTEME OTBETa Ha TAKOM 3alpoC M HE YYUTBHIBACTCA IIPU HCUYHUCICHUM CpPOKa
MOATBEPKIECHUS FOCYJAPCTBEHHON pErNCTpaliy JIEKapCTBEHHOTO IIpenapara.

(uactb 7 B pen. denepanpHoro 3akona ot 30.01.2024 N 1-®3)

8. OcHOBaHMEM JJI OTKAa3a B MPOBEJACHUH SKCIEPTU3bl OTHOLIECHUS 0’KMIa€MOM MOJIb3bI K
BO3MOXKHOMY DPHCKYy IPUMEHEHHs JIEKapCTBEHHOIO IIpenapara sBISIETCS IPEICTaBICHUE
JOKYMEHTOB, COJAEp)KAIllUX pe3ylbTaThl MOHUTOPUHra 3(PQGEKTUBHOCTH U OE30MaCHOCTH
JIEKapCTBEHHOTO MpenapaTta, u (MiI1) B OTHOIIEHUH OMOJIOTHUECKUX JICKApCTBEHHBIX MPENapaToB
PE3YNBTATOB OCYILECTBICHUS MEPOIPUSATUN B COOTBETCTBUU C INIAHOM YIIPABIEHUS PUCKAMH,
YTBEPKACHHBIM YIIOJTHOMOYCHHBIM (eAepalbHbIM OpPraHOM HCIIOJIHUTEIHHOW BIIACTH TPH
OCYLIECTBJIEHUN TOCYAAPCTBEHHOM PErucTpalid JEKAapCTBEHHOIO IIpenapara, B HEMOJIHOM
o0beMe, OTCYTCTBUE WH(OPMAIIMHU, TOATBEPKAAIONIEH (GaKT yIaaThl TOCYJapCTBEHHOMN MOIUINHBI
3a TOATBEPKIEHUWE TOCYJAapCTBEHHOM pEerucTpaluy JIGKapCTBEHHOro Ipemnapara, Jubo
HENPEJCTaBICHUE 3asBUTEIIEM B YCTAHOBIICHHBIM CpOK OTBETa Ha YyKa3aHHbI B dactu 6



HACTOSALIEH CTaThU 3allpOC YIIOJIHOMOUYEHHOTO (peiepaibHOTO OpTraHa UCTIOTHUTENbHOM BIIACTH, a
Tak)Ke OTCYTCTBHE B YKa3aHHBIX JOKYMEHTaX HH(OpPMAIMH, KOTOpasl JODKHA OBITh B HUX
OTpakeHa.

9. Dkcneprr3a OTHOILIEHUS OXUIAAEMOM TMOJIb3bl K BO3MOXKHOMY PHCKY HPUMEHEHUS
JIEKapCTBEHHOTO TIpemapara B IEISIX TMOJATBEPKACHUS TOCYJapCTBEHHONW PpPETrHUCTpariu
JIEKAPCTBEHHOI'0 Tpernapara MPOBOAUTCS KOMUCCHUEH HKCIIEPTOB IKCIEPTHOTO YUPEKICHUS B
CPOK, HE MPEBBIIAIONIINN TPUALATH pab0ounx AHEH.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

10. B ciyyae HemOCTaTOYHOCTH NPEACTABICHHBIX SKCIEPTY MATEpHAIOB ISl Jadyu
3aKTIOYCHUS B JIMYHBIA KaOWHET 3asBUTENS] B €IMHON CHCTEME HaIlpaBisIeTCs 3ampoc O
MpEeJICTaBICHUH HEOOXOAUMBIX MaTEpHUaJIOB, OIMUCAHHBIA PYKOBOIUTENEM (YIOJTHOMOYEHHBIM
JUIIOM) DKCIEPTHOTO YYPEXKACHUS C WCIOIH30BAHUEM YCHUICHHOW KBaTH(PUITMPOBAHHOM
3JIEKTPOHHOM MOJIMMUCH.

(uactb 10 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

11. 3asgBuTenp 00s13aH HAIPABUTH B JTUYHBIA KaOWHET SKCIIEPTHOTO YUPEKACHHUS B STUHOMN
CHCTEME IOANMCAHHBIN YCUJICHHON KBaJU(UIIMPOBAHHOW AJIEKTPOHHON IOANKCHI0 OTBET Ha
3aMpoc KCHEPTHOTO YUPEKIAECHUS B CPOK, HE MPEBBIIIAIONMINN IECTUAECATH pab0YNX AHEN cO THS
MOJIyYEHUS DKCIEPTHBIM YUPEKIACHUEM 3JIEKTPOHHOIO YBEJOMJIEHHUS O IMOJIYYEHHUH 3asiBUTEIIEM
yYKa3aHHOTO 3ampoca. Bpems co qHS HampaBieHHUs B JUYHBIA KaOWHET 3asBUTENS B €IUHOMN
CHCTEME 3aIpoca SKCIEPTHOTO YUPEXKACHHS 10 THS HANPABJICHUS 3asiBUTEIIEM B JIMUHBINA KaOWHET
3KCHEPTHOIO YUPEKIACHUS B €AUHON CUCTEME OTBETA HA YKA3aHHBIN 3aIpOC HE YYUTHIBACTCS IPU
VCYMCIICHUHN CpPOKa INPOBENEHUS DKCIEPTHU3bl OTHOIIECHUS OKHUIAEMOW IOJB3bl K BO3MOKHOMY
PUCKY TNPHUMEHEHMS JIEKAPCTBEHHOIO IIpenapara Ha OCHOBAaHWU JIOKYMEHTAa, COJEP>KAILEro
pe3yNbTaThl MOHUTOPUHTA Y (HEKTUBHOCTH M 0€30MaCHOCTH JICKAPCTBEHHOTO Mpernapara.

(uacth 11 B pen. ®enepanpuoro 3akona ot 30.01.2024 N 1-03)

12. B cpok, He PEBBILIAIOIIUHI ATH PA0OYHX THEH CO THS HApaBJICHUS B JINYHBIN KaOMHET
YIIOJIHOMOYEHHOT0  (pe/lepalbHOr0 OpraHa HCIOJHMTENbHOM BIAcCTH B €AMHOM cucTeMe
3aKJIOUYEHUs] KOMUCCUM DKCIIEPTOB I10 PE3yJIbTaTaM dKCIIEPTU3bl OTHOLIECHUS 0XKUAAECMOU ITOJIb3bI
K BO3MOXHOMY pHCKYy HPHUMEHECHMs JIEKapCTBEHHOIO IIpemnapara, COOTBETCTBYIOIINN
YIIOJIHOMOYEHHBIN (heiepaabHblii OpraH UCIIOTHUTEIBHOMN BIACTH:

(B pen. ®enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

1) OCYHICCTBJIACT OLICHKY 3TOT'0O 3aKIIIOYCHHUA IJIA ONIPECACICHUA €0 COOTBCTCTBUA 3aJaHNUIO
Ha MMPOBEJICHUE YKa3aHHOM YKCIIEPTHU3HI,

2) UOpUHMMAET pEIIEHWE O TOATBEPKIEHUH TOCYAAPCTBEHHOM  perucrpanuu
JIEKapCTBEHHOI'0 TMpemnapara Uil 00 OTKa3e B MOATBEPXKICHUM T'OCYJAapCTBEHHON pEerucTpaiuu
JIEKapCTBEHHOI'O IIPETapara;

3) BHOCHUT NpHU NPHUHATUU PELICHHS O MOATBEPXKICHUM TOCYIAapCTBEHHOW pPErucTpaluu
JIEKapCTBEHHOI'0 Iperapara CBEICHMS B FOCYAApCTBEHHBIM peecTp JIEKapCTBEHHBIX CPEACTB U
BBIJIA€T 3asBUTEI0 OECCPOYHOE PErMCTPALMOHHOE YAOCTOBEPEHHUE JIEKAPCTBEHHOrO Mpernapara
MIOCPECTBOM HANpaBJICHUS 4Yepe3 €IUHBINH MOPTad WIN JUYHBIA KaOUHET 3asBUTENS B €IUHOU
CHUCTEME BBINMCKH M3 TOCYIapCTBEHHOI'O PEECTpa JIEKApCTBEHHBIX CPEACTB, MOANMCAaHHOU
YCUJICHHOM KBaJTM(UIIMPOBAHHON JIEKTPOHHON MOAMHUCHIO.

(B pen. ®enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

13. OcHoBanMeM 1y OTKa3a B TOATBEPKICHUM TOCYJAapCTBEHHOM pPETUCTpaLuu
JIEKapCTBEHHOTO TIperapaTa SBISIETCS 3aKIIOYEHHWE COOTBETCTBYIOLIETO YIIOJTHOMOYEHHOTO



(benepaabHOro OpraHa MCIOJHUTEIFHON BIACTH O TOM, YTO PUCK MPUYHHEHUS Bpena 30pPOBBIO
YeloBeKa WJIM >KHBOTHOT'O BCIIEACTBHE IpuUeMa JIEKApCTBEHHOTO TIpernapara MpeBbIIIAeT
3 PEKTUBHOCTH €T0 MPUMEHEHHS.

(B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

14. B nepuoa npoBeneHUs MPOUEAYypbl MOATBEPKICHUS TOCYapCTBEHHONW pPETUCTpaLi
JIEKapCTBEHHOTO Ipernapara ero oopamienue B Poccuiickoit @enepannu He IpUOCTaHABINBACTCS.

15. Jlomyckaercst oOpalieHue JeKapCTBEHHBIX MPEnapaToB A0 UCTEYCHHS CPOKA TOJHOCTH,
IIPOU3BENECHHBIX B TEUEHHE CTAa BOCBMUJECATH KaJE€HAAPHBIX JHEH IOCiE AaTbl NPUHATHUS
YIOJIHOMOYEHHBIM (peJiepaabHbIM OPIaHOM HCIIOJIHUTENIbHON BIIACTH PEIIEHUS O HOATBEPKACHUU
rOCyJapCTBEHHOMN PErUCTpaIiK, B COOTBETCTBUHU C HH(pOpMAIIUEH, coleprKalleiics B JOKYMEHTaxX
PETUCTPALIMOHHOTO JOChE HA JICKAPCTBEHHBIN MTpEenapaT 10 AaThl IPUHATHS TAKOTO PEILICHUS.

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

KoncynprantlIntoc: npumevanue.
[Tonoxenus ct. 30 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromuecs NpeaoCTaBICHUs ToC.
YCIIYT TIOCPEJCTBOM €AMHOM CUCTEMBI U (MJIH) eMHOTO TopTana, mpuMensirotes ¢ 01.01.2026.

Crarbs 30. BHeceHne n3MeHEeHHUI B JOKYMEHTBI, COJepPKAlHecs B PerHCTPAlHOHHOM
A0Cbe HA 3aperHCTPHPOBAHHBIN JIEKAPCTBEHHBIH INpenapar /I  MeJIMIHHCKOIO
NpUMeHEeHHUs

1. B nensix BHECEHUSI U3BMEHEHHI B JOKYMEHTBHI, COJIEpPKAIIUECS B PETUCTPAITMIOHHOM JIOChE
Ha 3apErUCTPUPOBAHHBIN JIEKaPCTBEHHBIN MpenapaT Il MEAUIIMHCKOTO IPUMEHEHMS, IepKaTellb
WM BJAJENEl PETrUCTPALMOHHOTO  YIOCTOBEPEHHMS JICKAPCTBEHHOTO IMpenapara WA
YIIOJTHOMOYEHHOE UM JIPYroe IOPHAWYECKOE JIMIO (Jajiee B HACTOAILIEH CTaThe - 3asBUTEINb)
HANPAaBIIIET TOCPEICTBOM E€IUHOTO TOpTalia B YIOJHOMOYEHHBIH (eaepaibHbIi OpraH
WCIIOJTHUTENIbHON BIIACTH WM B JIMYHBIA KaOMHET YIOJIHOMOYEHHOTO (elepalibHOro OopraHa
WCTIOTHUTENILHON BIIACTH B €AMHOW CHCTEME TMOJIMUCAHHOE YCWJICHHOH KBaTH(UIIMPOBAHHON
AJIEKTPOHHON TMOAMUCHIO 3asBJICHHE O BHECEHUU TaKUX M3MEHEHUH Mo (opme, yCTaHOBICHHON
YIIOJTHOMOYEHHBIM (pe/iepaIbHBIM OpPraHOM HCIIOJIHUTEIBHOW BJIACTH, W MPUJIaracMble K HEMY
U3MEHEHHUS B yKa3aHHbIE JOKYMEHTHI, a TaKKe JOKYMEHTBI, MMOATBEPKAAIOIINE HE0OX0JUMOCTh
BHECEHUS TAKUX U3MECHEHUMU.
(B pen. denepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-03, ot 04.06.2018 N 140-D3, o1 30.01.2024
N 1-®3)

1.1. ITpn HEOOXOMUMOCTH BHECEHMSI B JOKYMEHTHI, COJIEPIKAIIUECS B PETUCTPAITMOHHOM
JOCBE€ Ha BapeFHCTpHpOBaHHBIfI HeKapCTBeHHLIﬁ npenapar ajd MEAUIMUHCKOTO NPUMCHCHHA,
M3MEHEHUH OTHOCUTEIIBHO MECTa MPOU3BOACTBA JIEKAPCTBEHHOTO Mpernapara Jisi MEIULIUHCKOTO
OpUMEHEeHHs, TpeOyIomUX MPOBEICHUS SKCIEPTU3bl KadecTBa JIEKAPCTBEHHBIX CPEICTB,
3asBUTENb JIOMOJHUTENLHO HaIpaBiIsIeT MOCPEICTBOM €IUHOTO MOpTaja B YMOJIHOMOYEHHBIN
dbenepanbHBIE OpraH HWCHOJHUTENBHON BIACTH WJIM JUYHBIA KaOWHET YIIOJTHOMOYEHHOTO
denepanbHOro opraHa UCIOJHUTEIBHON BIACTU B €AMHON CUCTEME:

1) CBCACHUA O JaTe HpGIIOCTaBJIeHI/I}I 148 peFI/ICTpaI_II/IOHHOM HOMepe JIMIICH3UMU Ha
MIPOM3BOJICTBO JICKAPCTBEHHBIX CPEACTB, a TaKXe KOIMUIO 3aKIIOYEHHS O COOTBETCTBUHU
HpOI/IBBOI[I/ITeJIH JIeKapCTBeHHBIX CpGI[CTB A MEAUIIUHCKOT'O HpI/IMeHeHI/ISI Tpe6OBaHI/I}IM HpaBI/I.H
HaJUIeKaled TMPOU3BOACTBEHHON TIPAKTUKH, WM KOIMUIO cepTh(]uKata COOTBETCTBUS
HpOI/IBBOI[I/ITeJIH JIeKapCTBeHHBIX CpGI[CTB A MECAUIIUHCKOT'O HpI/IMeHeHI/ISI Tpe6OBaHI/I}IM HpaBI/I.H
HaJiJIexKalenl Mpou3BOJACTBEHHON MpakTHKU EBpa3nuiickoro 3KOHOMHUYECKOT0 COI03a, BBIAAHHBIX
YHOJIHOMOIIGHHBIM q)ellepaHLHBIM OpFaHOM I/ICHOJIHI/ITeJIBHOfI BJIACTHU B OTHOILICHUHN HBMCHQHHOﬁ



U (WIM) JOIMOJIHEHHOM MPOW3BOJCTBEHHOM IUIOMIAIKK JIEKAPCTBEHHOIO TMpernapara s
MEAUIIMHCKOTO MPUMEHEHHSI, UM KOTHIO PEHICHHs YIOJTHOMOYEHHOTO (heaepaabHOro opraHa
UCIIOJTHUTENIbHON BJIacTU O TMpoBeleHUuH (HapMaleBTUYECKON HHCIEKIIMH TPOU3BOJICTBA
JICKaPCTBEHHBIX CPEJICTB I MEIUIIMHCKOTO MPUMEHEHHSI HA COOTBETCTBUE TPEOOBAHUSM MTPABHII
HaJiJIexalen Mpou3BOICTBEHHOM MPAKTUKU EBpa3niicKoro 3KOHOMHYECKOTO COI03a B OTHOLLIEHUH
M3MEHEHHON W (WJIK) AOMOJTHEHHOW MPOU3BOJICTBEHHON IJIOIIAIKH JIEKAPCTBEHHOTO IIpernapara
JUIST MEAMIIMHCKOIO IMPUMEHEHHUs B Cllydae, €ClIM NPOU3BOJCTBO JIEKAPCTBEHHOIO Ipernapara
ocyuectisiercs B Poccniickon denepanuy;

2) KOTIHIO IPEIOCTaBIEHHON YIIOJTHOMOYEHHBIM OpPraHOM CTPaHbI TPOU3BOIUTENS JINLIEH3UH
Ha MPOU3BOACTBO JICKAPCTBCHHOT'O Iperiapara Ijid MCAUIIUHCKOTO MPUMCHCHHUA U €€ TICPCBO/ HA
PYCCKUI SI3bIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM IIOPSIKE, a TaKKe KOMHMIO 3aKIIOUEHHUS O
COOTBCTCTBUH MNPOU3BOAUTCIIA JICKAPCTBCHHBIX CPEACTB Tpe6OBaHI/I}IM IpaBUJI Ha;mexcameﬁ
MPOU3BOJCTBEHHOW TMpPAaKTHUKW, WM KOMHIO cepTu(dUKaTa COOTBETCTBUS MPOU3BOIUTENS
JICKAPCTBCHHBIX CPCACTB IJId MCOAUIMHCKOI'O NPHUMCHCHUA TpGGOBaHI/IHM mpaBuJI Haanemameﬁ
MPOU3BOACTBEHHOM  MpPakTUKKW  EBpa3suiCKOro  SKOHOMHUYECKOTO  COK3a,  BBIJAHHBIX
YIOJHOMOYCHHBIM (be;[epanLHHM OpraHom HUCIIOJIHUTEIILHOU BJIACTH B OTHOIICHUU M3MEHEHHOU
U (WIK) AOTOJIHEHHOW MPOU3BOJACTBEHHOM IUIOIIAIKK JIEKAPCTBEHHOIO IMperapaTa, Ui KOMUIo
peICHUd YIOJIHOMOYCHHOI'O (be;[epanbﬂoro opraHa HUCIIOJIHUTEIILHOA BJIACTH O IMPOBCACHNU
(dapmaleBTUYECKON WHCHEKUWU TMPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB AJI MEIULIUHCKOTO
PUMEHEHHS Ha COOTBETCTBUE TPEOOBAHUAM NPABUI HAJIEKAIEH TPOU3BOICTBEHHOM MPAKTUKH
EBpazniickoro 5JKOHOMHUYECKOIO COK03a B CIIy4ae, €CJIM IPOU3BOACTBO JIEKAPCTBEHHOTO ITpenapara
OCyILECTBIsIETCS 32 npenesnamu Poceuiickon denepann.
(uacte 1.1 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

1.2. ITIpu HEOOXOIMMOCTH BHECEHHs B JOKYMEHTBI, COJEpIKalIHecs B PErHCTPAllMOHHOM
JI0OCbE Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar Ui MEIULMHCKOTO INPUMEHEHMS,
U3MECHEHUN  OTHOCUTEIBHO IIOKa3aTeled KayecTBa JICKAPCTBEHHOIO IIpemapara s
MEIUIUHCKOrO MPUMEHEHHs U (WJIM) METOI0B KOHTPOJIS KadecTBa JIEKAPCTBEHHOIO Mpernapara
JUIE  MEIWUMHCKOTO TPUMEHEHMs, TpeOYIOIIMX TPOBEACHHUS  OKCHEPTHU3bl  KauecTBa
JIEKaPCTBEHHBIX CPEJCTB, 3asIBUTEIb TOMOIHUTEIBLHO HAIIPABIIAET TOCPEICTBOM €IMHOTO ITOpTaia
B YIOJHOMOUYEHHBIH (QenepaiabHblii OpraH HCHOJIHHUTENIBHOM BIACTH WJIM JIMYHBIA KaOWUHET
YIOJIHOMOYEHHOT0 (heZiepaIbHOTO OpraHa UCIOJHUTENbHON BIACTH B €AMHOM CUCTEME:

1) CBCACHUA O JOaTc¢ IMpPCAOCTaBJICHHUA W PCTUCTPALUMOHHOM HOMEPC JIMICH3UHW Ha
MIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEICTB WM CBEOEHUS O JaTre MpeAoCTaBICHUS U
PEruCTpalMOHHOM HOMEPE 3aKJIOUCHUA O COOTBCTCTBUU IIPOU3BOAUTCIIA JICKAPCTBCHHBIX
CpeacTB TpeOOBaHUSM IMpaBWJI HaJJeKallell MNPOU3BOJCTBEHHOW TMPAKTUKU WU KOIHUIO
CepTHq)HKaTa COOTBCTCTBUA MPOU3IBOAUTECIIA JICKAPCTBCHHBIX CpPCACTB IJId MCEAUIMHCKOI'O
MpUMEHEHHUs TPEOOBAHMIM TMPaBUJI HAAJICKAIIEH MPOU3BOJCTBEHHOM MpakTUKH EBpasuiickoro
HKOHOMHYECKOTO CO03a, BBIJAHHBIX (TIPEAOCTABICHHBIX) YIOJIHOMOYEHHBIM (herepaibHbIM
OpraHOM HCIOJIHUTEIHHOM BJIACTH B OTHOIIEHUHU MPOU3BOACTBEHHOM IIOMIAAKH JIEKAPCTBEHHOTO
npenapara, B Ciy4yae, €CIM IPOW3BOJACTBO JIEKAPCTBEHHOTO Mpernapara OCYIIECTBISETCS B
Poccuiickoit denepanuu;

2) KOTIMIO IPEIOCTABIEHHON YIIOJTHOMOYEHHBIM OpPraHOM CTPaHbl IPOU3BOANUTENS JINLIEH3UH
Ha IIPOU3BOJCTBO JIEKAPCTBEHHOTO Mpenapara Juisi MEIULUHCKOTO IPUMEHEHHUS U €€ NIEPEBOJ Ha
PYCCKHM A3BIK, 3aBEPEHHBIC B YCTAHOBIEHHOM IIOpPSJKE, a TaKKe CBEICHUS O Jare
IIPEIOCTABIICHUSI U PErMCTPAllMOHHOM HOMEPE 3aKIIOUEHUS O COOTBETCTBUU IPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEJCTB TPeOOBAHUAM MPABUI HAJUIEKAIEH MPOU3BOJCTBEHHOM MPAKTUKH, WIH
KOIHIO cepTU(UKaTa COOTBETCTBUS IIPOM3BOIUTENS JIEKAPCTBEHHBIX CPEICTB I MEAULIUMHCKOTO
NpUMEHEeHHUs TPeOOBaHMSIM MPABWI HaJJIekKAIlel MPOU3BOACTBEHHON MpakTUku EBpasuiickoro
9KOHOMHYECKOT'0 COI03a, BbIJaHHBIX YIIOJTHOMOYEHHBIM (peiepanbHbIM OPraHOM UCIIOTHUTEIBHON



BJIACTH B OTHOIICHUH MTPOU3BOACTBEHHOM TUIOMIAJKHU JIEKAPCTBEHHOTO TperapaTa, Wil CBEICHUS
0 JIaTe MPEAOCTABICHUS M PETUCTPALIMOHHOM HOMEPE PEIICHUS YITOJIHOMOUYEHHOTO (hefiepatbHOrO
opraHa WCIIOJTHHUTEIBHONW BJIACTU O MPOBEACHUHU (apMaIeBTUUECKOW MHCIEKIIMHA IMPOU3BOJICTBA
JICKaPCTBEHHBIX CPEJICTB I MEIUIIMHCKOTO MPUMEHEHHSI HA COOTBETCTBUE TPEOOBAHUSIM MPABHII
HaJJIexalen TPOU3BOJACTBEHHOW NpakTUKH EBpa3suiiCKOro SKOHOMHYECKOTIO COI03a, €CIH
MPOU3BOJICTBO JIEKAPCTBEHHOTO IIperapaTa OCYIIECTBIsSIETCsl 3a npenenamu Poccuiickoit
denepanyu.

(uacts 1.2 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

1.3. IlpunsiTHE pelIeHHs] O BHECEHUU U3MEHEHHUH WK 00 0TKa3e BO BHECCHUH U3MECHEHHI B
JOKYMEHTBI,  COJIEpXalIUecss B  PErUCTPALIMOHHOM JOCb€ Ha  3apErUCTPUPOBAHHBIN
JIEKapCTBEHHBIM TIpemapar Jisd MEIUIIMHCKOTO TIPUMEHEHHs, B Cllydae HEO0OXOIUMOCTH
HpOBeZ[eHI/I}I BKCHepTI/BBI KayeCTBa HeKapCTBeHHBIX CpCI[CTB 148 (I/IJII/I) BKCHepTI/ISBI OTHOILICHUA
OKMJIaeMOW TIOJIb3bI K BO3MOXXHOMY PHCKY TPUMEHEHHMsI JICKapCTBEHHOTO Tperapara s
MCIOUIITUHCKOI'O HpI/IMeHeHI/IH OCYH_IGCTBJ'DIGTCSI B CpOK, HEC HpeBBIHIaIOIJ_IHfI IISITUACCATHU pa60t11/1x
JHEW, a B OCTAJIBHBIX CIIy4dasX B CPOK, HE TMPEBBIMAIONIMNA OeCATH PabO4MX JHEH CO JHS
HaNpaBJIeHUs] TOCPEACTBOM €IWHOTO TOpTaja B YIOJIHOMOYEHHBIH (enepaibHbIii OpraH
WCTIOJTHUTEIIbHOW BJIACTH WJIM JUYHBIA KaOWHET YIMOJHOMOYEHHOro (enepanbHOTO OpraHa
HCHOHHHTCHLHOﬁ BJIaCTHU B eﬂHHOﬁ CUCTCMC 3asBJICHHUS O BHCCCHUU TaKUX HSMCHQHHﬁ.

(uactp 1.3 BBemena denepanpHbiM 3ak0HOM OT 04.06.2018 N 140-®3; B pen. deaepanbHOTO
3akoHa ot 30.01.2024 N 1-®3)

1.4. YmomHOMOYEHHBIM (QeAepaabHbIi OpraH HWCIOTHUTEIBHOW BJIACTH C YYETOM
pe3ynbTatoB  ¢dapMakoHag30pa U MPOBEPOK COOTBETCTBHS  JIGKAPCTBEHHBIX  CPEICTB,
HAXOJSIIUXCS B TPa’KJaHCKOM 000pOTe, YCTAaHOBJIEHHBIM TPEOOBAaHUAM K UX KaUECTBY B TEUEHHE
necatu pabouux JIHEH CO THS MOCTYIUIEHHS COOTBETCTBYIOIIEH WMH(pOpMAIMM pa3MelaeT Ha
cBoeM oduimaabHoM caiite B cetd "MHTepHET" CBeneHHs O HEOOXOJWMOCTH BHECEHHUS B
UHCTPYKLUIO 0 MEIULIHMHCKOMY IIPUMEHEHMIO JIEKapCTBEHHOIO IIpernapara W3MEHEHUH B
OTHONICHUU CBEACHUN O MOKa3aHUAX Ul MPUMEHEHHUS M MPOTUBOMOKA3aHUSAX Ul IPUMEHEHUs
JICKApCTBCHHOTO IIpCIiapaTa, BbIABJICHHBIX HO60‘IHLIX I[efICTBHHX, HCKCJIATCIBbHBIX PCAKIUAX ITPU
NPUMEHEHUU JIEKapCTBEHHOTO TMpernapara W  HampaBiseT MOJNUCAHHOE  YCHUJICHHOU
KBTM(DUIIMPOBAHHON SJIEKTPOHHOUW MOMANMUCHI0 YBEAOMJICHHE B JIMUHBIA KaOWHET 3asSBUTENS B
€IMHON cHuCcTeMe, a TaKKe B JINYHbIE KaOMHETHI 3asiBUTENICH B €IUHOW CHCTEME, SIBISIOIIUXCS
ACPIKATCIIIMUA  WJIKM  BJIAJCJIbIIaMU  PCTUCTPALIMOHHBIX YI[OCTOBepeHI/Iﬁ B3anMO3aMCHACMBIX
JIEKapCTBEHHBIX MPEenapaToB (WM YIOJIHOMOYEHHBIX UMY APYTUX FOPUINYECKHUX JIHII).

(uactp 1.4 BBenena denepanbHbiM 3akoHOM OT 27.12.2019 N 475-®3; B pen. PeaepanbHOro
3akoHa ot 30.01.2024 N 1-®3)

1.5. Jlepxarenp WM BIAJAeNel] PETUCTPALMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOI'O
npenapara, a TakKXkKe JepXkaTeld WM BIAAEbIbl PErMCTPALMOHHBIX  yJOCTOBEPEHUH
JIEKapCTBEHHBIX NPENapaToB (MU yIOJIHOMOUYEHHBIE MU APYTHE IOPUINUECKUE JIUIa), KOTOPBIE
ABJISIIOTCSl B3aUMO3aMEHSAEMbIMH, 00s3aHbl HAlPaBUTh B JIMYHBIA KaOMHET YIOJIHOMOYEHHOTO
(benepanbHOrO opraHa VCIIOJTHUTEIIbHOMN BJIACTH MO/ANNACAaHHbIE YCUJIEHHBIMU
KBAJTM(HUIMPOBAHHBIMU 3JIEKTPOHHBIMU TOANHUCAMH 3asBJICHHS O BHECEHUU W3MEHEHUIl B
JIOKYMEHTBI, COAEpKAIINECS B PETUCTPALMOHHBIX JOCHE HA 3apErMCTPUPOBAHHBIE JIEKAPCTBEHHBIE
npenaparsl 115 MEAULIMHCKOTO IPUMEHEHHS], B OTHOIIEHUH CBEEHUH, YKa3aHHBIX B MHCTPYKIIMH
10 MEAMIMHCKOMY IPUMEHEHMIO JIEKAPCTBEHHBIX MPENapaToB, B TEUEHUE COPOKa pabouuX THEH
CO JHS TOJIy4€HHs YNOJIHOMOYEHHBIM (QelepalbHbIM OpPraHOM HCIIOJIHUTEIBbHOW BIIACTH
JIEKTPOHHOI'O YBEIAOMJIEHUS O IOJYyYEHUH JAepXKaTelleM WM BIaAEIbLEM PETUCTPALUOHHOIO
yJIOCTOBEPEHH JIEKapCTBEHHOTO Ipenapara (WIM YIOJIHOMOYEHHBIM UM JPYTUM IOPUAUYECKUM
aunoM) uHpopMalMy, yKasaHHoW B vactu 1.4 Hacrosieill crateu. /laHHOoe TpeOoBaHuE He
pacrpocTpaHsieTcs Ha Cilydad BHECEHHS B MHCTPYKLHUIO MO MEIUIMHCKOMY HPHUMEHEHHIO
JIEKapCTBEHHOI'0 IpernapaTa W3MEHEHHWH B OTHOIIEHHWU HOBBIX IOKa3aHWHM s NPUMEHEHHUS



JIEKapCTBEHHOT'0 IIperapaTa Ha OCHOBAaHUU PE3Yy/IbTaTOB COOTBETCTBYIOIINX HCCIEAOBAHUM.
(uactp 1.5 BBenmena denepanbHbiM 3akoHOM 0T 27.12.2019 N 475-®3; B pen. PeaepanbHOro
3akoHa ot 30.01.2024 N 1-®3)

2. PemieHne o NpPOBEACHMM D3KCIEPTU3bl KayecTBa JIEKAPCTBEHHBIX CPEICTB U (WIIH)
SKCHEPTU3bl OTHOLIEHWSI OKUAAEMOW TOJb3bl K BO3MOXHOMY PHUCKY IPUMEHEHMS
JIEKapCTBEHHOI'0 IMpernapara Al MEIULUHCKOIO MPUMEHEHUS! NPUHUMAETCSI B COOTBETCTBUM C
YTBEP)KJCHHOH  YIOJIHOMOYEHHbIM  (efepalbHbIM  OpPraHOM  HCIIOJIHUTENBHON  BIJIACTH
KJaccupukanueil M3MeHeHUl, BHOCUMBIX B JIOKYMEHTBI, COZIEp)KAIHecs B PErHCTPAaMOHHOM
JIOChE€ Ha 3apETrUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar.

(uacts 2 B pen. enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

3. 3adBUTENb BIpaBe MPEJICTABUTH MO COOCTBEHHON MHUIMATHBE BMECTE C 3asBICHHEM O
BHECEHUM MW3MEHEHMH B JIOKYMEHTBI, COJEPXKALUECS B PETUCTPALIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT i1 MEJUIMHCKOTO NMPUMEHEHHMs], PEKBU3HUTHI
JOKYMEHTOB, ITOATBEPKAAIOIINX YIUIATy TOCY1apCTBEHHON MOLIUIMHEI 38 BHECEHUE B JOKYMEHTHI,
coJiepKalecs B PErMCTPAllMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN JIEKapCTBEHHBIHN Mpenapar
JUIE  MEIUIUHCKOTO TPUMEHEHHUs, W3MEHEHHUH, TpeOYIoIMX TMPOBEACHUS OKCHEPTU3BI
JIEKapCTBEHHBIX CPEJCTB B YAaCTU HKCHEPTH3bl KadecTBA JIEKAPCTBEHHOI'O CpeJCcTBAa MU (WJIN)
OKCIEPTU3bl OTHOLIEHHS OXXMJAEMOM IMOJb3bl K BO3MOXHOMY PpHUCKY IPUMEHEHUs
JIEKapCTBEHHOT'O Ipenapara A MEJUIMHCKOIO NMPUMEHEHUs, roCyJapCTBEHHOHN IMOIIIMHBI 3a
BHECEHHUE B JIOKYMEHTBI, COAEPIKALMECS B PErMCTPALMOHHOM JI0ChE Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHbIM Ipenapar Ajds MEIUIMHCKOIO NPUMEHEHUs, WM3MEHEHHUH, He TpeOyromux
IIPOBEJEHUS 3KCIEPTU3bI JIEKAPCTBEHHOI'O CPEJCTBA, a TAKXKE BblJaBacMble (IIPEJOCTABISEMBIC)
YIOJIHOMOYEHHBIMHU (pe/iepanibHbIMU OPTaHaMH UCTIOJIHUTENIbHON BJIACTH JOKYMEHTHI (CBEACHNU),
ykazaHHble B uacTax 1.1 um 1.2 Hacrosmed crateu. B ciydae HMX HempencTaBICHUS
YIIOJIHOMOYEHHBIH (hefiepalibHblii OpraH HMCIOJIHUTENBHOM BIACTH 3allpalllMBAaeT yKa3aHHbIE
JOKYMEHTBHI (CBE/IEHUS) B OPSAAKE MEKBEIOMCTBEHHOTO HH(POPMALIMOHHOTO B3aMMOICHCTBHSL.
(B pen. ®enepanbHbIX 3aK0HOB 0T 27.12.2019 N 478-D3, ot 30.01.2024 N 1-D3)

4. B Tedenue nATH pabOYMX THEH CO THS MOCTYIJICHUS YKa3aHHOTO B 4acTu | HacTosiei
CTaTbU 3asABJICHUS U HEOOXOAMMBIX JIOKYMEHTOB YIIOJIHOMOYEHHBIH (enepanbHblii opran
VCIIOJIHUTEJILHOM BJIACTH!

(B pen. ®enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

1) npoBoaMT NPOBEPKY MOJHOTHI M JOCTOBEPHOCTH CBEACHMM, COAEpXKallUXCs B
[IPEACTABIICHHBIX 3asiBUTECIIEM MaTepuasax;

2) npuUHMMAeT pELIEHUE O MPOBEACHMM YKa3aHHbIX B 4YacTU 2 HACTOALUEH CTaTbu
COOTBETCTBYIOIIMX HKCHEPTHU3 JIEKAPCTBEHHOT'O CPECTBA WIN 00 OTKAa3€ B MX IPOBEIECHHUH;

3) HampaBJsIeT B TMYHBIA KAOMHET 3asSBUTENS B €AUHON CHCTEME MOANMUCAHHOE YCUICHHON
KBATH(HUITIPOBAHHOM AJIEKTPOHHOM IMONMHUCHIO YBEAOMIICHHE O IIPUHSITOM PEIICHUH WK B CTy4ae
NPUHITHS pElIeHus 00 OTKa3e B MPOBEACHUU COOTBETCTBYIOIICH SKCIEPTH3bI C YKa3aHHUEM
MIPUYHMH TAKOTO OTKa3a.

(B pen. ®enepanbHbiX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

4.1. B cny4dae BbISIBICHUS HEAOCTOBEPHOCTH CBEICHUM, COAEPKAIIUXCS B TPEACTABICHHBIX
3asBUTENIEM MaTepuajax, YIOTHOMOYCHHBIN (QelepalbHbIii OpraH HCIOJIHUTEIBHONW BIACTH
HAIpPaBIISeT B JIMYHBIA KaOWHET 3asiBUTENS B €IMHOM CUCTEME 3ampoc 00 YTOUHEHUH yKa3aHHBIX
CBE/ICHUI1, MOIMUCAHHBINA YCUIEHHOW KBATU(PUIIMPOBAHHON AJIEKTPOHHOH MOAMHUCHIO.

(uactp 4.1 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)



4.2. 3asBuTenp 00s13aH HANPABUTh B JUYHBIA KaOWHET YIMOJHOMOYEHHOTO (hemepaibHOro
OpraHa  MCIIOJHUTEIbHOW BJIAaCTH B  €IMHOM CUCTEME  TNOANUCAHHBIA  YCHJICHHOU
KBIM(ULIMPOBAHHON  3JIEKTPOHHOM TMOAMKMCHIO OTBET Ha 3alpoc  YHOJHOMOYEHHOIO
denepanbHOTO OpraHa UCIOJHUTEIBHON BIIACTH B CPOK, HE MIPEBBIMIAIOIINN AEBIHOCTA pabodunx
JTHEN co JTHA MOJy4YeHUs! YIMOJIHOMOYEHHBIM (efepanibHbIM OPraHOM HMCIOJTHHUTEIHLHONW BIAcTH
AJIEKTPOHHOT'O YBEJIOMJIEHUS O TOJYYEHHH 3asiBUTEIEM JaHHOTO 3ampoca. Cpok, yKa3aHHBIM B
yacTu 4 HAcCTOAILIEH CTaThbU, NMPUOCTAHABIMBACTCS CO IHS HAIPaBJICHUSA B JIMYHBIA KaOMHET
3asBUTENII B EAWHOW CHUCTEME 3ampoca YIOJTHOMOYEHHOro (emepanbHOTO  OpraHa
UCIIOJTHUTENIbHON BJAacTW 1O [JIHA HalpaBlIeHUs B JUYHBIA KaOMHET YHNOJHOMOYEHHOIO
denepanbHOTO OpraHa UCMOJHUTEIBHON BIACTH B €UHON CHCTEME OTBETa Ha JaHHBIN 3ampoc U
HE YYMUTBIBA€TCS IpPU MCUHUCIECHUU CPOKA NPHUHATUS PELICHUS O BHECEHWUM W3MEHEHHI B
JOKYMEHTBI, COJIEpXalIuecss B  PErUCTPALIMOHHOM JOCh€ Ha  3apEruCTPUPOBAHHBIN
JIEKapCTBEHHBIN MTpenapar il MEAUIUHCKOTO IIPUMEHEHHS.

(uactb 4.2 B pen. @enepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

5. OcHoBaHueM /JisI OTKa3a B IMPOBEICHHM YKa3aHHBIX B YacTH 2 HACTOAIIEH CTaTbU
AKCIIEPTHU3 SIBISETCA MPECTABICHUE JOKYMEHTOB, IEPEUUCICHHBIX B YacTsax | u 3 Hacrosmen
CTaThH, B HEMOJIHOM O0BEME, HETPEICTABICHNE 3asIBUTEIIEM B YCTAHOBIICHHBI CPOK OTBETAa HA
yKa3aHHbIM B yacTu 4.1 HacTOsIIEH CTaThH 3ampoc YIOJTHOMOYEHHOTO (eAepabHOrO OpraHa
WCIIOJTHUTEIIBHOW BJIACTH, a TAKXE OTCYTCTBHE B IMPEACTABICHHBIX JOKYMEHTAaX IOCTAaTOYHBIX
CBEJICHHI, TOJATBEPKIAIONMX HEOOXOIUMOCTh BHECEHUS WM3MEHEHUH, WIU OTCYTCTBHE
nHpopMaIuu, MOATBEPKAAOIICH (DAKT yIIaTel TOCYIapCTBEHHBIX TMOIUIMH, YKa3aHHBIX B YaCTH
3 HaCTOSAIIEH CTAThHH.

(B pen. ®enepanbHbix 3ak0HOB OT 25.11.2013 N 317-®D3, ot 22.12.2014 N 429-D3)

6. YkazaHHble B 4YacTW 2 HACTOALIEH CTaThbU SKCIEPTU3bl IPOBOIATCS B MOPSIKE,
YCTaHOBJICHHOM CTaTbell 23 Hacrosiero deaepaibHOro 3aKoHa.

7. B cpok, He MpeBBIIAOMMUN MATH paboynX AHEW CO JHs HAIpPaBICHHS MOCPEIACTBOM
€IMHOr0 MOopTaja B YIOJHOMOYEHHBIH (eneparabHblii OpraH HCIOJHUTEIBHOW BIIACTH WM
JUYHBIA KaOWHET YIOJIHOMOYEHHOTO (heIepajJIbHOr0 OpraHa MCIOJIHUTENBHOM BIACTH B €IMHOM
cUCTeME TOANMCAHHBIX YCHJIECHHBIMU KBAaTM(DUIUPOBAHHBIMH 3JIEKTPOHHBIMHU IOAMUCIMHU
3aKJIFOYEHUH KOMHMCCHM DKCIEPTOB IO pe3yibTaTaM YKa3aHHBIX B YacTU 2 HACTOSIIEH CTaTbU
AKCTEPTH3, YITOTHOMOYEHHBIN (efiepaabHbIil OpraH UCTIOJTHUTEILHON BIIACTH:

(B pen. ®enepanbHbiX 3aKOHOB 0T 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

1) npuHuUMaeT pelleHHe O BHECEHMM HW3MEHEHMH B JOKYMEHTBI, COJEeprKallluecs B
pErucTpalioOHHOM J0Che Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar sl MEJUILIMHCKOTO
IIPUMEHEHHUs, WM 00 OTKa3e BO BHECEHUU TaKUX U3MEHEHUM;

2) BHOCUT B I'OCYIapCTBEHHBINA PEECTp JIEKAPCTBEHHBIX CPEACTB HA OCHOBAHUU PEIIEHHUS O
BHECEHUU H3MEHEHMH B JOKYMEHTBI, COJAEp)KaIlMecs B PEruCTPAllMOHHOM JIOChe Ha
3aperucTpUPOBAHHBIH JIEKAPCTBEHHBIN MTpenapar A1l MEAULIMHCKOTO TPUMEHEHH I, HEOOXOUMBbIe
U3MEHEHHUS;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

3) BbIIAET 3aBUTENIO HOBOE PETUCTPALIMOHHOE YI0CTOBEPEHHE JIEKAPCTBEHHOT0 IIpernapara
B Cllyda€ WM3MEHEHHUS CBEICHUI, COJIEp)Kalluxcs B HEM, IIyTEM HaIpaBJICHUS 3asBUTEIIO
HOCPEICTBOM €MHOI0 MOopTaja WIK B JIMYHBINA KaOMHET 3asiBUTENS B €JMHON CUCTEME BBIMHUCKU
U3 TOCYJapCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEJICTB, IOANHUCAHHOM  yCHUJIEHHOMU
KBATH(UITUPOBAHHOM JIEKTPOHHOM MOITUCHIO.
(. 3 BBeneH DenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-®3; B pea. ®enepanbHOro 3aKkoHa OT
30.01.2024 N 1-®3)



8. OcHOBaHWEM [IJIsi OTKa3a BO BHECEHHWHU W3MEHEHUH B JOKYMEHTBI, COAEpKAIHECS B
PETHCTPAIIIOHHOM J0Che Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar sl MeTUITHHCKOTO
NPUMEHEHHS, SBISIETCS 3aKITFOUEHUE YIIOJTHOMOYCHHOTO (PeIepaibHOTO OpraHa UCTIOTHUTEIBHOM
BJIACTH O BO3MOXKHOCTH CHIDKEHHUsI 0€30MacHOCTH, KauecTBa, d((HEKTHBHOCTH JIEKAPCTBEHHOTO
Cpe/CTBa B Cllyuae BHECEHUS TAKHX H3MECHEHUH.

9. Nomyckaercst oOpaleHue JeKapCTBEHHBIX MPENnapaToB Al MEAULIMHCKOTO TPUMEHEHUS
JI0 UCTEUEHHsI CpOKa F'OJTHOCTH, IPOU3BEICHHBIX B TEUEHUE CTa BOCBMHJIECSATH JIHEH MOcie JaThl
IOPUHATHS YIIOJIHOMOYEHHBIM (pe/lepalbHBIM OpPraHOM HCIOJHUTENBHOW BJIACTH PELICHUS O
BHECEHNUU U3MEHEHUH B JOKYMEHTBI, COAEPKALINECs B PETUCTPALMOHHOM J10ChE, B COOTBETCTBUU
¢ uH(popMaIHen, conepKaleicss B TOKyMEHTaX PEruCTPalMOHHOTO JO0ChEe Ha JIEKapCTBEHHBIH
npenapar 10 JaThl IPUHATHS TAKOTO PELIEHHUS.
(uactp 9 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

10. IIpaBurensctBO Poccuiickoit denepannun BIpaBe yCTAaHOBUTH OCOOCHHOCTH BHECEHHS
WU3MEHEHUH B IOKYMEHTHI, COIEpKAILUECS B PErUCTPALIMOHHOM JI0ChE Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpemnapar i MEIUIIMHCKOrOo MPUMEHEHMs], B ciaydae NedeKTypbl MU pUCKa
BO3HUKHOBEHUS JEPEKTYpHI JICKAPCTBEHHBIX MPENapaToB B CBSI3U C BBEACHHEM B OTHOIICHUU
Poccuiickoit denepaiiyu orpaHUYUTEIBHBIX MEP SKOHOMUYECKOTO XapakTepa.

(uactb 10 BBenena ®PenepanbHbiM 3akoHOM OT 08.03.2022 N 46-D3)

KoncynbrantlIntoc: npumevanue.
[Tonoxenus ct. 31 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs NpeaoCTaBICHUs roc.
YCIYT MOCPEICTBOM €AMHOTO nmoprajia, npuMenstorcs ¢ 01.01.2026.

Crarbs 31. BHeceHne H3MEHEHUI B JIOKYMEHTBI, COJepPKAlMecsi B PerHCTPAlHOHHOM
A0Chbe HA 3aperUCTPHPOBAHHBIN JIEKAPCTBEHHBbIH Mpenapar s BeTepHMHAPHOIO
NpUMeHEeHHUs

1.B ejsiX BHECCHUA U3MEHEHUH B AOKYMCHTEI, COACPIKAIIUECCA B PETUCTPALIUOHHOM JOCHE
Ha 3aperuCcTPUPOBAHHBIN JIEKAPCTBEHHBIH MTpenapaT AJis BETepUHAPHOTO IPUMEHEHUS, IepKaTellb
WA  BJIAJENell PETHCTPAlMOHHOIO  YIOCTOBEPEHHSA JIEKApCTBEHHOIO IIpernapara WA
YIIOJTHOMOYEHHOE UM JIPYroe IOPHAWYECKOE JIMIO (Jajliee B HACTOAIIEH CTaThe - 3asBUTEINb)
HaMpaBisieT IOCPEACTBOM €AWHOTO TOpTaja B YIOJHOMOYEHHBIM (enepanbHBIi  OpraH
WCIIOJTHUTEIIbHOW BJIACTH TOANKMCAHHOE YCHUJIEHHOW KBaTu(UIIMPOBAHHON AJIECKTPOHHOU
NOJNKMCHIO  3asBIIEHME O BHECEHHMM TaKWX W3MEHEHHH 1o QopMe, YCTaHOBJIEHHOU
YIIOJTHOMOYEHHBIM (pe/iepaIbHbIM OpPraHOM HCIIOJIHUTEIBHOW BJIACTH, M MpHJIaraeMble K HEMY
N3MCHCHUA B YKA3aHHBIC NOKYMCHTBI, 4 TaKKC NOKYMCHTHI, ITOATBCPKAAOIINC H€06XOI[I/IMOCTB
BHECEHHUS TakuxX wH3MeHeHuid. [Ipu HeoOXonMMOCTH BHECEHUS HW3MEHEHHUH B JOKYMEHTHI,
co/iepXalirecs: B perucTpallMiOHHOM JI0Ch€ Ha 3aperUCTPUPOBAHHBINA JIEKAPCTBEHHBIN Mpenapar
JUISL BETEPUHAPHOTO MPUMEHEHHUS, B CIy4YasX U3MEHEHUs U (WJIH) TOTOJTHEHHS TPOU3BOICTBEHHON
IJIOIIAJKA  JIEKAPCTBEHHOI'O  CPEACTBA, a TaKXKe W3MEHEHHUs ToKaszaTelied KauecTBa
JIEKapCTBEHHOI'0 TMpernapaTta JUisi BETEepUHAPHOIO MPUMEHEHHs] U (WJIM) METOJOB KOHTPOJIS
KauecTBa JIEKAPCTBEHHOTO Mpemapara JUisi BETEPUHAPHOTO  MPUMEHEHHUs  3asBUTEIb
JOTIOTHUTEIFHO HAIpaBJIsieT MOCPEICTBOM €IMHOr0 opTalia B YIOJIHOMOYEHHBIN (henepanbHblii
OpraH UCIIOJIHUTEIBHOMN BJIACTHU CIEAYIOIINE JOKYMEHTHI (CBEACHMUS):
(B pen. ®enepanbHbIX 3aK0HOB OT 27.12.2019 N 478-D3, ot 30.01.2024 N 1-D3)

1) CBCACHUA O JOaTc¢ IMpPCAOCTaBJICHHUA W PCTUCTPALUMOHHOM HOMEPC JIMICH3UHW Ha
MIPOM3BOJICTBO JICKAPCTBEHHBIX CPEACTB, NMPEIOCTABICHHON MPOM3BOIUTEIIO JIEKAPCTBEHHOTO
npenapara Jyisi BETepMHapHOro PUMEHEHMS, I POCCUUCKUX POU3BOIUTENIEH;

(B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 478-D3)



2) cBemeHHMsT O JaTe TPEAOCTABICHHS] W PETHCTPAlMOHHOM HOMEpEe JHIEH3UH Ha
MIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB, MPEAOCTABICHHON IPOU3BOIUTEIIO (DapMaIieBTHIECKOH
cyOCTaHIMM, BXOJSIIEH B COCTaB JIGKAPCTBEHHOTO TMpemnapara JJisi BEeTepUHAPHOTO MTPUMEHEHHS,
JUISL POCCUMCKUX ITPOU3BOIUTEIIEH;

(B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 478-D3)

3) KOIInuA I[OKYMGHTEI, BBIJAHHOT'O YHOJIHOMO‘-IGHHBIM OpFaHOM CTpaHLI HpOI/ISBOI[I/ITeJIH JUUIA
KOKJIOM TMPOM3BOJICTBEHHONW TUIOMIAAKK JICKAPCTBEHHOTO TMpernapara Il BETESPUHAPHOTO
MPUMEHEHHUS U MOATBEPKJAIOIIETO COOTBETCTBUE MPOU3BOJUTENS JIEKAPCTBEHHOTO Mpemnapara
TpeOOBaHUSAM MPABIJI HAJICKAIEH MPOM3BOJICTBEHHON MPAKTHKU, W €r0 MEePeBOJl Ha PYCCKHI
SI3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM TMOPSJKE, a TAKXKE KOMUS 3aKIIOUYEHHS O COOTBETCTBUU
MIPOM3BOUTEISI IEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSIM MPABHIT HAJICKAIIEH MPOU3BOICTBEHHOM
HpaKTI/IKI/I, BBIJAHHOI'O YHOJIHOMO‘-ICHHLIM (bellepaJIBHBIM OpFaHOM HCHOHHHTGHBHOﬁ BJIaCTHU OJIs1
KOKJIOM TMPOM3BOJICTBEHHONW TUIOMIAJKK JICKAPCTBEHHOTO TMperapara Il BETEPUHAPHOTO
HpI/IMeHeHI/IH, JII/I6O KOs peH_IeHI/I}I (0] HpOBGI[eHI/II/I I/IHCHGKTI/IpOBaHI/IH HpOI/ISBOI[I/ITeHH
JIEKApCTBEHHBIX  CPENCTB,  NPHUHATOTO  YIOJTHOMOYEHHBIM  (efepalbHBIM  OpraHOM
HCHOHHHTCHLHOﬁ BJIaACTU IJIA Ka)KI[Oﬁ HpOHBBOI[CTBCHHOfI TII0IIa AKN JIeKapCTBCHHOI‘O HpenapaTa
JUIS. BETEPUHAPHOTO MPUMEHEHHS. YKa3aHHBIE JOKYMEHTHI MPEJCTABISIOTCS B CiIy4ae, €Clid
MPOU3BOJICTBO JIEKAPCTBEHHOTO Ipenapara Juisi BETEpPUHAPHOTO MPUMEHEHHS OCYIIECTBIISIETCS 3a
npenenamu Poccuiickoit @enepanuu;

4) KOIKUAg OJOKYMCHTA, BBIAAHHOI'O YIOJHOMOUYCHHBIM OPraHOM CTpPaHbI IMPOHU3BOAUTCIIA
dapmainieBTUYECKON CyOCTaHLIMM U TMOATBEPXKAAIOIIET0 COOTBETCTBUE  MPOU3BOAMUTENS
dapmarieBTHYeCKOH CyOCTaHIMM, BXOIAIIEH B COCTaB JIGKAPCTBEHHOTO mpemapara s
BETEPUHAPHOTO MPUMEHEHHUSI, TPeOOBAHUSAM MPaBUII HaIJIEKAIEH MPOU3BOICTBEHHOM MPAKTUKH,
U €ro MepeBOJl Ha PYCCKHUH SI3bIK, 3aBEPEHHbIE B YCTAHOBJIEHHOM MOpSIKE, B Cilyyae, €cliu
MPOU3BOJICTBO (hapMaIleBTUUECKONW CYOCTAHIIMU OCYIIECTBISETCS 3a mpenenamu Poccuiickoit
®denepanuu.

(uacth 1 B pen. @eaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B cnyyae wusMeHeHuss W (WIM) JOINOJHEHUS MPOU3BOJICTBEHHOM IUIOIIAIKH
JIEKAapCTBEHHOTO CpPEeACTBAa JOKYMEHTHI, YyKa3aHHbIE B 4YacTH | HACTOSIICH CTaThH,
NPEACTABISIIOTCA ~ 3asBUTENIEM B  OTHOIICHMM W3MEHAeMOW U  (WiIM)  JIOMOJIHSIEMOMU
MIPOU3BOJICTBEHHON TIJIOMIAIKH JICKAPCTBEHHOTO CpeCTBa. PemeHne o BHECEHUH M3MEHEHHH B
JOKYMEHTBI,  COJIEpXallUecss B  PErUCTPALIMOHHOM JOCb€ Ha  3apErUCTPUPOBAHHBIN
JIEKapCTBEHHBIA TIpemapar i BETEPUHAPHOTO NMPUMEHEHHUs, WK 00 OTKa3e B MX BHECEHHH
MPUHUMACTCS B Cllydae HeOOXOIUMOCTH MPOBEACHUS SKCIEPTU3BI JICKAPCTBEHHOTO CPEICTBA B
CpPOK, HE TPEBBIMIAMIINN JIeBIHOCTa PabOYMX IHEH, a B OCTAIBHBIX CIydasX B CpPOK, HE
MPEBBIIAOIINNA TPUALIATH PAO0OUMX JTHEH CO JTHS HANpaBIEHUS TOCPEACTBOM €IHHOTO MOpTaia B
YIOJIHOMOYECHHBIN (heIepaibHBIA OpraH UCIOJHUTEIBLHON BIACTH 3asBJICHUS O BHECEHUHU TaKUX
M3MEHEHUH.

(uactp 1.1 BBemena denepanpHbiM 3ak0oHOM OT 04.06.2018 N 140-®3; B pen. deaepanbHOTO
3akoHa ot 30.01.2024 N 1-®3)

1.2. B cnywyae peopraHusamuu JepxkaTenas WIA BJaJeiblla PETrUCTPALIMOHHOTO
yJIOCTOBEPEHHs JIEKAPCTBEHHOTO Mperapara s BETEpUHAPHOTO IPUMEHEHHs, pa3paboTunKa Win
MIPOU3BOJUTEINS JIEKAPCTBEHHOTO IIpernapara il BETEPUHAPHOTO NPUMEHEHUs B 3aBICHUM O
BHECEHUM MW3MEHEHMH B JIOKYMEHTBI, COJEP)KALUECS B PETUCTPALMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar 11l BETEPUHAPHOTO IPUMEHEHMS, YKa3bIBAKOTCS
JaHHBIE JOKYMEHTA, MOATBEP)KJIAIOLIET0 BHECEHUE COOTBETCTBYIOIIMX W3MEHEHUN B ENuHBIN
TOCYIapCTBEHHBIA peecTp IOPUAWYECKUX JUI[ (I OpraHu3aluii, 3aperucTPUpPOBAHHBIX Ha
tepputopun  Poccuiickoii  ®enepanuu), WIM HHOTO JOKYMEHTa, IOATBEPXKAAIOIIETO
pEOpraHu3aluio OPUIUYECKOro JHla (IUig OopraHu3alui, HE 3aperucTpUPOBAaHHBIX Ha



tepputopun Poccuiickoit ®deneparuun). 3asBieHHE O BHECEHWHW HW3MEHEHUH B JTOKYMEHTHI,
coJiepKalliecs: B pErUCTPALMOHHOM JI0ChE€ Ha 3aperHCTPUPOBAHHBINA JIEKApPCTBEHHBIN Mpenapar
JUIsl BETEPUHApPHOTO IPUMEHEHHs, WM TNpUJIaraéMble K HEMY JOKYMEHTBl HaIlpaBJsIOTCS
MIOCPEJCTBOM €IMHOTO TOpTaja B YIOJHOMOYEHHBIH (heepabHblii OpraH HCIOJIHUTEIbHOM
BJIACTU HE TMO3/IHEE YeM 4Yepe3 TpUIUaTh padouyux AHEW cO THS BHECEHHs] COOTBETCTBYIOIIMX
u3MEeHEeHU B EnMHBIN rocyaapCTBEHHBIM peecTp IOPUAMYECKUX JIML (A7 OpraHM3alui,
3apeTUCTPUPOBAHHBIX Ha Tepputopun Poccuiickoir ®enepanuiv) WX CO JHA TNPUHATHS
COOTBETCTBYIOILETO JOKYMEHTA, OATBEPKIAIOLIET0 PEOPraHU3ALUI0 IOPUINYECKOro Jauna (A
OopraHu3aIii, He 3aperuCTPUPOBAHHBIX Ha Tepputopun Poccuiickoit deneparuu). B ciayuae
peopraHu3alu Aep KaTess WIK BIaJeNblia pErUCTPAllMOHHOTO yIOCTOBEPEHMSI JIEKAPCTBEHHOTO
npenapara Jiyisi BETepUHAPHOIrO NPUMEHEHUS 3asBJICHUE O BHECEHUN W3MEHEHUU B IOKYMEHTHI,
coJiepKalliecss B pErUCTPALMOHHOM JI0ChE€ Ha 3aperHCTPUPOBAHHBINA JIEKApPCTBEHHBIN Mpenapar
JUISL BETEPUHAPHOIO NPUMEHEHUs, IMOJAETCA IOPUAUYECKUM JHMIOM, KOTOPOMY B XOJ€
peopraHu3aly epeiato NpaBo BIAJEHUS TAKUM PErHCTPALlMOHHBIM YA0CTOBEPEHUEM.

(uactp 1.2 BBemena denepanpHbiM 3ak0HOM OT 02.08.2019 N 297-®3; B pen. deaepanbHOTO
3akoHa oT 30.01.2024 N 1-®3)

2. B cmy4yae BHECEHMSI IBMEHEHUI B JOKYMEHTBHI, COJIEPKAITUECS B PETUCTPAIIMOHHOM J0ChE
Ha 3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIM IMIpemnapar i BETEPUHAPHOTO MPUMEHEHHUs, B
OTHONIEHUHU CBEACHUM, YKa3aHHBIX B nmoanyHkrax "e", "x", "k", "n", "u", "c", "X" mynkra 7 yactu
3 cratem 17 mHacrosmero @enepadbHOr0 3aKOHA, U3MEHEHUS U (WIM) JONOJIHEHUS
MPOU3BOJICTBEHHON IUIOMIAJKU JIEKapCTBEHHOTO CpEACTBA, a TakKe B Cllydae H3MEHEHUs
noKaszaTesie KadecTBa JIEKapCTBEHHOIO IperapaTta JJisi BETEPUHAPHOrO0 MPUMEHEHHUS U (WIJIH)
METOJIOB KOHTpPOJSl KauecTBa JIEKApCTBEHHOrO Mpenapara AJii BETEepUHAPHOIO MPUMEHEHUs
MPOBOJIUTCS HKCIIEPTU3A JIEKAPCTBEHHOI'O CPEJICTBA JUIsl BETEPUHAPHOTO MpUMeHeHus. B cinyuae
HEO0OXOIUMOCTH BHECEHUSI MHBIX U3MEHEHUH B JOKYMEHTBI, COJIEpKaliecs] B pEeTUCTPAIMOHHOM
JIOChE Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar AJisi BETEPUHAPHOTO NMPUMEHEHHS,
9KCIIePTH3a JIEKAPCTBEHHOTO CPEICTBA I BETEPUHAPHOTO MPUMEHEHUS HEe TPOBOIUTCS.
(B pen. ®enepanbHbix 3ak0HOB 0T 22.10.2014 N 313-D3, ot 22.12.2014 N 429-D03)

3. 3asBuTENb BOpaBe MPEICTABUTH MO COOCTBEHHON MHUIIMATHBE BMECTE C 3asBICHHUEM O
BHECEHMM W3MEHEHUU B JOKYMEHTBI, COJAEpXkAIIUecs B PETUCTPAIMOHHOM JOChe Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpernapaT AJii BETEPUHAPHOTO MPUMEHEHHUS, PEKBU3UTHI
JIOKYMEHTOB, IMOJTBEPKAAIOIINX YIIATy TOCY1apCTBEHHOW MOILIMHBI 32 BHECEHUE B IOKYMEHTHI,
coJiepKallrecss B perucTPalMOHHOM JI0Che Ha 3aperuCTPUPOBAHHBIN JIEKapCTBEHHBIN mpenapar
JUISE  BETEPUHAPHOTO TMPUMEHEHHs, W3MEHEHUH, TpeOYIOIMX TMPOBEACHUS OKCIEPTH3BI
JIEKapCTBEHHOTO CpPEJCTBA, WM HW3MEHEHUH, He TpeOYIOUMX TMPOBENEHUS HKCIEPTHU3BI
JIEKapCTBEHHOTO CpelCTBA. B ciyyae HEOOXOIUMOCTH M3MEHEHUS CBEIICHUH, COMEPIKAIIMXCS B
PETUCTPALIMOHHOM  yJOCTOBEPEHMM  JIEKAPCTBEHHOrO  IpemapaTa Uil — BETEPUHAPHOTO
NPUMEHEHHUS, C 3asBJICHHEM, YKa3aHHbIM B 4acTH | HacCTOsIIEW CTaThbH, 3asBUTEIb BIIPABE
MPEJICTaBUTh MO COOCTBEHHOW MHUIIMATHBE PEKBU3UTHI JOKYMEHTA, MOJTBEPIKIAIOIIETO YIIaTy
rOCYJapCTBEHHON MOLLIMHBI 32 BbIAUy PETUCTPAIMOHHOTO YIAOCTOBEPEHHUS JIEKApCTBEHHOTO
npemnapara. 3asBUTENb BIIPaBe MPEACTaBUTh 10 COOCTBEHHOM MHUITMATHBE CBEICHUS O JIUILICH3HSIX,
yKa3aHHble B TyHKTax | W 2 yactu | HacTosed cTaTbM, a TaKXKe BbIIaBaeMbIe
YIIOJTHOMOYEHHBIMH (pe/iepabHBIMU OpraHaMH MCHIOTHUTENbHOM BIACTH JOKYMEHTHI, YKa3aHHbIE
B nyHKTe 3 yactu | Hacrosiuiedt cratbu. B ciyuyae HempencTaBieHUs yKa3aHHBIX JOKYMEHTOB
(cBeneHMt) YIOJTHOMOYEHHBIN QefepaTbHbIii OpraH HWCIOJHUTEIBHONW BJIACTH 3alpaniuBaeT
yYKa3aHHbIE JOKYMEHTHI (CBEICHHS) B TOPSAIKE MEXKBEJOMCTBEHHOTO WH(OPMAIIMOHHOTO
B3aUMOJICUCTBUS.

(B pen. @enepanbHbIX 3aK0HOB 0T 27.12.2019 N 478-®3, ot 30.01.2024 N 1-D3)

4. B cpok, HE TIPEBBIMIAIONINN ASCATH PabOYMX THEW CO THS MOCTYIUICHUS YKa3aHHOTO B
yactd 1 HaCTOHIHeﬁ CTaTbn 3asBJICHUA U HGO6XOI[I/IMLIX AOKYMCHTOB, ynOJIHOMO‘-ICHHBIfI



dbenepanbHBIN OpraH UCIIOJIHUTEIBHON BIIACTH:

1) npoBoaMT NPOBEPKY MOJHOTHI M JOCTOBEPHOCTH CBEACHMM, CcOAEpXKalluxcs B
IIPEICTABIICHHBIX 3asiBUTEIIEM JOKYMEHTaX;

2) IpUHMMAET pELIEHHE O NPOBEAEHUM SKCIEPTU3bl JIEKAPCTBEHHOIO CpEACTBA s
BETEPUHAPHOIO IPUMEHEHHUS WK 00 OTKa3e B €€ IPOBEIECHNUH;

3) HampaBi €T MOCPEACTBOM €IUHOTO MOpTaja 3asBUTEII0 IOANHCAHHOE YCWICHHOMN
KBaJTM(PHUIMPOBAHHOMN IEKTPOHHON MOANUCHIO YBEIOMIEHUE O IPUHATOM PEILIEHUH WU B CIIydae
OPUHATHS pelieHuss 00 OTKa3e B IMPOBEACHUU SKCIEPTU3BI JICKAPCTBEHHOTO CpENCTBa IS
BETEPUHAPHOIO IPUMEHEHHUs C YKa3aHUEM IIPUUYUH TAaKOTo OTKa3a.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.1. B cnyuyae BBIABJICHHS HEIOCTOBEPHOCTH U (WJIM) HEIOCTATOYHOCTH CBEICHUH,
COJepKAIMXCS B MPEICTABICHHBIX 3asBUTENIEM MaTepHaliaX, YIIOJIHOMOYECHHBIH (enepanbHbIi
OpraH HCIOJIHUTEJIBHOHN BJIACTH HAIPABJIET IIOCPEACTBOM €IMHOTO MOpTaia 3asiBUTEIO 3aIpocC
00 YTOYHEHUHM YKa3aHHBIX CBEJCHUH, NOIMHCAHHBIA YCHJICHHON KBaTU(HUIIMPOBAHHOM
3JIEKTPOHHOM MOJIMHCHIO.

(uactb 4.1 B pen. @enepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

4.2. 3asBuTENnb 00s3aH HAIMPaBUTH MOCPEACTBOM E€IUHOTO TMOpTaJia B yIMOJTHOMOYCHHBIN
(denepanbHBIN OpraH UCIOJHUTEIBHON BIACTH MOJNMCAHHBIA YCHIIEHHOW KBaTHU(PUIIMPOBAHHOU
JIEKTPOHHOW TMOJMNMCHIO OTBET Ha 3alpoc YHOJIHOMOYEHHOTO (elepanbHOro OpraHa
UCTIOJTHUTENIbHOW BIIACTH B CPOK, HE MPEBBILIAIONINI JEBIHOCTAa padOYMX JHEH CO THS MOTydeHUs
YIIOJIHOMOYEHHBIM  (pellepajbHBIM ~ OPraHOM  MCIIOJIHUTENBHOW  BIACTU  3JIEKTPOHHOTO
YBEAOMJIEHHMSI O TOJYyYEHUM 3asBUTENEM JaHHOro 3ampoca. Cpoku, yka3aHHble B 4dactu 1.1
HACTOAILIEH CTaThbU, IPUOCTAHABIMBAIOTCS CO JHS HAIIPABJICHUS MOCPEACTBOM €IUHOTO IOpTala
3asiBUTEIIO 3aIpoca YIOJIHOMOYEHHOTO (heepabHOTO OpraHa MCHOJIHUTEIBHOM BIACTH 10 AHS
HalpaBJIeHUsl TOCPEACTBOM €IMHOrO IOopTaja B YIOJIHOMOYEHHBIM (enepaabHblii OpraH
VCIIOJTHUTEJILHOM BIIACTH OTBETA HA JIaHHBIM 3allpOC U HE YYUTHIBAIOTCS IPU UCUUCIICHUM CPOKa
IIPUHATHS PEIIEHUS O BHECEHUHM U3MEHEHUN B JOKYMEHTBI, COAEPIKAIUECS B PETUCTPALMOHHOM
JI0ChE€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN MTpenapaT J1sl BETEPUHAPHOIO IPUMEHEHU.
(uactp 4.2 B pea. @enepanpHoro 3akona oT 30.01.2024 N 1-D3)

5. OcHoBaHHEM Ui OTKa3a B MPOBEIEHHM SKCIEPTHU3Bl JIEKAPCTBEHHOTO CPEACTBA JUIS
BETEPUHAPHOTO NMPUMEHEHUS SBISETCS MPeJICTaBIeHUE JOKYMEHTOB, YKa3aHHbIX B yacTsax | u 3
HACTOSILEH CTaTbu, B HEMOJIHOM OOBEME WM OTCYTCTBHE B IPEACTaBICHHBIX JOKYMEHTax
JOCTaTOYHBIX CBEICHHWH, ITOATBEPXKIAIOIIMX HEOOXOAMMOCTh BHECEHHS W3MEHEHWH, MO0
HETpE/ICTaBICHUE 3asBUTEIIEM B YCTAHOBJIEHHBIH CpPOK OTBETa Ha YKa3aHHBIA B uactu 4.1
HACTOSAIIEH CTAaThU 3aIPOC YIOJIHOMOUYEHHOTO (heIepabHOTO OpraHa UCIIOJHUTEIFHON BIIACTH.
(B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

6. DkcrnepTusa JEKapCTBEHHOI'O CPEJCTBA MAJIi BETEPUHAPHOTO MPUMEHEHUs B LENsIX
BHECECHHUS WU3MEHEHUU B AOKYMCHTBI, COACpKalIUECd B PCrUCTpallMOHHOM JOCBC Ha
3aperUCTPUPOBAHHBIA  JIEKAPCTBEHHBINM  mpemapar JUisli  BETEpUHAPHOTO  MPHUMEHEHMS,
OCYLIECTBIISIETCA B MOPSIKE, YCTAHOBIEHHOM cTaThel 24 Hactosiero deaepaibHOrO 3aKOHA.

6.1. B cpok, He MPEBBIMIAOIINKN JeCATH pabovnX JHEH CO JHS HANPABJICHHS MTOCPEICTBOM
€IMHOT0 TOpTajia B YIOJHOMOYEHHBIH (hefepalbHbli OpraH HWCHOJIHHUTENBHOM BIIACTH
MOJAMUCAHHOTO YCWJICHHOM KBaIU(DUIMPOBAHHON SJIEKTPOHHOW TMOAMKMCHIO 3aKIIIOUEHUS
KOMUCCHM 3KCIEPTOB IO pe3yJbTaTaM YKa3aHHON B YacTU 2 HACTOSILIEW CTaTbU SKCIEPTU3BI,
YIOJIHOMOYEHHBIN (DeiepanbHbIi OpraH UCTIOTHUTEIIBHON BIIACTH



(B pen. ®enepanbubix 3akoHOB 0T 02.08.2019 N 297-®3, ot 30.01.2024 N 1-D3)

1) npuHMMaeT pelleHHe O BHECEHUU HW3MEHEHUU B JOKYMEHTBHI, COJAEp Kalluecs B
PETUCTPALIMOHHOM JOCHE Ha 3apPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MPENapaT JUisl BETEPUHAPHOTO
MPUMEHEHHUS, WK 00 0TKa3e BO BHECCHUU TAKUX U3MEHEHUIA;

2) BHOCHT B TOCYJapCTBEHHBIN PEecTp JICKaPCTBEHHBIX CPEACTB HA OCHOBAHUH PELICHHUS O
BHECEHUM W3MEHEHMI B JIOKYMEHTBHI, COJEpXKAIUECS B PETUCTPALMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIM  JICKAPCTBEHHBIM  Mpemapar JJisl  BETEPUHAPHOTO  MPHUMEHEHWS,
HEOO0XOIMMbIE U3MECHCHHS,;

(B pen. ®enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

3) BBIJACT 3asIBUTEIIO0 HOBOE PETHCTPAIIMIOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO Mpernapara
JUIE  BETEPUHAPHOTO TPHUMEHEHHS B Cllydae HEOOXOOMMOCTH W3MEHEHHs CBEICHUH,
CoNepKalIMxcss B HEM, C COXpaHEHHEM HOMEpa paHee BBIIAHHOTO PETUCTPALMOHHOTO
yIIOCTOBEPEHHUS JIEKAPCTBEHHOTO TIpernapaTa Jisi BETepUHAPHOTO TPUMEHEHHSI.
(m. 3 BBeneH PeaepanbHbiM 3aKk0HOM OT 02.08.2019 N 297-D3)
(dactb 6.1 BBegena denepanbHbiM 3akoHOM OT 22.10.2014 N 313-D3)

6.2. B cinyuae BHeceHUS U3MEHEHHUI B JOKYMEHTBI, COAEpIKAIMECS B PETUCTPALMOHHOM
JI0Che Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBINH IMperapar Ui BETEPUHAPHOTO MPUMEHEHUS, B
YacTH, Kacawllelcss HW3MEHEeHHs | (WiIu) JIONMOJIHEHHMS TMPOU3BOJICTBEHHOW IJIOIIAJKH
JICKApCTBEHHOTO TIperapara, Ipy MPeCTaBICHUH 3asIBUTEJIEM B COOTBETCTBUH C ITyHKTOM 3 YacTH
1 HacTosIIeH CTAaTHH KOITUH PELICHHUS YIIOJIHOMOYEHHOTO (pe/IepaibHOT0 OpraHa UCTIOIHUTEIbHON
BJIACTH O TMPOBEACHUU HHCIIEKTUPOBAHHS IPOU3BOAUTEINS JICKAPCTBEHHBIX CPEICTB CPOK,
yKaSaHHbIﬁ B yacTu 6.1 HaCTOHLLIef/’I CTaTbU, MIPUOCTAHABIMBACTCA CO IHA IMOJTYYCHH S 3aKITFOUCHUA
KOMHCCUU DKCIEPTOB JO JHS TPUHATHS  YIOJHOMOYEHHBIM (peepasbHBIM — OpraHoM
WCIOJNIHUTEIBHOM BJIACTU peuieHusd O BblAA4YC HIIU 06 OTKa3€ B BbIAAYEC 3aKJIHOYCHUA O
COOTBETCTBUHM TPOU3BOJUTEINS JIGKAPCTBEHHBIX CPEICTB TPEeOOBAaHUSM IPAaBHJ HaJUICKAIICH
IIPOM3BOJICTBEHHO MPAKTUKH, HO HE 0oJiee YeM Ha CTO BOCEMbJIECIT pabouuX JHEH.

(dactb 6.2 BBeaeHa denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

7. OcHOBaHHEM Il OTKa3a BO BHECEHHMHM W3MEHEHHUH B JIOKYMEHTHI, COJEpIKalluecs B
PETHCTPAIIIOHHOM JIOCHE Ha 3apETHCTPHUPOBAHHBIN JIEKaPCTBEHHBIN Ipenapar /il BETEPHHAPHOTO
NPUMEHEHH, B CllydyasiX, He TPeOYyIOUIMX MPOBEACHUS SKCIEPTU3BI JEKApCTBEHHOTO CPEJCTBA,
SIBJISIETCS IPEICTAaBIEHHE IOKYMEHTOB, YKa3aHHBIX B 4acTsaX | U 3 HacTOSIIEH CTaThH, B HETTOTHOM
0o0beMe WM OTCYTCTBUE B IPECTABICHHBIX JOKYMEHTaX CBEJCHMU, KOTOPbIE JOJDKHBI OBITH B
HUX OTPaXXEHbI, OO HENpPEICTABICHHE 3asBUTEIEM B YCTAHOBJICHHBIH CpPOK OTBETa Ha
yKa3aHHBIH B yacTu 4.1 HacTosmied cTaThH 3arlpoc YHNOJHOMOUYEHHOTO (enepaibHOro opraHa
WCTIOJTHUTEIbHON BJIACTH.

(uactb 7 B pen. denepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

7.1. OcHOBaHUEM MJi1 OTKa3a BO BHECEHUH WU3MEHEHHI B JOKYMEHTBI, COAEpKaIluecs B
PErUCTPALIMOHHOM JIOCHE HA 3aPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar Jjisi BETEPUHAPHOTO
NPUMEHEHHUs, B Clydasix, TpeOyroIMX MpPOBEACHUSI SKCIEPTHU3bI JIEKAPCTBEHHOTO CPE/ICTBA,
ABJISICTCA 3aKIIFOYCHUEC YIOJIHOMOYCHHOI'O (beuepanbﬂoro opraHa HUCIIOJIHUTEIILHON BJIACTH O
BO3MOKHOCTH CHIDKEHHsI O€30MaCHOCTH, KauecTBa, 3((EKTUBHOCTH JIEKAPCTBEHHOTO TIpenapara
BCJIICOCTBUEC BHCECCHUA U3MEHEHUHU B YKa3aHHBIC IOOKYMCHTBI, OTKa3 YIIOJIJHOMOYCHHOTO
denepanbHOrO oOpraHa HCIOJIHUTEIBHOW BIACTH B BbIJAU€ 3aKIIOYEHHS] O COOTBETCTBUU
IIPOM3BOIUTENS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUAM MTPABUII HAAJIEKAIIEH IIPOU3BOICTBEHHOM
OpPaKTUKK B cly4yae U3MEHEHUs W (WIM) JOINOJIHEHUS MPOU3BOJCTBEHHOM IUIOIIAIKU
JIEKapCTBEHHOI0 IIpenapara, €ciiv MPOU3BOICTBO JIEKAPCTBEHHOTO ITpenapara jis BETEpUHAPHOTO
MPUMEHEHUS OCYIIECTBIAETCS 3a npenaenamu Poccuiickoit denepanuiu, Wik OTCYTCTBHE 3TOTO



3aKIJIIOUEHUSI.
(uactb 7.1 BBepgena denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-D3)

8. lomyckaeTtcst oOpaleHue JeKapCTBEHHBIX MPEnapaToB AJisi BETEPUHAPHOTO MPUMEHEHUS
A0 UCTCUCHUA CpOKa rOJHOCTH, MPOU3BCACHHBIX B TCUCHUC CTda BOCBMHUICCATU I[Heﬁ IIOCJIC AaThl
IOPUHATUST YIIOJTHOMOYEHHBIM (heiepabHbIM OpPraHOM HCHOJIHUTENBbHOM BIACTH pPEIIEHUs O
BHECEHHM W3MEHEHUU B JOKYMEHTBI, COJEpXkAIIUecs B PETUCTPAIMOHHOM JOChe Ha
JIEKapCTBEHHBIN TIpenapar, B COOTBETCTBUM C WH(OpMalUel, coaeprKalleiicss B JOKyMEHTaX
PEruUCTpaluOHHOT'O IOCHC HA JIeKapCTBeHHBIﬁ npenapar 40 JaThl IPUHATUSA TAKOTO PCIICHUS.
(gactp 8 B pen. @enepanbHOro 3akoHa oT 22.12.2014 N 429-03)

Koncynbrantlntoc: npumeqanue.

O B0o3MOKHOCTH OOpatieHus B PO nekapcTBEHHBIX MPenapaToB MOCe MPUHATHS peIeHHs 00
OTMEHE FOCPErHCTPALUU M UCKITIOUEHHBIX U3 peecTpa (papMaeBTUIECKUX CYyOCTaHIIHI CM. CT.
4 @3 or 30.01.2024 N 1-@3.

Crarba 32. OTMeHa rocy1apCcTBEHHOM PerucTpauy JeKapCcTBEeHHOr 0 mpenapara

Pemenne 00 OTMEHE TOCYTAapCTBEHHON pErHCTpalliy JICKApCTBEHHOTO Tpernapara u
UCKJTFOUEHHH JIEKAPCTBEHHOTO MPeTapara u3 rocy1apcTBEHHOTO peecTpa JIEKaPCTBEHHBIX CPEICTB
MPUHUMACTCS YIIOJTHOMOYEHHBIM (pelepabHbIM OPraHOM HUCIIOJIHUTEIHHON BIACTH B CITyJae:

1) mnpeacraBneHUs COOTBETCTBYIOIIMM YIMOJHOMOYEHHBIM (elepaibHbIM — OpraHOM
UCTIOJTHUTENIHOW BJIACTH 3aKJIIOYEHUS O PUCKE UM 00 Yrpo3e 3710pOBbIO, JKU3HU UYEJIOBEKa WIIH
YKUBOTHOT'O MIPH MIPUMEHEHUH JIEKapCTBEHHOT'O Mperapara, MPeBbIAIUX ero 3pGeKTHBHOCTD,
10 pe3yJIbTaTaM OCYILECTBIIIEMOTO0 UM MOHUTOPUHTA 0€30ITaCHOCTH JIEKaPCTBEHHOT'O Mpenapara;

Koncynbrantlntoc: npumeganue.

[Tonoxxenus ct. 32 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromuecs NpeaoCTaBICHHS TOC.
ycIyr Inpu oOpallleHuH JEKapCTBEHHBIX CPEACTB sl MEAUIMHCKOTO M BETEPUHAPHOIO
NPUMEHEHHs MOCPEACTBOM €IMHON CHUCTEMBbl U (MJIM) €IUHOr0 MopTaya, MPUMEHSIOTCS C

01.01.2026.

2) nmopmauM  Jep)KaTeleM  WIM  BIAJENbLEM  PETUCTPALMOHHOIO  yIOCTOBEPEHUS
JIEKapCTBEHHOTIO IIpernapara Uiy yIIOJTHOMOYEHHBIM UM JIPYTUM IOPUINYECKUM JIMLIOM 3asBJICHUS
00 OTMEHE TOCYAApCTBEHHOM perucTpalMy JIEKapCcTBEHHOIO IIpenapaTta, IOJIHCAHHOTO
YCUJICHHOM  KBIM(UIIMPOBAHHOM 3JEKTPOHHOW MOJINHUCHIO, IyT€M €ro HalpaBIeHUS
IOCPEICTBOM €AMHOIO IMOpTaja B YINOJHOMOYEHHBIH (elepabHblii OpraH HCIHOJIHUTEIbHOU
BJIACTH WJIM JINYHBIN KaOMHET YIIOJHOMOYEHHOTO (heIepaibHOr0 OpraHa UCTIOHUTEIbHON BIACTH
B €IMHOU CHUCTEME;

(B pen. ®enepanbHbiX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

Koncynprantlntoc: npumevanue.
C 01.01.2026 1. 3 - 6 cT. 32 HE pacHpOCTPAHAIOTCS HA IPABOOTHOIIEHUS, BOZHUKAIOIINE NTPU

oOpalleHuH JIKapCTBEHHBIX CPeAcTB i MeaunuHckoro nmpumeHenus (O3 ot 30.01.2024 N
1-®3).

3) HemoATBEp)KJIEHUS TOCYAAPCTBEHHOW perucTpanuy JIEKapCTBEHHOrO IMpernapara Io
MCTEYEHUU CPOKa JIEUCTBUS PETUCTPALIMOHHOTO YJIOCTOBEPEHHUS, BBIJAHHOTO Ha MSATH JIET;



4) HempencTaBIEHUS 3asBUTEIEM HHGOPMAIIMU, KOTOpas MOXKET IOBJeYb 3a COOOM
HGO6XOI[I/IMOCTB BHECEHHUS U3MEHCHUN B JOKYMCHTEI, COACPIKAINNUECS B pCTUCTPAIMOHHOM NOCHC
Ha 3apeTHUCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpernapar, B TEUCHUE TPUALIATH Pa0OUYNX THEH CO THS
HACTYIUICHUSA 3TUX I/I3M€H€HI/II71;

5) OCyIIECTBICHHUS TOCYJApPCTBEHHON PETHCTPallUM JICKAPCTBEHHOTO IMpernapara Ioj
TOPrOBbIM HAaUMEHOBAHUEM 3apPETUCTPUPOBAHHOTO PAHEE IO 3TUM TOPIOBHIM HAHUMEHOBAHHEM
JIEKapCTBEHHOTO MpernapaTa, OTINYAIOIIETOCs Ka4eCTBEHHBIM COCTABOM JICHCTBYIONINX BEIIECTB;
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6) OCYILECTBJICHUS] TOCYJApCTBEHHON PErHCTPalliy OIHOTO W TOTO K€ JIEKAPCTBEHHOTO
npenapara B OTHOIICHHWU OJHOI'0 M TOI0 XKC ACPKATCIA HIIN BJIaACblida PCTUCTPALMOHHOIO
yIIOCTOBEPEHHS JIEKAPCTBEHHOTO Tperapara B BUAE ABYX M 0ojiee JIEKapCTBEHHBIX MPENapaToB
nona pasjiM4YHbIMA TOPTrOBBIMY HAUMCHOBAHHUAMU
(m. 6 B pen. DeaepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

7) BbIHECEHHMsS CYJIOM peIleHHs O HapyIIeHWH IMpaB INpaBoobiagaTeniss OOBEKTOB
MHTEJJIEKTYaTbHOM COOCTBEHHOCTH MPHU OOpAIIEHUH JIEKAPCTBEHHBIX CPE/ICTB;

KoncynbrantlIntoc: npumevanue.

C 01.01.2026 m. 8 cr. 32 He pacupoCTpaHsAETCs Ha IPABOOTHOUIEHMS, BOZHMKAIOIIME NPU
oOpalleHuH JICKapCTBEHHBIX CpPeAcTB s MeaunuHckoro npumeHenus (O3 ot 30.01.2024 N
1-®3).

8) OTCYTCTBHSA JIEKapCTBEHHOIO Tpemapara B oOpamiennu B Poccuiickoit denepanuu B
TEUYECHHE TPeX U OoJiee JIeT;
(m. 8 BBenmeH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

O) HEBBINONHEHUS JepXkKaTeleM WM BIAJENbLEM PETUCTPALMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOTO TIpemnapara 00 YHNOJHOMOYEHHBIM MMM JPYTUM IOPUIUYECKHUM JIMLOM
MEpOTNPHUATHIA TIO0 00eCreueHNI0 Oe30MacCHOCTH JIEKAPCTBEHHBIX INPENapaToB, YCTAHOBICHHBIX
YIOJIHOMOYEHHBIM (peiepanbHbIM OPraHOM HCHOJIHUTENBHOM BIACTH B COOTBETCTBUM C YaCTSIMU
3 u 4 crateu 64 HacTosnero OenepansbHOTO 3aKOHA, B paMKaX OCYIIECTBICHHs (hapMaKoHaI30pa;
(m. 9 BBenmen DeaepanbHBIM 3aK0OHOM OT 22.12.2014 N 429-D3)

10) oTka3a neprkaTelis WM BIAENblia PETUCTPALMOHHOIO YIOCTOBEPEHUSI JIEKAPCTBEHHOTO
npemnapara o0 yrnoJHOMOYEHHOIO UMH IPYrOro IOPUANYECKOr0 JINA OT BHECEHUS N3MEHEHHUH
B HHCTPYKLMIO TI0 TPUMEHEHHUIO JIEKapCTBEHHOI'O IIpernapaTa, KacarolMXcs HOBBIX
HNOATBEPXKIAECHHBIX JAHHBIX O TOM, YTO PHUCK HPUYMHEHHUS Bpela 3A0pOBBI0 UEJIOBEKa WIH
KUBOTHOTO BCJIEJCTBHE IMPHEMa JIEKAPCTBEHHOT'O Iperapara MpeBbimaeT 3(h(EeKTHBHOCTh €ro
IPUMEHEHHUS.

(m. 10 BBenen ®enepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

Cratbs 33. I'ocynapcTBeHHbIN peecTp J1eKapCTBEHHBIX CPeICTB

1. 'ocyapcTBEHHBIIN pEECTp JIEKApCTBEHHBIX CPEJCTB COACPKUT MEPEUEHB JIEKAPCTBEHHBIX
[penaparoB, MPOLIEANIMX TOCYJapCTBEHHYIO PETUCTpAlMio, IMepeueHb (hapMaleBTHUECKUX
cyOCTaHIUi, BXOJAIIMX B COCTaB JIEKAPCTBEHHBIX MPETapaToB, U CIEAYIONIYI0 HHPOPMALUIO:

1) B OTHOIIEHUH JIEKAPCTBEHHBIX MTPENapaToB:

a) HaMMEHOBaHUE JIEKAPCTBEHHOI'O Ipenapara (MeXIyHapOoAHOE HENaTEHTOBAHHOE, WU



TPYIIIUPOBOYHOE, WIIH XUMHUECKOE U TOPTOBOC HAMMEHOBAHUA);
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

0) nekapcTBeHHass Gopma ¢ ykazaHHEM JO3MPOBKH JICKAPCTBEHHOIO Iperapara W ero
KOJIMYECTBA B OTPEOUTETHCKON YITAKOBKE;

B) HAMMEHOBAaHWE JIEpXKaTelsl WM BIAJEIblla PETUCTPAIMOHHOTO yIOCTOBEPEHUS
JEKapCTBEHHOTO TMpernapara © CBEIACHHS O PETUCTpallMd JAepKaTens WId BIaJelbla
PETHCTPAIIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO TIpernapara Jyisi MEIUIIMHCKOTO MPUMEHEHHS
B KaueCTBE HAJIOTOIUIATENBINKA B CTPAHE PETUCTPAMH (I POCCUHCKHUX IOPUANYECKUX JUI] -
UAeHTU(DUKAITMOHHBIN HOMep Haoromarenbinuka (MHH), 11 nHOCTpaHHBIX FOPUINYECKHUX JIUIT
- CTpaHa perucTpaluy, HAMMEHOBAHHUE PETHCTPUPYIOIIETO OPraHa, PETUCTPAIIMOHHBIN HOMEP, KO
HAJIOTOTUIATEIBIIMKA B CTPAHe PETUCTpaIii (MHKOPIOPAILlUN) UM €T0 aHaJIoT);

(mm. "B" B pen. @enepanpHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HaUMEHOBaHME U aJpec NPOU3BOAUTENS JIEKAPCTBEHHOIO Ipernapara M CBEICHHs O
perucTpanyy IpoOM3BOAMUTENS JEKAPCTBEHHOIO IpernapaTta A MEIUIMHCKOTO IPUMEHEHUS B
Ka4yecTBE HAJIOTOIUIATENbIIMKA B CTPAHE PErHCTpaluu (U1l POCCUHCKUX IOPUAMYECKHUX JIUIL -
UICHTU(UKAIIMOHHBIN HOMep Hanororiarenbimka (MHH), 11 nHOCTpaHHBIX FOPUANYECKHX JIHIT
- CTpaHa PETUCTPALNN, HAMMEHOBAHNUE PETUCTPUPYIOLIETO OPraHa, PETUCTPALMOHHBIN HOMED, KO
HaJIOrOIUIaTENbIINKA B CTPaHE pErucTpaly (MHKOPIIOPALMN) WK €r0 aHaJIor);

(nmm. "r" B pen. ®enepanpHOro 3akoHa OT 28.12.2017 N 425-D3)

n) (dapmakoTepaneBTHYECKass Tpymma, KOJA JEKapCTBEHHOTO Tpernapara 1Mo aHaToOMO-
TepaneBTUUECKO-XMMUYECKON KiIacCUpUKAIIMU, PEKOMEH0BaHHON BcemupHON opraHuzammeit
3/IpaBOOXpPAHEHNUS,

(mm. "a" B pen. @enepanpHOTro 3akoHa oT 22.12.2014 N 429-03)

€) MOKa3aHus U MPOTUBOMOKA3aHUS K IPUMEHEHUIO JICKaPCTBEHHOTO Tpernapara;
’K) MOOOYHBIE ACHCTBHUS JIEKAPCTBEHHOTO Mperapara;

3) CPOK TOJJHOCTH JICKAPCTBEHHOTO Tpernapara;

1) YCIIOBHSI XpaHEHHS JICKApPCTBEHHOTO Mperapara;

K) YCIIOBHSI OTITyCKa JIEKAPCTBEHHOTO Mpemnapara;

1) HOMep (apMaKOIEeHHOW CTaThbU WM B CiIydae €€ OTCYTCTBHS HOMEpP HOPMAaTHBHOU
AOKYMCHTAlIUU JII/I60 HOPMAaTUBHOI'O JOKYMCHTA,

M) JaTa TOCYIapCTBEHHOW PErHCTpallid JIEKAPCTBEHHOTO TMperapata MW €ro
PETUCTPALIMOHHBIA HOMEp, JlaTa 3aMEHbl PETUCTPAIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
nmpenapara Ha OECCPOYHOE PErMCTPAIMOHHOE yIOCTOBEPEHHE JIEKAPCTBEHHOTO Tperapara, jaara
MOJauu 3asBJICHUS O TMOJATBEPKACHUM TOCYAapPCTBEHHOM pETUCTpalliu JIEKapCTBEHHOIO
mpenapara, JaTa OTMEHBI TOCYAapCTBEHHOW PErUCTPAIlMK JISKAPCTBEHHOTO Mperapara;

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

H) KauyeCTBCHHBIH COCTaB M KOJHMYECTBEHHBIM COCTaB JCHCTBYIONIMX BEIIECTB U
KaueCTBEHHBIA COCTaB BCIIOMOTaTeJIbHBIX BEUIECTB JICKAPCTBEHHOT'O MIpenapara;
(nm. "u" BBegeH DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

0) uHpopMalus 000 BCceX pa3pelieHHBIX BUIaX BTOPUYHOH (TOTPEOUTENHCKON) YITIaKOBKH;
(nm. "o" BBenen denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)



1) laTa MPUHATHUS PEUICHHs O BO3MOXKHOCTH pacCMaTpHUBaTh JIEKaPCTBEHHBIHN Mpemnapar npu
TOCY/IapCTBEHHOW pPETUCTpAllMM B KadecTBe Op(aHHOTrO JEKapCTBEHHOTO mpemnapara (s
JIEKapCTBEHHBIX MPENapaToB JUIsl MEIUIIUHCKOTO IPUMEHEHU );

(nm. "n" BBeneH DenepasibHbIM 3aKOHOM 0T 22.12.2014 N 429-03; B pen. denepaibHOro 3aKOHA
o1 27.12.2019 N 475-03)

p) HaJIM4KeE JIEKAPCTBEHHOTO TpenapaTa B epeyHe >KU3HEHHO HEOOXOJMMBIX M BaKHEHIITNX
JIEKapCTBEHHBIX MPEapaToB (1s JIEKApCTBEHHBIX MPENapaToB AJi MEIULUHCKOTO IPUMEHEHMS);
n..n

(nm. "p" BBegeH PeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3; B pen. DeaepanbHOro 3aKkoHa
o1 27.12.2019 N 475-03)

C) HaJIM4YMe B JIEKAPCTBEHHOM Ipenapare HapKOTUYECKUX CPEJCTB, ICUXOTPOITHBIX BEIIECTB
U UX TMPEKypCcOpoB, MOIeKAIMX KOHTposto B Poccuiickoit denepanuu, B COOTBETCTBHHU C
3aKoHOAaTenbCcTBOM Poccuiickont denepanuu, MeXAyHapOAHBIMM Jorosopamu Pocculickoit
®enepanun, B TOM uuciie ENMHON KOHBEHIIMENM O HApKOTHYECKHX cpenctBax 1961 roma m
Kounsennueit o ncuxorponHbix Bemectsax 1971 roxa;
(. "c" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

T) uHopMamus O TOM, SIBISIETCS JHM JaHHBIA JIEKAPCTBEHHBIN MpemapaT pedepeHTHBIM
JIEKapCTBEHHBIM TTPENapaToM;
(nm. "1" BBeneH denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

y) CBEIIEHHUsI O TToa4e 3asBJICHUS] O BHECCHUHM U3MEHEHHUH B JJOKYMEHTBI, COJEPKAIecs B
PETUCTPALIMOHHOM JIOChE Ha JIEKAPCTBEHHBIN Mpenapar;

ne,n

(nm. "y" BBenen denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)
¢) yrpatun cuny ¢ 1 mapta 2020 roaa. - @enepanbublii 3akoH ot 27.12.2019 N 475-03;

X) CpOK BBEIEHHUS JIEKapCTBEHHOIO IIpermapaTa i BETEPUHAPHOTO NPHUMEHEHHUs B
rpaXkIaHCKUI 000poT;
(mm. "x" BBegeH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3; B pen. DeaepanbHOTro 3aK0HA
o1 30.01.2024 N 1-®3)

1) uHpOpMAIMS O TOM, SIBISETCS JIM JAaHHBIM JIEKAPCTBEHHBIM MpernapaT opdaHHBIM
JICKapCTBEHHBIM  MpEnapaTroM, HWMMYHOOHOJOTHYECKHM  JICKAPCTBEHHBIM  IPENapaToM,
pannodapMaleBTUUECKUM JIEKaPCTBEHHBIM IpenapaToM, TOMEONaTHUYECKUM JIeKapCTBEHHBIM
mpemapaToM,  OHMOJOTHYECKMM  JICKAPCTBEHHBIM  TPENaparoM,  BBICOKOTEXHOJIOTUYHBIM
JIEKapCTBEHHBIM TpenapaToM, BIEpPBbIE 3aperucTpupoBaHHbIM B Poccuiickoii ®Denepaunu B
COOTBETCTBUU C HacTosmuMm DenepaibHbIM 3aKOHOM WM AKTaMH, COCTABJISIIOUIMMU TIPABO
Coro3a;

(. "u" BBegen ®exnepanbHbiM 3akoHoM OT 30.01.2024 N 1-D3)

2) B OTHOIICHUH (hapMaIleBTUUECKUX CyOCTaHIIHA:

a) HauMEHOBaHHUE (hapMaleBTHUECKONW cyOcTaHIMK (MEXIyHApOJHOE HEMaTeHTOBAaHHOE,
WIA TPYNIUPOBOYHOE, MM XUMHUYECKOE M TOProBO€ HAaMMEHOBaHMs), (opma BbIIycKa (C
yKa3zaHHeM J03UPOBKH (IpU HAUYKK), (PAaCOBKH U YIIAKOBKH);
(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

0) HauMEHOBaHHME M aJpec MPOU3BOAMTENS (apMaleBTUYECKONH CcyOcTaHuuu (A7
POCCHICKUX IOPUANYECKUX JIUIT - UASHTH(OUKAITMOHHBIN HOMep Hanororiarenbimuka (MHH), ans
WHOCTPAHHBIX FOPUIUYECKHUX JIUI[ - CTPaHAa PETUCTPAINH, HAMMEHOBAHUE PETUCTPUPYIOIIETO
OpraHa, pETUCTPAIlMOHHBIA HOMEp, KOJ HAJIOTOIUIATEeNbIINKA B CTpaHE PETUCTPAINH
(MHKOpPIOpaIMK) WIH €T0 aHAJIOT);



(B pen. ®enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)
B) CPOK TOAHOCTH (hapMaIlleBTHUECKOM CyOCTaHIINN;
T') YCJIOBHS XpaHeHHs (hapMarieBTUIECKON CyOCTaHIINM;

) HOMep (apMaKONEeWHOW CTaTbu WM B ClIydyae €€ OTCYTCTBHSI HOMEpP HOPMAaTHBHOM
JOKYMEHTAIUH JT100 HOPMAaTUBHOT'O IOKYMEHTA;

€) Hamuyue ¢GapMaleBTHUECKON CyOCTaHIIMM B TIepeUYHE HAPKOTHYECKUX CPENCTB,
MICUXOTPOMHBIX BEMIECTB U UX MPEKYPCOPOB, MOAJISKAIMX KOHTPOJt0 B Poccuiickoit deneparmu,
B COOTBETCTBUH C 3aKOHOJATENbCTBOM Poccuiickon denepannn, MEXIYHAPOIHBIMUA JOTOBOPAMU
Poccuiickoit denepanyu, B ToM uncie EnMHON KOHBEHIIMENW 0 HAPKOTUYECKUX cpeacTtBax 1961
rona u KonBennueit o ncuxotponHseix Bemectsax 1971 roxa.
(. "e" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

2. ®apmaneBTHUECKass CyOCTaHIUS, NPOMU3BENEHHAs Ul pean3alud, MOXKET OBITh
BKJIFOYEHA B TOCYAApCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEICTB HAa OCHOBAHUM 3asBIICHUS
pa3pa60Tq1/IKa N HpOI/IBBOI[I/ITeJI}I .HeKapCTBeHHOFO CpCI[CTBa JII/I60 YHOJIHOMOIIQHHOI‘O UMHN
IOPUIMYECKOTO JIWIAa TIPH YCJIOBHU TIPOBEJICHUS B OTHOIICHHUH TaKoW ¢apMarieBTUUECKOn
CyOCTaHITMM IKCIIEPTU3BI KauecTBa (apMalleBTHUECKON CyOCTaHIIUH B MOPSIKE, YCTAHOBICHHOM
crateeil 34 Hactosmero denepanpHOro 3akoHa. B oTHomennn GapmarneBTHIECKUX CyOCTaHIINM,
HpOI/ISBeI[eHHBIX JUTA peanmaunn, B FOCYI[apCTBeHHOM pGGCTpe JIeKapCTBeHHBIX CpCI[CTB
COJICPXKUTCS Cleayromas HHPOpMaIIHs:

1) naumeHoBaHHe (papMaleBTUUECKON CyOCTaHIIMHM (MEXIyHApOIHOE HEMaTeHTOBAaHHOE,
WIM TPYNIUPOBOYHOE, WM XMMHUYECKOe M TOProBOoe HamMeHOBaHMsI), (opMa BbIIycKa (C
yKa3aHUeM J03UPOBKH (TIpU HATHYWH), PACOBKH U YIIAKOBKH);
(B pen. ®enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

2) HaMMEHOBaHME, aJipec MPOU3BOAMUTENS (hapMaleBTUUECKON cyOcTaHIMM, a TaKxke B
OTHOLICHHUH JIEKAPCTBEHHBIX CPEACTB JIJIsl MEAUIIMHCKOTO IPUMEHEHHS CBEACHUS O PETUCTPALUN
pOM3BOAUTENS (hapMalleBTHUECKOW CYyOCTaHIIMM B KayecTBE HAJIOTOIUIATENbIIMKA B CTpaHe
peructpaiui (A7 POCCUMCKMX IOPUIMYECKUX JIUL - HJCHTU(UKALUOHHBIH  HOMEp
Hanoromvarensiyka (MHH), mig MHOCTpaHHBIX IOPUAMYECKHMX JIMII - CTpaHa PETUCTpalMH,
HAaUMEHOBAHHUE PErMCTPUPYIOLIETO OpraHa, PEruCTPAalMOHHBIA HOMED, KOJI HaJOTOILIATENIbIUKA
B CTpaHE€ PErUCTpaluyu (MHKOPIOPALMH) UIIN €T0 aHaJor);

(m. 2 B pen. DeaepanpHoro 3akoHa ot 28.12.2017 N 425-D3)

3) cpok rogHOCTH (hapMarleBTHUECKON CyOCTaHIINM;
4) ycnoBus XpaHeHusl (papMarieBTUIECKOM CyOCTaHIINH,

5) HoMep QapmakonelHoOW cTaTbU JTHOO B Cilydyae €€ OTCYTCTBHSI HOMEP HOPMAaTHBHOM
JOKYMEHTAIINH WM HOPMATHBHOTO IOKYMEHTAa,

6) Hammuue (apmareBTUYECKOW CYyOCTAaHIIMM B TMEpPEYHEe HAPKOTHYECKUX CPENCTB,
MICUXOTPONHBIX BEMIECTB U UX MPEKYPCOPOB, MOAJISKAMMX KOHTPOJt0 B Poccuiickoit deneparmu,
B COOTBETCTBUH C 3aKOHOJATENbCTBOM Poccuiickon denepannn, MEKXIyHAPOIHBIMUA JOTOBOPAMU
Poccuiickoit denepanyu, B ToM uncie EnuHON KOHBEHIIMENW 0 HAPKOTUYECKUX cpeacTtBax 1961
rona u KonBennuei o ncuxotponHeix Bemecrsax 1971 roxa;

7) nmara BKIIOYEHHS (papMaleBTHYSCKONM CYOCTaHIIMM B TOCYIApPCTBEHHBIN peecTp
JICKapCTBEHHBIX CPEJCTB, JaTa BHECEHUsS HW3MEHEHHUU B JOKYMEHTHI (hapMarieBTHYeCKOn



CyOCTaHITNH, J1aTa UCKITFOUEHUS (hapMaleBTHUECKOW CYOCTaHIIMH M3 TOCYIapCTBEHHOTO peecTpa
JICKapPCTBEHHBIX CPEJICTB.
(dacth 2 B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Ilopsimox BemeHuss TOCYIAapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX CPEACTB UL
MEIUIUHCKOTO MPUMEHEHHs U TOPSI0K BEAECHUS TOCYAApCTBEHHOI'O peecTpa JEeKapCTBEHHBIX
CPEICTB J1JIs1 BETEPUHAPHOIO IPUMEHEHHUS YTBEPKAAIOTCSI COOTBETCTBYIOLIUM YIIOJHOMOYEHHBIM
(enepaabHBIM OPraHOM HCIIOJIHUTEIBHON BIIACTH.

Koncynsrantlntoc: npumeganue.

[Tonoxxenus ct. 34 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs NpeaoCTaBICHHs TOC.
yCIyr Inpu oOpallleHuH JEKapCTBEHHBIX CPEACTB s MEAUIMHCKOTO M BETEPUHAPHOIO
NPUMEHEHHs MOCPEACTBOM €IMHON CHUCTEMBbl U (MJIM) €IUHOr0 MopTaya, MPUMEHSIOTCS C

01.01.2026.

Crarbs 34. BkiroyeHHe B rocyJapCTBEHHbIN peecTp JeKAPCTBEHHBIX CPEACTB M
HCKJIIOYEHHE U3 roCcyJapCTBEHHOI0 peecTpa JeKapCTBEeHHbIX CpeIcTB (hapManeBTHYeCKOi
cyOcTaHIUM, IPOM3BEACHHOM /11 peain3aluu
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. dns BriItoyeHus (papmainieBTUUECKOil CyOCTaHIMH, MTPOU3BEICHHON IS pealu3aluy, B
rOCYIapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB, IPOBOJUTCS DKCIIEPTU3a €€ Ka4eCTBA.
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

2. DKcriepTu3a KadecTBa yKa3aHHOW B 4acTH | HacTosmed cTaThbu (apmareBTHYECKON
CyOCTaHIIMM, COCTAaBJICHHE KOMHCCHEH SKCIEPTOB 3aKIIOYEHHUH I0 pe3ysbTaTaM d3TOU
9KCIIEPTU3bI, MOANNCAHNE UX YCHUJICHHBIMHU KBAJIM(ULIUPOBAHHBIMU AJIEKTPOHHBIMU MOAMHUCIMH,
HarpaBJIeHUE JaHHBIX 3aKITIOUEHUH B TMUHBIA KAOWHET YITOJTHOMOYEHHOTO (he/IepaIbHOTo Oprana
WCIIOJIHUTENIBHOM BJACTH B €QUHOM CHCTEME OCYLIECTBISIOTCS B CPOK, HE MPEBBILIAIOIINAN
TPUALIATH pabOYUX THEH CO JHS HAMpPaBJICHUS B JIMYHBIM KaOWHET 3KCIEPTHOTO YUPEKICHUS B
€IMHOM CHUCTEME COOTBETCTBYIOLIErO 3a/laHusl YIOJHOMOYEHHOro (enepaabHOr0 oOpraHa
WCTIOJTHUTEIIbHON BIIACTH, TMOJAMUCAHHOTO YCHJIECHHOW KBaNU(UIIMPOBAHHON AJIEKTPOHHOU
MOJAMKCHIO, U CIEAYIONTUX TOKYMEHTOB (CBEICHUN):

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1) cBemeHus o JaTe NPENOCTABICHUS M PETUCTPALMOHHOM HOMEpe JIHUIEH3UH Ha
IIPOU3BOJCTBO JICKAPCTBEHHBIX CPEACTB WM CBEACHUS O Jare IMPENOCTaBICHUS U
PETMCTPAlMOHHOM HOMEpE 3aKJIIOUEHHS O COOTBETCTBUM ITPOM3BOIUTENS JIEKAPCTBEHHBIX
CpPEeICTB TpeOOBaHUSM TMPaBUJ HAJJIeXKAIIEH MPOU3BOJCTBEHHON TIPAKTHKHU, BBIAaHHBIX
(IpeAoCTaBICHHBIX) YIMOJIHOMOYEHHBIM (eepalbHbIM OPraHOM HCIHOJHUTENIbHON BIACTH, B
cly4dae, €CIu IPOM3BOACTBO JIEKAPCTBEHHOTO CPEICTBAa OCYLIECTBIIsSIETCs B Poccuiickoit
denepanuu;

(B pen. @enepanbHbix 3aKk0HOB 0T 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

2) Komus JOKYMEHTa, BBIJAHHOTO YIIOJHOMOYEHHBIM OPTaHOM CTpaHbl MPOW3BOJIUTEINS
JIEKAPCTBEHHOI'O0 CPEJICTBA M MOATBEPKJAIOIIETO Pa3pelieHre MPOU3BOACTBA JIEKAPCTBEHHOIO
CPEICTBa, U €ro MepeBoj Ha PYCCKUMU S3BIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IOPSJIKE, a TaKKe
KOSl 3aKJIFOUEHUsI O COOTBETCTBHH MPOM3BOAUTENS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUSM
OpaBWJI  HaAJEXKallell  MPOW3BOJICTBEHHOM  MPAKTHKH, BBIAAHHOTO  YHOJHOMOYEHHBIM
dbenepanbHBIM OPraHOM HUCIOJHUTEIBHON BIIACTH, JIMOO KOMUS PEIICHUS YIIOJTHOMOYEHHOTO
denepanbHOro OpraHa UCHOJHUTENBHON BJIACTU O MPOBEACHUH (papManeBTUYECKOW WHCIEKINN
MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB JJIsi MEIULMHCKOTO MPUMEHEHUsS HAa COOTBETCTBUE



TpeOOBaHUSAM  TPaBWJ  HAJJISKAIIeW  MPOW3BOJACTBEHHOM  TMPAKTHKH  EBpa3uiickoro
HKOHOMHYECKOTO COI03a. Y Ka3aHHbIE JOKYMEHTHI IIPEICTABIISIFOTCS B CIIy4ae, €CJIU MPOU3BOACTBO
JIEKapCTBEHHOT'0 CPEACTBA OCYIIECTBIISIETCS 3a peaenamu Poccuiickoit denepanuu;

(B pen. @enepanbubix 3aKk0HOB 0T 04.06.2018 N 140-D3, ot 30.01.2024 N 1-D3)

3) IOKYMEHT, COJEPKAIIUNA CIEAYIOIIHNE CBEACHUS O (papMarieBTUIECKON CyOCTaHIINH:
a) HauMeHOBaHue (papMaIeBTUIECKON CyOCTaHINH, €€ CTPYKTYpa, OOIIHe CBONCTBRA;
0) HAMMEHOBAHHE M aIpeC IPOU3BOAUTEIIS;

B) TCXHOJIOTHA MPOU3BOJACTBA C OITMCAHUEM CTa,I[I/Iﬁ MMPON3BOACTBA U MCTOAOB KOHTPOJIA Ha
BCEX CTAaAWAX MMPOU3BOJACTBA,

T) onrcaHue pa3paboTKH Mporecca Mpor3BO/ICTBA;

1) OMHMCaHHe KOHTPOJIS KPUTUYECKUX CTaauil mpoliecca IPOU3BOJCTBA U MPOMEKYTOUHON
IPOJIYKLIH;

€) TOKYMEHTaJIbHOE TIOITBEPIKIACHHUE (BATMIAIINS ) IPOIIECCOB M (MJIN) X OIEHKA;
) CBOMCTBA M CTPYKTYpa JACUCTBYIOIINX BEIIECTB;

3) XapaKkTepUCTHUKa pUMECEH;

n) crerrdukanys Ha GpapMaleBTHIECKYI0 CyOCTaHIUIO U €€ 000CHOBaHHUE;

K) aHAJUTUYECKUE METOIUKH, HCIIOJIb3yeMble HPU OCYIIECTBICHHUH KOHTPOJS KadecTBa
(bapmarieBTHYECKON CyOCTaHIUH;

J)  JOKYMEHTAJIbHOE  TONATBEpXKIACHHE  (Baaugarus)  aHaJUTHYCCKUX  METOIUK,
UCTIOJIb3YEMBIX ITPH OCYIIECTBICHUH KOHTPOJIS KayecTBa (papMalieBTUYECKON CyOCTaHIINH;

M) pe3yJIbTaThl aHAIM3a CePHUil hapMaIeBTUUECKON CYOCTaHIINY;

H) TlepeueHb CTaHJAPTHBIX 00PAa3IOB MJIM BEIECTB, MCIOJIb3YEMBIX MPU OCYIIECTBICHUU
KOHTPOJIA Ka4eCTBa;

0) ONHMCAHHME XapaKTEPUCTUK U CBOMCTB YIAKOBOYHBIX MaT€pUaIOB U YKYIOPOUYHBIX
CPEICTB;

1) TaHHBIE O CTA0MIBHOCTH (papMaIeBTUIECKON CyOCTaHITN;
P) CPOK TOJTHOCTH;

4) NOKYMEHT, COJEpKallluii CBEIACHUS O PErucTpaldyd MPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEACTB JJIsl MEIUITMHCKOTO TPUMEHEHHS B KAYECTBE HAJIOTOIIATEIIBIINKA B CTPAHE PErUCTPALIUM
(ILU1s1 POCCUICKUX IOPUANYIESCKUX JIUIT - UACHTU(DUKAIIMOHHBIA HOMep Hanoromuiatenbinuka (MHH),
JUJISl HHOCTPAHHBIX IOPUIUYECKUX JIMI] - CTPaHa PErUCTpallii, HAMMEHOBAHUE PETUCTPUPYIOIIETO
OpraHa, pEruCTPAlMOHHBI HOMEp, KOJ HaJOroIUIaTeNblIMKa B CTpaHE PErucTpaluu
(MHKOPIIOpAIMH) WJIA €TO aHaJIoT).

(. 4 BBeneH PenepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)
(dactb 2 B pen. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pen. 13.07.2015))

3. Jnsg mpoBeAeHHsS SKCHNEPTU3bl KadecTBAa YKa3aHHOM B 4yacTh | Hacrosied cratbu



(apMmanieBTHYECKON CyOCTaHIMM 3asBUTENb HAINpaBlseT MOCPEACTBOM €IMHOro IopTaja B
YIIOJIHOMOYEHHBIA (elepalbHbIil OpraH HCIOJHUTENPHON BIACTH WM JIMYHBIA KaOWHET
YIOJIHOMOYEHHOT0 (heZiepalIbHOTO OpraHa UCIOJIHUTENbHON BIACTH B €MHOM CUCTEME:

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1) 3asBi€HNE O BKJIIOUYEHUHU B FOCYJapCTBEHHBIN peecTp JEKapCTBEHHBIX CPEACTB JAHHOM
(dapMmarieBTHYECKON CYOCTaHIIMH, TOANMUCAHHOE YCHICHHON KBAIM(UIIMPOBAHHOMN AJIEKTPOHHON
HOJIKCHIO;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

2) PEeKBU3UTHI JOKYMEHTA, MOATBEPKAAIOLIET0 YIUIATy TOCYJapCTBEHHOM IOLUIMHBI 3a
BKIIIOYEHHE B TOCYIApCTBEHHBIM peecTp JIEKapCTBEHHBIX CPEICTB  (apMalleBTUYECKOU
cyOCTaHIIUMM, IPOU3BEICHHON Ul peanu3alui, MO0 M0 COOCTBEHHOW MHUIMATUBE YKa3aHHBIN
JOKYMEHT. YTIOJTHOMOUYEHHBIN (hesiepalibHblii OpraH MCHOJHUTENBHOM BIACTH MpOBEpseT (axT
yIJIaThl TOCYJapCTBEHHOMN IMOIIMHBI 3asBUTENIEM C MCIOJIb30BaHMEM HMH(oOpManuu o0 yriiate
rOCyJapCTBEHHOM MOLUIMHEIL, cosepkaieiicss B ['ocynapcTBeHHON MH(GOPMALIMOHHON CUCTEME O
TOCYapCTBEHHBIX U MYHUIUNAIBHBIX IUIATEXAX, HA OCHOBAHWM IPEJCTABICHHBIX 3asSBUTEIIEM
PEKBU3UTOB TOKYMEHTA, IOATBEPKAAIOIIErO YIUIATY TOCYAAPCTBEHHOM OLUIMHBI,

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

3) TOKYMEHTHI, YKa3aHHBIE B UaCTU 2 HACTOSILEN CTAaThU;
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

4) 3asBiIeHME O BbIJAYE pas3pelieHHsi Ha BBO3 B Poccuiickyro denepainuio KOHKPETHOU
IapTHH HE3apErMCTPUPOBAHHOTO JIEKAPCTBEHHOTO CPENICTBA, IPEIHA3HAYEHHOTO AJIS IPOBEICHUS
YKa3aHHOM 3KCIIEPTU3BI.

(m. 4 BBenen DenepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

3.1. B ciayuae HenpencTaBiIeHHs C 3asBICHUEM O BKIIIOUEHUHU B FOCYAAPCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPEICTB (DapMaleBTUUYECKON CYOCTaHIIMM BBIJaBa€MbIX (IIPEAOCTABIISICMBIX )
YIOJIHOMOYCHHBIMU (bellepaHBHLIMI/I OopraHaMu UCIOJIHUTEIbHOU BJIaCTHU JAOKYMCHTOB
(cBeneHmil), yKa3aHHBIX B MyHKTaX | W 2 4YacTH 2 HACTOSIIEH CTaThH, YIOJHOMOYCHHBIN
dbenepanbHBIN OpraH UCTIOTHUTEILHON BIACTH 3alpaIliiBacT YKa3aHHbIC JOKYMEHTHI (CBEICHUS)
B MOPSJIKE MEXBEIOMCTBEHHOTO HH()OPMALIMOHHOTO B3aUMOICHCTBUSI.

(uactp 3.1 BBenena denepanbHbiM 3akoHOM 0T 27.12.2019 N 478-®3; B pen. PeaepanbHOro
3akoHa ot 30.01.2024 N 1-®3)

4. B TeueHue mATH pabOYMX JHEH CO JHS MPUHATHUS 3as8BJICHUS O BKIIOUEHUU YKa3aHHOM B
yacTu | HacTosmed cTaThu (apMameBTHYSCKON CYOCTaHIIMM B TOCYIAapPCTBEHHBIN peecTp
JIEKAPCTBEHHBIX CPEACTB M JOKYMEHTOB, NEPEUMCICHHBIX B 4YacTh | M myHKTe 2 4yactu 3
HACTOSIICH CTaThH, YIIOJITHOMOYCHHBIN (peepaabHbIi OpraH UCTIOTHUTEILHOM BJIACTH
(B pen. ®enepanbHbiX 3aKOHOB 0T 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

1) TpoBOIUT TPOBEPKY IMOJHOTHI M JIOCTOBEPHOCTH JaHHBIX, COJEP)KAIIUXCS B
MPEACTAaBJICHHLIX 3asABUTCIICM JOKYMCHTAX;
(B pen. ®enepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

2) npUHUMAET pElIeHUE O HAMPABIIEHUH B SKCIIEPTHOE YUPEXKICHUE 3a/IaHUs HA IPOBEJCHUE
AKCTIEPTHU3bI KAYECTBA YKa3aHHOM B yacTh | HacTosIIeH cTaThu (papMalieBTHIECKOM CyOCTaHIINI
Wi 00 0TKa3e B TAKOM HAIPaBJICHUH,

3) HampaBJSIET B IMYHBIN KaOWHET 3asBUTEIISA B €IMHON CHCTEME TOJMMMCAHHOE YCUIICHHOM
KBaJM(HUIUPOBAHHON IEKTPOHHOU MOANKUCHIO YBEIOMIICHUE O IPUHSATOM PEIICHUH HITH B CITydae



OTKa3a ¢ yKa3aHHWEM MTPUYMH TAKOTO OTKa3a.
(B pen. ®enepanbHbix 3aKOHOB 0T 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

4.1. B cnyuyae BBIABJICHHS HEIOCTOBEPHOCTH W (WJIM) HEIOCTATOYHOCTH CBEICHUH,
COJIepKalINXCs B MPEICTABICHHBIX 3asBUTEIIEM MaTepuanax, YIIOJTHOMOYEHHBIN (henepanbHbIid
OpraH HCIOJIHUTEIBFHOM BJIACTH HAIPABIISET 3asBUTEINIO MOCPEICTBOM €IMHOIO MopTana Wid B
JUYHBIA KaOWHET 3asBUTENS B €IMHOW CHCTEME 3alpoc 00 YTOUHEHUH YKa3aHHBIX CBEICHUH,
MOAMUCAHHBIA YCUIICHHOW KBATU()UIIMPOBAHHOMN AJIEKTPOHHOMN MOIKCHIO.

(uactb 4.1 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.2. 3asBuTeNnb 00s3aH HAIMPaBUTh TMOCPEIACTBOM EIWHOTO IMOpTaJia B YIMOJHOMOYCHHBIN
denepanbHBIE OpraH HWCHOJHUTENBHON BIACTH WJIM JMYHBIA KaOWHET YIIOJTHOMOYEHHOTO
dbenepabHOTO OpraHa WCTIOJHUTEIBLHON BJIACTH B €IMHOW CHUCTEME TOJIMHUCAHHBIA yCHJICHHON
KBAJM(HUIMPOBAHHONW  3JEKTPOHHOM MOANKMCHIO OTBET Ha 3ampoc  yIMOJHOMOYEHHOTO
denepanbHOro OpraHa MCIOJHUTEIBHON BIIACTH B CPOK, HE MPEBBILIAIONINK AeBsSHOCTa pabounx
THEN cOo JTHSA TONy4YeHUs! YIMOTHOMOYEHHBIM (efepaibHbIM OPraHOM HCIIOTHHUTEIHLHOW BIACTH
JJIEKTPOHHOTO YBEIOMJICHHUSI O IMOJIyYEHUHU 3asBUTENIEM JaHHOTrOo 3arpoca. CpoK, yKa3aHHBIN B
yacTu 4 HacTOSIILEN CTaTbH, IPUOCTAHABIMBAETCS CO JIHS HAIPaBJIECHUS 3aBUTEIIO IOCPEACTBOM
€AUHOrO TIopTaja WIA B JHMYHBIA KaOMHET 3asBUTENS B €IUHOM CHUCTEME 3arpoca
YIIOJTHOMOYEHHOTO (eAepabHOTO OpraHa HCIONHUTENBHON BJIACTH JO JHS HAaIPaBJICHUS
3asBUTENIEM TOCPEICTBOM €IUHOrO0 TMopTaja B YIOJIHOMOYEHHBIH (enepanbHbIi  Oprax
WCTIOTHUTENILHON BJIACTH WM JIUYHBIA KAaOWHET YIOJHOMOUYEHHOTO (heaepaibHOro oOpraHa
MCIIOJTHUTENIbHOM BJIaCTH B €IMHOI cHCTeMe OTBETa Ha JIaHHBIM 3alpoc U HE YUUTHIBAETCS MPU
MCUMCIIEHUH CPOKa SKCIEePTU3bl KadecTBa (hapMaleBTUUECKON cyOCcTaHIIMU, TPOU3BEACHHOM JUIs
peau3aluu.

(uactb 4.2 B pen. @enepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

5. OcHOBaHMEM IJs1 OTKa3a B HANPABICHHM B SKCIEPTHOE YUYPEXKICHHE 3aJaHUs Ha
MPOBEJICHUE IKCIIEPTU3bI KaUueCTBa YKa3aHHOU B 4acTu | HacTosAMIeH cTaThu (papMarieBTHIeCKOn
CyOCTaHIIMM SBJISETCS HETpeACTaBIeHUE JOKYMEHTOB, YKa3aHHbBIX B YacTH 2 HACTOSALICH CTaThu,
OTCyTCTBHE HWH(OpPMAIMHU, MOATBEpKIAoNiel (akT yIiaaTel TOCYAapCTBEHHOW TMOIUIMHBI 32
BKJIIOUEeHUE  (hapMalleBTUUECKONH  CyOCTaHIMU, TPOU3BENEHHOW JJIs  peaju3alud, B
TOCY/IapCTBEHHBII PEECTp JIEKApPCTBEHHBIX CPEICTB, HENPEJACTABICHUE 3asBUTEIIEM B
YCTAQHOBJICHHBI CpPOK OTBETa Ha YyKa3aHHbIA B yactu 4.1 HacTosimied CcTaThu 3ampoc
YIIOJTHOMOYEHHOTO (heiepambHOr0 OpraHa WCIOJTHUTEIBHOM BJIACTH WU  IPEICTaBICHHE
JIOKYMEHTOB, HE COJIEPKAIUX HCUYEPITBIBAIOIIETO MEePEUHs HEOOXOIMMBIX CBEACHUN.

(uactsb 5 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B TedyeHne naTHaALATH paboOyUX JHEH CO THS MOJYYEHHS PElIeHUs YIOJTHOMOYEHHOTO
(denepaabHOrO OpraHa MCIHOJHHUTENBHOM BJIACTH O HAIPABICHUHM B JKCIIEPTHOE YUPEkKIACHUE
3aJlaHUs Ha TIPOBEJCHHE JKCIEPTU3bl KayeCTBA YKa3aHHOM B 4YacTW | HACTOAIIEH CTaTbu
dapmarieBTUYECKONH CyOCTaHLMU 3asBUTENb MPEACTABIsET B OKCIEPTHOE YUPESKIACHHUE IS
MPOBEJEHUS JTAaHHOM SKCHEepTU3bl 00pasipl (hapMaleBTUYECKON CyOCTaHIMU B KOJHUYECTBE,
HEO0OXOUMOM JUTSI BOCITPOU3BEICHUS METOJIOB KOHTPOJIS KauyecTBa. DKCIEPTHOE YUPEKICHUE
pU TOJMYyYeHUH OOpaslioB yKa3aHHOW B YacTW | HACTOSIIEH cTaThu ¢apMareBTUYECKON
CyGCTaHHI/II/I B TOT K€ JCHL HAIPaBJIACT B JINYHBIN KaGI/IHeT 3asdBUTCIIA B eHHHOﬁ CUCTEMC
yBEIOMJICHHE, MTOATBEP:KIAIOIIEE MOTyYeHHE 3TUX 00pa3lioB. DTH CPOKU HE BKIIOYAIOTCS B CPOK
IMPOBCACHU A HaHHOﬁ SKCIICPTU3BI.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

7. Ytpatun cuiy. - ®@eaepanbubiit 3akoH ot 30.01.2024 N 1-D3.

8. B cpok, He TPEBBIMAIIMN TATH padounX AHEH CO JHsS HaAIpaBJCHHUS MOCPEICTBOM



€IMHOr0 MOopTaja B YIOJHOMOYEHHBIH (enepasabHbii OpraH HCIOJHUTEIBHOW BIIACTH WM
JUYHBIA KaOWHET YIOJIHOMOYEHHOTO (heIepaIbHOr0 OpraHa MCIOJIHUTENBHOM BIACTH B €IMHOM
CHCTEME 3aKIIFOYEHUs1 KOMUCCHUU KCIIEPTOB MO pe3ylbTaTaM 3KCIEePTU3bl KaUyecTBa yKa3aHHOH B
yacTh | HacTosmel cTatbu (apMareBTHUECKONW CyOCTaHIIMH, YIIOJTHOMOYEHHBIH (penepanbHbIii
OpraH MCIOJIHUTENIbHON BIIACTH:

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1) ocymecTBISET OIEHKY TAKOTO 3aKIIOUEHUS JJIs ONIPEACIICHHSI €r0 COOTBETCTBHS 38/ IaHHIO
Ha MIPOBE/ICHHE JIAaHHON IKCIIEPTHUBL;

2) TpUHUMAaET peHieHHe O BKIIOYCHUH YKa3aHHOW B dYacTH | HACTOSIIEH CTaThbu
(dapMmarieBTUYeCKON CyOCTaHIIMM B TOCYIAapCTBEHHBIH pEECTp JIEKApCTBEHHBIX CPEICTB WU
pelieHne o0 0TKa3e B TAKOM BKJIIOUEHUU;

3) BHOCHUT IIpU NPUHATHH PELICHUS O BKIOYEHUN YKA3aHHOM B 4acTH | HacTosILEN cTaTbu
(apMmaneBTHYECKOH CyOCTaHIIMM B TOCYJapCTBEHHBIH pEecTp JIEKAPCTBEHHBIX CPEICTB
MPEeyCMOTPEHHYIO YacThio 2 craThu 33 HacTosimero denepanbHOT0 3akoHA WHGOPMAIUIO U
HarfpaBisieT 3asBUTEII0 MOCPEACTBOM €JMHOIO MOpTaja WU B JMYHBIA KaOWHET 3asBUTENs B
€MHOMN CUCTEME BBIIMCKY U3 FOCYAAPCTBEHHOTO PEECTPA JIEKAPCTBEHHBIX CPEJCTB.

(B pen. denepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-03, o1 27.12.2019 N 462-D3, o1 30.01.2024
N 1-®@3)

9. OcHoBaHMeM 1Ji1 OTKa3a BO BKJIIOYCHMHM YKAa3aHHOW B 4acTW | HACTOSIIEH CTaTbu
(dapMalneBTUYECKON CyOCTaHIIUU B TOCYJApCTBEHHBIN PEeCTp JIEKapCTBEHHBIX CPECTB SBISETCS
3aKJIIOYEHUE COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO (eAepaabHOTO OpraHa HCIOTHUTEIBHOU
BJIACTH O TOM, YTO KayeCTBO (hapMalleBTHUECKON CyOCTaHIIMK HE TIOATBEPKICHO TOTy4YeHHBIMU
JaHHBIMM.

(uactp 9 BBenneHa @enepanbHbM 3ak0HOM OT 22.10.2014 N 313-D3; B pen. denepanbHOro 3akoHa
ot 04.06.2018 N 140-D3)

10. He nomyckaeTcsi BKJIIOYEHHE B TOCYAapCTBEHHBIM peecTp JIEKapCTBEHHBIX CPEACTB
OJTHOM (hapMarieBTUIECKON CyOCTaHITUH, TPOU3BEIECHHOM /TSl peasi3alliy U BBITYCKaeMOW OJTHUM
U T€M K€ IIPOM3BOJIUTENIEM, B BUIE ABYX U OOJIee PeeCTPOBBIX 3aMUCEH.

(uacth 10 BBeneHa denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

11. BHecenune wW3MEHEHMII B JOKYMEHTHI Ha (apMaleBTUUYECKYI0 CYOCTaHIIUIO,
MPOU3BEICHHYIO JJIs peai3alii ¥ BKIIOYEHHYIO B TOCYJApPCTBEHHBIN PEecTp JIeKapCTBEHHBIX
CPElICTB, OCYILIECTBISIETCS B TOpANKEe, ycTaHoBieHHOM ctaThsimu 30 u 31 Hacrosuiero
®denepadbHOrO 3aKOHA, C  yIUIATOM  TOCYIapCTBEHHOW TMONUIMHBI, MPEAYyCMOTPEHHOMN
3akoHoaTenbCTBOM Poccuiickoit denepariu o Hanorax u coopax.

(uactb 11 BBeneHa denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

KoncynbrantlIntoc: npumevanue.
O BO3MOXHOCTH OOpalieHus (papmManeBTHYeCKO CyOCTaHINH, UCKIIOYEHHOW U3 ToCpeecTpa,
cm. Takke O3 ot 30.01.2024 N 1-P3.

12. Jonyckaercsi oOpaiieHue ¢apMaleBTUYeCKOH CyOCTaHIMM [0 HCTEYEHHS CpOKa
TOJHOCTH, TPOU3BEACHHOW UIS peau3alliii B TEYCHHWE CTa BOCBMHIECATH ITHEH IOCIe HaThI
NPUHATHS YIIOJIHOMOYEHHBIM (elepalbHbBIM OpPraHOM HCIOJHUTENBHOW BJIACTH PELICHUS O
BHECCHWU W3MEHEHHMH B JOKYMEHTHI Ha (papMaleBTUYECKYHO0 CYOCTaHIHIO, B COOTBETCTBHH C
uH(popMalrel, couepkaiieiicss B TOKyMEHTaX Ha (apMaleBTUYECKYIO0 CYOCTaHIIMIO O JaThl
NPUHSATHS TAKOTO PEIICHHS.



(uactp 12 B pen. denepanpuoro 3akona ot 30.01.2024 N 1-03)

13. Pemenne 00 MCKIIOUEHHHM U3 TOCYAapCTBEHHOTO PEECTpa JIEKApCTBEHHBIX CPEICTB
(GapMmaneBTUYECKOM  CyOCTaHIMM, IpPOU3BEICHHOM  [UId  peanu3aluy, IPUHUMAETCS
YIIOJIHOMOYEHHBIM (heiepalibHbIM OPTaHOM MCTIOJTHUTENIBHOM BIACTH B Cllydae:

1) mnpeacraBneHUs COOTBETCTBYIOIIMM YIMOJHOMOYEHHBIM (elepaibHbIM  OpraHoM
WCTIOJTHUTEIILHOM BJIACTH 3aKIIOYEHHS O PUCKE WU 00 Yrpo3e >KU3HHU WU 3JOPOBBIO YETOBEKA
7100 )KMBOTHOTO MPHU UCIIOIH30BAaHUH JIEKAPCTBEHHOTO CPEJICTBA;

2) HampaBiieHUS pa3padOTYMKOM JIEKAPCTBEHHOT'O CPEACTBA WJIM IPOU3BOAUTEIIEM
JIEKapCTBEHHOTO CpE/ACTBA JIMOO YIOJIHOMOYEHHBIM UMM JPYTMM IOPUINYECKUM JIMLIOM
IIOCPEJCTBOM €IMHOTO TOpTaja B YIOJHOMOYEHHBIH (heepabHblii OpraH HCIOJIHUTEIbHOM
BJIACTH WJIM JINYHBIN KaOMHET YIIOJTHOMOYEHHOTO (eepaibHOrO OpraHa UCIIOJHUTENIbHON BIACTH
B €IMHOHM cHUCTeMe IMOAMUCAHHOTO YCHJICHHON KBaTH(PHUIHMPOBAHHOW AJIEKTPOHHON MOMHCHIO
3adBJI€HUA 00 MHCKIIOYEHUH U3 TOCYJapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEACTB
(dapMaleBTUYECKON CyOCTaHIIUU, TIPOU3BEICHHON AJIs PeaTu3alliu;

(m. 2 B pen. DeaepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

KoncynbrantlIntoc: npumevanue.

C01.01.2026 1. 3 u. 13 cT. 34 He pacupocTpaHsIeTCs HA IPABOOTHOILIEHNUSI, BO3HUKAIOLIUE ITPU
oOpalleHuH JICKapCTBEHHBIX CpPeAcTB s MeaunuHckoro npumeHenus (O3 ot 30.01.2024 N
1-®3).

3) orcyrcTBUs (dapMaleBTHUECKOW CyOCTaHIIMM, TPOU3BEIACHHOW ISl pealn3allid, B
oOpamenuu B Poccuiickoii @enepanuv B TEYCHHE TPeX U OoJee JIeT.
(uactb 13 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Crarba 35. Yrparuaa cuay ¢ 1 urouas 2015 roaa. - @enepajbHblii 3akoH ot 22.12.2014
N 429-®3.

Crarbs 36. O0xanoBanue pemeHus 00 0TKa3e B Bbljaye pa3pellieHHs HA NIPOBeleHne
KJIMHUYECKOr0 MCCJIEeJ0BAHUS JIEKAPCTBEHHOr0 Ipemnapara, pelleHust 00 oTkase B
rOCyIapCTBEHHOH PerucTpaluy JeKAPpCTBEHHOI0 Ipenapara, 3aK/JIYeHHs] KOMHCCHU
JKCNEPTOB IKCIEPTHOIO YUPe:KAeHUSI WM 3aKJII0YEHUS COBETA M0 ITHKeE

(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

Pemienrie cOOTBETCTBYIOIIETO YIOJHOMOYEHHOTO (heJiepaibHOro opraHa MCIOIHUTEIbHON
BJIaCTu 06 OTKa3¢ B BbIAAUC PaA3pCHICHUA Ha MPOBCACHUC KIIMHUYCCKOrO MCCICIOBAHUA
JIEKapCTBEHHOI'0 IIperapara, pelleHHe YKa3aHHOro (eaepaqbHOro opraHa HCIOIHUTEIbHOM
BJIacTH 00 OTKa3e B TOCYJApPCTBEHHOW pErucTpaliiyl JEKApCTBEHHOTO IMpernapara, 3aKIIUYeHHe
KOMUCCHH IKCIEPTOB IKCIIEPTHOTO YUPEXKIECHUS WU 3aKIIFOUEHUE COBETA 10 ITUKE MOXKET OBITh
00XaJIOBaHO B TIOPSIKE, YCTAHOBICHHOM 3aKOHOJATeIhCTBOM Poccuiickoii denepanuu.
3aKIoYeHne KOMHCCHM 3KCHEPTOB OJKCHEPTHOIO YUPEKIAEHUS O B3aMMO3aMEHSEMOCTHU
JICKAPCTBCHHLIX NPCHapaToB 11 MCAUIIUHCKOI'0 MPUMCHCHUS .]II/I6O O TOM, 4TO JICKapCTBeHHbe/’I
npemnapar AJii MEIUIUHCKOTO MPUMEHEHMs] HE SBJSETCS B3aMMO3aMEHSEMbBIM, MOXET OBITh
00’aJIOBaHO JIepKaTeseM WM BIAACNbIEM PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
mpenapara B YIOJHOMOYCHHBIM (enepaabHbIii OpraH HWCIOJMHHUTEIBHONW BIJIACTH, KOTOPBIN
NPHUBJICKACT K PACCMOTPEHHUIO YKa3aHHOW >Kajdo0bl TIOJBEJOMCTBEHHBIE €My Hay4YHbIC
OpraHM3aly M 00pa3oBaTelbHbIE OpPraHM3aIMM BBICHIETO OOpPa30BaHMS, OCYLIECTBIIAIOIINE
NESITEIbHOCTH B cpepe oOpalieHus JTeKapCTBEHHBIX CPECTB. 3aKITF0UCHNE KOMUCCHU IKCIIEPTOB



9KCIIEPTHOTO YUPEXKACHUSI, OPOPMIIEHHOE IO UTOraM MepecMoTpa 00kKaJIOBaHHOTO 3aKIIOUEHUS
IKCIepTa, MOXET OBITh OCIOPEHO JAep)KaTeleM MM BIAJCNbIEM PETUCTPALHOHHOTO
YIOCTOBEpPEHUS JIEKapCTBEHHOI'O MpernapaTa JMOO YHOJTHOMOYEHHBIM UMU JIMIIOM B IOpSIIKE,
YCTAHOBJICHHOM 3aKOHOZAaTenbcTBOM Poccuiickoit @eneparuu. [Ipu o6kanoBaHMM pelICHHS
YIIOJTHOMOYEHHOTO (peiepalIbHOr0 OpraHa MCIOJIHUTEIBHON BIACTH, 3aKII0YEHHS SKCIIepTa WK
KOMHCCHH 3KCIIEPTOB IKCIEPTHOTO YUPEKIACHHUS, 3aKJIIOUEHUSI COBETA 10 3TUKE JepKaTellb WIN
BJajesel]  PEerucTPallMOHHOTO  YIOCTOBEPEHHUS  JIGKapCTBEHHOTO  mpemapara  Jubo
YIOJTHOMOYEHHOE MMM JIMIIO0 BIIPaBE NPEACTABUTH PE3YJIbTaThl SKCIEPTU3bI JIEKAPCTBEHHOIO
mpernapara, MPOTOKOJIbI MOJTYYEHHBIX AKKPEAUTOBAHHBIMU HCIBITATEIbHBIMU J1A00pAaTOPUSMU
(LeHTpaMu) pe3ynbTaTOB UCCIEIOBAHUMN, UCTIBITAHUI.

(B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

Crarba 37. HNudopmanusi, CBSI3aHHAsE ¢ OCYUIECTBJIEHMEM TOCYJAapPCTBEHHOM
perucTpanuM WJAM PerucTpalud JIeKAPCTBEHHbIX MpenaparoB, uHopmanus o
3aperucTPMPOBAHHBIX JIEKAPCTBEHHBIX Mpenaparax MU JeKapCTBEHHbIX Ipenaparax,
HCKJIIOYEHHBIX U3 FOCYJapCTBEHHOI0 peecTpa JeKapCTBEHHBIX CPeACTB
(B pen. ®enepanpuoro 3axoHa ot 30.01.2024 N 1-D3)

1. CoOTBETCTBYIONIUH YIOJIHOMOYCHHBIH (efepaqbHbIl OpraH MCTIOJHUTEIBHOW BIACTH
pa3Mmeraer Ha cBoeM O¢HIMaIbHOM caiite B cetn "WHTepHeT" MH(POpPMALUIO, CBA3aHHYIO C
OCYIIECTBJIEHUEM TOCYAApCTBEHHOM PETUCTpAallMd WJIM  PErucTpaluy  JIeKapCTBEHHBIX
IpErnapaToB, B TOM YHCJIE IPOBEIEHUEM OHKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB (BKJIIOUas
pe3yJbTaThl €€ MPOBEACHUS ), THPOPMAIMIO O 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MIpernapaTax
U JIEKAPCTBEHHBIX Npenaparax, UCKIOUYEHHBIX U3 FOCYJapCTBEHHOIO pPEECTpa JIEKApCTBEHHBIX
CPEICTB, HE IMO3/IHEEe 4YeM uepe3 MATh padouux AHEW cO JHS MOJNy4YeHHUs YHMOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJIHUTENILHON BIACTH COOTBETCTBYIOIIEH HHPOPMALIUH.

(B pen. denepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-03, ot 02.08.2019 N 297-D3, o1 30.01.2024
N 1-®@3)

2. CpokH ¥ MOPSIOK pa3MENIeHUs] yKa3aHHOW B yacTh | HacTosmied ctaTbu WHMOpMAIuu
YCTaHABIMBAIOTCS  YIIOJTHOMOYEHHBIM (heepalbHBIM OpraHOM HMCTOJHUTEILHON  BIACTH.
Nudopmarius, ykazaHHas B 4acTy | HACTOSIICH CTaThH, SIBJISICTCS OTKPBITOM U OOIIEAOCTYITHOMN 1
MPEA0CTABIIACTCS 3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBHUH C 3aKOHOAAaTeNbCTBOM Poccuiickoii
denepanyu.

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

I'maBa 7. KIMHUYECKHUE UCCJIEJOBAHUS JIEKAPCTBEHHBIX
IMPEITAPATOB JJIsI MEJUIIUHCKOI'O IPUMEHEHMSA, JOI'OBOP
Ob UX IPOBEJEHUWMU, ITIPABA TAIUEHTOB, YYHACTBYIOIIIUX
B 9TUX UCCJIIEAJOBAHUAX

Crarba 38. KunmHuYeckue MuCC/IeI0BAHUS JIEKAPCTBEHHBIX MpenapaTroB JIs
MeJIMUINHCKOr0 NPUMeHEeHNsI

1. KnuHudeckue uCCIEIOBAHMS JIEKAPCTBEHHBIX IMpENapaToB s MEIULUHCKOTO
NPUMEHEHUs, B TOM UHCIE MEXIyHApOJAHBIE MHOTOIICHTPOBBIC, MHOTOIICHTPOBHIC,
MOCTPETUCTPAILIMOHHBIC, TPOBOASTCS B OJHOW WJIM HECKOJIBKUX MEIULMHCKUX OpraHU3alusaX B
CIIEMYIONINX TEISIX:

(B pen. ®enepanbHbiX 3aKOHOB 0T 22.12.2014 N 429-D3, ot 30.01.2024 N 1-D3)

1) ycraHoBieHHne 6€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaToB AJIs 30POBBIX T0OPOBOJIBIIEB
U (MJTH) IEPEHOCUMOCTH UX 3I0POBBIMH TOOPOBOJIBIIAMH, 32 UCKITIOYSHHEM TaKUX MCCIEIOBaHUN
JIEKapCTBEHHBIX MPEMapaToB, MPOU3BEICHHBIX 3a peaenamu Poccuiickoit denepanmy;



2) nmoadop ONTHUMANBHBIX JO3MPOBOK JIEKAPCTBEHHOTO Mpernapara W Kypca JeueHus Ui
MAIUEHTOB C OIpeAeJICHHBIM 3a00JeBaHUEM, ONTHUMAIBHBIX J03 W CXEeM BaKIMHAIUU
MMMYHOOHOJIOTHYECKIUMHU JIEKAPCTBEHHBIMU IIPeTapaTaMy 310pOBbIX JOOPOBOJIBIIEB;

3) ycraHOBieHHE 0€30IacCHOCTH JIEKAPCTBEHHOTO Iperapara U ero 3((eKTUBHOCTH IS
MaldeHTOB C  OMNpeJeeHHbIM  3a0oyieBaHUEM, MNpoduiIaKkTudeckod  dddekTuBHOCTH
UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB A 310POBBIX T0OPOBOJIBIIEB;

4) m3yueHHe BO3MOXXHOCTH DACIIMPEHUs MOKa3aHWH IJI1 MEIUIUHCKOIO NPUMEHEHUs U
BBISIBJICHHSI paHee HEW3BECTHBIX IMOOOYHBIX AECHCTBUM 3aperucTpUpOBAaHHBIX JIEKAPCTBEHHBIX
IIPENapaToB.

1.1. KnauHuyeckue UCCIENOBaHUS JIEKAPCTBEHHBIX IMpEnapaToB sl MEIULMHCKOTO
MPUMEHEHHUS MPOBOJSATCS B COOTBETCTBUH C MpaBUIaMH HaJUIeKalled KIMHUYECKON MpPaKTHUKH,
YTBEPKICHHBIMU EBpa3suiicKOi YKOHOMUYECKON KOMUCCUEH.

(uacts 1.1 BBeaena denepanbabiM 3akoHOM OT 30.01.2024 N 1-D3)

2. B orHomIEHUN BOCIIPOU3BCACHHBIX JICKAPCTBCHHLIX MpCHaparoB [JIsI MCIUIHUHCKOTO
NPUMEHEHHS TIPOBOJASATCS HWCCIEAOBAaHUS OWOIKBUBAICHTHOCTH W (WJIHM) TEpaneBTHUECKOU
HKBHUBAJIEHTHOCTHU B TIOPSKE, YCTAHOBIEHHOM aKTaMH, COCTaBJIstoNME rpaBo Coro3a.

(B pen. ®enepanpuoro 3axoHa ot 30.01.2024 N 1-D3)

3. Oprasusanuio NpoBeIeHUs KITMHUYECKUX UCCIIEJOBAaHUN JIEKAPCTBEHHOTO IIpenapara ajs
MEIULMHCKOTO IPUMEHEHHS BIIPABE OCYLIECTBIATh:

1) pa3paboTUuK JIEKapCTBEHHOTO IIpenapara Wik YIOJIHOMOYSCHHOE UM JIULIO;

2) oOpa3oBaTeIbHBIC OPTaHU3AIMH BBICIIETO 00pa30BaHUS, OPTaHU3AINHN JOTTOTHUTEIHLHOTO
po(hecCHOHATLHOTO 00pa30BaHUs;
(m. 2 B pen. @eaepanpHoro 3akoHa ot 02.07.2013 N 185-D3)

3) Hay4yHBIE OpraHU3aLMH.
(B pen. ®enepanpuoro 3axoHa ot 30.01.2024 N 1-D3)

4. Kaunnueckue HCCIICAOBAaHUA JICKAPCTBCHHOI'0 Impfrapara A MCIUIIUHCKOI'O
NPUMEHEHHUS TMPOBOAATCS Ha OCHOBAaHMHM pa3pellieHHs Ha MPOBEACHHE KIMHHUYECKOIO
HUCCIICAOBaHUA JICKAPCTBCHHOI'O IMpfCliapara, BbIAAHHOI'O YINOJIHOMOYCHHBIM q)e;[epam,HHM
OpraHOM HCITOJIHUTEIIbHOW BJIACTH. YTIOJTHOMOYEHHBIN (heepalbHbI OpraH HUCIIOTHUTEITHHOU
BJIaCTU BCACT PCECCTP BBIAAHHBIX pa3pemeHI/H31 Ha IMPOBCACHHUC KIIMHUYCCKUX I/ICCJIC,ZLOBaHI/Iﬁ
JIEKapCTBEHHOI'0 Tpemnapara, COAepKalluil yKazaHue Ha UX IIeJIb WU LEeJIH, B YCTAaHOBJICHHOM
TUM OPTaHOM TOPSJIKE.

(B pen. ®enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

5. ¥Yrpatun cuny ¢ 1 utons 2015 roga. - @eaepanbublii 3akoH oT 22.12.2014 N 429-D3.

6. K opranuzamnuu npoBeieHUs KIMHUYECKUX MCCIEAOBAHUM JIEKAPCTBEHHOrO IMpernapara
JUIST  MEIUIMHCKOTO TPHMEHEHUsS pa3paboTYMKOM JIEKAPCTBEHHOTO Ipermapara MOTYT
MPUBJIEKATHCS IOPUAMYECKHUE JIHIA JO00W OpraHU3allMOHHO-TIPaBOBOW (OPMBI MPH YCIOBUU
oOecrieyeHuss COOTBETCTBUSI ITHX HCCIEeNOBaHUN TpeOoBaHUAM Hactosuero denepanbHOro
3aKOHa.

7. Ytpatun cuiy. - ®@eaepanbubiit 3akoH ot 30.01.2024 N 1-D3.

8. TlepedyeHpb MEIUIIMHCKUX OPTaHW3AlWNA, MPOBOIANINX KIMHUYECKHUE HCCIICIOBAHUS



JIEKapCTBEHHBIX MPENapaToB Ul MEAULIMHCKOTO MPUMEHEHHUS], U PEECTpP BBIAAHHBIX pa3peleHuH
Ha MPOBECHNE KIMHUYECKUX UCCIIE0BAaHU JIEKapCTBEHHBIX PENapaToB OMyOIMKOBBIBAIOTCS U
pasMelalTCcsl  YIOJHOMOUYEHHBIM  (efiepalbHbIM OpPraHOM  HCIIOJIHUTENIBHOW BJIACTH B
YCTAHOBJICHHOM MM TOPS/IKE HAa CBOEM O(pUIIMaTLHOM caiite B ceTd "MHTepHeT".

(B pen. ®enepansuoro 3axoHa ot 30.01.2024 N 1-D3)

Koncynprantlntoc: npumevanue.
[Tonoxenus ct. 39 (B pen. @3 ot 30.01.2024 N 1-®3), kacarouuecs IpeaoCTaBICHUs Toc.
YCIIYT IOCPEACTBOM €MHON CUCTEMBI U (UJIN) €AUMHOrO noprana, npuMmenstores ¢ 01.01.2026.

Crartbs 39. PeumieHue 0 npoBeleHUN KJIAMHMYECKOI0 HCCJIEI0BAHUS JIEKAPCTBEHHOIO
npenapara jJjsi MeIMIUHCKOT0 MPUMeHeHusI

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. Kiuauueckoe wucclenOBaHWE JIEKAapCTBEHHOIO TIpemapara Juisl MEIUIMHCKOTO
NPUMEHEHUS TIPOBOAMTCS HAa OCHOBAHMM DAa3pelICHUS Ha TPOBEIACHHE KIUHUYECKOTO
WCCIICIOBAHMSI JIGKAPCTBEHHOTO TIperapara, BBIAAHHOTO VYIIOJTHOMOYEHHBIM (eaepaTbHbIM
OpraHOM MCTOJIHUTEILHOM BJIACTH IO PE3yJIbTaTaM 3KCIEPTHU3bI TOKYMEHTOB, HEOOXOAMMBIX IS
MOJTyYEHUsl pa3pelieHHs Ha TPOBEACHHE KIMHUYECKOTO WCCICIOBAHUS JIEKAPCTBEHHOTO
npenapara u STHYECKON IKCIIEPTHU3HI.

2. Jlnd modydeHMs] pa3pelleHUs Ha IMPOBEACHHME KIMHUYECKOIO MCCIEA0BaHUs
JEKapCTBEHHOIO Ipemapara Uil MEJMLIHMHCKOrO MPUMEHEHHsS 3asBUTENb  HAIPaBIISIET
MIOCPEJCTBOM €IMHOTO TOpTaja B YIOJHOMOYEHHBIH (heepabHblii OpraH HCIOJIHUTEIbHOM
BJIACTH WJIM JINYHBIN KaOMHET YIIOJIHOMOYEHHOTO (heiepalbHOrO OpraHa UCTIOJHUTENIbHON BIACTH
B €IUHOM CUCTEME:!

(B pen. ®enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

1) 3agBneHue O BBIJAYE pa3pellieHUs Ha IPOBEJIEHUE KIMHUYECKOTO MCCIEN0BaHUs
JIEKapCTBEHHOIO IIpenapara Uil MEOULMHCKOrO IPUMEHEHHUs, IOANHMCAHHOE YCHUJICHHOU
KBaJTM(PHUIMPOBAHHON SIIEKTPOHHOH MOAIHUCHIO;

(B pen. ®enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

2) yrpaTtui cuiy. - @enepanbubiii 3akoH oT 30.01.2024 N 1-D3;

3) IpOTOKOJ KJIMHUYECKOTO MCCIIEA0BAHUS JIEKaPCTBEHHOT O IIpernapara sl MEIUIIUHCKOTO
PUMEHEHUS;

4) Opomrtopy wucciaeaoBatens (1 3aperuCTPUPOBAHHOTO JICKAPCTBEHHOTO TMperapara
JIOMTYCTUMO 3aMEHHUTh 0JIOOPEHHON 0O0IIel XapaKTepHCTUKOM JIEKapCTBEHHOTO Ipernapara, eciu
TaKOM JIEKapCTBEHHBIN MpernapaT 3aperucTpUPOBaH B COOTBETCTBUU C aKTaMH, COCTABJISIOIIUMU
npaBo Coro3a, U ero NpUMEeHEHHEe B KIMHUYECKOM HCCIIEOBAaHUH HE IPOTUBOPEUYHUT 0100PEHHOM
o011eil xapakTepruCTUKE JIEKapCTBEHHOTO Mpenapara JJis MEAUIIMHCKOTO MPUMEHEHHUS);

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5) nHpOpPMaITMOHHBIH JIUCTOK MAIUEHTA;

6) cBeeHus 00 ombITe pabOTHI MCCIeIoBaTeNeH 10 COOTBETCTBYIOUINM CIIEHUAIBHOCTAM U
UX OIBITE PAOOTHI MO MPOBEAECHUIO KIMHUYECKUX HCCIIEJOBAHUM;

7) - 8) yrpatunu cuny. - ®enepanbubiii 3akoH oT 30.01.2024 N 1-D3;



9) komuio noroBopa 0O0SA3aTENLHOTO CTPAaXOBAHHUSA, 3AKIIOYEHHOTO B COOTBETCTBUHU C
TUTIOBBIMU TIPABUJIAMH 00S3aTEIHHOTO CTPaxXOBaHUS, C yKa3aHUEM MpPeNeIbHOW YHUCICHHOCTH
MAIMEHTOB, YYacTBYIOIIUX B KIMHUYECKOM HCCIEJIOBAaHUU JIEKAPCTBEHHOrO Mperapara ajis
MEIUIIMHCKOTO MPUMEHEHHS;

10) nHpopMaLnIO 0 cocTaBe JEKapCTBEHHOI'O Mpenapara JUlsi MEIUIUHCKOTO IPUMEHEHUS
(3a UCKITFOUeHHEM OMOJIOrMYECKHUX JIEKAPCTBEHHBIX MPEMapaToB);
(B pen. ®enepanpuoro 3axoHa ot 30.01.2024 N 1-D3)

11) n1oKymMeHT, COCTaBIEHHBIM IPOU3BOIUTENIEM JIEKAPCTBEHHOIO Ipenapara s
MEIUIUHCKOr0 IPUMEHEHHUS U COZIeprKaIlni T0Ka3aTeNn (XapakTePUCTHKH), a TAKKe CBEACHUS O
JIEKapCTBEHHOM IIpernapare [Uisl MEIULMHCKOIO IPUMEHEHNUs, IPOU3BEIEHHOM JUIsl IPOBEACHHUS
KJIMHUYECKUX MCCIIeI0BaHUH (3a UCKIIIOYEHNEM OMOJIOrMUECKUX JIEKapCTBEHHBIX MPenapaToB);
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

11.1) MOKyMEHTHI U CBEJIEHUS, TTPEAYCMOTPEHHBIC TTPaBUIaMU TPOBEICHUS WCCIEIOBaHUI
OMOJIOTUYECKUX  JIGKAPCTBEHHBIX  CpeACTB  EBpasuiickoro  SKOHOMHYECKOTO  COI03a,
YTBEPKICHHBIMU EBpa3zuiickoil 53KOHOMHUYECKON KOMUCCHUEH;

(. 11.1 BBenen @enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

12) cBemeHust O Jnare TPEAOCTABICHHUS M PETUCTPAIMOHHOM HOMEpE JHUIEH3WH Ha
MPOU3BOJICTBO JICKAPCTBEHHBIX CPEACTB B Cllydae, €Cld MPOU3BOJCTBO JIEKAPCTBEHHOI'O
npemnapara ocyuiectnisiercss B Poccuiickoit denepanuu, Wik JOKYMEHT, COAEPKAIIUN CBEICHUS
0 JlaTe TpeJOoCTaBIEHUS U PETHCTPALMOHHOM HOMEpE 3aKIIOYEHUsI O COOTBETCTBUHU
MPOM3BOJUTENSI  JIGKAPCTBEHHOTO  TIpemapara  TpeOOBaHUSM  MpaBWJI  HaJJIeKaren
MPOU3BOJCTBEHHON TMPAaKTUKWA, MPEIOCTABIECHHOTO YIOJHOMOYEHHBIM OPraHoM CTpPaHbl
MIPOU3BOUTEIS JIEKAPCTBEHHOTO Tperapara.

(B pen. denepanbHbIX 3aKk0HOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3, o1 30.01.2024
N 1-®3)

2.1. Csenenus, NOATBEpXKIAlOIKE (aKT yIIIATBl TOCYAapCTBEHHOW TIOUUIMHBI 32
IIPOBEJCHUE ITUYECKON IKCIIEPTU3BL, DKCIIEPTU3BI JOKYMEHTOB Ha JICKAPCTBEHHBIN ITpenapar A
IOJIyUYEHUS] Ppa3pelIeHHs] Ha IMPOBEIACHHE KIMHUYECKOIO HCCIEJOBAHUS JIEKAPCTBEHHOIO
mpernapara Uil MEAMIMHCKOTO IPUMEHEHHs, 3a BblOady paspelleHHs Ha IPOBEICHHUE
KJIIMHUYECKOI0 MCCIIEN0BAaHUS JIEKAPCTBEHHOIO IIpenapara A MEAULMHCKOTO MPUMEHEHUS, 3a
IIPOBEJCHUE DKCIIEPTU3bI JOKYMEHTOB Ha JIEKapCTBEHHBIN NTpenapar Iy OIy4eHHs] pa3peleHus
Ha  IPOBEJEHHE  MEKIYHApOJHOTO  MHOIOLIEHTPOBOIO  KIMHUYECKOTO  MCCIEA0BaHUs
JIEKapCTBEHHOI'0 IIpemnapara Uil MEIULIUHCKOrO INPUMEHEHHs, 3a BblIAady pa3pelleHHs Ha
IIPOBEJECHUE MEXTYHAPOAHOI'O MHOTOLIEHTPOBOIO KIIMHUYECKOT'0O UCCIIEI0BAaHUS JIEKAPCTBEHHOTO
npernapara A MEIULIUHCKOTO IPUMEHEHMS], 3a IPOBEIEHUE I TUYECKON SKCIIEPTU3BI, DKCIIEPTU3BI
JOKYMEHTOB Ha JIEKapCTBEHHBIM Mpenapar uisi MOJIY4YEHMs] pa3pelleHHs] Ha IpPOBEACHUE
MOCTPETUCTPALIMOHHOIO  KJIIMHUYECKOTO  HCCIIENOBaHMs JIEKAPCTBEHHOI'O Ipenapara A
MEAMIMHCKOTO0 MPUMEHEHMS, 32 BbIaUy pa3pelleHusl Ha MPOBEIECHUE MOCTPETUCTPALUOHHOTO
KJIMHUYECKOr0 MCCIIENOBaHMs JIEKAPCTBEHHOIO IIpernapara Uil MEJULUHCKOIO IPUMEHEHUS, a
TaKXKe CBEICHHUS O BBIAABAEMBIX (TPEIOCTABISAEMbIX) YIOJTHOMOUYEHHBIMHU (elepaTbHBIMU
OopraHaMy MCTIOJIHUTEJILHON BJIACTH JOKYMEHTaX (CBEIEHUSX), YKa3aHHBIX B MyHKTE 12 dactu 2
HACTOSIILIEH CTaThbW, YIOJHOMOUYEHHBIH (enepanbHBIi OpraH HCHOJIHUTENBHOM BIIACTH
3aIlpalluBaET B NOPSAJKE MEXBEIOMCTBEHHOTO 3JIEKTPOHHOTO B3aUMOICHCTBUS.

(uactsb 2.1 B pen. @enepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

3. B cpok, He mpeBBIIaONUi TpeX padounx JHEH CO JHS HANPaBJICHUS B IMYHBIN KAOMHET
YIIOJIHOMOYEHHOTO (pe/lepalbHOr0 OpraHa WCIOJHHUTENbHOM BIACTH B E€AMHOM cHCTEMe
YKa3aHHOTO B MyHKTE | 4acTu 2 HACTOAILIEH CTaThbU 3asBICHUS U HEOOXOIUMBIX JOKYMEHTOB,



YIOJIHOMOYEHHBIN (DeiepanbHbIi OpraH UCTIOTHUTEIIBHON BIIACTH
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1) mpoBOOUT TPOBEPKY TMOJHOTHI U JOCTOBEPHOCTH CBEACHMM, COAEpXKAIIUXCS B
MPEICTABJICHHBIX 3asIBUTENIEM JTOKYMEHTaX;

2) mpUHMMAaeT peUIeHHEe O TMPOBEACHUU OHKCHEPTHU3bl JOKYMEHTOB Ul MOJIy4eHUs
paspeleHus Ha MPOBEACHUE KIMHUYECKOTO HCCIENOBaHUsl JIEKApCTBEHHOTO Ipernapara i
MEAMIIMHCKOTO MPUMEHEHHS U ITHUECKOM AKCIEPTU3bI WM 00 OTKa3e B MPOBEICHUHU yKa3aHHBIX
AKCIIEPTH3;

3) HampaBisieT 3asSBUTENIO TOCPEACTBOM EIMHOrO IOpTaja WIM B JIMYHBIA KaOWHET
3asBUTENII B €IMHOM CHCTEME MOJIMUCAHHOE YCWICHHON KBaTU(pUIIMPOBAHHOW SIEKTPOHHOM
MOJIMHUCKHI0 YBEJOMJICHHE O MPUHSATOM pPEUIeHUH JTUOO B cilyyae MPHUHATHUS pelieHust 00 oTKaze
TAaKXe C YKa3aHUEM IPUYMH TaKOr0 OTKA3a;

(B pen. ®enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

4) HanpaBJisieT B JIMYHBINA KAOMHET 3KCIIEPTHOTO YUPESKICHUS B €MHON CUCTEME U JIMYHBII
KaOMHET COBETa MO0 ATHKE 3a/I1aHUs Ha MPOBEJICHHE COOTBETCTBYIOIINX 3KCIIEPTU3, ITOAMTUCAHHBIC
YCUJIICHHBIMU KBaJII/I(i)I/II_[I/IpOBaHHBIMI/I SJICKTPOHHBIMU MMOATIUCAMMU.

(m. 4 B pen. DeaepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

4. B ciydae BBIABICHHMS HENOJHOTHI W (MJIM) HEIOCTOBEPHOCTH HWH(pOpMAIHH,
coJiepskalieiicst B MpeICTaBICHHBIX 3asgBUTENEM JOKYMEHTaX, YIOJIHOMOYEHHBIN (eaepanbHbIi
OpraH UCTIOJHUTEILHOW BJIACTH HAIPABISIET B JIMYHBIN KaOWMHET 3asBUTENS B €IUHOW CHCTEME
3ampoc 00 YTOUHEHHH YKa3aHHON HH(POPMAIINH, TTOANMMCAHHBIA YCHICHHONW KBATU(PUITUPOBAHHOM
AIIEKTPOHHON MOMMUCKHI0. 3asBUTENb 00s3aH HANPaBUTh B JIMYHBINH KaOMHET YIOJTHOMOYEHHOTO
dbeneparbHOTO OpraHa WCTIOJHUTEIBLHON BJIACTH B €IMHOW CHUCTEME TOJIMHUCAHHBIA YCHJICHHON
KBAJM(HUIUPOBAHHONW  3JEKTPOHHOM MOANKMCHIO OTBET Ha 3ampoc  yIMOJIHOMOYEHHOTO
denepanbHOrO OpraHa MCIOJHUTEIBHON BIIACTH B CPOK, HE MPEBBILIAIONINK AeBsHOCTA pabounx
THEN cO JTHSA TONy4YeHUs! YIMOITHOMOYEHHBIM (efepaTbHbIM OPTaHOM HCIIOJTHUTEIHHOU BIACTH
3JIEKTPOHHOTO YBEJAOMJICHUS O MOJy4eHUHU 3asiBUTENeM 3arpoca. Cpok, yKa3aHHBIM B 4acTu 3
HACTOSIIEH CTaTh, MPUOCTAHABIMBACTCS CO JTHS HAMPABJICHUS B JMYHBIN KaOWHET 3asBUTEINS B
€MHON CUCTEME 3ampoca YIOJIHOMOYEHHOTO (peepaqbHOro OpraHa CMOJHUTENBHOMN BIACTH J10
JTHSI HAIIPABJICHUS B IMYHBIA KAOMHET YIIOJTHOMOYEHHOTO (peIepalibHOTO OpraHa NCTIOTHUTEIbHOM
BJIACTH B €IMHOM CHCTEME OTBETA Ha 3alpOC U HE YUYUTHIBACTCS MPU UCUNCICHUH CPOKA MPUHSATHUS
YIIOJTHOMOYEHHBIM (eiepaibHbIM OPraHOM HCIOIHUTENBHON BIACTU PEIICHUS O MPOBEACHHUH
9KCMEPTU3bl JIOKYMEHTOB Ui TOJYYEHHsS pa3pelleHds Ha IMpPOBeIeHUE KIMHUYECKOTrO
MCCJIEIOBaHMsI JIEKAPCTBEHHOTO IIpenapaTa Il MEAULUHCKOIO IPUMEHEHUS.

(uactb 4 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. OcHOBaHMEM ISl OTKa3a B IPOBEAECHUU 3KCIEPTU3bl JOKYMEHTOB [UIsl IOJyYEHUS
paspelleHuss Ha INPOBEACHHE KIMHHYECKOTO HCCIENOBaHMs JIEKapCTBEHHOIO IIpemnapara Ui
MEJIULUHCKOrO NPUMEHEHMSI U ITUYECKOM DKCIEPTU3BI SIBISETCS MPEICTaBICHUE JOKYMEHTOB,
IPEJYCMOTPEHHBIX 4YacTbi0 2 HACTOSIEH CTaThH, B HENOJIHOM OObeMe, HENpPEICTaBICHHE
3asIBUTEJIEM B YCTAHOBJIEHHBIN CPOK OTBETA HA YKa3aHHBIN B 4acTU 4 HACTOALIEH CTaTbH 3aIlIpoc
YIIOJIHOMOYEHHOT0 (pelepalIbHOr0 OpraHa HCIOJHUTENBHOM BIacTh JHMOO OTCYTCTBHE B
IPEJCTAaBICHHBIX JTOKYMEHTAaX HCYEPIBIBAIOIIECTO IMepeuHsi HeoOXOAMMOH WHGpOpMalUu WM
UH(pOpMaLNH, KOTOpask JOKHA ObITh OTPAXKEHA B HUX, a TAK)KE OTCYTCTBUE CBEIEHUI, KOTOpBIE
B JAIbHEWIIEM IOATBEPXKAAIOTCA  IOCPEACTBOM  MEXKBEIOMCTBEHHOIO  3JIEKTPOHHOI'O
B3aUMOJICHCTBHA, O (haKTe YIUIaThl TOCYAAPCTBEHHOM MOLUIMHBI 33 NPOBEJEHHUE STHYECKOU
DKCIIEPTU3BL, SKCIIEPTU3bI JOKYMEHTOB Ha JICKAPCTBEHHBIH IIpenapar uis OJIy4eHUs pa3pelleHus
Ha NPOBENCHHUE KIMHUYECKOTO MCCIEIOBAHUA JEKapCTBEHHOIO Ipenapara Al MEIUIMHCKOIO



NPUMEHEHMs, 3a BblJA4y pa3pelieHuss Ha [POBEAECHUE KIMHUYECKOTO HCCIeI0BaHMS
JIEKapCTBEHHOI'0 Ipemnapara A MEIUIMHCKOTO IPHUMEHEHHUs, 3a IPOBEIECHUE SKCIEPTHU3BI
JOKYMEHTOB Ha JICKapCTBEHHBIM IpenapaTr JUlsl IOJIy4eHHsl pa3pellieHHs Ha IpOBEIEHHE
MEXYHApOAHOIO MHOTOLIEHTPOBOI'O KIMHUYECKOTO UCCIIEI0BAaHUS JIEKApCTBEHHOTO Mpernapara
JUIs MEIULMHCKOIO NMPHMEHEHMs], 3a BblAady pa3pellieHHs] Ha IPOBEIECHHE MEXIYHapOJHOTO
MHOTOLIEHTPOBOT'0 KIIMHUYECKOI0 UCCIIEOBAHMSI JIEKAPCTBEHHOT'O Mpernapara s MEAULUHCKOTO
IPUMEHEHHs, 3a T[POBEJCHHE OHTUYECKOM OSKCIEPTU3bl, OSKCHEPTU3bl JOKYMEHTOB Ha
JIEKapCTBEHHBIN MpenapaT Ui OJyYeHHUs pa3pellieHus] Ha IPOBEACHHUE OCTPETUCTPALIMOHHOTIO
KJIMHUYECKOI'O MCCIIE0BaHMs JIEKAPCTBEHHOIO IIpenapara Jjas MEIUIMHCKOI0 MIPUMEHEHHUs, 3a
BbIIaUy DPa3pelIeHUs] HAa IPOBEAEHHUE IOCTPETHMCTPALMOHHOIO KIMHMYECKOTO MCCIEA0BaHUs
JIEKapCTBEHHOT O Mpenapara Al MEAULIMHCKOTO IPUMEHEHUSI.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

6. IlpoBeneHne SKCMEpPTU3Bl JOKYMEHTOB JUIsl TOJYYEHHs pa3pelieHdss Ha IPOBEICHHE
KJIMHUYECKOT0 MCCIIEIOBAHUS JIEKAPCTBEHHOTO Mpenapara sl MEIUIMHCKOTO MPUMEHEHUs U
ATUYECKOMN AKCIEPTU3BI, COCTABIICHUE KOMUCCHUEN SKCIIEPTOB M COBETOM I10 ATUKE 3aKIIOUEHUN O
BO3MOKHOCTH WJIM HEBO3MOXXHOCTU TIPOBEIECHUS] TAKOro0 KIMHUYECKOIO MCCIEIOBaHUS,
MOAMKUCAHNE 3aKITIOYCHUH YCUJICHHBIMU KBUTHU(DUIIUPOBAHHBIMH SJIEKTPOHHBIMH TOIMUCAMHA U
HATPAaBIICHUE TAHHBIX 3aKITIOYCHHUN B THYHBIN KAOWHET YIOJIHOMOYEHHOTO ()eIepaTbHOTO OpTraHa
WCIIOJTHUTEIIbHONW BJIACTH B €IUHOM CHCTEME OCYIIECTBISIOTCS B CPOK, HE TMPEBBIMIAIOIINNA
JBAIATH IATH Pab0OUMX JHEH CO THS HAMPABICHUS B IMYHBINA KAOWHET SKCIIEPTHOTO YUPEKACHUS
B €JIMHOM CHCTEeME 3aJaHMs YITOJTHOMOYEHHOTO (heZIepaTbHOTO OpraHa UCIIOJIHUTEIIBHON BIACTH C
MPUIOKEHUEM IOKYMEHTOB, YKa3aHHbIX B yHKTax 3,4, 10, 11 u 11.1 yactu 2 Hacrosuiei cratbu,
W HampaBJeHUsS B JUYHBIA KaOMHET coBeTa 10 JTHKE B EIUHOM CHCTeME 3aJaHus
YIIOJTHOMOYEHHOTO  (heJIepaTbHOTO OpraHa WCIOJHUTENBHON BIACTH C MPWIOKCHHEM
JIOKYMEHTOB, YKa3aHHBIX B IMYHKTax 3 - 6 U 9 yacTu 2 HacTOSIIEN CTaThH.

(uactsb 6 B pen. denepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

7. B cpok, HE MPEBBIIAIONINN TPEX padOUnX JHEH CO JHS HANPaBJICHUS B JIMYHBIN KAOMHET
YIIOJIHOMOYEHHOTO (pe/lepabHOr0 OpraHa WCIOJHHUTENIbHOM BIACTH B E€AMHOM cHCTEMe
3aKJTIOYEHUH, YKa3aHHBIX B 4acTH 6 HACTOAIICH CTaThH, YIIOJHOMOYCHHBIN (efepaTbHbIN OpraH
HUCIOJIHUTEILHOM BIACTH:

(B pen. ®enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

1) OCYHICCTBJIACT OLICHKY MOCTYIIHMBIINX 3aKJIFOYCHUN AJid ONIpCACIICHUA UX COOTBCTCTBHA
3aaHusAM Ha MPOBEACHUE COOTBETCTBYIOIIUX OKCIICPTHU3,

2) NpUHUMAET pEUIeHHE O BblJau€ pa3pellieHuss Ha IPOBEICHUE KIMHUYECKOIO
MCCJIEIOBAHMsI JIEKapCTBEHHOT'O Ipenapara JUlsi MEAUIMHCKOTO IPUMEHEHUsS, BHOCUT B PEECTp
BBIIaHHBIX pa3pelleHUi Ha NPOBEJCHHE KIMHUYECKMX MCCIENO0BAaHUN JIEKApCTBEHHOIO
npenapara COOTBETCTBYIOIIYK0 MH(MOPMALMIO U HAIpPABISAET IMOCPEACTBOM E€IMHOTO IopTaia
3asiBUTEITIO WM B IMYHBIN KAOMHET 3asBUTENS B €IMHON CUCTEME BBIITUCKY U3 peecTpa BbIJaHHBIX
paspellleHuii Ha NPOBEICHHME KIMHUYECKUX MCCIEAOBaHNUN JICKapCTBEHHOIO IIpernapara,
HOJIMMCAHHYIO YCUJICHHOM KBaTU(UIIMPOBAHHON SJIEKTPOHHOHN MOIINHUCHIO;

(m. 2 B pen. DeaepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

3) mpuHEMaeT pemieHrne 00 OTKasze B BbIJAUe pa3pelleHus Ha MPOBEAEHUE KIMHHYECKOTO
UCCJIEIOBaHMsI JIEKAPCTBEHHOI'O Mpernapara Ui MEIUIIMHCKOTO MPUMEHEHHs] U HalpaBiseT
MOCPCACTBOM CANHOI'O IOopTajia 3adBUTCIIIO UJIU B JINYHBIN KaGI/IHeT 3asABUTCIIA B GHHHOﬁ CUCTEMC
JIAHHOE peIlIeHHe, MOANMMCAHHOE YCHJICHHOW KBaTU(UIIMPOBAHHOW JJIEKTPOHHOW MOMIMHCHIO, C
yKa3aHUEM MPUYHMH OTKa3a.

(m. 3 B pen. DeaepanpHoro 3akoHa ot 30.01.2024 N 1-D3)



8. OcHoBaHuMeM /i OTKa3a B BbIJau€ pa3pelieHUss Ha MPOBEIEeHUE KIMHHUYECKOTO
MCCJIEI0BAHMS JIEKAPCTBEHHOTO Ipenapara Juisi MEAUIIMHCKOTO MIPUMEHEHUS SBIISIETCS HaJIU4Yue
3aKJIIOUEHUSI KOMHCCHUU DKCIEPTOB WJIM 3aKIIOYEHHUS COBETa IO ATHKE O HEBO3MOXKHOCTHU
MPOBEACHUS KIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOIO Mpernapara A MEAUIIMHCKOIO
MIPUMEHEHHUS 110 pe3yNbTaTaM MPOBEACHHBIX IKCIEPTU3, TPETyCMOTPEHHBIX YaCThIO 6 HacTOsIIEN
CTaThHU.

9. Pemenue 00 oTka3e B MPOBEACHUH SKCIIEPTU3BI JOKYMEHTOB ISl TOTYYEHUS pa3peIICHUs
Ha HpOBeI[eHI/Ie KIIMHUYCECKOTI'0O HUCCICIOBAHUS HeKapCTBeHHOI‘O HpenapaTa I MCOUIIUHCKOT' O
MPUMEHEHHUS U dTHYECKOW SKCIEPTHU3bl U B BBIJAUe pa3pelieHus] Ha MPOBEACHUE KIUMHUYECKOTO
HUCCIICOOBAHUS .HeKapCTBCHHOFO npenapaTa JId MCIOUIITUHCKOI'O HpI/IMeHeHI/IH MOXET GBITB
00’kajI0BaHO B MIOPSIKE, YCTAHOBJICHHOM 3aKoHOAaTenbcTBOM Poccuiickoit deneparumn.

Koncynbrantlntoc: npumeganue.
[Tonoxkenus ct. 39.1 (B pea. @3 ot 30.01.2024 N 1-D3), kacaromuecs NpeAOCTaBICHUS TOC.
YCIIYT IOCPEACTBOM €MHON cucTemsl, mpuMenstores ¢ 01.01.2026.

Crartbs 39.1. dTnueckas 3KcnepTU3a
(BBenmena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. Ortmueckas OKCIIEPTHU3a MNPOBOAUTCA COBETOM II0 3THUKE, CO3JAaHHBIM B IIOPAIKE,
YCTAaHOBJICHHOM YIIOJJHOMOYCHHBIM @eﬂepaHLHHM OopraHom HUCIIOJIHUTEIbHOM BJIaCTH, B LECIIAX
BbIJJa4YH 3aKJIIOYCHUS 00 3THYECKOH 000CHOBAHHOCTH BO3MOYKHOCTH IMPOBCACHUA KIIMHUYCCKOI'O
HCCIICAOBAaHUS JICKAPCTBCHHOI'O MIpCriapaTta Iyt MEAULIMHCKOTO ITPUMCHCHU .

2. DKcrepTamMH COBETa MO 3TUKE MOTYT OBITh MPEICTaBUTENN MEIUIIMHCKUX OpraHU3aIHii,
HAyYHBIX OpTaHU3alMi, O00pa30BAaTEIBHBIX OPraHU3alMi BBICIIETO OOpPa30BaHUSA, a TaKKe
MPEJICTaBUTENN OOIIECTBEHHBIX OpraHU3alfil, PETUTHO3HBIX OpraHU3alMi U CPEACTB MacCOBOM
uHpopmanuu. JlaHHBIE SKCHEPThI HE MOJKHBI HAXOMUTHCA B KAKOW-THMOO 3aBUCUMOCTH OT
pa3pabOTUMKOB JIEKAPCTBEHHBIX MPENapaToB U APYTUX JIMII, 3aUHTEPECOBAHHBIX B pE3yJbTaTax
ATUYECKOMN IKCIEPTU3HI.

3. OmraTta yciyr 5KCIEpTOB COBETA IO ITUKE OCYIIECTBIISAETCS HA OCHOBAHHWH JIOTOBOPA,
3aKJIFOYEHHOTO MEXAY YIOJHOMOYEHHBIM (hefepaibHbIM OpPraHOM HCIIOJHUTENFHONW BIACTH,
KOTOPBIM CO37JaH COBET IO ITHKE, W HKCIEPTOM COBETa IO 3TUKE, 3a CUeT OOKETHBIX
ACCUTHOBaHUH, NMPeyCMOTPEHHBIX YIIOJIHOMOYEHHOMY (eiepaJIbHOMY OpraHy UCTIOJTHUTEIbHOM
BJIACTH, KOTOPBIM CO3/1aH COBET IO ATHKE, B (peJiepaibHOM OIOJKETE Ha COOTBETCTBYIOUIUM Ioj
Ha o0ecrieyeHre ero JAesITeIbHOCTH, B pa3Mepax, ycTaHoBlIeHHBIX [IpaButenscTBoM Poccuiickoii
denepanuu.

4. 3KCHeprI COB€Ta 110 OTHUKC HeCyT OTBECTCTBCHHOCTH B COOTBCTCTBUU C
3akoHoJaTenbcTBOM Poccuiickoit denepanym.

4.1. Ilpu mpoBeICHUU ITUUECKOM IKCIIEPTU3HI HE TOMYCKAETCs UCTPEOOBAHUE IKCIIEPTOM Y
3asBUTES JIMOO MHBIX JIUI MAaTepUAJIOB, HEOOXOAUMBIX JUISl TPOBEAEHUS STUYECKON IKCTIEPTHU3BL.
B ciyuae HEZOCTaTOUYHOCTH TMPEACTABICHHBIX HKCHEPTY MAaTEpUANoOB B JIMYHBIA KaOWHET
3asBUTENS B €IMHOM cUCTEME YIOJTHOMOYEHHBIM JIMLIOM COBETA 110 3TUKE HAIIPABIISETCS 3alpocC O
MMpEaACTaBJICHUN HCOGXOI[I/IMLIX MaTcpHraIoB, HOI[HHC&HHBIﬁ PYKOBOJUTCIICM (YHO.HHOMO‘-IGHHBIM
JUIIOM) COBETa IO ATHKE C HMCIOJIb30BAaHWEM YCHJIEHHON KBaTU(UIIMPOBAHHON SJIEKTPOHHOU
MOoAINUCH, a TAKKC HAIIPaBJIACTCA YBCIAOMIICHUC 06 YKa3zaHHOM 3alpoce B JIMYHBIN Ka6I/IHeT
YIOJIHOMOYEHHOTO (eiepabHOI0 OpraHa UCIIOJHUTENBHOMN BIACTH B €IMHON CHCTEME.



(uactb 4.1 BBeaeHa denepanbabiM 3akoHOM OT 30.01.2024 N 1-D3)

4.2. 3asBuUTENb 0053aH HAMPABUTH B JIMYHBIM KaOMHET COBETA 1O ITUKE B €IUHON CHCTEME
MOAMMCAHHBIA YCUJIEHHON KBadU(UIIMPOBAHHON AJIEKTPOHHOW TOJIKCHIO OTBET Ha 3aIpoc O
MPEJICTABICHUH HEOOXOJMMBIX MAaTEpPHaiOB COBETY IO STHUKE B CPOK, HE MPEBHIMIAOIINN
NEBSHOCTA pabOUMX JIHEN CO JHS MOJYYEHHS COBETOM IO ATHKE 3JIEKTPOHHOTO YBEJOMIICHUS O
MOJIYYEHUH 3asBUTENIEM YKa3aHHOTO 3arpoca. BpeMs co 1Hs HampaBiieHHs COBETOM IO 3THKE B
JUYHBIM KaOWHET 3asBUTENS] B €AMHOM CHCTEME 3ampoca O MPEACTaBICHUH HEOOXOAMMBIX
MaTepuasoB JI0 THS HAIPABJICHUS 3asBUTEIEM B JTUYHBIN KaOWHET COBETA MO ITUKE B SIUMHOU
CHUCTEME OTBETa Ha YKa3aHHBII 3aIpoCc HE YUWUTBHIBAETCS MPH HCUUCICHUU CPOKa MPOBEIEHUS
ATUYECKOMN IKCIEPTU3HI.

(uactb 4.2 BBeaeHa denepanbabiM 3akoHOM OT 30.01.2024 N 1-D3)

5. CocTaB coBeTa MO 3THKE, IMOJIOKEHHE 00 3TOM COBETE, MOPSAIOK €ro NesTeNbHOCTH,
TpeOoBaHUs K KBaJU(UKAIMU U OMBITY pabOThI IO SKCIIEPTHOM OLEHKE HAyYHBIX, MEAUIIMHCKUX
M OTUYECKHUX AaCMEKTOB KIMHUYECKHX WCCIEIOBAHUN JIEKAPCTBEHHBIX IMpenaparoB s
MEAMIIMHCKOTO MPUMEHEHHUS, NpPEeabsIBIseMble K DJKCIepTaM COBETa IO JTHKE, MOPSIOK
OpTaHM3aIMy ¥ TMPOBEACHUS JTUYECKOW SKCIEPTH3bl, (opMa 3aKIIOUYCHHUS COBETa IO ITUKE
YCTaHABIIMBAIOTCA YIOJHOMOYEHHBIM (hefiepaibHbIM OpraHOM HCIIOJIHUTENBHON BiIacTH. Yucio
MpeICTaBUTENeH MEAUIIMHCKIX OPTaHU3aIil HE MOKET MPEBHIIIATh MTOJIOBUHY OT OOIIEro yrcia
JKCIIEPTOB COBETA I10 ITHKE.

6. Madopmanus o cocraBe coBeTa MO ITHKE, IJIaHAX €ro padoThl U TEKYLIEH e TeNbHOCTH
pasmemiaercs Ha  OQUIMAIBHOM  CaliTe  YHNOJHOMOYEHHOro  (elepalbHOro  opraHa
VICIIOJIHUTENIbHOM Bi1acTH B ceTH "VIHTEpHET" B yCTaHOBIEHHOM UM IMOPSIJIKE.

Koncynbrantlntoc: npumevanue.
[Tonoxenus ct. 40 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeaoCTaBICHUs Toc.
YCIIYT OCPEACTBOM €ANHOM cuctembl, npumenstores ¢ 01.01.2026.

Crarbsa 40. IIpoBegeHne KIMHUYECKOT0 MCCJIE0BAHUS JEKAPCTBEHHOI0 Ipenapara
AJISl MEeIMIIUHCKOT0 NPUMEHEeHHUsl

1. PykoBoauTens MEIUIIMHCKOW OpraHu3aluy, KOTOpas MPOBOAUT KIMHUYECKOE
UCCJIEIOBAHNE JIEKAPCTBEHHOTO TMpernapaTra JJsi MEAUIMHCKOrO IPUMEHEHHUs, Ha3Hadaer
HCCIIeI0BATeNs, OTBETCTBEHHOTO 3a MPOBEICHUE TAaKOTO MCCIIEIOBAHMS U UMEIOIIETO JIeYeOHYIO
CHEIHAJILHOCTD, COOTBETCTBYIOIIYIO  MPOBOJAMMOMY  KJIMHHUYECKOMY  HCCIEIOBAHUIO
JIEKapCTBEHHOTO TIperapara, co CTakeM padoThl IO IMporpaMmaM KIMHUYECKUX HCCIIeTOBAHMI
JIEKAPCTBEHHBIX TMpPENapaToB HE MEHEe 4YeM TPHU roja U IO €ro MpeoKEHUI0 Ha3HAyaeT
CcoMCCIIeIOBaTeNIe U3 Yncia Bpayel 3TOM MEIUIIMHCKON OpraHu3aliH.

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. MWccnenmoBarenab OCYIISCTBISET BBIOOpP MAIMEHTOB, KOTOPBIE IO MEIUIIMHCKUM
MOKA3aHUSM MOTYT OBITh TMPHUBJICUEHBI K YYaCTHIO B KIMHUYECKOM HCCIEIOBAaHUU
JIEKapCTBEHHOTO MperapaTa sl MeIUIIMHCKOTO TPUMEHEHUSI.

3. HccnenoBarenb W COUCCIENOBATENN JOJDKHBI OBITh O3HAKOMIIEHBI C PE3yJIbTaTaMu
JOKJIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOI'O CPEJICTBA, COJEPKALIUMUCS B Opoliope
UCCIIEe0BATENs, IPOCKTOM IIPOTOKOJIa KIMHUYECKOTO UCCIIEI0BAHMS JICKAPCTBEHHOTO IIpenapara
JUISL METMIIMHCKOTO MPUMEHEHHUs, pa3pabOTaHHBIM pa3padOTYMKOM JIEKApCTBEHHOTO Mperapara
WM UHBIM IOPUIUYECKUM JIMIIOM, MIPUBJIEKAEMbIM K OpraHU3alMU MPOBEACHUS KIMHUYECKOTO
WCCJIE0OBAHMS JIEKAPCTBEHHOIO Ipernapara s MEIWLIHMHCKOrO IMPUMEHEHMsS, W JpyruMu



MaTt€puraiaMi TaKOIro UCCICIOBAaHUS.

3.1. PykoBoauTens MEIUIIMHCKON OpraHM3allii B CPOK, HE MPEBBIMAIOMINN TpeX pabounx
JHEW co AHs Hayaljla IpOBeIeHHs KIMHUYECKOI0 UCCIIe0BaHMsI JIEKAPCTBEHHOTO Mpenapara Jyis
MEIUIIUHCKOTO TMPHUMEHEHHs, cOO0IIaeT 00 3TOM B YIOJHOMOYEHHBIH (hefepalibHbIi OpraH
UCTIOJIHUTEJIBHOW BIIACTH, BBIJABIIMN pa3pelleHue Ha NMPOBEJEHHE TAaKOro MCCIENOBaHUS, 10
YCTaHOBJICHHOU UM (opMe.

(uacts 3.1 BBeaena denepanbHbiM 3akoHOM OT 29.11.2010 N 313-D3)

4. Opra#u3anuy, OCYIIECTBISIOIIME  OpraHU3alMi0  IPOBEACHUS  KIMHUYECKOTO
MICCIIEJOBAaHMS JIEKAPCTBEHHOTO TIpeTapara Uil MEANIIMHCKOTO TPUMEHEHHS M YKa3aHHbIE B YaCTH
3 crareu 38 Hacrosmero depepanbHOro 3aK0HA, B CIy4ae HEOOXOIMMOCTH BHECEHUS M3MEHEHUN
B TIPOTOKOJI KJIMHHUYECKOTO HCCIICJOBAHUS JICKApCTBEHHOTO TIpernapaTta il MEIMIMHCKOTO
IPUMEHEHHUs COOOLIaloT 00 TOM B YHNOJHOMOYEHHBIN (elnepaibHbIil OpraH HWCHOIHUTEIbHOM
BJIACTH, BBIAABIINK pa3pelIeHHe Ha MPOBEIECHUE TAKOTO HMCCIIETOBAHUS, [0 YCTAHOBICHHON UM
dopme.

(B pen. ®enepanpuoro 3akoHa ot 11.10.2010 N 271-D3)

4.1. ®opma cooOIIeHNsI 0 BHECEHUN U3MEHEHUH B IPOTOKOJI KIIMHUYECKOTO UCCIIEIOBAHUS
JIEKapCTBEHHOTO TIpernapara Uil MEAUIIMHCKOTO MPUMEHEHMs JOJDKHA COAEpKaTh CIEXYIOIIne
CBEJICHHUS:

1) HaumeHoBaHUe, HJEHTU(GUKALMOHHBIH HOMEP U JlaTa MPOTOKOJNA KIMHHUYECKOIO
UCCJIEI0BAHMS;

2) maTa BHECEHHS M3MEHEHHI B TIPOTOKOJI KIIMHHYECKOTO HCCIICIOBAHNS,
3) HaMMEHOBaHWE U MECTO HAXOXKJICHUS 3asBUTEIIS;

4) HauMMeHOBaHHWE OpraHu3alliy, TMPUBJICUYEHHON pa3pabOTUMKOM JIEKapCTBEHHOIO
npenapara K OpraHu3aluy NpoBeACHUs KIMHUYECKOT0 ccaeAoBaHus (IpU HATMYUN);

5) HaAauMMCHOBAaHUA W MECTa HaXO0XIACHHA MCIUIMHCKUX OpFaHHSaHHﬁ, B KOTOPBIX
MMPOBOAUTCS KIIMHUYCCKOC UCCIICAOBAHNC,

6) maTa BbIIAYM pa3pelieHs Ha MPOBEIECHNE KIMHUYECKOrO UCCIeI0BaHUS U HOMED 3TOTO
paspelieHus;

7) U3MEHEHUs1, BHOCUMBIE B TPOTOKOJ KIIMHUUYECKOTO UCCIIETOBAHMSL.
(uactsb 4.1 BBeneHa @enepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He TpeBBINIAIOIMNANA JBAIIATH BOCHBMH padOUMX JHEW CO JHS TOJy4YeHUS
yKa3aHHOTO B YacTH 4 HACTOALICH CTaTbU COOOIICHHUS, YIOJTHOMOUYEHHBIN (enepanbHblil opran
UCTIOJIHUTEJIBHOW BIIACTU PAacCMAaTPUBAET 3TO COOOLIEHHWE B YCTAaHOBJIEHHOM WM IOpSAKE U
IPUHMMAET PELICHHUE O BHECEHMM W3MEHEHHH B IPOTOKOJ KJIMHMYECKOTO MCCIEA0BaHUs
JIEKapCTBEHHOTO TpenapaTa JUlsi MEJUIIMHCKOTO IPUMEHEHUS WK 00 OTKa3e BO BHECEHUH TaKUX
U3MEHEHUH, TIOAMHMCAHHOE YCWJICHHOW KBATU(HUIMPOBAHHOW AJIEKTPOHHOW MOJIHCHIO,
IIOCPEICTBOM HaIpPaBJIECHUS COOTBETCTBYIOIIETO PELIEHUS B IMUHbIM KaOMHET 3asiBUTENS B €INHON
cucreme. [Ipu paccMoTpeHnn cooOIIeHusT 0 HEOOXOJUMOCTH BHECEHUSI U3MEHEHUH B MPOTOKOI
KJIIMHUYECKOI0 MCCIIENOBAaHUS JIEKAPCTBEHHOIO IpenapaTta Il MEIUIMHCKOTO NPUMEHEHUs B
EeJIAX OLIEHKH 0OOCHOBAaHHOCTH IMPEIaraeéMbIX U3MEHEHHUH U ONpe/IeTeHUs] CTENICHH PUCKa JUIs
NAIUEHTOB, NPUHAMAKOIUX Y4YacTHE B KIMHUYECKUX HCCIECIOBAHMAX, YHNOJHOMOYECHHBIM
(denepaabHBIM OPraHOM HCIOJHUTENIBHOW BIIACTH MOTYT MPHUBIEKATHCS AKCIEPTHl COBETA I10
ATUKE ¥ (WUJTH) DKCIIEPTHI AKCTIEPTHOTO YUPEKIACHUSI.



(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

6. KinuHuueckoe wuccieoBaHME JIEKAPCTBEHHOrO IIpermapara s MEIULUHCKOIO
MPUMEHEHHUS MOXKET OBITh MPUOCTAHOBJIEHO WM MPEKPAILEHO, €CIIH B MPOIIECCE €ro MPOBEIeHUs
oOHapy’KeHa ONacHOCTb JUIS KU3HH, 3/I0pPOBbs MALIMEHTOB. B cilyuae BOSHUKHOBEHUS OMACHOCTH
JUTSL ’KU3HU, 3/10POBbsI MAIIUEHTA, yJACTBYIOIIEr0 B KIIMHUYECKOM UCCIIeI0BaHUH JIEKAPCTBEHHOTO
npemnapara il MEJUIIMHCKOTO NMPUMEHEHHUs, UCCIIEA0BaTeN 00s3aHbl TPOMH(POPMHUPOBATE 00
9TOM PYKOBOJUTEN MEIUIIMHCKOM OpraHu3aliyd U OpraHU3aldio, MOJYyYUBIIYIO pa3pelieHue
YIIOJIHOMOYEHHOTO (pe/IepaIbHOTO OpraHa UCTIOJIHUTEIBHOM BJIaCTH Ha OPraHU3aIHIO IIPOBEACHUS
KJIMHUYECKOT0 MCCIE0BaHUs JIEKApCTBEHHOrO TMpemnapara. PemieHre O NPUOCTaHOBICHUU
KJIMHUYECKOIO0 HCCIIEOBaHMs JIEKAPCTBEHHOI'O IpernapaTa Ul MEIULUHCKOIO IPUMEHEHUs
NPUHUMAIOT PYKOBOAMUTENh MEAMIIMHCKOW OpraHu3aluy U (WIM) OpraHu3allus, MOJy4HBILIAs
paspeluieHre  YNOJHOMOYEHHOTO — (hefepalbHOr0  OpraHa HWCIHOJHMUTENBHOM BJAacTH Ha
OpraHM3alMI0 MPOBEIEHUS KIMHUYECKOrO0 HCCIEeIOBaHUSl JIEKapCTBEHHOIO IIpernaparta MAiis
MEAMIMHCKOTO TNPUMEHEHMS, PELIEHHE O NPEKpPalIeHUH TAaKOro MCCIEN0BAaHUSA IPUHUMAET
YIIOJTHOMOYEHHBIN (hefiepanbHbli OpraH MCIOJHUTENBHOM BJIacTH Ha OCHOBAaHMM COOOIIEHUS B
NUCHbMEHHON (hopMe pYKOBOIAMTENSI MEUIIMHCKON OpraHu3aluy WK OpraHu3alus, OIydUBIIas
paspelieHue  YIOJHOMOYEHHOro (eaepaibHOro oOpraHa HCIOJHUTENBHONM BJIACTH Ha
OpraHM3alMI0 IIPOBEIEHUS KIMHUYECKOIO MCCIENOBAaHUS JIEKaPCTBEHHOI'O IIpernapara A
MEAUIIMHCKOTO TPUMEHEHHS.

7. B cpok, He MpeBbIMAIONINN MATH paboYNX THEH CO JHS 3aBEPIICHUs, TPHUOCTAHOBIICHUS
WJIU TIPEKPALLEHUS KIIMHUYECKOTO UCCIIE0BAHMS JIEKAPCTBEHHOTO Mpernapara Jijisi MEAUIIMHCKOTO
MPUMEHEHHUS, COOOIIeHIe 00 3TOM HAIPABIISIETCS OPTaHU3AIMSIME, YKa3aHHBIMH B YaCTH 3 CTaThU
38 macrosmero dexepadbHOTO 3aKOHA, B YIOJHOMOYEHHBINM  deaepalbHbId  OpraH
WCTIOJTHUTEIILHOM BJIACTH 10 YCTAHOBJIICHHOH UM (opme.

8. ®opma cool1ieHHst 0 3aBEpILICHUH, IPUOCTAHOBICHUH WM MPEKPAIleHUU KIMHUYECKOTO
UCCJIEI0BAHMS JIEKAPCTBEHHOTO Mperapara ik MEIULIUHCKOTO MPUMEHEHHS I0JKHA COAECPKaATh:

1) wHpOpManmu©O O MEIUIIMHCKOW OpraHu3allii WIH MEIUIMHCKUX OpTraHU3allusiX,
MPOBOJIMBILUX JAHHOE UCCIIEAOBAHUE;

2) onMcaHue TAHHOTO MCCIICI0BAHMS;

3) namsble uccrnenoBarens (pammiaus, WUMsS, OTYECTBO, MECTO pPAa0OTHI, 3aHUMaeMas
JIOJDKHOCTB, CHEIUAIbHOCTh, CTaXX padOTHl MO MpPOrpaMMaM KIMHUYECKUX HCCIICIOBAHHMN
JIEKAPCTBEHHBIX  MpENaparoB, MEpeueHb KIMHUYECKUX HCCIAEAOBAHUN  JIEKAPCTBEHHBIX
MpenaparoB, B KOTOPHIX OH NMPUHUMAJ ydacTue (MEpHObl yIacTHs) B KAUECTBE MCCIIEIOBATEIS
WJIA COMCCIIeIOBATEIN);

(B pen. ®enepanpuoro 3akoHa ot 11.10.2010 N 271-D3)

4) pe3ynpTaT IaHHOTO MCCIEA0BaHUA (3aBEpIICHHUE, IPUOCTAHOBIECHUE WU IPEKpaLICHUE
JTAHHOTO MCCIIEJOBAHUS C yKa3aHUEM UX IIPUYMH U BIUSHUS Ha OLEHKY €ro pe3yJbTaToB, OOLIYIO
OLICHKY PHUCKa U 0KUAAEMOMH 0JIb3bl OT IPUMEHEHUS UCCIEAYEMOT0 JIEKAPCTBEHHOIO IIpernapara,
a TakoKe MpearnoaraeMbie JaabHEHIITNE TCHCTBUA).

8.1. Ilpu BeIABNECHUHM (heaepabHBIM OPTaHOM MCIIOJIHUTEIBHOM BIACTH, OCYLIECTBIISIOMINM
(GYHKIINH 110 KOHTPOJIIO U HAA30pY B chepe 3ApaBOOXpaHEeHUs, HApYIIEHUH TPpaBIII HaAJIexKanei
KJIMHUYECKOW TPAaKTUKU IPU IPOBEIECHUU KIMHUYECKOTO HCCIIEIOBAaHUS JIEKAPCTBEHHOIO
npenapara, BIMSIOIIMX Ha TMOJIHOTY M (WIM) JOCTOBEPHOCTh JAHHOIO KIMHHYECKOTO
UCCIIEIOBaHMs, YKa3aHHBIN (efepalbHbIi OpraH MCIOJIHUTEIbHOM BIIACTH NPHOCTAHABIMBACT
IIPOBEJCHUE JAHHOTIO KIMHUYECKOTO MCCIEIOBAHMUS M BBIHOCUT MEIMLIMHCKOW OpPraHU3alliu, B



KOTOpPOM MPOBOAMTCS HaHHOE KIMHUYECKOE HCCIe0BaHue, MpeAnucaHue o0 YCTpaHEHUU
BBISIBJICHHBIX HapylieHui. IIpu HeycTpaHEeHMHM MEIMIMHCKOM OpraHu3aluedl BBISBICHHBIX
HapylmIeHW B YCTAHOBJICHHBIM B TMPEANHWCAHUM CPOK YyKa3aHHBIA QeepabHbIi  OpraH
VCIIOJIHUTEJIbHON BJIACTH INPUHUMAET PELIEHHE O IMPEKpallleHUU IPOBEAEHUS KIMHUYECKOTO
UCCIIEIOBaHMs  JICKapCTBEHHOTO IpernapaTa W  HampaBisieT B (deaepanbHBIi  Oprax
UCTIOJIHUTENIBHOW ~ BJIACTH, OCYLIECTBISAIOMMNA (QYHKIMU 1O BBIpaOOTKE U peau3aliu
rOCyIapCTBEHHOW TOJUTUKH ¥  HOPMATHBHO-NIPABOBOMY  PEryJIMpOBaHUI0O B  cdepe
3paBOOXPAHEHUs, 3aKIOYEHHE O BBIABICHUM IPU IPOBEACHUH JAHHOTO KIMHHUYECKOIO
WCCJIEOBAHNUS HApYyLICHWM NpaBWUi HAJUIEKAIEH KIMHUYECKOM IPAKTUKU [UIsl MPUHATHA
pemeHust 00 OTMEHE pa3pelieHHss Ha OpraHU3alUI0 TPOBEJACHUS JAHHOTO KIMHUYECKOTO
UCCIEOBAHUS C AaThl NMPUHATHS PEUIEHUS O MPHUOCTAHOBJIEHUU IPOBEACHHS KIMHUYECKOIO
M CCJIEIOBaHMsI JIEKAPCTBEHHOTO IIpenapara.

(uacts 8.1 B pen. @enepanpHoro 3akona ot 13.07.2015 N 241-D3)

8.2. Ilpm mpoBeaeHMM KIMHHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOI'O IIpernapara st
MEAMIIMHCKOTO MPHUMEHEHUs B Cly4yae YTOYHEHHUS (M3MEHEHHs) NaHHBIX, COJAEPXKAIIUXCS B
paspellieHud Ha TPOBEJACHUE JIaHHOTO KIMHHUYECKOTO0 UCCJIEJIOBAHMS, Ha OCHOBAHHUH
HAIPAaBJIEHHOTO B JINYHBIA KaOMHET YIOJIHOMOYEHHOIO (eIepalbHOrO OpraHa UCIOIHUTEIbHON
BJIaCTHU B GIII/IHOﬁ CUCTEMCEC O6paH_[eHI/I$I 3a4BUTCIIA, IIOAIIMCAaHHOT'O yCHHeHHOfI
KBAIM(ULIMPOBAHHON  3JEKTPOHHOM  MOMAMHUCHIO, C  MPWIOKEHHUEM  MOTHBHPOBAHHOIO
O6OCHOBaHI/I§I U JOKYMCHTOB, MOATBCPKIAIOIINX HGOGXOI[I/IMOCTB YTOYHCHUSA JAaHHBIX,
YIOJIHOMOYECHHBIA (eiepabHbIil OpraH WCIIOJTHUTEIBHOW BJIACTH B CPOK, HE MPEBBIIIAFOIIHI
aBaaAnaTu BOCbMHU pa60tmx [[HGI‘/JI CO IHA NOCTYIUJICHUS TAaKOIro 06pameH1/I;1, BHOCHUT U3MCHCHUSA B
paspellieHue Ha TMPOBEICHHE KIMHUYECKOTO HCCIENOBAHMs JIEKApCTBEHHOTO IMpernaparta Jis
MCIUIIUHCKOI'0 MPHUMCECHCHUSA U PECCTP BBIJAHHBIX paspemeHI/Iﬁ Ha MOPOBCACHUC KIIMHUYCCKUX
HCCJIETOBAaHUM JIEKApCTBEHHBIX MPEMapaToB, a TAK)XKe HAMpaBJseT B JUYHBINA KaOWHET 3asBUTENs
B C,Z[PIHOI>'I CHUCTCMC BBIIIMCKY HU3 PCECTpPpa BbIJAHHBIX paspemeHI/H‘/'I Ha MMPOBCACHUEC KIIMHUYCCKUX
HCCJIEIOBAaHUM JIEKaPCTBEHHBIX IPEnapaToB, MOJMUCAHHYIO YCHJICHHOHN KBanu(HUIMPOBAHHON
AIIEKTPOHHON TOJIUCHIO, JTUOO MPUHUMAET pelleHne o0 OTKa3e BO BHECEHUM W3MCHECHH B
paspellieHue Ha MPOBEJCHHE KIMHUYECKOTO HCCIENOBAHMs JIEKApCTBEHHOTO IMpernapara Jis
MCIUTIUHCKOI'O IPpUMCHCHUA U HAIIPABJIACT B JINYHBIN Ka6I/IH€T 3adABUTCIIA B QHHHOﬁ CUCTEME OTO
perieHue, MOAMUCAaHHOE YCHICHHOW KBATH(PUITUPOBAHHOM JICKTPOHHON TIOIMHUCHIO, C YKA3aHHUEM
MPUYHH OTKa3a.

(uacts 8.2 BBeaeHa denepanbabiM 3akoHOM OT 30.01.2024 N 1-D3)

9. YnonHoMoueHHBIH (peepanbHblii OpraH MCIOJHUTEIBHON BIACTH OINMYOJIMKOBBIBAET M
pasMemiaeT Ha cBoeM OduIMaTbHOM caiTe B cetd "MHTepHET" COOOIeHHE O 3aBepIICHHH,
IPUOCTAHOBJICHUH WIN MTPEKPALLEHNUHN KIMHUUECKOIO NCCIIEI0OBaHMS JIEKAPCTBEHHOTO Mpernapara
JUI METULIMHCKOTO NMPUMEHEHHs B CPOK, HE MPEBBINAIONIIMNA NATH pabouyux JHEH co AHA ero
MOJIyYEHUs], B YCTAHOBJIEHHOM MM IOPSJIKE.

10. YnomHOMOYeHHBIH (enepabHbIA OpraH HMCIOJHUTEIBHON BJIACTH OCYIIECTBIISIET
BEJICHUE peecTpa HcclieoBaTeNeH, MPOBOASIIUX HIIA TPOBOJUBILINX KIMHUYECKUE UCCIEOBAHUS
JIEKapCTBEHHBIX  MpenaparoB Ui MEIUIMHCKOTO TPHUMEHEHHS, B COOTBETCTBUU C
YTBEPXKACHHBIMH UM TpaBHJIaMd W pa3MelIaeT ero Ha CBOeM O(HIIMAILHOM CailiTe B CETH
"UHTepHeT" B YCTAaHOBICGHHOM WM TMOpPSJAKE. YKa3aHHBIA pPEecTp COMAEPKHUT HHGPOPMAIIHIO,
MPEAYCMOTPEHHYIO MYHKTOM 3 4acTH 8 HACTOSIIEH CTaThH.

11. Otuer 0 pe3ynbTaTax KIMHUYECKOTO HMCCIEAOBaHUS JIEKAPCTBEHHOTO Ipernapara st
MEAMIMHCKOTO NMPUMEHEHMSI COCTABIISIETCS OpraHU3aluel, yKa3aHHOM B vacTu 3 cratbu 38
Hacrosmero denepanbHOTO 3aKOHA, U IPEJICTABIIACTCS B YIIOJITHOMOYCHHBIN (peepanbHbIi Opran
VCIIOJIHUTENILHOM BJIACTH, BBIAABIINN pa3pelIeHne Ha MPOBEAECHNUE 3TOT0 UCCIEA0BAHUS, B CPOK,
HE TPEBBIMIAIONIMN JBEHAAATH MECSIEB CO JIHSA €ro 3aBepLIeHUs, MPHUOCTAHOBIICHUS WU



NpeKpalieHusi, B TOPSJAKE, YCTaHOBIECHHOM YIIOJIHOMOYEHHBIM (penepaibHbIM OpraHoOM
HWCIOJIHUTEIBHON BIACTH.
(B pen. ®enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

12. Hapymenue mnpaBuJ HaJuIeXameil KIMHUYECKOH MpakTUKH, (anbcupuKams
pE3yJIbTaTOB KJIMHMYECKOTO MCCIENOBAHMSA JIEKaPCTBEHHOIO IIpernapara sl MEIULIHHCKOIO
NPUMEHEHHUsS BIIEKYT 3a COOOH OTBETCTBEHHOCTb B COOTBETCTBHHM C 3aKOHOJATEIbCTBOM
Poccuiickoit deneparumu.

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

13. Ilpu mpoBeneHMH KIMHUYECKOTO MCCIEAOBAaHMS JICKAPCTBEHHOTO IIpernapara ist
MEIUIIUHCKOTO TPHUMEHEHHs JOMyCcKaeTcs 3a00p y MHAaIlMEeHTOB OWOJIOTHYECKUX MaTepHuajoB
(0Opa3upl OMOJIOTHYECKHX KHUAKOCTEH, TKaHEil, CEeKpeTOB M MPOIYKTOB >KM3HEAEATEIbHOCTU
4elnoBeka, (PU3MOMOTMYECKUX M TATOJOTHYECKHX BBIJCIEHUH, Ma3KOB, COCKOOOB, CMBIBOB,
MHUKPOOPTaHU3MOB, OMOTICHITHBIN MaTepua) 1 ux nu3ydenus B Poccuiickoit @eneparuu u (vim)
3a npenenamu Pocculickon denepanuu.

(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

14. Ilopsnox BBO3a B Poccuiickyto @enepanuio U BbIBO3a 3a Ipenensl Poccuiickoit
QOenepanii  OMOJIOTMYECKUX MAaTEpHalioB, TOJYYEHHBIX TMPU MPOBEAECHUH KIMHUYECKOTO
MCCJIEIOBAHMsI JIEKApCTBEHHOTO IpenapaTa AJii MEIUIUHCKOTO IPUMEHEHHUS, YCTaHABINBAETCS
[IpaButenscTBOM Poccuiickoi denepanuu.

(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

Crarbs 41. /loroBop 0 npoBefeHUM KJIMHUYECKOI'0 MCCICAOBAHHUSA JIEKAPCTBEHHOIO
npenapara i MeJHIIHHCKOI0 IPUMEeHEeHHs

1. KiuHnueckoe wucCClenOBaHWE JIEKAapCTBEHHOIO TIpemapara Juisl MEIUIMHCKOTO
NPUMEHEHHUS TMPOBOAUTCS B COOTBETCTBUM C JOTOBOPOM O TMIPOBEACHUHM KIMHUYECKOTO
WCCJICIOBaHMS JIEKAPCTBEHHOTO Tpemnapara JJid MEAWIIMHCKOTO TPUMEHEHUs, 3aKIH0YaeMbIM
MEXJy OpraHu3aluei, MONyYMBIIEH pa3pelleHrue YMOIHOMOYEHHOro (eAepaibHOr0 OpraHa
WCIIOJTHUTEJIbHOW BJIACTH HA OPTaHU3AIMIO0 MPOBEACHUS TAKOTO MCCIIEIOBAHMS, U MEIUITMHCKON
opraHu3alei, OCyIeCcTBISIIONIEH TPOBEICHUE TAKOTO UCCIIETOBAHUS.

2. JloroBop O MpOBEIEHUU KIMHUYECKOTO MCCIIEIOBAaHUS JIEKAPCTBEHHOTO Mpernapara s
MEIUIIMHCKOTO MPUMEHEHUS JOJKEH COJIEPKATh:

1) ycnoBus ¥ CPOKH MPOBEACHUS JAHHOTO UCCIIEIOBAHMUS;

2) ompeneneHue OOIIEH CTOMMOCTH MPOrpaMMbl JAHHOTO MCCIEOBAHUS C YKa3aHUEM
CYMMBI, IPEAHA3HAYAIOIIENCS 1JIs BBIIUIAT UCCIIENOBATENAM, COUCCIEN0BATEISIM;

3) ompenenenue QGOpPMBI TPEICTABICHUS PE3YJIbTaTOB JAHHOTO WCCIEAOBAaHUS B
YIOJIHOMOYEHHBIN (DeiepanbHbIA OPTraH UCIIOTHUTEIIBHON BIIACTH.

Crarbs 42. ®uHaHCcoBOe OOecnedyeHUe KINHUYECKOr0 NCCIe0BAHNS JIEKAPCTBEHHOI0
npenapara Jjsi MeIMIUHCKOr0 NpUMeHeHu sl

®duHaHCOBOEC 00€CIeUCHNE KIUHUYECKOTO HCCJIICAO0BaHUA JICKAPCTBCHHOT'O IMperiapara IJid
MCIUIUHCKOI'0 MPUMEHCHUS OCYIICCTBIIACTCA 3a CUCT:

1) cpencTs denepanbHOro OIOIKETA;



2) cpeacTB OpraHU3alui, MOJIYUYHUBIIUX pa3pellieHue Ha OPraHnu3alnio TPOBEICHHS JaHHOTO
UCCJIEI0BAHMS, B COOTBETCTBUU C YCIOBUSIMU JJOTOBOPA O €r0 MPOBEACHUM;

3) MHBIX HE 3aIPEIICHHBIX 3aKOHOAATENBCTBOM Poccuiickoit denepanuu HCTOYHUKOB.

Crarbs 43. IlpaBa nanMeHTOB, YYACTBYWIIUX B KJIMHHYECKOM HCCJIEeI0BAHUM
JIEKAPCTBEHHOI'0 Mpenapara JJsi MeIUIUHCKOT0 IPUMeHEeHUs

1. Yuacrue ManMCHTOB B KIMHUYCCKOM HCCICAOBAHUU JICKAPCTBCHHOI'O IIpfriapara IJisd
MCIUIIUHCKOI'O MPUMCHCHUS ABJISACTCSA I[O6pOBOJ'IBHI)IM.

Koncynprantlntoc: npumevanue.
C 01.01.2026 B a63. 1 u. 2 cT. 43 BHOCsTCS n3MeHeHus (D3 ot 30.01.2024 N 1-D3).

2. ITarmeHT UM ero 3aKOHHBINA MPEICTABUTENb IOJDKEH ObITh MHPOPMUPOBAH B MUCHMEHHON
dopme:

1) o nekapcTBEHHOM Ipemapare Ui MEIUWLUHCKOTO MPUMEHEHHs M CYLIIHOCTU
KJIMHUYECKOT'0 UCCIIEIOBAHUS ATOTO JIEKAPCTBEHHOTO Mpenapara;

2) o 0e30macHOCTH JICKApCTBEHHOTO Iperapara Ul MEAWIMHCKOTO IMPHUMEHEHUS, €ro
oku1aeMoii 3PPEKTUBHOCTH U CTETIEHU PUCKa JUIS MAIMEHTa;

3) 00 ycioBHAX ydacTUsl MalMeHTa B KIMHUYECKOM HCCJIEIOBAaHUHU JIEKapCTBEHHOTO
npenapara Jjisi MeAUIUHCKOTO IPUMEHEHHS;

4) 0 ICJIW UK OEIIAX U ITIPOAOJIKUTEIIBHOCTU KIMHUYECKOTO UCCIIEA0OBaHNA JIECKAPCTBEHHOI'O
npenapara Jjis1 MCIUIUHCKOTO IPUMCHCHU,

5) 0 nelcTBUAX MAIMEHTAa B Cllydae HempeIBUIECHHBIX 3((EKTOB BIUSHUS JIEKapCTBEHHOTO
npenapara Jijisi MeAUIMHCKOTO MPUMEHEHHS Ha COCTOSTHUE €0 3/10POBbS;

6) 00 yCIIOBHSX 0053aTEIILHOTO CTPAXOBAHUS )KU3HU, 3/I0POBbsI MAIMEHTA;

7) O rapaHTusix KOH(bI/II[GHI_II/IaJIBHOCTI/I ydacTusd nmanyveHTa B KIMHUYCCKOM HUCCIICAOBAHUN
JICKApPCTBECHHOTO Ipernapara JJIs1 MCIUIIUHCKOI'O IIPYUMCHCHHU .

Koncynsrantlntoc: npumeganue.
C 01.01.2026 4. 3 ct. 43 uznaraetcs B HoBoM penakuuu (O3 ot 30.01.2024 N 1-D3).

3. HOGpOBOHBHOC corjiacuce nmnanueHTa Ha Y4YaCTHC B KIMHHUYCCKOM HCCICAOBAHHUU
JICKAPCTBECHHOTO Ipfriapara i MEAUIMWHCKOTO IMPUMEHCHUSA MOATBEPKAACTCA €TI0 IHMOAIMCHIO
HJIU MMOANUCHI0 €0 3aKOHHOI'O IPCACTABUTCIIA HA I/IH(bOpMaLII/IOHHOM JJUCTKEC IIalMCHTA.

4. TlarueHT WM €ro 3aKOHHBIN TMPEACTaBUTEh UMEET MPaBO OTKA3aThCsl OT y4acTHs B
KJIMHUYECKOM HCCJIEAOBAaHUU JIEKAPCTBEHHOTO MperapaTta A MEIUIMHCKOTO NMPUMEHEHHS Ha
0001 CTaNK MPOBEJCHUS TAKOTO UCCIIEOBAHUSI.

Koncynprantlntoc: npumevanue.
C01.01.2026 B 4. 5 ct. 43 BHOCsiTCS m3meHeHust (D3 ot 30.01.2024 N 1-D3).



5. TlpoBeaeHune KIMHUYECKOTO MCCIEJOBAHMSI JIEKAPCTBEHHOIO Ipemapara s
MEAWIIMHCKOTO TIPUMEHEHUS ¢ yJacTHEeM B KauecTBE IMAlMEHTOB JETEeH JOMyCKAaeTCs TOJIBKO C
corjlacusi B TMCbMEHHOU (popMe MX POAMTENICH, YCRIHOBUTENCH. J[eTH MOTyT paccMaTpuBaThCs B
KaueCTBE MOTEHI[MATBHBIX TMAIIMEHTOB TaKOTO HCCIEAOBAHUS, TOJIBKO €CIH €ro IMpPOBEIACHUE
HEO0OXOIMMO TSI YKPETUICHUS 3J0POBbs JeTeH WK MpOohUIaKTHKN HHPEKITHOHHBIX 3a00JI€BaHUMA
B JIETCKOM BO3pacTe JHOO0 €CIIH IeNIbI0 TaKOTO HCCIECIOBAHUS SIBIISCTCS MOJTYYCHHE JTaHHBIX O
HaWIy4Ilel T03UPOBKE JIEKAPCTBEHHOTO Mpenapara AJis JeueHus aeteil. B aTux ciydasx Takomy
WCCIICIOBAHHUIO JIOJDKHO TPEJIIeCTBOBATh KIMHHUYECKOE WCCIEIOBAHHE JIEKAPCTBEHHOTO
npernapara s METUIITHCKOT0 IPUMEHEHHS Ha COBEPILIEHHOJNETHUX IpaskJaHax, 3a HCKIIOUeHHEM
CIIy4aeB, €CIH HCCIEeIyeMblid JIGKAPCTBEHHBIM Mpemnapar ajis MEIUIUHCKOTO TPUMEHEHUS
IpeHa3HauYeH UCKITIOUUTENBHO AJI UCIIOJIB30BaHUsl HECOBEPIICHHOJIETHUMH I'paX1aHaMu.

(B pen. ®enepanpHoro 3akoHa ot 22.10.2014 N 313-D3)

6. 3amperaeTcs MpoBeIeHne KIMHUYECKOT0 NCCIIeI0BaHuUS JIEKAPCTBEHHOIO Tperapara ajis
MEIUIMHCKOTO MPUMEHEHHS C YYaCTUEM B KQU€CTBE MAI[UEHTOB:

1) neTel-CupoT U AeTeH, OCTABIINXCs O€3 MONEYSHUS POTUTENCH;

2) XKEHIIWH B Tepuoja OCEpeMEHHOCTH, KCHIUH B MEPUOJl TPYIHOTO BCKAPMIIMBAHUS, 3a
UCKITIOYEHUEM CIIy4aeB, €CJIM MPOBOIMTCS KIMHUYECKOE HCCICIOBAHUE JIEKAPCTBEHHOTO
npenapara, MHNpCIHASHAYCHHOIO JJid YKa3aHHBIX JKCHIIWH, IIPpU YCJIOBUU HGOGXOI[I/IMOCTI/I
noxydeHuss WHGOPMAIMK TOJHKO BO BPEMS TMPOBEIACHUS COOTBETCTBYIOUIMX KIMHHUYECKHX
I/ICC.HGIIOBaHI/Iﬁ U IIPUHATUSA BCEX HGO6XO[[I/IMLIX MCp IO UCKIIFOUCHUIO pUCKa HAHCCCHUSA BpCHa
JKEHIIMHE B MEPUOJl OEPEMEHHOCTH, KEHIIUHE B MEPUOJ] IPYIHOTO BCKAPMIIMBAHHUS, IJIOAY WU
peOeHKy;

3) BOGHHOCITYXAIlUX, 32 UCKIIFOUYEHUEM CITy4aeB MPOBEACHUSI KIMHUYECKOTO UCCIIeI0BAaHUS
JICKApCTBCHHOTO ITperiapara, CriCuuaJIbHO pa3pa60TaHH0ro IJId TPUMCHCHU A B YCJIOBUSAX BOCHHBIX
JEWCTBUM, YPE3BBIYANHBIX CUTYaIlud, TPO(PMIAKTUKA U JICUCHUsT 3a00J€BaHUN U TOPaKCHUH,
MOJIYYCHHBIX B PE3YyJIbTATC BO3HCﬁCTBHH He6HaFOHpI/I}ITHBIX XUMHUYCCKUX, 6I/IOJIOI‘I/I‘-IGCKI/IX,
panuanroHHbIX (hakTopoB. KimHuyeckoe uccieaoBaHHWE TaKOro JIEKAPCTBEHHOTO TMperapara
MOKCT IPOBOAUTHECA C YYAaCTHEM B KAUYCCTBC MAIMCHTOB BOCHHOCIYXAIUX, 3a HCKIIOYCHUCM
BOCHHOCTYXAIIKX, MPOXOASIINX BOCHHYIO CIYXOy IO MPHU3BIBY, C COO0OIEHUEM TpeOOBaHMUIA,
YCTAaHOBJICHHBIX HACTOAIIUM (I)e;[epaanHM 3aKOHOM B OTHOIIICHHUU I'PAKAAHCKUX JINIL;,

4) cOTpyIHUKOB MTPAaBOOXPAHUTENIbHBIX OPraHoOB;

5) JINII, OT6LIBaIOH_II/IX HaKa3aHUC B MCCTaXxX JIMIICHUA CBOGOI[LI, a TaKXKE JIMI, HaXOAAIIHUXCA
moa CTpa)Keﬁ B CJICACTBECHHBIX U30JIATOpax.

Koncynprantlntoc: npumevanue.
C01.01.2026 B 4. 7 ct. 43 BHOCsTCS n3meHeHust (D3 ot 30.01.2024 N 1-D3).

7. JlommyckaeTrcs MpoBEAEHUE KITMHUYECKOTO UCCIIEI0BAHNS JIEKAPCTBEHHOIO ITpenapara J1Jis
MEAWIIMHCKOTO TPUMEHEHUs, MPEAHA3HAUYEHHOTO JIs JICYCHHs] TICUXHUYECKUX 3a00JIeBaHUM, C
ydyacTHEM B KauyecTBE NAIMEHTOB JHI[ C TCUXUYECKMMH 3a00JeBaHUSMHU, MPU3HAHHBIX
HEEEeCIOCOOHBIMU B TIOPSIIKE, YCTAHOBIEHHOM 3aKOHOJATENbCTBOM Poccuiickoit denepanuu.
KinHnueckoe wnccnenoBaHuE JIEKAPCTBEHHOIO IIpenapara B 3TOM Clydae MPOBOAUTCS MNpPHU
HAJTMYUU COTJIACHS B TUCBMEHHON (DOpME 3aKOHHBIX MPEICTABUTENCH YKA3aHHBIX JIHII.

Cratbs 44. O0s3aTeIbHOE CTPAXOBAHUE KM3HH, 3/10POBbS MMALMEHTA, Y4ACTBYIOLLEI0
B KJIMHHYECKOM HCCJIeJOBAHMHM JIEKAPCTBEHHOr0 Ipenapara JJds MeIHIHHCKOIo



NpUMeHeHHsI
(B pen. @enepanpHoro 3akoHa ot 29.11.2010 N 313-D3)

1. Opranuzanus, NoJy4YuBIIas pa3pelieHre Ha OPraHU3alMI0 MPOBEACHHS KIMHUYECKOTO
WCCJICIOBAHMSI ISKAPCTBEHHOT'O TIperapara JJisi MEAUIIMHCKOTO IPUMEHEHHs, 00s13aHa B KAUeCTBE
CTpaxoBaressl CTPaxoBaTh PUCK NMPUYMHEHHS Bpela *KU3HHU, 3I0pPOBbIO MAllMEHTa B pe3yibTare
MPOBEACHUS KIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOIO Ipemnapara A MEAUIIMHCKOIO
MPUMEHEHHUS 32 CBOM CUET MyTEM 3aKIIIOUEHHS 10roBOpa 00s3aTeIbHOTO CTPaXOBaHUSI.

2. OOBEKTOM 00sI3aTENBFHOTO CTPAXOBAHUS SIBIISETCSI UMYIIECTBEHHBI MHTEPEC MAIMeHTa,
CBSI3aHHBIM C TNPUYMHEHHEM BpeNa €ro JKU3HU WM 3[0POBBIO B PE3YJIbTAaTE IPOBEACHHS
KJIMHUYECKOT'0 CCIIeI0BaHUs JIEKAPCTBEHHOTO Mpernapara JUisi MEAULIUHCKOTO TPUMEHEHHS.

3. CrpaxoBbIM cCiy4aeMm IO JIOTOBOPY OOSI3aTENBHOrO CTPAaXOBAHUS SIBISIETCS CMEPTh
NalyeHTa WM yXYyIIIEHHWE ero 370pOBbsi, B TOM 4YHCIE BIEKyllee 3a co00il ycTaHOBJICHHE
WHBAJIMIHOCTH, MPH HAJUYUM MPUYUHHO-CIEACTBEHHON CBSI3W MEXIY HACTYIUIEHUEM 3TOTO
COOBITHS M yJaCTHEM MallMeHTa B KIMHUYECKOM HCCIIeIOBAaHUH JIEKAPCTBEHHOTO Mperapara.

4. TpeGoBaHusi 0 BO3MEILEHUU BpeAa, MPUUMHEHHOTO KU3HHU WJIU 3[0POBBIO MAIUEHTA,
NPEABSIBISIIOTCS B TEUEHHWE CPOKOB MCKOBOM JIaBHOCTHU, YCTAHOBJICHHBIX T'PaXTaHCKUM
3aKOHO/ATEIHCTBOM.

5. Pa3zmep cTpaxoBoii BEIIJIATHI 110 JOTOBOPY 003aTEILHOIO CTPaXOBaHUS COCTABIISET:

1) B ciywyae cMmepTH MalMeHTa JBa MIUIMOHAa pyOjeil Ha KakJIoro MalueHTa,
Y4aCTBOBABIIETO B KIIMHUYECKOM HCCIIEIOBAHUU JIEKAPCTBEHHOIO Mperapara;

2) npH yXyALIEHUHU 3I0POBBS MaIEHTA:

a) TIOBJIEKIIIEM 32 cO00H ycTaHOBICHHE MHBAJIUAHOCTU | Tpymnmbl, OAMH MHJUIMOH MSATHCOT
ThICAY pyOjed Ha KaXIOro MalUeHTa, y4YacTBOBABIIEIO B KJIMHUYECKOM HCCIIEI0BaHUU
JIEKapCTBEHHOIO IIperapara;

0) ToBJIEKIIIEM 3a CO0O0H yCTaHOBJIECHUE HHBATMAHOCTH Il Tpynmbl, OIMH MUJUTHOH PyOJIe
Ha KaXXA0ro mnanueHTa, Yy4YaCTBOBABHICIO B KIIMHUYCCKOM HMCCICAOBAHUU JICKAPCTBCHHOI'O
npernapara;

B) MOBJIEKIIEM 3a CO00# ycTaHOBIeHHE HHBAMUAHOCTH Il rpynmsl, IATHCOT THICSY pyOIIeit
Ha KaXIOro NAalMeHTa, Y4YacTBOBABIIEIO B KIMHUYECKOM HCCIECIOBAaHUM JIEKAPCTBEHHOIO
npernapara,

T') HE TOBJIEKIIEM 3a COOOW YCTaHOBJICHHS WHBAJIMAHOCTU, HE OOJiee 4YeM TpPHUCTa THICSY
pyOIIei Ha Ka)XI0To MaIMeHTa, y9aCTBOBABIIETO B KIIMHHYECKOM HCCIIEA0BAHUH JICKAPCTBEHHOTO
mpernapara, UCX0/l U3 HOPMAaTUBOB, OTPAXKAIOIINX XapaKTep U CTENEeHb MOBPEXKICHUS 310POBbS,
a Takxke (PaKTUYECKU MOHECEHHBIX MAIMeHTOM PacX0JI0B, BBI3BAHHBIX TTOBPEKICHUEM 3/I0POBbS,
Ha MEIULUHCKYIO TOMOIIb, MPUOOPETEHNE JIEKApCTBEHHBIX IIPENapaToB.

(nm. "r" B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. Yrpatun cuiy ¢ 1 urons 2015 roga. - @enepanbhsiii 3akoH ot 22.12.2014 N 429-D3.

7. Cpok moroBopa 00s3aTeIBHOTO CTPaxOBaHHS HE MOXET OBITh MEHee, YeM CpOK
MPOBEICHUS KIIMHUYECKOTO UCCIIE0BAaHUS JIEKAPCTBEHHOTO TIpernapara.



8. YcmoBus TOroBopa 00s3aTEIBHOTO CTPAaXOBaHMsI, B TOM YHCIIE CTPAaxOBble Tapu]bl MO
O6H3&TCHBHOMY CTpaxOBaHUIO, IICPCUCHDb HGOGXOI[I/IMBIX AOKYMCHTOB [JIs1 OCYIICCTBJICHUA
CTPaxoBOW  BBHIIUIATHI, MOPSAAOK  YCTAHOBICHHS  CTpaxoBaTelleM  HHIMBHIYaJIbHOTO
UICHTU(PHUKAIIMOHHOTO KO/1a MAIMEeHTa, TOPSII0K HHPOPMHUPOBAHUS CTPAaXOBaTEIEM CTPaXOBILUKA
O TIPUBJICYCHHBIX K KIMHUYECKOMY HCCIICOBAHUIO JICKAPCTBEHHOTO IIperapara Juis
MCIUIIUHCKOI0 MTPUMCHCHUS IMMALIUCHTAX, IOPAAOK YIUIATBI CTanOBOﬁ npeMnu, IMOpPAaOoK
peanu3ayy OnpeesieHHbIX HacTosmmM DenepallbHBIM 3aKOHOM M JAPYTHMH (eneparbHBIMH
3aKOHAMH TPaB M O0S3aHHOCTEH CTOPOH IO JOTOBOPY 00S3aTENBHOTO CTPAXOBaHUs, a TAKXKE
HOPMATHUBBI, OTPAXKAIOIINE XapaKTep M CTENeHb MOBPESKICHUS 3I0POBbS, YCTaHABIMBAIOTCS
TUTIOBBIMU IIpaBUJIaAMU O6$I3aTeHBHOFO CTpaxOBaHUs.

(B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

9. B cnyuae npuuMHEHMsI Bpena SKU3HM MAalMEHTa, yYacTBOBABIIETO B KIMHUYECKOM
UCCIICIOBAaHUM  JIEKAPCTBEHHOIO  IIpernapara,  BBIFOJONPHUOOpEeTaTeNssMd IO JOTOBOPY
00513aTEIbHOTO CTPAaXOBaHUs SBISIOTCS TpaXkJaaHe, UMEIOIIKME MPaBO HAa BO3MEILICHHE Bpeda B
ClIy4yae CMEpPTH KOpPMUJIbLA B COOTBETCTBHUM C TPaXAAHCKUM 3aKOHOIATEIbCTBOM, MpPH
OTCYTCTBUM TaKUX I'PaKIaH - POJUTENH, CYNPYT, I€TH YMEPLIETO MMallueHTa, y4aCTBOBABILIETO B
KJIMHUYECKOM HCCIENOBAaHUM JIEKAPCTBEHHOI'O IIpenapara, B Cllydae CMEpPTH NalUeHTa,
y4acTBOBABLIETO B KJIMHUYECKOM HCCIIEOBAaHUM JIEKAPCTBEHHOI'O IpernapaTa U HE MMEBILIErO
CaMOCTOSITENIBHOTO JI0OXO0Aa, - TPaXkJaHe, Ha M)KIUBEHUH KOTOPBIX OH HAXOJIWIICS, B OTHOILIECHUU
BO3MEILEHHUS] PAcXoJ0B Ha MorpeOeHHe TMalMeHTa, YJYacTBOBABILIETO B  KIMHHYECKOM
MCCIIEJOBAaHNHM JIEKAPCTBEHHOIO IIPETapaTra, - JINLO, TOHECIIEE TAKUE PACXOBI.

10. CrpaxoBas BbIIUIaTa B CYET BO3MEIICHUS BpeAa, MPUUMHEHHOTO >KU3HU MaIMEHTa,
YYaCTBOBABIIETO B KJIMHUYECKOM HCCJIEIOBAHUH JIEKAPCTBEHHOTO Iperapara, pacrpeaeuseTcs
MEX]1y BBITOJIOTPHOOPETATENSIMU TPONOPIIUOHATIFHO WX KOJTUYECTBY B PABHBIX JOJISX.

11. Ilpu HacTymjieHMHM CTPaxOBOrO cliydas MAlMEeHT, y4aCTBOBABIIMN B KIMHUYECKOM
UCCIICIOBAaHUM JIGKAPCTBEHHOT'O IMIperapara, BbIFOJONPHOOpETaTeNh BIIpaBe MPEIbSIBUTH
HEIMOCPEJICTBEHHO CTPAaXOBLIMKY TpeOOBaHKE O BO3MEIIEHUU MPUYMHEHHOro Bpena. CtpaxoBas
BBIIJIATA OCYLIECTBIISIETCA CTPAXOBIIMKOM B TEUECHHE TPUAUATH JHEH CO JHSA MPEACTABICHUS
HEOOXOIUMBIX JOKYMEHTOB. IlamueHTt, ydacTBOBaBUIMII B KIMHUYECKOM HCCIEIOBAHUU
JIEKapCTBEHHOTO Iperapara, WM BBITOJONPHOOpETaTeNb 0053aH COOOIUTh CTPAXOBIIMKY IS
OCYIIIECTBJICHUS! CTPAaXOBOM BBHIIIAThl MHAMBUAYAIbHBIN HIEHTU(GUKALUOHHBIA KOJ MalUeHTa,
yCTaHOB.HeHHBII\/'I CTpaxoBaTcieM B COOTBCTCTBUU C THUIIOBBIMHU IIpaBUIIAMU OGHS&TGHBHOI‘O
CTpaxOBaHMSL.

12. Jlo mosHOTO OnpeneneHus pazMepa MoJIeXkallero BO3MEIEHUIO BPEla CTPAXOBIIHK T10
3adBJICHUIO IIAlINEHTAa, YYacTBOBABIIEIO B KJIMHHYECKOM MCCIEIOBAHUH JIEKAPCTBEHHOIO
npernapara, WIN 3asBICHHIO BBITOJONPUHOOpETATENs] BIIPaBE OCYIIECTBUTh YacTh CTPaXOBOU
BBIIJIATHI, COOTBETCTBYIOIIYIO (PAKTUUECKHU ONPEEICHHON YaCTH MPUYMHEHHOTO Bpea.

13. CrpaxoBasi BbIIJIaTa B COOTBETCTBUU C JIOTOBOPOM OO0S3aTENBHOIO CTPaXOBaHUS
OCYILECTBIISICTCS] HE3aBUCUMO OT BBIIJIAT, IPUYUTAIOIIKUXCS 110 JPYTUM BHJIaM CTPaXOBaHHUS.

14. He AOMYCKACTCA Y4YaCTHC MNalMCHTAa B TIPOBCACHUHN KIMHHUYCCKOIO HUCCICAOBAHUA
JIEKApCTBEHHOTO Mperapara Npyu OTCYTCTBUH JIOTOBOPA 0053aTEIIEHOTO CTPaXOBaHUSI.

15. KoHTpoJIb 32 NCIIOJTHEHUEM OpraHu3aluel, MOTyYUBIIEH pa3pelIEeHUEe Ha OpraHU3aluio
IIPOBEJCHUS KIMHUYECKOTO MCCIENOBAaHUs JIEKAPCTBEHHOIO Ipenapara [uisi MEIMIIMHCKOIO
NPUMEHEHHs, YCTAHOBJIEHHOM HACTOSIIEH cTaThbed OOS3aHHOCTH 1O  00s3aTeIbHOMY
CTPaxOBaHUIO XHM3HH, 370POBbs MALMEHTa, YYaCTBYIOIIErO (Y4aCTBOBABIIEI0) B KIMHUYECKOM
UCCIIEIOBAaHUM JICKApPCTBEHHOT'O Tperapara, OCYIIECTBISIETCS YIIOJIHOMOYEHHBIM (hesiepabHbIM



OopraHoMm HCITOJIHUTEILHOMN BJIaCTH, BBIJABOIMM Pa3pClICHUEC Ha IPOBCACHUC KIMHHUYCCKUX
HCCIIeI0BaHUM JICKApCTBCHHBIX NPCIIapaTOB I MEAULUHCKOTO ITPUMCHCHU .

I'nasa 8. IPOU3BOJACTBO U MAPKUPOBKA JIEKAPCTBEHHbBIX CPEJACTB
Cratbs 45. IIpou3BoACTBO JIEKAPCTBEHHBIX CPEACTB

1. ITpon3BOJICTBO JIEKAPCTBEHHBIX CPEICTB JAOJDKHO COOTBETCTBOBATH TPEOOBAHUSIM MTPABUIT
Ha/JIeKalled MpOU3BOACTBEHHON MPAKTUKH, YTBEP)KICHHBIM YIOJHOMOUYEHHBIM (hesepabHbIM
OpPraHOM HCIOJHUTENbHONH BiacTh. OCOOEHHOCTH TIepexoja IPOHM3BOJACTBA OTAEIHHBIX
JIEKapCTBEHHBIX CPEICTB K HX IPOU3BOJACTBY B COOTBETCTBUM C TpeOOBAHUSAMHU IPaBUII
HaJUIeKaled IIPOU3BOACTBEHHON IPAKTUKM YycTaHaBiauBaroTcs IIpaBurensctBoM Pocculickoi
@enepanuy. Beinaua 3akiao4eHMM O COOTBETCTBUU NPOM3BOAMTENS JIEKAPCTBEHHBIX CPENCTB
TpeOOBaHUSAM MpPaBUI HaAJEKalled MPOU3BOJICTBEHHONH NPAKTUKUA OCYIIECTBISIETCS 10
pe3yspTaTaM MHCIIEKTHPOBAHMS IPOU3BOJUTENEH JIEKAPCTBEHHBIX CPEIACTB B  IOPSIKE,
ycraHoBlIeHHOM [IpaButensctBom Poccuiickoii ®enepaunu. Pasmep mmatel 3a BblAauy
3aKJIIOYEHUSI O COOTBETCTBUHM IPOM3BOJUTENS JEKAPCTBEHHBIX CPEJCTB TPEOOBAHUAM IPaBUII
HaJUIeKalled MPOU3BOACTBEHHOM MpaKkTUKU YycraHasiausaercs IIpaBurenscrBom Pocculickoi
Oenepanuu. IlopAanok oOpraHM3anMu W TPOBEACHHUS WHCIEKTUPOBAHHSA ITPOU3BOJIUTEINIEH
JEKapCTBEHHbIX ~ CPEACTB  HAa  COOTBETCTBME  TpeOOBaHMAM  MpaBWII  HaJIeKalleH
MPOU3BOACTBEHHON MpaKTUKK ycTaHaBiuBaercs [IpaBurensctBoM Poccuiickoit @enepanuu.

(B pen. @enepanbHbIX 3aKk0HOB OT 25.06.2012 N 93-@3, ot 22.10.2014 N 313-®3, ot 22.12.2014
N 429-®3)

2. Ilpou3BoACTBO JEKApCTBEHHBIX cpeAcTB B Poccuiickoit denepaiuu OCylIeCTBISIETCS
MPOU3BOJUTENSIMU  JIEKAPCTBEHHBIX CPEACTB, HMMEIOLIMMH JIMUEH3UI0 Ha IPOU3BOJACTBO
JIEKapCTBEHHBIX CcpencTB. [loaTBepkeHne COOTBETCTBUS JIMIIEH3MATa MpaBHJIaM HaJJIexalen
MIPOU3BOJCTBEHHON TIPAKTUKH OCYIIECTBIIAETCS B pPAMKAxX JIMIEH3UMOHHOTO KOHTPOJS B
COOTBETCTBUHM C 3aKOHOAATeNbCcTBOM Poccuiickoit denepanmuu ¢ y4eToM 0OCOOEHHOCTEH,
YKa3aHHBIX B 4acTH | HACTOSAIIEH CTaThU.

(B pen. ®enepanbHbix 3aKk0HOB 0T 22.10.2014 N 313-D3, ot 22.12.2014 N 429-D03)

2.1. Jlma 1nenedl JUIEH3UPOBAHMUS TPOU3BOACTBA JIGKAPCTBEHHBIX CPEACTB IS
MEIUIUHCKOTO TMPUMEHEHHsI M WHCHEKTHPOBAHUS CYOBEKTOB OOpalIeHHUsS JIEKapCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TPEeOOBaHUSAM MpaBUJ HaJIeKalled MPOU3BOJICTBEHHOW MPaKTHUKU
denepanbHBIE  OpraH HCHOJHHUTEIBHON  BIACTH, OCYHIECTBISIONIMA  TOCYIapCTBEHHYIO
PETUCTPALMIO JIEKAPCTBEHHBIX INPENapaTroB I MEAULMHCKOTO NPUMEHEHMS, NMPEAOCTaBIISET
denepambHOMY OpraHy  HCIOJHUTENBHOW  BJIACTH, OCYLIECTBISIOMIEMY  (eaepalbHbINd
TOCYIapCTBEHHBIN JINIIEH3UOHHBIM KOHTPOJIb JCSTEIBHOCTH O MPOU3BOJACTBY JEKAaPCTBEHHBIX
CPEICTB JUIsl MEIMLMHCKOIO NMPUMEHEHMS, IO €ro 3ampocy B paMKax MEKBEIOMCTBEHHOIO
MH(OPMALIMOHHOTO B3aUMOJICHCTBUSL B TOPSIKE, YCTAaHOBJIEHHOM (elepaibHbIM OpraHOM
VCIIOJIHUTENIBHOM BJIACTH, OCYLIECTBIISIONIMM JIMLEH3UPOBAHUE ITPOU3BOJICTBA JIEKAPCTBEHHBIX
CPEACTB Ul MEAMLIMHCKOrO NMPUMEHEHUs, U (pefepabHbIM OPraHOM HCHOJHUTEIbHOHN BIIACTH,
OCYIIECTBIISIOIMM  TOCYJAapCTBEHHYK0 PpErHMCTPAlMIO0 JIEKapCTBEHHBIX IpenapaTroB  Ajs
MEIUIUHCKOTO IPUMEHEHUS, CIeIYIOLIE CBEACHHUS O JIEKAPCTBEHHBIX CPE/ICTBAX (B TOM YHCIIE B
clIydae, €ClIi TaKUe CBEICHUS COCTaBIISIIOT KOMMEPYECKYIO TaliHY):

1) B oTHOMmIEHNH (hapMarieBTUUECKON CyOCTaHIMKM WK (hapMaleBTHUYECKUX CYOCTaHIUH,
BXOIIINX B COCTaB JIEKAPCTBEHHOI'O IMpemapara (3a WCKIIYeHHEeM (hapMaleBTHUECKUX
cyOcCTaHIIMi1, BKIIOUEHHBIX B TOCYIapCTBEHHBIN PEeecTp JEKapCTBEHHBIX CPEICTB B COOTBETCTBUU
co crarbeit 34 Hactosiero denepanbHOro 3aKOHA):

a) HauMeHoBaHue (hapMaIleBTHUECKOM CYOCTaHIUH, €€ CTPYKTYpa, 00IIHre CBOWCTBA;



0) HaMMEHOBAHHE M aJIpeC IPOU3BOAUTEIIS;

B) TCXHOJIOTHA MPOU3BOJACTBA C OITMCAHUEM CTa,I[I/Iﬁ MMPONU3BOACTBA U MCTOAOB KOHTPOJIA HA
BCEX CTAaAWAX IMMPOU3BOJACTBA,

T') ONMcaHue pa3pabOTKH Mpolecca MPOU3BO/ICTBA;

1) OTIMCaHUe KOHTPOJISI KPUTHYECKUX CTauil TPOU3BOJICTBA U MPOMEKYTOUHON MPOAYKIIUU;
€) IOKYMEHTaJIbHOE TIOITBEPKIACHUE (BaIMIA1IMs) POIIECCOB U (UJIM) UX OLIEHKA;

’K) CBOMCTBA M CTPYKTYpa JACUCTBYIOIINX BEIIECTB;

3) XapaKTepUCTHKA MPUMECEH;

1) cnenudukanys Ha (papMaleBTHIECKYI0 CyOCTaHIIMIO U €€ 000CHOBAHHUE;

K) AHAIIUTUYCCKUC MCTOJUKHU, HCIIOJIB3YEMBIC IPHU OCYHICCTBJICHUHN KOHTPOJISA KaduCCTBa
dbapmareBTHUECKON CyOCTaHITNH;

1)  JOKYMEHTaJIbHOE  TMOJATBEpXKIACHUE  (Baaugalusi)  aHAJTUTUYECKUX  METOIUK,
HCITOJIB3YEMBIX TIPH OCYIIIECTBICHUU KOHTPOJISI KauecTBa (papMarieBTHIECKON CyOCTaHIINH;

M) pe3yJIbTaThl aHAJIM3a Cepuil (papManeBTUUECKON CyOCTaHIINN;

H) MepeyeHb CTaHAAPTHBIX O0pa3lOB MM BEIIECTB, UCIOJIb3YEMbIX MPU OCYIIECTBICHUU
KOHTPOJIS KaueCTBa;

0) ONHCAHHE XapaKTEPUCTUK U CBOMCTB YIAaKOBOYHBIX MAaTEpHAIOB U YKYIOPOYHBIX
CPEICTB;

1) JaHHBIE O CTAOMIILHOCTH (hapMaIleBTHUECKOU CYyOCTaHITUY;
P) CPOK FOJTHOCTH;

2) B OTHOIICHWH (hapMareBTUUCCKUX CYOCTaHIIUMA, BXOISIIMX B COCTAB JIGKAPCTBEHHOTO
npenapaTa 1 BKJIFOUCHHBIX B FOCyHapCTBeHHBIfI peeCTp JIeKapCTBeHHBIX CpCI[CTB B COOTBCTCTBHUHU
co ctatbelt 34 Hacrogero denepaabHOro 3aK0OHa:

a) HaMEHOBaHUe (apMaIeBTHUECKON CYOCTaHINH, €€ CTPYKTypa, 00II1e CBOWCTBA;
0) HAaMMEHOBAHHE M aIPEC TIPOU3BOAUTEIIS;

B) pe3yJbTaThl aHANIN3a cepuil papMalieBTUUECKON CyOCTaHIINH;

T') CPOK TOJTHOCTH;

3) B OTHOIIIEHUY JIEKAPCTBEHHOT'O TIpernapaTa Uit MEAULMHCKOTO TPUMEHEHHUS:

a) OMHCAHKE U COCTaB JICKAPCTBEHHOTO TpenapaTa il MEIUIIUHCKOTO IPUMEHEHUS;

0) onucanue dapManeBTUYECKON pa3paboTku (000CHOBaHME BHIOOpA COCTaBa, MEPBUYHOM
YIIaKOBKH);

B) TCXHOJIOTHA MPOU3BOJACTBA C OITMCAHUEM CTaI[I/Iﬁ MMPON3BOACTBA U MCTOAOB KOHTPOJIA HA



BCEX CTAaAWAX MMPOU3BOJACTBA,

I') ONMCaHUE KOHTPOJS KPUTHUECKHUX CTaJAWH Ipolecca MPOU3BOJCTBA U MPOMEKYTOUHON
IPOIYKLHH;

1) HAaMMEHOBAaHHME M AaJpPeC MeCcTa OCYLIECTBIEHHUS TIPOU3BOJICTBA JIEKAPCTBEHHOTO
mpemnaparta Aias MEAUIIMHCKOrO MpUMEHEHHus (B ciaydyae HaJW4usl HECKOJIbKHX YYaCTHUKOB
npoiiecca MPOU3BOJICTBA YKA3BIBACTCS KaXK/bIM U3 HUX);

e) apmareBTHYECKasi COBMECTUMOCTb;
) MUKPOOHMOJIOTHUECKHUE XapaKTePUCTHUKH;
3) MaTepHaIbHBIN OaNaHC TS MPOU3BOACTBA CEPHH FOTOBOTO MPOTYKTa;

1) OINKCaHUE XAPAKTEPUCTUK M CBOWCTB YNAKOBOYHBIX MAaTEpHUajOB M YKYINOPOUHBIX
CPEICTB;

K) JTOKYMEHTaJIbHOE MOJATBEP:KACHHE (BaJUJallKs) MPOLIECCOB MPOU3BOJCTBA U (MJIM) HUX
OILICHKA;

1) TpeOOBaHUS K KaUeCTBY BCIIOMOTATENbHBIX BELIECTB;

M) AHAIIUTUYCCKUE METOJUKH, HUCIIOJB3YEMBIC IIPU OCYHICCTBICHHUHN KOHTPOJIA Kadye€CTBa
BCIIOMOTaTCIbHBIX BCIICCTB,

H) JOKYMEHTAJIbHOE  TOJTBEpXACHUE  (Badujamus)  aHAJTUTHYECKUX  METOJMK,
I/ICHOJIBSYGMBIX HpI/I OCYH_IGCTBJIQHI/II/I KOHTpOJISI Kady€CTBa BCIIOMOI'aTCJIbHBIX BCIICCTB,

0) uHpopManusi 00 WCHOJB30BAHUM BCIIOMOTATEIIbHBIX BEIIECTB YEJIOBEUECKOTO |
JKUBOTHOT'O IPOUCXOKIACHUS

) uHpopMaIms 00 UCIIOTH30BaHUH HOBBIX BCIIOMOTATEIHHBIX BEIIECTB;

p) TpeboBaHMsI K KauyecTBY JIEKAPCTBEHHOI'O IMpemnapara Jjs MEAULUHCKOTO MPUMEHEHUs
(ceprudukar, cnenudukays Ha JEKapCTBEHHBIN ITpenapar U uX 000CHOBaHUE);

C) AHAIIUTUYCCKUC MCTOJAUKHU, HCIIOJIb3YCMBIC IMPU OCYIICCTBJIICHUU KOHTPOJISI KAa4uCCTBA
JICKApPCTBCHHOTO IIpfriapara JJIsi MCAUITUHCKOI'O IPUMECHCHU S ;

T) TOKYMEHTAIbHOE MOATBEpKACHHUE (BaTUAAINS ) AaHATUTHIECKUX METOIMK, UCTIOJIb3YEMbIX
MPU OCYIIECTBJIEHUN KOHTPOJISI KadecTBa JICKAPCTBEHHOTO Mpernapara Uit METUIHMHCKOTO
MIPUMEHEHUS,

y) pe3yibTaThl aHAJIW30B CEpUM JIEKapCTBEHHOTO IIperapara s MEOUIIMHCKOTO
PUMEHCHUS;

() XapakTepucTHKa IPUMECEH;

X) TepedyeHb CTaHIAPTHBIX OOpa3lOB, HCIOJIB3YEMbIX NPU OCYLIECTBICHHH KOHTPOJISA
KauecTBa JIEKapCTBEHHOIO Mpernapara A MEIULIMHCKOTO IPUMEHEHN;

I_[) JaHHBbIC O CTaGI/IHBHOCTI/I JICKApPCTBCHHOTO IIpCriaparta JJIsI MCAUTTUHCKOI'O MPpUMCHCHUA.
(uactb 2.1 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)



3. IIpou3BOICTBO JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBIACTCS C COONIOCHUEM TPeOOBaHMIT
IIPOMBILUICHHOIO PErVIaMEHTa, KOTOPBIA YTBEPKIAETCA PYKOBOAUTEIEM IIPOU3BOAUTEIIS
JIEKapCTBEHHBIX CPEICTB M BKIIOYAaeT B ce0sl IMepeueHb HCIOJIb3yeMbIX (apMaleBTHYECKUX
CyOCTaHITMII 1 BCIOMOTAaTEIbHBIX BEIIECTB C YKa3aHUEM KOJIMYECTBA KaKOTO U3 HUX, TaHHbIE 00
UCIIOJIb3YEMOM 000pYyI0BaHUH, OMMCAHUE TEXHOJIOTUYECKOTO IIPOIecca U METOJ0B KOHTPOJIA Ha
BCEX oTallax NpOU3BOJACTBA JICKAPCTBCHHLIX CPCACTB.

4. Ilpn npou3BOACTBE JIEKAPCTBEHHBIX IPEMAPATOB IS MEJULUHCKOTO IPUMEHEHHUS
UCTIONB3YIOTCS  (hapMaleBTHUECKUE CyOCTaHLMM, CBEIEHUS O KOTOPBIX COJAEp)KaTcs B
rOCyJapCTBEHHOM pEeCTpe JIEKAPCTBEHHBIX CPEACTB ISl MEAMLIMHCKOTO IMPUMEHEHHs U (WIIN)
€MHOM PEECTpEe 3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeACTB EBpa3niickoro 3KOHOMHU4ECKOI0
COI03a, 332 UCKJIIOYEHHEM (hapMaleBTHUECKUX CyOCTaHLUM, NMPOU3BOAMMBIX AJISI MPOBEICHUS
KJIMHUYECKUX UCCIIEOBAaHUN U (MIIK) [uis KcropTa. [Ipu npon3BoACTBeE JIEKaPCTBEHHBIX CPENCTB
JUI BETEPUHAPHOTO IMPUMEHEHHUsl UCHOJb3YIOTCs (papMmaleBTHYECKHE CyOCTaHLIMU, CBEAECHUS O
KOTOPBIX COJIEPKATCS B FOCYIAPCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPEACTB JUIsl BETEPUHAPHOIO
IPUMEHEHH, U (WIN) TOCYAAPCTBEHHOM PEecTpe JIEKAPCTBEHHBIX CPEICTB AJIS MEAMLIUHCKOTO
NPUMEHEHHUS, U (WIH) €AUHOM pEECTPE 3apErHCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX
npenapatoB  EBpa3uiickoro  3KOHOMHMYECKOIO  COK3a, U (MIM) €AMHOM  peecTpe
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEIACTB EBpa3uiicKOro SKOHOMMYECKOTO COI03a, 3a
UCKIIIOUEHHEM (apMalleBTUUECKHX CyOCTaHLMMN, TPOM3BOIUMBIX AJIS IPOBEACHUS KIMHUYECKUX
uccnenoBanuii w (M) ans akcnopra. K mporeccy mpousBoacTBa (hapMareBTHUECKON
CyOCTaHIIMM OTHOCATCS JIFOOBIE CTAMM TEXHOJIOTMYECKOTO Mpoliecca, MO3BOJSIONINE MOTYyIUTh
TOTOBBII MPOJYKT, COOTBETCTBYIOIIMH TpeOOBaHUAM (apMaKorneilHOW CTaTbu, B TOM YHCIE
(GepMeHTaLUsA, HKCTPAKLUs, OYUCTKA, BBIACICHHE, MEPEKPUCTAIUIN3ALUS, BBICYyLINBAHUE,
u3MenbueHne. B ciaydyae HE0OXOIMMOCTH MCHOJIB30BaHMS STHIIOBOTO CHHPTA, B TOM YHCIE
dbapmareBTUUeCKO  CyOCTaHIIMM CIUPTa OJTWIOBOTO  (3TaHOJA), TMPU IPOU3BOJICTBE
JIEKapCTBEHHBIX CPEJICTB B KAUECTBE JAEHUCTBYIOLIETO M (MJIM) BCIIOMOTaTEIbHOIO BEILECTBA, a
TaKXe B MHBIX TEXHOJIOTUYECKUX LIEeJIAX AOJKHA ObITh UCIIOJIb30BaHa TOJIBKO (papMalleBTHYeCKas
CyOCTaHIIUS CIIUPTA STUIIOBOTO (ITAHOM).

(B pen. @enepanbHbIX 3aKk0HOB 0T 22.12.2014 N 429-D3, o1 27.12.2019 N 462-D3, o1 27.12.2019
N 481-®3, ot 24.07.2023 N 341-D3)

4.1. IlepedeHs neKapCTBEHHBIX IPENapaToOB sl MEAULIMHCKOTO IPUMEHEHUS, B OTHOIIIEHUU
KOTOPBIX YCTAHABIMBAIOTCS TPEOOBaHMS K 00bEMY Taphl, YIIaKOBKE U KOMILIEKTHOCTH, IEPEYCHb
JIEKapCTBEHHBIX MPENnapaToB JUIsl BETEPUHAPHOIO IPUMEHEHHUs, B OTHOLICHUHM KOTOPBIX
yCTaHaBJIMBAIOTCS TpeOOBaHUS K 00BEMY Taphl, a TAKXKe TpeOOBaHUs K 00bEMY Taphl, yIaKOBKE U
KOMILUIEKTHOCTH JICKapPCTBEHHBIX MPENapaToB Uil MEIULUHCKOrO IMPUMEHEHHUs, TpeOOBaHUs K
00BbeMy Tapbl JIGKAPCTBEHHBIX IpPEnapaToB Il BETEPHUHAPHOTO NPUMEHEHHS OINPEACISIOTCS
COOTBETCTBYIOLMMH YIIOJTHOMOYEHHBIMU (eiepalbHbIMU OpraHaMy HCIIOJIHUTEIBbHON BJIACTH B
nopsiike, ycraHosiaeHHoM lIpasurensctBom Poccuiickonn @enepanyu.

(uactb 4.1 B pen. @enepanpHOro 3akona ot 14.12.2015 N 374-03)

4.2. OpraHu3zaiyy, OCYIIECCTBIISIONINE IMPOU3BOACTBO (apMaIeBTUYECKONH CyOCTaHIIUU
CIUpTa JTWIOBOTO (3TaHONA) M MPOU3BOJACTBA CHHPTOCOAEPNAIIUX JIEKAPCTBEHHBIX
npenapaToB, OO0S3aHbl OCYLIECTBISATH YYeT B IOpPSAJIKE, YCTAaHOBIEHHOM cTaThsiMu 8 u 14
®denepanpHOro 3aKoHa oT 22 HOs10ps 1995 roga N 171-D3 "O rocynapcTBEHHOM peryJIdpOBAHUN
IIPOM3BOJICTBA M 00OPOTA ATUIIOBOTO CIHMPTA, AJTKOTOJIBHON U CIIMPTOCOIEPKAIIEH MPOIYKIIMH U
00 orpaHuYeHHH TOTpeOJieHHs (pacruTHs) alKoroysbHOM mpoxykiuu". IIpousBoacTBO
dapmarieBTHYeCKOH CyOCTaHIIMM CIUPTAa OJTWIOBOrO  (9TaHONA) JOIMYCKAeTCs  TOJBKO
OpraHu3alyeil, OCYIIeCTBISAIOMEH MPOU3BOACTBO PEKTHU(PHUKOBAHHOIO ATHIIOBOTO CIUPTAa U3
IUIIEBOTO ChIphS HAa OCHOBAaHUHM JIMICH3MM HA MPOM3BOJICTBO ATHIOBOTO CHHPTA JUIA
MPOU3BOJICTBA (hapMaIeBTUUECKOW CYOCTaHIIMHM CIIHPTA ATHUJIOBOTO (3TaHOJIA) B COOTBETCTBHH C
tpeboBanusMu denepanbHOro 3akoHa oT 22 HosOps 1995 roma N 171-@3 "O rocynapcTBeHHOM



pEerylMpoBaHMM  MPOM3BOACTBA M 00OpOTa  JTUJIOBOIO  CIHPTA,  alKOTOJIBHOW U
CIIUPTOCOJIEPKAICH MPOMYKIMU U 00 OTpaHMYEHUU TOTPeONeHUs (pactuTHs) alKOTOJIbHOMN
NpoAYKIMH", METOAOM pa3BEACHUS BOJOM OUYMIINEHHOHW TakKoro STHJIOBOTO CHUPTA,
MPOW3BEICHHOTO JIAaHHOM  OpraHM3alue 10 MECTy OCYHISCTBIICHHS  IPOU3BOJICTBA
bapmareBTUIeCcKol CyOCTaHIIMU CIIUPTA STUIIOBOTO (3TaHOJA).

(uactp 4.2 BBenena denepanbHbiM 3akoHOM 0T 03.07.2016 N 261-®3; B pen. PeaepanbHOro
3akoHa oT 27.12.2019 N 481-D3)

4.3. VnauBunyanbHble MpPEANPUHUMATEIM W IOPUAWYECKHE JIHIA, OCYIISCTBISIONINE
3aKyMKYy W HCIOJb30BaHHE (hapMarieBTUUECKONH CyOCTaHIIMM CIHpPTa ATHIOBOTO (dTaHOJA), a
Tak)Ke MPOU3BOJICTBO, U3TOTOBJICHUE U (UIIM) 00OPOT (32 UCKIIOYCHHEM PO3HUYHOW IMPOJIAXKH )
CIUPTOCOJEPKAIINX JIEKAPCTBEHHBIX IpernaparoB, oO0sf3aHbl OCYHIECTBIATh HMX YYe€T U
JIEKJIapUPOBAHUE B TMOPSIIKE, YCTAHOBIEHHOM cTaThiMu 8 u 14 dexnepanbHOrO 3aKoHa OT 22
HOs10pst 1995 roga N 171-®3 "O rocynapCTBEHHOM peryJHpOBaHWUU MPOU3BOJICTBA U 000pOTa
STHJIOBOTO CIHPTA, AJIKOTOJIBHOW U CIUPTOCOJEpKAIIeH MPOAYKIMA W 00 OrpaHUYCHUU
noTpeOaeHus (PacUTH) aTKOTOJILHON TPOTYKITUN".

(uactsb 4.3 BBeneHa PenepasibHbIM 3ak0HOM 0T 29.07.2017 N 278-D3)

4.4. Tlpu mpoM3BOJCTBE JIEKAPCTBEHHBIX MPENAPATOB IJII BETEPUHAPHOTO MPUMEHEHUS
JIOITYCKAETCs UCIIONb30BaHKE TIPOU3BEICHHBIX IS pealin3aluu (papMaleBTHIeCKUX CyOCTaHIInH,
BKJIIOUEHHBIX B TOCYIapCTBEHHBIM peecTp JIEKApCTBEHHBIX CPEACTB YHOJHOMOYEHHBIM
denepadbHBIM ~ OpPraHOM  HCIOJHUTENBHOW  BJIACTH,  OCYIIECTBIISIOUIMM  BEJCHUE
rOCyIapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEJCTB AJIsi MEAUIIMHCKOTO TPUMEHEHHUS.

(uactb 4.4 BBeneHa @enepanbHbIM 3akoHOM 0T 02.08.2019 N 297-D3)

5. 3amnpermaercsi IpOU3BOJICTBO:

1) ekapCTBEHHBIX CPEACTB, CBEACHHUS O KOTOPBIX HE COJEPIKATCS B TOCYIapCTBEHHOM
peecTpe JIeKapCTBEHHBIX CPEJICTB U MEIUIIMHCKOTO NMPUMEHEHHUs, U (MJIM) TOCYAapCTBEHHOM
peecTpe JIeKapCTBEHHBIX CPEACTB /JIi BETEPUHAPHOTO MPUMEHEHUs, U (WIM) €IUHOM peecTpe
3apeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3niicKOr0 SKOHOMHUYECKOTO CO03a, M (FLITH)
€IMHOM  peeCTpe  3aperuCTpUPOBAHHBIX  BETEPUHAPHBIX  JIEKAPCTBEHHBIX  IIPEIapaToB
EBpa3uiickoro SKOHOMHYECKOTO COK03a, 3a HCKIIOYCHHEM JICKapCTBEHHBIX  CPEICTB,
MPOU3BOAUMBIX I IMTPOBCACHUA KIIMHUYCCKUX I/ICCHCZ[OBaHI/Iﬁ HJIN IJIg OKCIIOPTA,

(m. 1 B pen. @eaepanpHoro 3akoHa ot 24.07.2023 N 341-D3)

2) danbcuUIMPOBAHHBIX JIGKAPCTBEHHBIX CPEJICTB;
3) nexapCTBEHHBIX CPENCTB Oe3 JUIEH3UH Ha TPOM3BOJICTBO JEKAPCTBEHHBIX CPE/ICTB;

4) nekapCTBEHHBIX CPEICTB C HAPYIIEHUEM IIPAaBUJI OpraHU3aLUU IPOU3BOICTBA U KOHTPOJIS
KaueCTBa JIEKAPCTBEHHBIX CPE/CTB;

5) yrpatun cuity. - @enepaibHblil 3akoH oT 27.12.2019 N 481-D3;

6) cnupTOCOAEpXKALIMX JIEKAPCTBEHHBIX IPENaparoB IO MECTY OCYLIECTBICHMS
IPOM3BOJICTBA (DapMalIEBTUUECKOM CYOCTaHIIMU CITUPTA STHIJIOBOTO (3TaHONA) U (WIH) 1O MECTY
OCYILECTBIICHHS TPOU3BOACTBA 3TUIIOBOTO CIIUPTA;

(m. 6 BBenieH DeaepanbHbIM 3aKk0HOM OT 27.12.2019 N 481-D3)

Koncynsrantlntoc: npumeganue.
®enepanbHbiM 3aKk0HOM OT 22.12.2020 N 436-®3 cr. 14.1 ®3 or 22.11.1995 N 171-®3
U3JI0’)KEHA B HOBOW penakumu, Hopma 1. 1.1 cr. 14.1 crapoii penakunn @3 cooTBeTCcTBYET



HOpMe II. 2 cT. 14.1 HOBOH penakiuu.

7)  dapmarneBTHYECKOW CyOCTaHIIMM  CHOHpTa OTWIOBOro  (dTaHona) u  (wWin)
CIUPTOCOJEPKAIIMX  JIGKAPCTBEHHBIX  IpEnaparoB Ha  OCHOBHOM  TEXHOJOTHYECKOM
000pyIOBaHUU AJISi MPOM3BOJCTBA ATUJIIOBOTO CIHPTA, yKazaHHOM B myHkre 1.1 crtareu 14.1
®denepanbHOro 3aKoHa oT 22 Hosi0ps 1995 roga N 171-D3 "O rocynapcTBEHHOM peryIUpOBAHUN
IIPOM3BOJICTBA M 00OPOTA ATUIIOBOTO CIHMPTA, AJTKOTOJIBHON U CIIMPTOCOIEPKAIIEH MPOIYKIIMH U
00 orpaHrYeHUH MTOTPEOIEHUS (PACTIUTHS) AIKOTOJIBHOU MPOTYKIIHH .

(n. 7 BBeneH PenepanbHbIM 3aKk0HOM OT 27.12.2019 N 481-D3)

6. Ilpu BBOJIE JEKAPCTBEHHBIX CPEACTB B T'PAXKIAHCKHI 00OPOT YMOJIHOMOYECHHOE JIUIIO
MPOU3BOJUTENSI JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISIET TOJATBEPKACHUE COOTBETCTBUS
JIEKapCTBEHHBIX CPEJICTB TPEOOBAHUSAM, YCTAHOBIICHHBIM TP UX TOCYIAPCTBEHHON PETrUCTpaIINH,
U TapaHTUPYET, YTO JIEKAPCTBEHHBIE CPEJICTBA MPOU3BEIEHBI B COOTBETCTBUH C TPEOOBaAHUSIMU
MpaBWJI HAJJIEKAIIEH MPOU3BOICTBEHHON MPAKTUKH.

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. YIIOIHOMOYEHHBIM JIMIIOM IPOU3BOIMTENS JICKAPCTBEHHBIX CPEACTB SBISETCS €ro
pabOTHHK, AaTTECTOBAaHHBIH B YCTAaHOBJICHHOM YIIOJHOMOYEHHBIM (elepalbHbIM OpPraHOM
UCTIOJTHUTENIbHOW BIIACTH MOPAIKE U UMEIOIINI CTaK pabOThl HE MEHEE YeM IIATh JIeT B 00JIaCTH
IIPOM3BOJCTBA M (MJIM) KOHTPOJS KadecTBa JIEKAPCTBEHHBIX CPEICTB, BhICIIEE OOpa3oBaHME
COOTBETCTBEHHO I10 OJHOW M3 CIEeUMaIbHOCTEN U (MJIM) OJHOMY M3 HAlpaBJIEHUI MOArOTOBKU:
Ouosorus, OMOTEXHOJIOT U, BETEpUHAPHUs, BETEpUHAPHO-CAHUTAPHAsl SKCIEPTU3a, KIMHUYECKas
MEIWIMHA,  pajualMoHHas, XUMH4Yeckas M  OHOJOrMuYeckas  3amwura, Qapmamus,
(GyHAaMeHTallbHas MEJUIIMHA, XUMHUYECKasi TEXHOJIOT U, XUMHUS.

(B pen. @enepanbHbix 3aKk0HOB 0T 22.10.2014 N 313-03, ot 02.08.2019 N 297-03)

8. IlpowsBoguTenu JEKapCTBEHHBIX CPEACTB (3a HCKIIOYEHHEM (apMaIeBTUUeCKOU
CyOCTaHIIMM CHHpPTa ASTHIOBOTO (9TAaHOJA) MOTYT OCYIIECTBISTh MPOAAXKY JIEKAPCTBEHHBIX
CpPEACTB WM IepelaBaTh MX B YCTAHOBJIEHHOM 3aKOHOIATENbCTBOM Poccuiickoit ®denepaunu
NOpsI/IKE:

(B pen. ®enepanpHoro 3akoHa ot 29.07.2017 N 278-D3)

1) Ipyrum npou3BOAMUTENSAM JEKAPCTBEHHBIX CPEACTB ISl IPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB;

2) opraHu3anusaM ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) anTe4HbIM OpraHU3alMsIM, BETEPUHAPHBIM alTeYHbIM OPraHU3aLNAIM, HHINBUAYATbHBIM
peIPUHUMATEIISIM, UMEIOIINM JIMIICH3UIO Ha (papMaIieBTUIECKYIO AeITeIbHOCTD WU JTUIICH3UIO
Ha MEJIULUHCKYIO AeSITeIbHOCTD;

4) Hay4YHBIM OpTaHMU3ALUSAM JJIs1 HAYYHO-UCCIIEA0BATENBCKON padoThI;
(B pen. ®enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

5) MEAMLIMHCKUM OpraHu3alysM U BETEPUHAPHBIM OpraHU3aLUsIM;

6) oOpraHuzamUsAM M WHIUBUAYAIBHBIM  MPEIIPUHUMATEISIM,  OCYIIECTBIISIOIIUM
Pa3sBCACHUEC, BbIpalllUBAHUC U COACPIKAHUC IKHUBOTHBIX (33. HUCKIIFOYCHUCM TIPOAAKU UM
dbapmareBTUIeCKIX CyOCTaHITMN WM MX TIepeaadn);

(m. 6 B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

7) uWcHBITAaTENBHBIM JIa0opaTopusaM (IIEHTpaM), MPOBOMAAIIUM HWCHBITAHUS B OO0JaCTH



KOHTPOJISI KauecTBa JIEKAPCTBEHHBIX CPEACTB, AKKPEAUTOBAHHBIM B COOTBETCTBHH C
3aKoHONaTeNbCTBOM Poccuiickoit denepanuu 00 aKKpeAWTAllMM B HAIMOHAJIBHOW CHCTEME
aKKpeIUTaLUH.

(. 7 BBeneH PenepanbHbIM 3akoHOM 0T 04.08.2023 N 428-D3)

9. IIpousBonurenu dhapmMaleBTUUECKOW CYOCTaHITUN CITUPTA dTHJIOBOTO (3TaHOJIa) 00s3aHBI
OCYLIECTBIISITh peaiu3anuio (mepenadyy B YCTAaHOBJICHHOM 3aKOHOJATENbCTBOM Poccuiickoii
Oenepanu  TopsAnke)  papMareBTUYECKON CyOCTaHIIMM CIUPTa JTHJIOBOTO  (9TaHOJA)
MPOU3BOJUTENSIM  JIEKAPCTBEHHBIX CPEACTB JJIA IMPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB,
MPOU3BOIUTENSAM (M3TOTOBUTENSAM) MEAUIIMHCKUX W3JEINI 71 IPOU3BOJACTBA M M3TOTOBIICHUS
MEAUIIMHCKUX U3JIEHN B eMKOCTSIX 00heMoM He Oonee 1 nutpa u (wiun) He meree 1000 nutpos, a
OpraHu3aIsIM, YKa3aHHBIM B IyHKTax 3 - 5 U 7 4acTu 8 HACTOAIIEH CTaThH, B Tape 00bEeMOM HE
6onee 1 nutpa.

(uactp 9 BBeneHa DeaepanbHbIM 3akoHOM 0T 29.07.2017 N 278-D3; B pea. denepaabHbIX 3aKOHOB
ot 27.12.2019 N 481-D3, ot 22.12.2020 N 444-03, ot 04.08.2023 N 428-D3)

10. Peanuzanus (mepegava B yCTaHOBICHHOM 3aKOHOAATeNbcTBOM Poccuiickoit Denepanuu
nopsiake) papMareBTUYeCKON CyOCTaHIIMU CIIUPTA ITUIIOBOTO (3TAHOJA) OPTaHU3AIHSIM ONITOBOM
TOPTOBJIN JIEKAPCTBEHHBIMH CPEICTBAMHU HE JOMYCKAETCS.

(uactb 10 BBenena @enepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

11. TIlepeBo3ku (apManeBTHYECKON CyOCTaHIIMM CHUPTa OSTUJIOBOTO  (3TaHOJA)
OCYIIECTBIISIOTCS C COOJIFOJICHUEM TpeOOBaHMIA, YCTAHOBJICHHBIX ab3aIleM YeTBEPTHIM MyHKTa 3
crateu 9 @DenepanbHOro 3akoHa oT 22 HOsOps 1995 roma N 171-®3 "O rocymapcTBEHHOM
pEryIHpOBaHUM  TPOU3BOJACTBA W  000pOTa  ATHIOBOTO  CHHUPTA, AJIKOTOIBHOM U
CIIUPTOCOJIEPIKAIIECH MPOAYKIIMM W 00 OTrpaHUYCHHH TOTpeOIeHHs (PACHTHS) aJIKOTOJIHHOU
npoayKuuu'".

(uactb 11 BBeneHa denepanbHbIM 3akOHOM OT 27.12.2019 N 481-D3)

Crarbsa 46. MapkupoBKa JieKApCTBEHHbIX CPEACTB

1. JlexkapcTBeHHbIE mpemaparsl, MPOLIEAIINE TOCYJapCTBEHHYIO PpErucTpaluio B
COOTBETCTBUH ¢ TpeboBaHMsMH Hacrosmero @dexepanbHOro 3aKoHa, 3a HCKIIOYECHHEM
JIEKapCTBEHHBIX IPENapaToB, W3TOTOBJIEHHBIX AaNTEYHBIMM OpPraHU3aLUSAMM, BETEPHUHAPHBIMU
aNTEYHbIMU OpraHU3alUsAMHU, UHIUBUIYaIbHBIMU NPEIIPUHUMATEISIMU, UMEIOLIUMH JTULEH3UIO
Ha (papMaleBTUYECKYIO 1EATEIBHOCTD, IOJIKHBI IOCTYNATh B OOpallleHue, eCIU:

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1) Ha X MEepBUYHON yIaKOBKE (32 MCKIIIOUEHHWEM IMEPBUYHON YMAKOBKH JIEKAPCTBEHHBIX
pacTUTENBHBIX MPENapaToB) XOPOIIO YHUTAEMBIM IIPHU(PTOM Ha PYCCKOM S3bIKE YKa3aHBI
HAaUMEHOBAaHME JIEKAPCTBEHHOIO IpemapaTa (MeXIyHapOJHOE HEMaTeHTOBAHHOE, WIIU
TpyOInupoBOYHOC, UJIU XUMHUYICCKOC, NUJIU TOPTOBOC HaI/IMeHOBaHI/Ie), HOMCp CCPUH, aTa BBIITYCKa
(11 *MMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX MpPENnaparoB), CPOK TOAHOCTH, JT03UPOBKA WIIU
KOHIICHTpanus, O6’beM, AKTUBHOCTbH B €JUHUIIAX I[GI\/JICTBI/ISI NN KOJIUYCCTBO O03,

(B pen. ®enepanbubix 3akoHOB OoT 11.10.2010 N 271-®D3, ot 22.12.2014 N 429-D3)

2) Ha WX BTOPHYHOW (MOTPEOUTENHCKON) YMaKOBKE XOPOIIO YWUTAEMBbIM MIPUPTOM Ha
PYCCKOM s3bIKE YyKa3aHbl HAMMEHOBAaHUE JIEKQpPCTBEHHOTO IIpernapara (MexAayHapoaHOe
HEMAaTeHTOBAHHOE, WJU TPYIIHUPOBOYHOE, WM XHUMHUYECKOE M TOProBO€ HAWMEHOBAHMS),
HAaUMEHOBAaHME MPOU3BOJAUTENS JIEKAPCTBEHHOTO Mpernapara, HOMEp CepHH, JaTa BhITycKa (AJis
UMMYHOOMOJIOTHYECKIX  JICKQPCTBEHHBIX  TIPEraparoB), HOMEP  PErUCTPaIMOHHOTO
yIIOCTOBEpPEHUS, CPOK TOAHOCTH, CIIOCOO MPUMEHEHHs, TO3UPOBKA WIIM KOHIIEHTpAIus, 00beM,
AKTUBHOCTh B €IMHUIIAX JCUCTBUS JMOO KOJIMYECTBO /03 B YIAKOBKE, JIEKapCTBeHHas (hopma,



YCJIOBHSI OTITYCKa, YCJIIOBHS XpaHEHUS, TPEAYIPEANTEIbHBIC HAITUCH.
(B pen. ®enepanbubix 3akoHOB OoT 11.10.2010 N 271-D3, ot 22.12.2014 N 429-D03)

2. dapManeBTHUECKUE CYOCTAHIIMM JOJDKHBI IMOCTYNaTh B OOpalleHWe, eClIM Ha WX
NEPBUYHOMN YIAKOBKE XOPOILIO YATAEMbIM IIPU(PTOM Ha PYCCKOM S3BbIKE YKa3aHbl HAMMEHOBAHHE
(dapMarieBTHYeCKON CyOCTaHIINY (MEXTYHAPOTHOE HEMATEHTOBAHHOE, WIIM TPYIITUPOBOYHOE, WITH
XUMHUYCCKOC U TOProBOC HaI/IMCHOBaHI/I}I), HaNMCHOBAHUC IMPOU3BOAUTCIIA q)apMa].[eBTI/I‘{CCKOfI
CyOCTaHITUHM, HOMEpP CEpUH U JaTa H3TOTOBJICHUS, KOJHYECTBO B YITAKOBKE M €IMHUIIBI H3MEPEHHS
KOJMYCCTBA, CPOK TOAHOCTHU U YCIIOBUSA XPaHCHH.

(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

3. JlekapCTBEHHbIE CpPE/ICTBA B KaYECTBE CHIBOPOTOK JOJDKHBI MTOCTYNATh B OOpalleHue ¢
yKa3aHHUEeM KHBOTHOT'O, U3 KPOBH, IJ1a3Mbl KPOBHU, OPTaHOB M TKaHEH KOTOPOTO OHU MOJTYUYEHBI.

4. Ha Bropu4HYyI0 (TOTPEOUTENBLCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEICTB, MOTYYCHHBIX U3
KpOBH, TJIa3Mbl KPOBHU, OPTaHOB M TKaHEH YeIOBEKa, JOJKHA HAHOCUTHCS HAANMUCh: "AHTUTENA K
BNY-1, B1Y-2, k Bupycy rematuta C U IOBEpXHOCTHBIM aHTHIEH BHpyca rematuta B
OTCYTCTBYIOT".

5. Ha nmepBuuHyr0 VyMakOBKY ¥ BTOPUYHYIO (TIOTPEOUTEIHCKYIO)  YHAKOBKY
paarnodapMareBTUIECKUX JICKAPCTBEHHBIX CPEJCTB JOKEH HAHOCHUTHCS 3HAK pPagrualliOHHOMN
OITACHOCTH.

6. Ha BropuuHyro (IIOTpEOUTENBCKYIO) YMAKOBKY TIOMEONATHYECKHX JIEKAaPCTBEHHBIX
IIpenapaToB JOJKHA HAHOCUTHCS HanuCh: "['omeonatuueckuit”.

7. Ha BropuuHyro (IOTPeOMTENBCKYIO) YHNAKOBKY JIEKAPCTBEHHBIX PACTUTEIBHBIX
IIpenapaToB JOJKHA HAHOCUTHCS HaaAnuCh: "[Ipoaykius npouia paagualMOHHbIM KOHTPOIb' .

8. Ha mepBuuHyI0 ynmakoBKY (€ClId JIJIsi 3TOTO CYIIECTBYET TEXHHWYECKass BO3MOXKHOCTDB) U
BTOPUYHYIO (MMOTPEOUTENBCKYIO) YIIAKOBKY JICKAPCTBEHHBIX MPENapaToB, MpeIHA3HAYCHHBIX IS
KITMHUYECKUX MCCIICIOBAHUM, JI0JPKHA HAHOCUTHCS HAANMKCh: "' JJIsI KIMHUYECKUX UCCIeToBaHMi" .
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

9. YnakoBKa J€KapCTBEHHBIX CPEICTB, NPEAHA3HAYECHHBIX UCKIIOYUTEIBHO Ul DKCIIOPTA,
MapKHUPYETCsl B COOTBETCTBUHU C TPEOOBAHUSMU CTPAHbI-UMIIOPTEpA.

10. Ha tpaHcriopTHYIO Tapy, KOTOpas He MpeaHa3HaueHa JJis MOTpeOuTeneit 1 B KOTOPYIO
MOMEIIEHO JICKAPCTBEHHOE CPENICTBO, JOKHA HAHOCUTHCS HHPOPMAITUSI O HANMEHOBAHHH, CEPUN
JIEKapCTBEHHOI'O CPE/ICTBA, JIaTe BBITyCKa, KOJIMYECTBE BTOPUYHBIX (MOTPEOUTETHCKUX ) YITAKOBOK
JIEKAPCTBEHHOTO  CPEJCTBA, MPOU3BOJAUTENE JIEKAPCTBEHHOTO CpeACTBa C  yKa3aHHEM
HAaUMEHOBAHMSI U MECTOHAXOKJEHHS MPOU3BOJUTEINS JIEKAPCTBEHHOTO CpelcTBa (aapec, B TOM
yucie CTpaHa M (WJIM) MECTO MPOM3BOJCTBA JIEKAPCTBEHHOI'O CPEACTBA), a TAKXKE O CpPOKE
TOJTHOCTHU JIEKAPCTBEHHOTO CPEJCTBA U 00 YCIOBUSIX €r0 XpaHEHUsl U NEPEeBO3KH, HEOOXOIUMBbIE
HpeaynpeauTeIbHbIe HAAMNUCU U MAaHUITYIATOPHEIE 3HAKHU.

11. Ha nepBuuHy0 YIIaKOBKY M BTOPHUHYIO (TOTPEOUTENHCKYIO) YIAKOBKY JIEKAPCTBEHHBIX
CpeACTB AJisI BECTCPUHAPHOTO MPUMCHCHUS NOJDKHA HAHOCUTHCA HAAIUCH: "I[HH BCTCPUHAPHOI'O
MpUMEHEHUS "

12. Ha BropuuHyto (MOTpeOUTENBCKYI0) YIAKOBKY JIEKAPCTBEHHOTO Mperapara HaHOCUTCS
ITPUXOBOM KOJI.

I'masa 9. BBO3 JIEKAPCTBEHHBIX CPEJCTB



B POCCUMCKYIO ®EJEPALIUIO U BbIBO3 JIEKAPCTBEHHBIX CPEJCTB
N3 POCCUUCKOU ®EJEPALINAN
(B pen. @enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

Crarba 47. Ilopsanok BB03a JeKapcTBeHHbIX cpeacTB B Poccuiickyro ®enepanuio u
BbIB032 JIEKAPCTBEHHBbIX cpeAcTB U3 Poccuiickoit Penepannu
(B pen. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

1. BB03 nekapcTBeHHBIX cpeAcTB B Poccuiickyro denepainio OCyIeCTBISETCS B MOPAIKE,
ycraHoBlieHHOM [IpaBurensctBoM Poccuiickonn ®denepanuu, B COOTBETCTBHUM C aKTaMH,
coctrapsitoniumMu  nipaBo Coroza, m (Wiam) 3akoHomarenbcTBOM Poccuiickoit denmeparuu o
TaMOXEHHOM PETyJIUPOBAHUMU.

(B pen. ®enepanbHbix 3ak0HOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

KoncynprantlIntoc: npumedanue.

Jo 31.12.2025 poccuilcKuM MHPOU3BOAUTENSIM Pa3pelIeHO B YBEIOMHUTEIBHOM IOPSIKE
BBO3UTh HE BHECEHHBIE B peecTp (papmameBTHYECKHe CyOCTaHIIMU I BETEPUHAPHOTO
OpUMEHEHHUs  JUIsi  TPOM3BOJCTBA  3aPETMCTPUPOBAHHBIX  JIGKAPCTBEHHBIX  CPEICTB
(ITocranoBnenue [IpaBurensctBa PO ot 12.03.2022 N 353).

2. Bozumeie B Poccuiickyro denepanuio JieKapcTBEHHBIE CPEJICTBA TOKHBI COJEPIKATHCS
B TOCYIAapCTBEHHOM  pEECTpe  JIEKapCTBEHHBIX  CPEICTB, WJIM  €JUHOM  PEEeCTpe
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBPAa3sHMICKOr0 3KOHOMHUYECKOIO COH03a, WIH
€UHOM  pEecTpe  3aperuCTPUPOBAHHBIX  BETEPUHAPHBIX  JIEKAPCTBEHHBIX  IPENapaTroB
EBpa3uiickoro 5KOHOMHUYECKOI0 COK3a.
(B pen. denepanbHbIX 3aK0HOB 0T 06.12.2011 N 409-03, o1 27.12.2019 N 462-D3, o1 30.01.2024
N 1-®3)

3. Jomyckaercs BB03 B  Poccumiickyto  ®Denmepanuio  KOHKPETHOW — MapTHHU
3aperuCTpUpPOBaHHBIX W (WIM)  HE3apErMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB,
IpelHa3HAYeHHBIX JUIs pa3pabOTKH JIEKapCTBEHHBIX CPEICTB, MPOBEICHUS HAayYHBIX M HHBIX
HCCHGHOBaHHﬁ, MMPOBCACHHUA KIIMHUYCCKUX I/ICCHGI[OBaHI/Iﬁ JICKApCTBCHHLIX IIPCIIapaTos,
MPOBEJCHUS AKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB ISl OCYIIECTBIEHUS TOCYIapCTBEHHOU
PEruCTpaivi UJIn perucTpaluu JCKAPCTBCHHBIX MPEHapaToB W IAJId OKa3aHUS MGI[HL[HHCKOﬁ
MOMOIIM MO >KM3HEHHBIM IIOKa3aHUSIM KOHKPETHOTO MallMeHTa Ha OCHOBAHUU pa3pelieHMUs,
BbIIAHHOT'O YIIOJITHOMOYCHHBIM (bellepaJIBHBIM OpraHom HUCIIOJIHUTEIILHOU BJIACTH II0 3asIBJICHUSIM
JWl, yKa3aHHbIX B cTatbe 48 Hacrosmero dexnepanbHoro 3akoHa. PaccmoTpeHue Takoro
3asBICHUS W IPUHATHE PEIICHHUS O BbIJAYe pa3pelicHUsT Ha BBO3 KOHKPETHOM IapTHHU
3apETUCTPUPOBAHHBIX U (WJIM)  HE3aperHCTPUPOBAHHBIX  JIGKAPCTBEHHBIX  CPEJNCTB,
MNpeaAHa3HAYCHHBIX JJIS pa3pa60TKH JICKApCTBCHHLBIX CpPCACTB, MPOBCACHHA HAYUHBIX H HHBIX
UCCIIEIOBAaHUM, TIPOBEACHUSA KIMHUYECKUX MCCIEAOBAHUN JIEKAPCTBEHHBIX IIPENapaTos,
MMPOBCACHUA OKCICPTU3LI JICKAPCTBCHHBIX CPCACTB IJid OCYIICCTBIICHHUA FOCYHapCTBCHHOfI
PETUCTpALMK WM PETUCTPALMU JIEKAPCTBEHHBIX MPENapaToB WU JUIsl OKa3aHUS MEIUIIMHCKON
MOMOIIM IO >KU3HEHHBIM ITOKA3aHHSIM KOHKPETHOTO TMalueHTa JTu00 00 OTKa3e B BbIJaue
YKa3aHHOTO pa3pelieHus IPOU3BOIATCS B CPOK, HE MPEBBIMIAIONINN ISTH padounx mHei. [lmara
3a BbIJIavy YKa3aHHOT'O pa3penieHusl He B3UMAETCHI.

(B pen. ®enepanbHbix 3ak0oHOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

3.1. Yrparun cuny ¢ 1 auBaps 2024 roga. - @enepanbhblil 3akoH oT 27.12.2019 N 475-D3.

3.2. Jlo 31 nexabpst 2025 roma nomyckaroTcs BBO3 Ha Tepputoputo Poccuiickoit deneparm
u oOpamenue B Poccuiickoii ®exepanmuu ¢ y4eToM OCOOEHHOCTEH, YCTaHOBICHHBIX



IIpaButensctBoM Poccuiickoit denepainu, 3aperuCTpUpPOBAHHBIX JIEKAPCTBEHHBIX MpenapaToB
JUIST  METUIIMHCKOTO TPUMEHEHHS B YINAKOBKAaX, MpPEJHA3HAYCHHBIX g OOpalleHus B
WHOCTPAHHBIX TOCYJapCTBaX, B ciiydae JAeeKTyphl JICKAPCTBEHHBIX MPEMapaToB WM PUCKa €e
BO3HMKHOBEHHMS B CBSI3U C BBEJICHHEM B OTHOLIEHUU Poccuiickoin denepaium orpaHUuIUTEIbHBIX
Mep SKOHOMHYECKOTO XapakTepa IPHU YCIOBHUU COOTBETCTBUSI BBO3UMBIX JIEKAPCTBEHHBIX
npernapaToB TPeOOBAHUSAM, YCTAHOBJICHHBIM IPU UX PETUCTPAIINH, 332 UCKITIOYEHHEM TpeOOBaHU
K TEPBUYHOMN YIaKOBKE, BTOPUYHOU (TIOTPEOUTENHCKOM) YIMAKOBKE, a TaKXe MpPHU HATUIUH HA
BTOPUYHOU (MOTPEOUTENLCKON) VYITAKOBKE JIEKAPCTBEHHBIX IMPEMapaToB, HAXOMASIIUXCS B
oOpalieHuy, CaMOKJICSIIEeHCs] JSTUKETKH, cojepkameid WHOOpMaIMi0 O JIEKapCTBEHHOM
npenapare Ha pyCCKOM SI3bIKeE.

(wactp 3.2 BBemena denepanbHbIM 3ak0HOM OT 26.03.2022 N 64-®3; B pen. denepanbHbIX
3aKOHOB 0T 19.12.2022 N 519-®3, o1 26.12.2024 N 494-D3)

3.3. Jlomyckarorcss BBO3 B Poccumiickyto ®enepamuio u oOpamenue B Poccuiickoit
QDenepaiil ¢ y4eToM OCOOGHHOCTEH, ycTaHOBIeHHbIX IIpaBurenscTBoM Poccuiickoii
@denepalliy, 3aperuCTPUPOBAHHBIX OPUTMHAIBHBIX Op(haHHBIX JIEKAPCTBEHHBIX IpenapaToB U
(I/IJII/I) BBICOKOTCXHOJIOTUYHLIX JICKAPCTBCHHBLIX MPCapaToB A MCAUIUHCKOTO MPUMCHCHHSA B
TEUECHHE JIBEHAJIaTH MECALEB TMOCJIe NaThl WX peructpanuu B Poccuiickoin ®enepauuu B
YIaKOBKAaX, MPEJAHA3HAYEHHBIX JJIs1 OOpalleHusi B MHOCTPAaHHBIX TOCYNAapCTBAX, MPH YCIOBHH
COOTBETCTBUSI BBO3HMMBIX JICKAPCTBEHHBIX IMpPEMapaToB [UIsi MEIWIUHCKOTO MpPUMEHEHUs
TpeOOBaHUSAM, YCTAHOBJICHHBIM IIPU UX PETUCTPALIH, 32 HCKIIIOUEHHEM TPeOOBaHUH K IEPBUYHOM
YIaKOBKE, BTOPHUYHOH (TOTpEeOMTENTHCKON) YyHaKOBKE, M TPH HAJIMYAM HA BTOPUYHOU
(MOTpeOUTENBbCKOM) yIaKOBKE JICKApPCTBEHHBIX MpPEnapaToB s MEAMLMHCKOTO NMPUMEHEHHS,
HaXOJSAIIUXCS B OOpallleHWH, CaMOKJIesAlecss ATHKETKH, cojaepkalell uHGOpManumo o
JICKAPpCTBCHHOM IIpeniapaTte sl MECAULUHCKOIO MPUMCHCHUS HAa PYCCKOM S3BIKE. B otHOmEHUN
JTAaHHBIX JIEKAPCTBEHHBIX MPEMAPATOB HE MPUMEHSIIOTCS MOJIOKEHUS YacTu 7 cTaTbu 9 u yactei 1
u 2 crarbu 52.1 HacTosimiero enepaabHOTO 3aKOHA.

(uacts 3.3 BBeaeHa denepanbabiM 3akoHOM OT 30.01.2024 N 1-D3)

4. B Poccuiickyro ®enepanuio MOXHO BBO3MTH JIEKAPCTBEHHBIE CPEICTBA, KaueCTBO
KOTOPBIX  TOATBEPXKIEHO  CepTU(MUKATOM  IPOU3ZBOAMUTENS  JIEKAPCTBEHHBIX  CPEICTB,
YIOCTOBEPSIOIIMM  COOTBETCTBUE  BBO3UMBIX  JIEKAPCTBEHHBIX  CpPEACTB  TpeOOBaHMSIM,
YCTaHOBJICHHBIM IIPHU UX PETUCTPALMK WU NIPOBEACHUN IPOLEAYD, CBA3aHHBIX C PETUCTPALUEH.
(B pen. @enepanbHbix 3aKk0HOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

5. 3anpemaercs BBo3 B Poccuiickyro denepanuio GanbcuuiupoBaHHBIX JEKAPCTBEHHBIX
CpeACTB, HeIOOpPOKAaYEeCTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTpPA(aKTHBIX JIEKAPCTBEHHBIX
CPEIICTB.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

6.  QanbcuduuMpoBaHHBIE  JIEKAPCTBEHHBIE  CPEICTBA,  HEAOOPOKAYECTBEHHbIE
JIEKAPCTBEHHBIE CPEJICTBA MOAJICKAT U3BATUIO U MOCIEAYIOIEMY YHUUYTOKEHHUIO UIIM BBIBO3Y U3
Poccuiickoit  ®eneparun, KOHTpadakTHBIE JIEKAPCTBEHHBIE CPEACTBA - H3BATHIO U
MOCEAYIOUIEMY YHHUYTOKECHHUIO. YHUUYTOXKEHHWE WIM BbIBO3 H3 Poccuiickonn ®enepaunu
banbcuPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, HEI0OPOKAYECTBEHHBIX JIEKapCTBEHHBIX
CPEICTB, KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB OCYIIECTBISIETCS 3a CUeT JIWIA,
OCYIIECTBUBILETO WX BBO3. llopsSaok yHUYTOXKEHHS U3BATHIX (DambCUUIUPOBAHHBIX
JICKapCTBEHHBIX CPEJCTB, HEAOOPOKAYECTBEHHBIX JIGKAPCTBEHHBIX CPEICTB, KOHTpa(aKTHHIX
JIEKapCTBEHHBIX CpeaCcTB ycTaHaBauBaeTcs [IpaButensctBom Poccuiickoit @enepannm.

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

7. Jluna, ocymecTBisitome BBo3 B Poccuiickyro ®Denepanuio danbcuGUImpoBaHHBIX
JIEKapCTBEHHBIX CPEACTB, HEeI0OpPOKAaYeCTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTpadaKTHBIX



JIEKapCTBEHHBIX CPEACTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
Poccuiickoit @enepanuu.
(B pen. @enepanbubix 3ak0oHOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

8. BbIBO3 sekapcTBeHHBIX cpencTtB u3 Poccuiickoit @enepanyy OCYIIECTBISIETCS B
COOTBETCTBUM C akTamM, cocTaBisommmu mnpaBo Coro3a, ¥ (WIM) 3aKOHOAATENbCTBOM
Poccuiickoit denepanuu 0 rocyJapCTBEHHOM PETYIMPOBAHUY BHEIIIHETOPTOBOM JECSATEIBHOCTH.
(uactb 8 B pen. @eaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

9. BBog B rpaxkaaHCKUK OOOPOT JIEKAPCTBEHHBIX IMPENapaTtoB Ui MEIUIIMHCKOTO
MpUMEHEHHUs, BBe3eHHBIX B Poccuiickyro @Denepanuro, OCYIIECTBISAETCS C COOIIOJEHUEM
TpeOOBaHUH, YCTaHOBIECHHBIX cTaThel 52.1 HacTosmero denepanbHOTO 3aKOHA.

(uactp 9 BBenena deaepanbHbIM 3aKk0HOM OT 28.11.2018 N 449-D3)

KoncynbrantlIntoc: npumevanue.

Y. 10 cr. 47 He pacnpocTpaHseTCsl Ha CEpUU JIEKApCTB JUIsl BETEPUHAPHOIO NPUMEHEHMS,
BBEJICHHBIC B TpaxxaaHCKuii o0opoT mo 01.09.2023, xoTopble MOjIeXaT MPUMEHEHUIO 10
uctedeHus cpoka ux rogHoctu (O3 ot 02.07.2021 N 317-D3).

10. BBox B TpaxxgaHCKHI OOOpOT JIEKAPCTBEHHBIX TMIPEMapaTroB JIsI BETEPUHAPHOTO
NpUMEHEHHUs, BBE3EHHBIX (mepeMelieHHbIX) B Poccuiickyro ®enepaiuio, OCYIIECTBISIETCS C
cobmoieHreM TpeOOBaHUM, YCTAHOBIICHHBIX cTaThel 52.2 HacTosmiero deaepaabHOTO 3aK0HA.
(uactp 10 BBenena ®@enepanbHbiM 3akoHOM OT 02.07.2021 N 317-D3)

Cratsbsa 48. IOpuanyeckue auna, KOTOPbIM pa3pelnieH BBO3 JIEKAPCTBEHHBIX CPeJACTB B
Poccuiickyro ®@enepaunio
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

JlexapcTBennsle cpenctsa B Pocculickyro denepanuio MOryT BBO3UTD:
(B pen. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

1) mpou3BOIMTENN JIEKAPCTBEHHBIX CPEACTB IS Iiesiell COOCTBEHHOI'O MPOU3BOJCTBA
JIEKapCTBEHHBIX CPE/CTB;

2) MHOCTpaHHbIE pa3pabOTYMKH JICKAPCTBEHHBIX CPEACTB M MHOCTPAHHBIE MPOU3BOIUTEIN
JICKApCTBEHHBIX CPEACTB WM JPYrHe IOPHIUYECKHE JUIa IO IMOPYYEHHIO pa3padoTyrKa
JICKAPpCTBCHHOT'O CPEACTBA IJIA pa3p3_60TKI/I JICKApPCTBCHHLIX CPCACTB, IMPOBCACHHUA HAYYHBIX H
WHBIX HWCCIICJOBAHMMA, TPOBEICHHUS KIMHHYECKMX HCCICIOBAHNUN JIEKapCTBEHHOTO Ipernapara,
OCYLIECTBIICHUS TOCYAAPCTBEHHOM PEruCTPALMY MU PErUCTPALMH JIEKAPCTBEHHOIO IIpenapara,
BKITIOYCHHUST (apMaleBTHUECKOW CyOCTaHIIMM B TOCYAAapPCTBEHHBIA PEECTp JIEKapCTBEHHBIX
CpCaAcTB, KOHTPOJIA KadyeCcTBa JICKApCTBCHHBIX CpCACTB npu HaJIM4Ynu paspeuicHud
YIIOJITHOMOYEHHOTO (heJiepalbHOTO OpraHa UCTIOTHUTEIILHOW BJIACTH Ha BBO3 KOHKPETHOW MapTHH
JICKapPCTBEHHBIX CPEJICTB;

(B pen. ®enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

3) opraHusainuy ONTOBON TOPTOBJIM JIEKAPCTBEHHBIMU CPEJCTBAMM;

4) HayyHbBIE OpraHHW3allMH, OOpa30BaTEIbHBIC OPTraHMU3AIlMK BBICIIETO O00pa30BaHUS,
MPOU3BOAUTCIIN  JICKAPCTBCHHBIX CPCACTB  IJIA p33pa6OTKI/I, HCCHGHOBaHHﬁ, KOHTPOJIA
0e30MacHOCTH, KauecTBa, 3()(PEKTUBHOCTU JIEKAPCTBEHHBIX CPEJCTB MPH HAIMYUU pa3pelieHus
YIIOJTHOMOYEHHOTO (heIepaTbHOT0 OpraHa UCIIOHUTEIBHON BIACTH;

(B pen. ®enepanbubix 3akoHOB 0T 02.07.2013 N 185-D3, ot 30.01.2024 N 1-D3)



5) MeOWIMHCKHE OpTraHM3allid, WHBbIC yKa3aHHbIC B TMyHKTax | - 4 HACTOSIICH CTaTbu
OpraHu3aly sl OKa3aHUsI MEAUIIMHCKON MOMOIIHU MO >KU3HEHHBIM MOKa3aHUSIM KOHKPETHOTO
nanueHTa Npyu HAIMYUK pa3pelieHus: yIoJIHOMOYEHHOTO GeIepalbHOr0 OpraHa UCIOIHUTEIbHON
BJIACTH HA BBO3 KOHKPETHOW MapTHUU JIEKAPCTBEHHOTO MpernapaTa, BHIJAHHOTO B YCTAHOBJICHHOM
nopsiike B (popMe AIIEKTPOHHOTO JTOKYMEHTa, MOANUCAHHOTO YCUJICHHOW KBaNIU(DHUIIMPOBAHHON
AJIEKTPOHHOM MOAINKCBIO;

(B pen. ®enepanpHoro 3akoHa ot 12.03.2014 N 33-03)

6) yrpatuia cuity ¢ 1 ssHBapst 2024 rona. - @enepanbHblii 3akoH oT 27.12.2019 N 475-D3.

7) TPOM3BOAUTENN MEAMIMHCKUX W3AEIUM Ul 1efedl MpOU3BOJACTBA MEIUIIMHCKUX
15631 (117178
(. 7 BBenen deaepanbupiM 3ak0HOM OT 30.01.2024 N 1-D3)

Crarbs 49. JlokymMeHTBbI, NpeAcTaBjsieMble B TaMO:KeHHble opranbl Poccuiickoi
denepanum Npu BBO3e JIEKAPCTBEHHBIX cpeacTB B Poccuiickyro ®enepanuio
(B pen. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

1. IIpu BBO3€E JI€KApCTBEHHBIX CpeacTB B Poccuiickyro deaepanuio B TAMOXKEHHbBIE OpTaHbl
Poccniickoit denepanuu Hapsgy ¢ JOKYMEHTaMH, IPEACTABICHHE KOTOPBIX IPELyCMOTPEHO
aKTaMH, COCTaBIIOMKUMHE paBo Coro3a, 1 (WIn) 3aKkoHoIaTeILCcTBOM Poccutickoit denepamuu o
TaMOXXEHHOM PETYJIHPOBAHUH, TIPEJICTABIISIOTCS CISIYIOIINE JOKYMEHTHI B AJIEKTPOHHOU (opme:
(B pen. ®enepanbHbix 3ak0oHOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

1) ceprtuduKaT NPOUZBOAMUTENS JIEKAPCTBEHHOI'O CPEACTBA JUIl  BETEPUHAPHOTO
IPUMEHEHHS, YJOCTOBEPSIOUIMA COOTBETCTBHE BBO3UMOIO JIEKAPCTBEHHOI'O CpEACTBA JUIs
BETEpUHAPHOTO IPUMEHEHHsI TpeOOBaHMIM (papMaKoIeiHON CTaThu JIH00 B ClTy4yae ee OTCYTCTBHUS
HOPMAaTHUBHOT'O JOKYMEHTA;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

2) paszpelieHue yrnoJIHOMOYEHHOro ¢eepalbHOro OpraHa UCIIOJTHUTENBHOM BIACTH Ha BBO3
KOHKPETHOMN MapTHH JIEKAPCTBEHHOTO CPEACTBA B CiIydasiX, yCTAHOBJIEHHBIX 4acTbio 3 ctaThu 47
Hacrosiero denepasbHOrO 3aKOHA.

2. JIoKyMeHTBI, yKa3aHHbIE B TyHKTaxX | u 2 yacTu 1 HacTosIel cTaTby, MPEACTABISAIOTCS B
TaMOXeHHBbIe opraHbl Poccuiickoit deneparuu mpu TPHOBITUU JIEKAPCTBEHHBIX CPEICTB B
Poccuiickyro @enepanuro.

(B pen. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

Crarbs 50. BBo3 JiekapcTBeHHbIX mnpemnapatoB B Poccumiickyro ®enepaumio s
JIMYHOT0 UCIOJIb30BAHNS U HHBIX HEKOMMEPYECKHX 1eJieil, a TaK:Ke VISl HCI0JIb30BaAHMUS HA

TePPUTOPUH MEKIYHAPOTHOI0 MEIHIMHCKOI0 KJIacTepa
(B pen. @enepanbubix 3aKk0HOB 0T 06.12.2011 N 409-@3, ot 29.06.2015 N 160-D3)

1. JIekapcTBeHHBIE IpenapaThl MOTYT OBITH BBE3€HHI B Poccuiickyto deneparuio 6e3 yuera
TpeOOBaHUH, MPeayCMOTPEHHBIX YacTsaMu | - 4 crtatbu 47, cratbsimMu 48 u 49 HacTosIIEro
®denepallbHOTO 3aKOHA, €CJIM OHU NPEIHA3HAYEHbI IS
(B pen. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

1) snu4yHOTO WCMONB30BaHMUS (DU3MYECKHMMM JIMIIaMHU, NpuOBBIIUMH B Poccuiickyro
®enepanuto. Ilpu stom BBO3 B Poccuiickyro Penepanuio JIEKapCTBEHHBIX MpenapaTos,
conepmamnx CHJIBHOI[GFICTBYIOH.[HC n (I/IJII/I) SAJ0BUTHIC BCIIICCTBA, BKIIFOUCHHBIC COOTBETCTBCHHO
B CIIMCOK CHJIbHOJACHCTBYIOIIMX BELIECTB IS IIEJI€H YyrOJI0BHOIO 3aKOHOAaTeNIbcTBa Poccuiickoit



@denepan M B CHUCOK SIIOBUTBIX BEHIECTB s LE€JIEd YrOJOBHOTO 3aKOHOJATENIbCTBA
Poccuiickoit  ®enepaumu, yrBepxkiacHHble [IpaButensctBom  Poccuiickoit  ®denepanuu,
OCYIIIECTBIISICTCS MPU HAIUYUH TOKYMEHTOB (3aBEPEHHBIX KOMUM JTOKYMEHTOB WJIHM 3aBEPEHHBIX
BBIMMUCOK M3 HHX), MOATBEPXJAIOUIMX Ha3zHaueHHe (U3MUecCKoMy JMIly YKa3aHHBIX
JIEKAPCTBEHHBIX IpenaparoB (3a HCKIIFOYEHUEM JIEKAPCTBEHHBIX Ipenaparos,
3aperucTpupoBaHHbIX B Poccuiickoit denepannu 1ud0 3aperucTpupoOBaHHBIX B COOTBETCTBHHU C
aKTaMH, cocTaBisitomumMu rpaBo Coro3a, u oTnyckaeMbix B Poccuiickoit deneparu 6e3 perenra
Ha JIeKapcTBeHHBIM mnpenapar). [loaTBepxaaromne JOKYMEHTHI (MX 3aBEPEHHbBIE KOIUM WU
3aBepeHHbIC BBIMHUCKH U3 HUX) TOJKHBI COJEpX aTh CBEJCHUS O HAUMEHOBAHHM U KOJUYECTBE
HA3HAYEHHOI'0 JIEKapCTBEHHOT'O Ipemnapara. B ciydae, eciy moATBep KAarolue J0KyMEHTHI (X
3aBepeHHbIe KOMUHU WM 3aBEPEHHBIE BBHIMUCKU U3 HHUX) COCTABJICHbl HA MHOCTPAHHOM SI3bIKE, K
HUM IpUJIaraeTcsi HOTapHaJbHO 3aBEPEHHBIN NEPEBOJ HA PYCCKUH S3bIK;

(B pen. ®enepanbubix 3ak0oHOB OT 02.06.2016 N 163-®3, ot 30.01.2024 N 1-D3)

2) WCHNONb30BaHUS PAOOTHUKAMH JUIUIOMATUYECKOTO KOpIyca MM MPEIACTaBUTEIISIMU
MEKIYHApOIHBIX OpraHu3aluii, akkpeauToBaHHbIX B Poccuiickoit denepanmu;

3) JeyeHHs MacCa)KUPOB U WICHOB SKUIAKEHW TPAHCHOPTHBIX CPEICTB, MOE3AHBIX OpUras U
BOJUTENCH TPAHCIIOPTHBIX CPEACTB, MPUOBIBIINX B Poccuiickyro deneparuto;
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

4) neyeHHs] Y4aCTHUKOB MEXKIYHApPOJIHBIX KYJIbTYpPHBIX, CIIOPTUBHBIX MEpONPUATUN U
YYaCTHUKOB MEXIYHAPOJAHBIX IKCIICTUIIUN;

5) nedyeHHs KOHKPETHBIX >KMBOTHBIX B 300MapKax, 300cagax, LHUpPKax, OKeaHapuymax,
nenbQuHApUAX, JICUEHUS JUKUX SKUBOTHBIX, IOCTOSHHO WJIM BPEMEHHO HACEISIONINX
tepputoputo Poccuiickoit denepannu, HaxXOMSIIMMXCS B COCTOSSHUM €CTECTBEHHOW CBOOOIBI M
NpUHAUIeKAUX K BUJaM, 3aHeceHHbIM B KpacHyto kHury Poccuiickoit ®enepanuu u (wim)
KpacHble KHHUTH CyOBeKTOB Poccmiickoit ®denepanuu, a TakKe >XHWBOTHBIX, BBO3UMBIX B
Poccuiickyro @enepanuio i y4acTusi B CHOPTUBHBIX U 3PEJIHIIHBIX MEPOIPUSATHUSX;

(B pen. ®enepanbHbix 3ak0oHOB 0T 06.12.2011 N 409-D3, ot 02.08.2019 N 297-D3)

6) UCTIONTB30BaHUS HA TEPPUTOPUN MEKITYHAPOIHOTO MEAUIIMHCKOTO KIIacTepa.
(m. 6 BBenen DeaepanbHbIM 3aK0HOM OT 29.06.2015 N 160-D3)

2. B ciydasx, IpeIyCMOTPEHHBIX 4acTbio | HacTOsILEH CTaThH, IOIMYCKAeTCs BBO3 B
Poccuiickyro denepaiuio JeKapCTBEHHBIX MpenapaToB, HE 3apErUCTPUPOBAHHBIX B Poccuiickoit
@Deneparun MO0 HE 3apETUCTPUPOBAHHBIX B COOTBETCTBUU C aKTaMH, COCTAaBIISIONIUMH IPABO
Coro3za.

(B pen. @enepanbubix 3aKk0HOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

3. JlekapcTBeHHBIE TIpenaparbl, MpEAHA3HAYEHHbIC [JIi TyMAHUTAPHOM MOMOIIMN
(comeiicTBHS) MM ITOMOLLM ITPH YPE3BBIYAHBIX CUTYaLUAX, BBO3ATCs B Poccuiickyro denepannio
B mopsjake, ycraHoBieHHOM lIpaBurenbctBoM Poccuiickoit denepanuu. 3anpeniaercs BBO3 B
Poccuiickyro denepanuio HE3aperucTpUpPOBaAHHBIX JIEKapCTBEHHBIX npenaparos,
IpelHa3HAYeHHBIX JJI TYMaHUTapHON MOMOIIH (COASHCTBHS) UM MTOMOIIY TP Ype3BbIYaliHbIX
CUTYaIUsX.

(B pen. ®enepanpHoro 3akoHa ot 06.12.2011 N 409-D3)

Crarbsa 51. CorpyaHuuectBo ¢eqepajibHOIO0 OpPraHa HCIHOJHHUTENbHON BJIACTH,
OCYLIECTBJIAIONEro (pyHKIMU MO0 KOHTPOJII W HAA30py B 00J1aCTH TAMOKEHHOIO Aeja, U
APYTHUX YIOJHOMOYEHHBIX (eiepajbHbIX OPraHOB UCIOJIHUTEIbHON BJIACTH
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)



1. YnonHomodeHHbIe (enepaibHble OpraHbl UCIIOJIHUTEIBHONW BIACTH MPEAOCTABISIOT B
pacropsibkeHue (heepanbHOro opraHa UCIOJIHUTENBHOM BIACTH, OCYIECTBIISIONIETO (PYHKIIUH 10
KOHTPOJIIO U HAA30pY B OOJIACTH TAMO>KEHHOTO JIeNla, TOCYJapCTBEHHBIN PEeecTp JeKapCTBEHHBIX
CPeACTB, a Takke MHGOPMALMIO O BBIJAHHBIX Pa3pELICHUSAX Ha BBO3 KOHKPETHOW MapTHH
JIEKapCTBEHHBIX CPEACTB B CllydasX, YCTAHOBJIEHHBIX 4YacTbio 3 cTarbu 47 HaCTOSILEro
®denepaabHOTrO 3aKOHA.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

2. ®@enepanbHBIi OpraH WCIOJHUTEIBLHOW BIJIACTH, OCYIICCTBISIONUNA (YHKIHMH 10
KOHTPOJIIO M HA/A30py B 00JacTH TaMOXKEHHOTO Jeia, MHPOPMHUPYET yKazaHHbIE B yacTu |
HACTOALIEH CTaTbU YIMOJIHOMOUYEHHBIE (e/iepalibHbIe OpraHbl WCIOJHUTEIBHON BIIACTH O BBO3E
JIEKapCTBEHHBIX cpelncTB B Poccuiickyro denepanyio U BBIBO3€ JIEKAPCTBEHHBIX CPEICTB U3
Poccuiickoit deneparuu mo dopmMe u B TOPsIKE, KOTOPbIE yCTaHOBIEHHBI [IpaBUTETHCTBOM
Poccuiickoit @enepanuu.

(B pen. ®enepanbHbix 3ak0oHOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

I'naBa 10. PAPMAHEBTUYECKASA AEATEJIBHOCTbD
Crarbsa 52. OcymecTBieHue (papManeBTHYECKOM 1eATeTIbHOCTH

1. ®apmaneBTHYECKAs JESITEIBHOCTh OCYIIECTBIISETCS OPraHU3aMIMHU ONTOBOH TOPTOBIIN
JIEKapCTBEHHBIMH CpPEACTBAMH, aNTEUYHBIMU OpraHU3alMsIM{, BETEPUHAPHBIMHU AaNTEYHBIMH
OpPraHM3alUsIMM, WHAWBUAYAJIbHBIMUA TPEINPUHUMATEISIMH, HWMEIONMMHU JIMIEH3UI0 Ha
(apMaleBTUYECKYIO 1eATEIbHOCTh, MEAULIMHCKUMH OpPTraHU3aIMsIMH, HUMEIOIIMMHU JIMIIEH3UI0 Ha
(bapmaneBTHYECKYIO AEATEIFHOCTD, U X 000COOIICHHBIMH MTOIPa3IeICHUSMH, PACIIOI0KEHHBIMH
B CENbCKMX HACENCHHBIX ITyHKTaX, B KOTOPHIX OTCYTCTBYIOT AaNTE€YHbIE OpraHU3alMd, H
BETEPUHAPHBIMHU OPTaHU3ANNIMHE, IMEIOIINMH JUIECH3HIO Ha (hapMaleBTHUECKYIO e TeTbHOCTb.
(B pen. @enepanbHbix 3aKk0HOB 0T 25.11.2013 N 317-@3, ot 08.08.2024 N 323-03)

Koncynsrantlntoc: npumeganue.

Y. 2 cr. 52 (B pen. @3 ot 28.04.2023 N 149-d3) B yacTu akKpeIUTalH CHEIUAINCTOB C
BBICILINM WIH CpEIHUM BETEPUHAPHBIM o0Opa3oBaHHEM, OCYIIIECTBIISAIOIINX
(dapmareBTUUECKYI0 AesTeIbHOCTh, TpuMeHseTcs ¢ 01.03.2026. Ceptudukarsl TAKUM JIAIIAM
BbIatoTces 1o 28.02.2026 u neiicTByroT He Oonee S ner.

2. ®u3nyecKre 1A MOTYT OCYIIECTBIATE (hapMaleBTHUECKYIO AEATEIHOCTD TPH HATNYAN
BBICIIETO MJIM CPeAHEro (hapmareBTHUECKOro oO0pazoBaHMs M cepTU(dUKaTa crenuaiucta oo
NPOWCHHON aKKPEAUTAINH CTICIHAINCTA, BBICIIETO WM CPEIHETO BETEPHHAPHOTO 00pa30BaHUS
U cepTH(HKaTa CrIe[HaaucTa J100 MPOWJCHHON aKKpeIUTalluy CIEeIUAINCTa, a TAKXKE BBICIIETO
WM CPEIHEro MEIWIIMHCKOTO oOpa3oBaHus, cepTHUKaTa CHEIHAINCTa JUOO0 TMPOMICHHON
aKKpEeIUTAIMM CIICIUATUCTa U JOMOJIHUTEIBHOTO MPO(pECCHOHATBFHOIO 00pa30oBaHUsl B 4YacTU
PO3HUYHON TOPTOBIM JIEKAPCTBEHHBIMH IperapaTaMy Uil MEIUIMHCKOTO TMPUMEHEHHS HpU
YCIIOBUHU UX paboThl B 000COOIEHHBIX MOAPA3AeICHUSIX MEAULIMHCKIX OpraHu3aliil, yKa3aHHBIX
B yacTy | HacTOSIIEH CTaThU.

(uacts 2 B pen. enepanpHoro 3akoHa oT 28.04.2023 N 149-D3)

Koncynprantlntoc: npumevanue.

JlexapcTBeHHbIE IpemapaTsl JUIsl MEAMIIMHCKOIO NPUMEHEHMs, BBEJACHHbIE B TPaKJaHCKUI
ob6opot g0 29.11.2019, momiexxar XpaHEHHIO, MTEPEBO3KE, OTIYCKY, pealn3aluu, Iepenaye,
IPUMEHEHHUIO 10 UCTeYEeHUsI cpoka UX ToaHocT (P3 ot 28.11.2018 N 449-D3).



Crarbs 52.1. BBoa B TrpakIaHCKuil 000pOT JIEKAPCTBEHHBIX CPEICTB IS
MeJIMUNHCKOr0 NPUMeHEeHN s
(B pen. ®enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

(BBenmena denepanbHbM 3aK0HOM OT 28.11.2018 N 449-D3)

1. Tlepem BBOIOM B TpakAaHCKUHA OOOPOT KaXIAOW CEpUHU WM KaXKIOH TapTHH
npousBeleHHOro B Poccuiickorn denepanuy JEKapCTBEHHOIO Ipemnapara Juisi MEIUIIMHCKOIO
IOPUMEHEHHs, 3a HUCKIIOYEHHEM HMMYHOOHMOJIOTMYECKMX JIEKAPCTBEHHBIX IPENapaTos,
IPOM3BOJIUTENH TAKOTO JIGKAPCTBEHHOTO Mperapara MpeACTaBiIseT B DJIEKTPOHHOH (opme B
(denepanbHbI OpraH MCHOJIHUTENBHOW BIIACTH, OCYILECTBIISIOUIMM (PYHKIUU IO KOHTPOJIO U
Ha/I30py B cdepe 3ApaBOOXpPAHEHUs, JOKYMEHT MPOM3BOJIUTENS JIEKApPCTBEHHOTO CpPEICTBA,
MOATBEP>KTAIOIUI KauyeCTBO JIEKAPCTBEHHOTO TPEenapara, U MOATBEPKACHAE YIIOJHOMOYEHHOIO
Jaua TPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB COOTBETCTBUS JIEKAPCTBEHHOIO Ipernapara
TpeOOBaHUAM, YCTAHOBIIEHHBIM IIPU €0 PETUCTPALIHUH.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1.1. Tlepen BBOOOM B TpakJAAaHCKUUA OOOPOT KAXKIOH CEPUM WM KaXKIOH MapTHH
npousBeneHHoi B Poccuiickoit denepanyu (apManeBTHUECKOW CyOCTaHIIMU IMPOU3BOAUTEIND
TaKOro JIEKapCTBEHHOI'O CPE/ICTBA MPEACTABIAET B JIEKTPOHHOH (popMe B (enepanabHbIil opra
UCTIOJIHUTENIBHOW BJIACTH, OCYIIECTBISIONIMM (DYHKIMM MO KOHTPOJI M HaA30py B cdepe
3paBOOXPAHEHMS, JOKYMEHT IPOU3BOIUTENS JIEKAPCTBEHHOIO CPENCTBA, IMOATBEPIKIAOIINN
Ka4ecTBO (hapMaleBTHUECKOW CYOCTaHIIMHM, M JIOKYMEHT, MOJTBEPKIAIOIIMNA COOTBETCTBHE
JIEKapCTBEHHOTO CpeACTBAa TPeOOBAaHUAM, YCTAaHOBIEHHBIM TIPH €ro TOCYAApCTBEHHOU
pPETUCTpalli WJIM PETUCTpalM, U O(OPMIICHHBIH YIOJIHOMOYEHHBIM JIMLOM MPOU3BOJUTEIS
JIEKapPCTBEHHBIX CPENICTB.

(uacts 1.1 BBenena @enepanbubim 3akoHOM OT 30.01.2024 N 1-D3)

2. Ilepen BBOJIOM B IpaKIaHCKHI 000POT KaXKI0M CEpUM WIIM KaXKI0H MapTHH BBO3UMOTO B
Poccuiickyro denepanuio JIEKapCTBEHHOIO IIpenapara Uil MEAULMHCKOIO IIPUMEHEHHs, 3a
UCKIIIOYEHHEM  HMMMYHOOMOJIOTUYECKUX  JIEKAPCTBEHHBIX  IpEnapaToB,  OpraHu3alus,
OCYILIECTBIIAIONIAs BBO3 JIEKAPCTBEHHOTO IIpenapaTa B Poccuiickyro denepaiinio, npeicTaBisieT B
2JIEKTpOHHOU (opme B (enepanbHBIi OpraH HMCIOJHHUTEIBHON BIACTH, OCYIIECTBIISIOIINMA
GYHKIIMM 0 KOHTPOIIO U HAA30py B cdepe 3ApaBOOXpaHEHUsS, TOKYMEHT MPOU3BOIUTENS
JIEKapCTBEHHOT'O CPEJCTBA, MOATBEPXKIAIONIMI KauyecTBO JIEKAPCTBEHHOrO Ipemnapara, Hu
MOATBEPXKJCHUE TMPEACTABUTENSI OpraHu3aliy, OCYIIECTBISIIONIEH BBO3 JIEKAPCTBEHHOIO
npemnapara B Poccuiickyto denepanuio ¥ yrnoIHOMOYEHHOW WHOCTPAHHBIM MPOU3BOJUTEIIEM
JICKaPCTBEHHBIX CPEJICTB, COOTBETCTBUS BBO3UMOTO JIEKAPCTBEHHOI'O Tperapara TpeOOBaHMSIM,
YCTaHOBJIEHHBIM IIPU €r0 PETUCTPALIUH.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

2.1. Tlepen BBOJIOM B TPaKIAHCKHI 000OPOT KaXKI0M CEPUM WM KaXKI0H MapTHH BBO3UMOM
B Poccuiickyto @exnepanuio (hapmareBTHUECKONH CyOCTaHIIMM OpTaHHU3AIMsl, OCYIIECTBISIONIAS
BBO3 TAaKOIo JIEKApCTBEHHOIro cpeactBa B Poccuiickyro @enepauuio, MNpeaCTaBiIseT B
ANIEKTPOHHOU QopMme B deAepanbHbIi OpraH HCIOJHUTEIHHONW BIIACTH, OCYIIECTBIISIOIINAN
GYHKIIMM [0 KOHTPOJIO U Haa3opy B cdepe 3ApaBOOXpaHEHHUS, TOKYMEHT MPOU3BOAUTENS
JICKapCTBEHHOTO CPEICTBA, MOATBEPKAAFOIINN Ka4yecTBO (hapMarieBTHUIEeCKON CyOCTaHIIHH.
(uacts 2.1 BBeaena denepanbabiM 3akoHOM OT 30.01.2024 N 1-D3)

3. [lopsimok mpeacTaBiaeHust B COOTBETCTBUM ¢ yacTsimu 1, 1.1, 2 u 2.1 HacTosimieit cratbu
JOKYMEHTOB M CBEJIEHUH O JIEKapCTBEHHBIX CPEICTBAX, BBOJUMBIX B TpakJaHCKUN 00O0pOT,
ycranasinusaercd [IpasurensctBoM Poccniickoit denepanuu.

(uactb 3 B pen. PeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)



4. B oTHOIIEHUH TIEPBBIX TPEX CEPHUIl WM MApTUH JIEKAPCTBEHHOTO Mpernapara, BIEPBbIE
npousBeleHHOro B Pocculickoii @enepanny Wi BliepBble BBO3UMOTro B Pocculickyro deneparuto
(6e3 yuera TO3MPOBKH) B paMKax OJHOTO PETHCTPAIMOHHOTO YIOCTOBEpPEHUS, B (eaepaTbHbIN
OpraH MCIOJHHUTEIBHOHN BIACTH, OCYILECTBIISIONINI (DYHKIIMU 110 KOHTPOJIIO U HAaa30py B cdepe
3IpaBOOXPAHEHUsA, JOMOJHUTEIBHO MPEICTABISAETCS MPOTOKOJ HCIBITAHUNA O COOTBETCTBUHU
CEpUH WJIM MapTHH JIEKAPCTBEHHOI'O Ipernapara A MEJUIMHCKOTO MPUMEHEHUs MOKa3aTesaM
KayecTBa, IMPEAYCMOTPEHHbIM  HOPMAaTHUBHOM  JOKyMEHTalued, WIu  TpeOOBAaHUSM,
YCTaHOBJIEHHBIM IIPU PETUCTPALMM B COOTBETCTBUM C aKTaMH, COCTaBIsAOIMMU npaBo Corosa
(Tanee - MPOTOKOJN UCHBITAHUM), MPOBOJMMBIX AaKKPEAUTOBAaHHBIMU B COOTBETCTBUHM C
3aKoHONaTeNnbCTBOM Poccuiickoit denepanuu 00 akKpeAWTAllMM B HAIMOHAIBHOW CHCTEME
aKKpemuTaluu  QefepalbHBIMH  TOCYJAapCTBEHHBIMU  OIO/PKETHBIMH  YUPEXKICHUSMU,
MIOJIBE€ZIOMCTBEHHBIMU (pe/lepaIbHOMY OpraHy HCIOJHUTENBHOW BJIACTH, OCYILECTBIISIOLIEMY
(GyHKIIMH 10 BBIPAOOTKE U peain3aluu rocyAapCTBEHHOM MOJUTUKUA U HOPMATUBHO-IIPABOBOMY
pEryIupoBaHuIoO B cdepe 31paBoOXpaHeH s, U (peaepalbHOMY OpraHy MCIOJHUTENFHON BIACTH,
OCYyIIeCTBIsoNEMY (DYHKIIMU IO KOHTPOJIIO U HA/30py B cdepe 3paBooxpaneHus. Jlomyckaercs
IPEJICTaBICHUE MPOTOKOJA MCHBITAHUM, TPOBEACHHBIX C  HUCIOJIb30BAaHUEM CPENCTB
TUCTAaHIIMOHHOTO  B3aumojeicTBus. [lopsgok  Bblgauum  ykazaHHBIMH — (eepasbHBIMU
rOCYJapCTBEHHBIMH OIO/IKETHBIMH YUPEXKACHUSAMH JaHHOTO MPOTOKOJIA M pa3Mep IUIATHI 3a €To
BbIJIauy ycTaHaBnuBarotcs [IpaBurenscTBoM Poccutickoit denepanuu.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.1. IlpencraBieHue MPOTOKOJA MCIBITAHUN JOMYCKAETCS TOJIBKO B OTHOLICHHH TEPBOM
CEpUHU WIN IIEPBOM NMapTHH JIEKAPCTBEHHOTO IIpenapara, BIIEpBble IPOU3BEIEHHOr0 B Poccuiickoi
®denepanny WK BIEepBbie BBO3MMOro B Poccuiickyro ®Deneparnuio (3a HCKIIOYEHUEM
JIEKapCTBEHHBIX IIpENapaToB, yKa3aHHBIX B yacTsaX 4.2 m 4.3 HacToALIEH cTaThu), B cilydae
NPEAOCTABICHNs CBEIEHHM O JaTe BbIJAYM W PETUCTPALMOHHOM HOMEpPE 3aKIIOUYEHUs
COOTBETCTBUSI TPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM TMPABWII HaJJIekKaIeh
MPOU3BOJICTBEHHOW TMPAKTUKH, BBIJAHHOTO YHNOJHOMOYEHHBIM (pelepaibHbIM  OpraHOM
UCTIOTHUTEIIbHON BJIACTH, WM CcepTU(dUKaTa COOTBETCTBUS IPOU3BOJCTBA JIEKAPCTBEHHBIX
cpenctB TpeOOBaHMSIM TIpaBWJI HAJJICKAIEH IPOM3BOJICTBEHHONW TMpakTHKW EBpasuiickoro
HPKOHOMHYECKOTO COH03a, BBIJIAHHOTO YIOJIHOMOYEHHBIM OpPraHOM TIOCyJapcTBa - 4JIEHA
EBpa3uiickoro 3KOHOMHMYECKOTO CO33a, B OTHOLIEHWH NPOU3BOJCTBEHHOW IUIOLIAJKU
(MpOM3BOACTBEHHBIX TUIOMIAJ0K), OCYLIECTBISIONIEH MPOU3BOJACTBO TOTOBOW JIEKAPCTBEHHOM
dbopMbl U BBIMYCKAIOIMIUKA KOHTPOJIb KayecTBa JIEKAPCTBEHHOrO IMIperapaTa, MpH YCIOBUHU
OTCYTCTBHSI B TEUYEHHE TpeX JIET, MPEAIIECTBYIOIIMUX JaTe€ BbIAAYM MPOTOKOJIA HUCIBITAHUM,
CIIy4aeB BbISIBJICHHSI HECOOTBETCTBHUSI YCTAaHOBJIECHHBIM TPEOOBAHUAM KadeCTBA JIEKAPCTBEHHBIX
cpeActB, uHpopManMig O KOTOPbIX OIYOJMKOBaHAa Ha caidTe (¢eaepaqbHOro OpraHa
WCIIOJTHUTENIbHON BIIACTH, OCYILECTBISIONIEr0 (PYHKUMM TO KOHTPOJIO M HAA30py B cdepe
3IpaBOOXpPAaHEHUs, B OTHOIIEHUM BCEX IPOU3BOACTBEHHBIX IUIOMIAJ0K, OCYIIECTBIISIIOLIIUX
IIPOU3BOJICTBO JIEKAPCTBEHHOTO ITpEIapaTa 1 BbIITYCKAIOIINI KOHTPOJIb KaueCTBa JIEKAPCTBEHHOT O
npernapara.

(uactb 4.1 BBeaena denepanbabiM 3akoHOM 0T 30.01.2024 N 1-D3)

4.2. He tpebyercs mpeacTaBieHue MPOTOKOJIA UCTIBITAHUH, YKa3aHHOTO B 4acTu 4 unu 4.1
HACTOALIEH  CTaTbM, B  OTHOIIGHWH  Op(aHHBIX  JIEKAPCTBEHHBIX  MPENapaTos,
BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX IpPENapaToB, TIOJIYYEHHBIX M3 OHOJOTMYECKOTO
MaTepuaia ONpeesIEHHOT0 YeIOBeKa U MpeAHa3HAu€HHBIX JJIsl IPUMEHEHHS STOMY K€ UEIOBEKY.
(uacTs 4.2 BBeneHa PenepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

43. B OTHOUWIEHMM OJHOM CEPUU WM OJHOM TMAPTHM BBICOKOTEXHOJOTHYHOTO
J'IeKapCTBeHHOI‘O HpenapaTa (33. HUCKIIFOUCHUEM BBICOKOTCXHOJIOTMYHBIX JIeKapCTBeHHBIX
MpenaparoB, TOJYYCHHBIX M3 OHOJOTHYECKOTO0 MaTepuaia ONpPENeICHHOTO 4YeloBeKa |
Hpe,[IHa?)Ha‘-IeHHBIX JUIA HpI/IMeHeHI/IH BTOMy XE ‘IeHOBeKy), BHepBLIe HpOI/ISBGI[eHHOFO B



Poccuiickoit @enepanyu uiam BepBbie BBO3UMOIo B Poccuiickyro denepannto, NpeacTaBiaseTcs
IMPOTOKOJ HCHBITaHHﬁ, MMPOBCACHHBIX C HUCIIOJIB30BAHUEM CpCACTB JUCTAHIIMOHHOI'O
B3aMMOJICHCTBYS B T€UEHHE MEPBBIX TPEX JIET MOcje BBOJAA TAKOrO Mpenapara B rpakJaHCKUN
000pOoT.

(uactb 4.3 BBeaeHa denepanbabiM 3akoHOM OT 30.01.2024 N 1-D3)

5. ExeromHo He mnoznHee 1 ampens NpPOWU3BOAWTENM JIEKAPCTBEHHBIX CPEACTB WIIU
OpraHu3aIiy, OCYIIECTBIAIONIME BBO3 JIEKAPCTBEHHBIX MpenaparoB B Poccuiickyto denepanuio,
MPEJICTABISIIOT B (hefiepaibHbIA OpraH UCIIOTHUTEIHLHON BIACTH, OCYIIECTBIISIOMUN (HYHKITUHU TIO
KOHTPOJIIO U HaI30py B cdepe 31paBOOXpaHEHUs, MPOTOKOJ HCHBITAHUI MOCTYMHUBIIETO B
TEUYEHUE MPEALIECTBYIOIIEr0 KaJIeHJApHOTO Toja B TPAXKAAHCKUNA OOOpOT JIEKAPCTBEHHOTO
mpernapara COTJaCHO PETUCTPAallMOHHOMY YAOCTOBEPEHHI0 (Ha OAHY CEpUI0 TOProBOTO
HAUMEHOBAHHUS C YYETOM JIEKAPCTBEHHOW (OPMBI OJHOH TO3UPOBKH), MPOBOJIUMBIX
AaKKpPEJIUTOBAaHHBIMH B COOTBETCTBHU C 3aKOHOJATENbCTBOM Poccuiickoit deneparuu 00
AKKpeIUTAIlMA B HAIMOHATBHOW CHCTEME AaKKpPEAWTAlMU HCIBITATEIFHBIMUA JIA00paTOPUSIMU
(uentpamu). [IpeacraBneHue NpoTOKOa UCHIBITAHUHN, IPETYCMOTPEHHOTO HACTOAIIEH YacThio, B
OTHOILIEHUU JIEKAPCTBEHHBIX TMPENapaToB, yKa3aHHBIX B dYacTu 4.2 HACTOsALIEH CTaTbhH,
JOTyCKaeTcsl OJMH pa3 B TPU Tojia NIpU YCIOBUU UX BBOJA B TpaxkJaHCKui ob6opot. Ilpu
MPEACTABICHUH MMPOTOKOJIA UCIIBITAHUH, TPEAYCMOTPEHHOTO YacTaMu 4 u 4.1 HacTosIIeH cTaThu,
B (henepanbHBIi OpraH UCHOJHUTENIBHON BIACTH, OCYIIECTBISIONUN (QYHKIIUU IO KOHTPOJIO U
Ham30py B cdepe 3mpaBOOXpaHEHUs, MPOTOKON HCIBITAHWNA, MPEAYCMOTPEHHBIM HACTOSIIEH
YacThIO, B YKa3aHHBII OpraH He NpPeICTaBIsAETCS.

(uactsb 5 B pen. enepanpHoro 3akoHa ot 30.01.2024 N 1-®3)

5.1. IIpousBonuTEIN JIEKAPCTBEHHBIX CPEACTB MM OPTaHU3ALNH, OCYIECTBISIONINE BBO3 B
Poccuiickyro @enepanuio BBICOKOTEXHOJIOTMYHBIX JICKAPCTBEHHBIX IIPENapaToB, BMECTO
IIPOTOKOJIA UCTIBITAHUM, TIPEyCMOTPEHHOTO YaCThIO 5 HACTOSLICH CTaThH, BIIPaBE NPEACTABUTH B
(denepanbHBI OpraH MCHOJIHUTENBHOM BIIACTH, OCYIIECTBIISIOUIMA (YHKIUU TO KOHTPOIIO U
Ha/30py B cdepe 3paBOOXPAHEHUS, CBEICHUS O AAaT€ U PErMCTPALIMOHHOM HOMEPE 3aKIII0YEeHUs
O COOTBETCTBUU MPOM3BOJHUTENS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSAM NpPaBWII HaJIEKaIlen
IPOM3BOJICTBEHHOIN MPAKTUKHM WM CepTH(UKATa COOTBETCTBHS IPOU3BOJACTBA JIEKAPCTBEHHBIX
CpeAcTB TpeOOBAaHUSAM TPABWII HaJIEXKalled MPOU3BOACTBEHHON mNpakTHKU EBpasuiickoro
SKOHOMMYECKOTO COK03a, BBIAAHHOIO YIOJHOMOYEHHBIM OpPraHOM TIOCYyAapcTBa - YJIEHA
EBpazuiickoro s5KOHOMHUYECKOTO COI03a, JIJIsl TPOU3BOACTBEHHOM TUIOMAAKU (TPOU3BOACTBEHHBIX
TJIOIIA/IOK ), OCYIIECTBIISIONICH MPOU3BOJICTBO TOTOBOM JIEKAPCTBEHHOU (DOPMBI M BHITYCKAIOIIINN
KOHTPOJIb KaueCTBa JIEKAPCTBEHHOT'O Mpernapara.

(uacth 5.1 BBeaena denepanbabiM 3akoHOM OT 30.01.2024 N 1-D3)

6. IlpousBoauTenu JIEKapCTBEHHBIX CPEACTB WJIM OpraHU3allid, OCYHIECTBISIOIINE BBO3
JIEKapCTBEHHBIX TMpenapatoB B Poccuiickyto ®enepanuto, HE MEHEE 4Ye€M 3a OOUH TOJd [0
MJIaHUPYEMBIX IPUOCTAHOBJICHUS UM MIPEKPAIEHUS TPOU3BOJICTBA JIEKAPCTBEHHBIX ITPENapaToB
uim ux BBo3a B Poccuiickyro denepanuio yBEIOMISIOT 00 3TOM B DJEKTPOHHOW Qopme
(denepanbHBI OpraH MCIOJIHUTENBHOM BIIACTH, OCYILECTBIISIOUIMA (YHKIUU TO KOHTPOIIO U
Haa30py B cdepe 3apaBooxpaHeHus U (GdeAepanbHbI OpraH HWCIOJHUTEIBHON BIACTH,
OCYIIECTBISIONMUHN (YHKITUH T10 JIMIIEH3UPOBAHUIO TIPOU3BOACTBA JICKAPCTBEHHBIX CPEJICTB.

(B pen. ®enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

7. BBom B rpaxmaHCKui 000OpOT  KaXAOH CcepuM MM KOKIOW  MapTUH
MMMYHOOHMOJIOTUYECKOTO  JIGKAPCTBEHHOTO TIpermapara, Npou3BeAeHHOTO B  Poccuiickoi
@enepanuu uiaM BBO3UMOro B Poccuiickyro @enepanuio, OCYLIECTBISECTCS Ha OCHOBAaHUU
paspelieHus, BbIJAHHOTO (peiepalbHbIM OpPraHOM HCIOJHUTEIbHON BJIACTH, OCYILECTBIISIOLINM
(GYHKIMU TIO KOHTPOJIO W HaA30py B cdepe 3ApaBOOXpaHEHHs, Ha OCHOBAHWU BBIIAHHOTO
(benepanbHBIMH TOCYAAPCTBEHHBIMU OIOJKETHBIMHM YUPEKICHUSAMHU, yKa3aHHBIMM B 4acTH 4



HACTOALIEH CTaTbhH, 3aKIIOYEHUS O COOTBETCTBUHU CEPUU WM MAPTHH UMMYHOOHMOJIOTHYECKOTO
JIEKapCTBEHHOTO Tpenapata TpeOOBaHMAM, YCTAHOBIEHHBIM TIIPU €ro TOCYAApCTBEHHOM
peructpauui. [lopsok BeIjaun pa3penieHus Ha BBOJ B IPaXKIaHCKUI 000pOT CEpUU WM TapTHH
UMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO Tperapara, a Takke MOPSIOK BBIAAYM YKAa3aHHOTO
3aKIIFOYEHUS M pa3Mep IUIaThl 3a €ro Bbigauy ycraHaBiuBaroTcsl [IpaButenbsctBoM Poccuiickoit
®denepauuu.

7.1. @opma U TOPSAIOK MPOBEAEHUSI WUCHBITAHWM, YKa3aHHBIX B yacTsax 4, 4.1, 43 u 5
HACTOSALIEH CTaTbU, B TOM YHUCJIE C UCIIOJIb30BAHUEM CPEACTB IUCTAHIMOHHOTO B3aUMOAECHCTBHS,
yctaHaBiuBarotcs [IpaBurensctBoM Poccuiickoit @eaeparuu.

(uacts 7.1 BBeneHa @enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

8. 3a HempeacTaBlIeHUE WM HECBOCBPEMEHHOE MPEACTABICHUE JOKYMEHTOB U CBEIICHHIA,
npeaycCMOTpeHHbIX yacTsimu 1, 2, 4, 4.1, 4.3, 5, 5.1 u 6 HacTOsIIEel CTaTbU, MPOU3BOIUTEIN
JIEKapCTBEHHBIX CPEJICTB M OPraHU3AINH, OCYIIECTBIIFONINE BBO3 JICKAPCTBEHHBIX MPEMAapaToB B
Poccuiickyro ®denepaiuto, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOJATEILCTBOM
Poccuiickoit deneparumu.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

9. IlpencraBieHue MTOKYMEHTOB M CBEIACHUM, MPEAyCMOTPEHHBIX YacTtamu 1, 2 u 4
HACTOSIIECH CTaTbU, U MOJIYyYECHHUE IIPELYCMOTPEHHOIO YaCThIO 7 HACTOSIIEH CTaTbU pa3pelleHUs
Ha BBOJ HMMMYHOOHMOJIOIMYECKOI'O JIEKAPCTBEHHOIO Mpernapara B Ipa)KIaHCKUH 00OpOT He
TpeOyIOTCS B OTHOIIEHHH JIEKAPCTBEHHBIX IPENaparoB, NMPEIHA3HAYEHHBIX JJIsl MPOBEICHHS
KIMHUYECKMX  HCCIENOBAaHUM  JICKAPCTBEHHBIX  IIPENapaTroB, IPOBEIEHUS  DKCHEPTU3BI
JIEKapCTBEHHBIX CPEJCTB ISl OCYLIECTBIEHHS T'OCYIAapCTBEHHON pErucTpaniy JEKapCTBEHHBIX
IIPENapaToB, a TAK)K€ B OTHOLIEHWH HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENApaToB,
IpEIHA3HAYEHHBIX [UISI OKAa3aHWd MEAMIMHCKOW TIOMOIIM IO JKU3HEHHBIM IIOKa3aHUSAM
KOHKPETHOI'O MAlMEeHTa WM TPYINIbl MAMEHTOB, BBO3UMBIX B Poccmiickyro denepanuio B
COOTBETCTBUH C yacTsMU 3 U 3.1 crateu 47 Hacrosero denepanbHOro 3aKOHa.

(B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

10. Ilpu BBHISBIEHHMH B TPaXIaHCKOM O0OpOTe CEpUM WIM MapTUU JIEKAPCTBEHHOTO
npenapara, T0KyMEHThI M CBEICHUSI O KOTOPBIX, MPEIyCMOTpPEHHbIE YacTsamu 1, 2,4, 4.1,4.3,5u
5.1 Hacrosimeidt craThM, HE NpPEICTaBICHBI B (efepalibHbli OpraH HCIOJHUTEIHHON BIACTH,
OCYIIECTBISIOMMA (PYHKIIUM 110 KOHTPOJIIO M HaA30py B cepe 3apaBooXpaHeHus], MO0 cepun
HJIU MapTUun I/IMMyHO6I/IOJIOFI/I‘-IeCKOFO JICKApCTBCHHOTO IIpeTiapaTa, HC UMCIOIINX Pa3pCUICHUA Ha
BBOJI B IpaKJIaHCKUI 000POT, MIPEAYCMOTPEHHOTO YaCThIO 7 HACTOSIIEH CTaThH, (eaepabHBINA
OpraH UCIOJHUTEIBHON BIACTH, OCYIIECTBISIONUN (PYHKIIMK IO KOHTPOIIO M HAA30py B cdepe
3paBOOXpPaHEHMs, B TMOpsake, ycTaHoBlIeHHOM IIpaButensctBoM Poccuiickoit deneparnmu,
MPUHUMAET PEIICHHE O MPEKPAIICHUU TPAKIAHCKOTO 000pOTa TaKUX CEPUHM WM MAPTHH 0
MPEJICTaBICHUSI YKa3aHHbBIX TOKYMEHTOB M CBEJIEHUM JTHO0 MOTYYeHHs YKa3aHHOTO Pa3peieHusl.
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

KoncynbrantlIntoc: npumevanue.

Cr. 52.2 He pacnpocTpaHSie€TCsi Ha CEpUM JIEKapCTB JUIsl BETEPUHAPHOTO HPUMEHEHHS,
BBEJICHHBIC B TpaxkaaHCKuii o0opoT mo 01.09.2023, xoTopble MOjIeXaT MPUMEHEHUIO 10
ucteueHus cpoka ux rogHoctu (O3 ot 02.07.2021 N 317-D3).

Crarbs 52.2. BBog B rpaxkIaHCKuii 000pOT JIeKAPCTBEHHBIX MNPenapaTroB IJs
BEeTEPUHAPHOI0 MPUMEHEHUS

(BBenena denepanbubiM 3akoHOM OT 02.07.2021 N 317-D3)



1. Ilepen BBOAOM B Tpa)KAAHCKUI 00OpPOT KaKIOW CEpUM MPOU3BEACHHOTO B Poccuiickoit
®denepanny JIEKApCTBEHHOIO MpernapaTta il BETEPUHAPHOTO NMPHUMEHEHMS, 332 UCKIIOUYECHHUEM
UMMYHOOHMOJIOTHYECKOTO JIEKAPCTBEHHOTO TpenapaTa s BETEPUHAPHOTO IPHUMEHEHHS,
MIPOU3BOJUTENH TAKOTO JIEKAPCTBEHHOIO ITpenapara npeACTaBiIsieT B YBEIOMUTEIbHOM MOPSAIKE B
(denepanbHBI OpraH HCHOJIHUTENBHOM BJIACTH, OCYIIECTBISIOMUN (DYHKIUMH MO KOHTPOIIO
(Ham3opy) B cdepe oOpaiieHust IEKapCTBEHHBIX CPEICTB JIJIs1 BETEPUHAPHOTO IPUMEHEHUSI:

1) mOKyMEHT IPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB, NOATBEP)KIAIOLUINI COOTBETCTBUE
KayecTBa JIEKAPCTBEHHOIO Ipenapara Uil BETEPUHAPHOTO NPUMEHEHHs, BBOIAUMOIO B
IpaXkIaHCKUI 000pOT, TpeOOBAaHUIM, YCTAHOBICHHBIM IIPH €TI0 TOCYAaPCTBEHHOM PETUCTPAINH;

2) MOATBEpXKJAEHHE YIOJTHOMOYEHHOTO JIMIA IPOU3BOIUTENS JIEKAPCTBEHHBIX CPENICTB
COOTBETCTBUS JIEKAPCTBEHHOI'O IIpernapara A BETEPUHAPHOTO NPUMEHEHHS TpeOOBaHUSAM,
YCTaHOBJIEHHBIM IIPU €r0 FOCYJAapCTBEHHOMN perucTpanuu.

2. [lepen BBOJOM B TpaKIAaHCKUN 00OpPOT KaKIOW CEpUH BBO3UMOTO (TIEpeMeIaemMoro) B
Poccuiickyro ®enepanuio JEKapCTBEHHOrO Mpernapara Jyisi BETEPUHAPHOTO MPUMEHEHHUS, 3a
UCKJTIOYEHHEM HWMMYHOOHOJOTMYECKOrO JIGKAPCTBEHHOr0 TMperapara [uis BeTepUHApHOTO
MPUMEHEHHUs, OpraHu3alysl, OCYIIEeCTBISAIONIAs BBO3 (IIEpeMEIeHHE) JIEKapCTBEHHOTO Mpenapara
JUIsl BETEpUHApHOT0 puMeHeHus B Poccuiickyro denepannio, NpeacTaBiIsieT B YBEAOMUTEIbHOM
nopsiake B (enepa’abHbBI OpraH HMCIOJIHUTEIBHOW BIIACTH, OCYIIECTBISIOMMNA (QYHKIMU IO
KOHTpOJIO (Ham3opy) B cdepe oOpamieHHs JIEKapCTBEHHBIX CPEACTB Ui BETEPUHAPHOTO
MPUMEHEHHUSL:

1) mOKyMEHT IPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB, NOATBEP)KIAIOLUINI COOTBETCTBUE
KayecTBa JIEKAPCTBEHHOIO Ipenapara Uil BETEPUHAPHOTO NPUMEHEHHs, BBOIAMMOIO B
rpaXkIaHCKUI 000pOT, TpeOOBAaHUIM, YCTAHOBICHHBIM IIPH €TI0 TOCYAaPCTBEHHOM PETUCTPAlNH;

2) TnoATBEpXKIEHUE JIUIA, YIOJHOMOYEHHOIO Jep)KaTeleM WM  BIAJeNbleM
PETUCTPALIMOHHOTO  yJOCTOBEPEHMs]  JIEKapCTBEHHOI'O  Mpenapara JUisi  BETEPUHAPHOTO
IIPUMEHEHHUs, COOTBETCTBUS JIEKAPCTBEHHOrO IperapaTta JJisg BETEPUHAPHOIO IMPUMEHEHUS
TpeOOBaHUSIM, YCTAHOBIIEHHBIM IIPH €T0 TOCYAAPCTBEHHOM PETUCTPAIIHH.

3. BBoj B rpakmanckuii 060poT BBO3uMOro (mepeMemniaeMoro) B Poccuiickyro deneparuto
JICKAPCTBCHHOTO Ipernapara AJIA BCTCPUHAPHOIO NPUMCHCHHUA OCYHICCTBJIACTCA IMPU HAJTUYIHUN
3aKIIIOYCHUSI O COOTBETCTBUH TPOM3BOIUTENS JEKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM TPaBHUII
Ha/JIeXalleld MPOM3BOJCTBEHHONM NPAKTUKM, BBIJAHHOTO YIOJHOMOYEHHBIM (herepaibHbIM
OpPraHOM WCIOJHHUTEIBHOW BIACTH Ui TPOW3BOJCTBEHHOW IUIOMIAJKK JIEKAPCTBEHHOTO
npernapara Juisi BEeTepUHApHOTO MTPUMEHEHHsI, BBOJAUMOTO B TPaKJaHCKHI 000pOT.

4. Jlumo, YIONHOMOYEHHOE Jep)KaTelieM MM  BIAICIBbIEM PETUCTPAIIHOHHOTO
YAOCTOBCPCHUS JICKAPCTBCHHOI'O IIpCIiapara HJIA BCTCPUHAPHOI'O NPUMCHCHHA, HJOJIZKHO 6BITB
aTTECTOBAaHO B YCTAaHOBJICHHOM YIIOJHOMOYEHHBIM (heJlepallbHbIM OpPTaHOM HWCIOJTHHUTEIBHOM
BJIACTH TOPSIJIKE U UMETh CTaXK pabOThI HE MEHEE YeM IISATh JIeT B 00JIACTH MPOU3BOJICTBA U (WJIH)
KOHTPOJISI Ka4eCTBa JICKAPCTBEHHBIX CPEJCTB MO0 B 00JacTH MOHUTOpUHTA Y((PEKTUBHOCTU U
0€30MaCHOCTH JIEKapPCTBEHHBIX IPENapaTroB JJsi BETCPUHAPHOTO MPUMEHEHHs, MPOBOJAUMOTO
JiepKaTeieM WU BIaJIeblleM PETHCTPAIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOIO Tpernapara
AJid BETCPHUHAPHOI'0 NPUMCHCHUA J'II/I6O YIIOJIHOMOYCHHBIM UMHU IOPUJIUYCCKHUM JIMIIOM, BBICHICC
00pa3oBaHNE COOTBETCTBEHHO IO OJHOM W3 CIEIHAIBHOCTEH W (WIM) OMHOMY M3 HaNpaBlICHUN
IIOATOTOBKH: 61/IOJIOFI/I}I, 6I/IOTGXHOHOFI/I$I, BCTCPpUHApPUA, BCTCPUHAPHO-CAHUTApHAasA 3KCIICPTU3A,
KJIMHAYECKass MEIUINHA, paJdalliOHHas, XUMUYecKass W OWoJoTHYecKas 3amuTa, (apmarms,
q)YH,Z[aMeHTaHBHaSI MCAHUIIMHA, XUMHNYCCKAaA TCXHOJIOIUA, XUMU.



5. Tlopsimox mpencTaBiieHUsT B COOTBETCTBHMM C 4YacTAMM | WM 2 HaAcCTOSIEH CTaTbU
JOKYMEHTOB M CBEJCHMHM O JICKapCTBEHHBIX IIpernaparax Mg BETEpUHAPHOIO INPUMEHEHMS,
BBOJIMMBIX B TpaXKJaHCKHI 000poT, ycTanaBimBaeTcs [IpaButenbctBoM Poccuiickoit @eneparnmm.

6. B oTHOmEHMM NEPBBIX ABYX CEPUN JIEKAPCTBEHHOI'O IIpernapara A BETEPUHApHOTO
MIPUMEHEHUSI, BIEPBbIE MPOW3BENEHHOro B Poccuiickoit ®denepanniy Uiud BOEPBbIE BBO3WMOTO
(mepemeriaemoro) B Poccuiickyro @eaepanmio, B penepanbHblii Oprad HCIOIHUTEIBHOM BIIACTH,
OCYIIECTBISIOMMUA (YHKIIMH 1O KOHTpONIO (Ham3opy) B cdepe oOpaiieHHs JeKapCTBEHHBIX
CpeaACTB IJid BCTCPUHAPHOIO MNPUMCHCHUSA, HapAAy C AJOKYMCHTAMH, HOPCAYCMOTPCHHBIMU
4acTaMu | 1 2 HaCcTOAIIEH CTaThH, PEJICTABISAIOTCS MPOTOKOJIbI UCTIBITAHUN O COOTBETCTBUM ATUX
cepuil JIeKapCTBEHHOTO MpernapaTta AJisi BETEPUHAPHOTO NMPUMEHEHHUsS MOoKa3aTesiM KauecTBa,
MPEeyCMOTPEHHBIM HOPMAaTHUBHBIM JTOKYMEHTOM (J1ajiee - MPOTOKOJI UCIBITAHUMN), TPOBOIUMBIX
AKKPETUTOBAHHBIMU B COOTBETCTBHU C 3aKOHOAATENhCTBOM Poccwmiickoit ®Denmeparini 00
aKKpeIuTallM B HAIMOHAJIbHOM CHCTEME AaKKpPEAMTAllMU HCIBITATeIbHBIMUA J1a00paTOPUSIMU
(ueHTpamMn).

7. ExeromHo He mosmHee 1 ¢eBpansi MPOM3BOAUTENH JICKAPCTBEHHBIX CPEICTB WIIH
OpraHu3aliy, OCYLIECTBISIONIME BBO3 (MEpPEMEIICHUE) JIEKAPCTBEHHBIX IMpPEnapaTroB s
BeTepUHApPHOTO NpuMeHeHus B Poccuiickyro denepanuio, MpeACTaBIsIOT B heaepaibHBIA OpTraH
WCTIOJTHUTEIILHON BIIACTH, OCYIIECTBISIONINN (QYHKIIMKM TO KOHTPOIIO (HAam30py) B cdepe
oOpallleHusl JIEKApCTBEHHBIX CPEACTB JUIs BETEPUHAPHOTO MPUMEHEHHUS, MPOTOKOJI MCIBITAHUN
MOCTYNHBIIET0O B TEYCHHWE TOJa B TPAXTAHCKHI OOOpOT JIEKApCTBEHHOTO IMpemapara aiis
BETEPUHAPHOTO MPUMEHEHUSI KOHKPETHOTO MTPOU3BOIUTENS (HA OJHY CEPHIO Ka)KIOr0 TOPrOBOrO
HAUMEHOBAHHUS C YYE€TOM JICKAPCTBEHHOW (OpPMBI, a AJisd JEKApCTBEHHOIO IMpemapara s
BETEPUHAPHOTO NPHUMEHEHHUS, HE SBISIIOIIEroCs HMMYHOOHMOJIOTMUYECKUM, TaKKe C Y4eTOM
JIO3UPOBKM), MPOBOJUMBIX AKKPEIUTOBAHHBIMU B COOTBETCTBHM C 3aKOHOJATEIHCTBOM
Poccuiickoit ®enepani 00 aKKpeaUTAIlMd B HAIMOHAJIBHOW CHUCTEME aKKpeIUTaIlud
UCTIBITATEIbHBIMH Ja00paTOpusMu (LIEHTPAMH).

8. BBoj B rpakgaHCKuii 000pOT IMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO TIpenapara Jjis
BETEPUHAPHOI0 IIPUMEHEHUs, Ipou3BeleHHOro B Poccuiickont ®Penepannyu WIA BBO3UMOIO
(mepememaemoro) B Poccuiickyro denepanuio, OCyIMIECTBISAETCS HA OCHOBAHWU Pa3pEIICHUS,
BBIJIAHHOTO (heiepalibHBIM OPTaHOM HCIOMHHUTEIBHOMN BIIACTH, OCYIIECTBIISIOMUM (YHKIUU O
KOHTpOJItO (Ham3opy) B cdepe oOpamieHuss JEKapCTBEHHBIX CPEACTB IS BETEPUHAPHOTO
IPUMEHEHHS. YKa3aHHOE pa3pelIeHUE BbIAACTCS HAa OCHOBAHMM IIPOTOKOJIA HCIIBITAHWM,
IPOBOAMMBIX aKKPEIUTOBAHHBIMH B COOTBETCTBHMM C 3aKOHOJATelIbcTBOM Poccuiickoit
Qeneparu 00 aKKpeIUTAlMM B HAIMOHAIBHOM CHCTEME aKKpeAMTAIlMH OpTraHU3aLUsIMHU,
MOJIBEIOMCTBEHHBIMU (peIepalIbHOMY OpraHy HCIOJHUTEIBHON BIIACTH, OCYLIECTBIISIOMIEMY
GyHKIIMM 1O  BBIPAOOTKE TOCYJApPCTBEHHONW TMOJWTHKH W HOPMATHUBHO-IIPABOBOMY
perynvpoBaHui0 B cdepe  arponpOMBIIUIEHHOTO KOMIUIEKCa, BKJIIOYas oOpalieHue
JICKapCTBEHHBIX CPEACTB [UIsl BETEPUHAPHOTO MPUMEHEHHS, WM (enepalbHOMYy OpraHy
WCIIOJTHUTEIIbHOW BJIACTH, OCYIISCTBIISIONMEMY (GYHKIHMH IO KOHTpOJO (Ham3opy) B cdepe
oOpalIeHus JIEKapCTBEHHBIX CPEJICTB JUIsI BETEPUHAPHOTO MPUMEHEHHUS, a TaKXKe JOKYMEHTOB U
CBEJICHUN, TPETYCMOTPEHHBIX YacThio | (I mpemaparoB, NMPOM3BEIEHHBIX B Poccuiickoii
®enepanyu) UIM 4acTbio 2 (IUIsl MpenapaTroB, BBO3MMBIX (mepememiaeMbix) B Poccuiickyro
denepannio) HACTOSIICH CTAThH.

9. Cpok BbIIa4uM pa3pelieHus], yKa3aHHOTO B YACTH § HACTOAIIEH CTaThH, COCTABIISIET MATh
pabounx JHEH CcO JHS TMpeACTaBICHHS MPOU3BOJUTENIEM JIEKApCTBEHHBIX CPEACTB MU
OpraHM3aIyeil, OCYIIECTBISIIONICH BBO3 (MEepeMelleHne) JIEKapCTBEHHOTo IMpemnapara s
BeTepuHapHOTrO TpuMeHeHus B Poccuiickyro ®enepamnuio, B  deaepalbHBIi  OpraH
WCTIOJTHUTEIILHON BIIACTH, OCYIIECTBISIONIMN (YHKIMKM TO KOHTPOIO (Ham30py) B cdepe
oOpallleHusi JIGKApCTBEHHBIX CPEACTB Uil BETEPUHAPHOIO MPUMEHEHHUs, JIOKYMEHTOB,



MPEYCMOTPEHHBIX YaCThIO 8 HACTOAIIEH CTaThU.

10. Pa3perenue, yka3aHHOE B YaCTH 8 HACTOSIICH CTaThH, BHIJAETCS B OTHOILIEHUU KaXK 101
U3 TIEPBBIX ABYX CEPUI UMMYHOOHOJIOTHYECKOI0 JIEKAPCTBEHHOTO IIpenapara AJisi BETepUHAPHOTO
IIPUMEHEHUs, BIIEPBBIE NPOU3BEIECHHOrO B Poccuiickoi denepanyuy WIA BIEPBbIE BBO3UMOIO
(mepememaemoro) B Poccuiickyro denepanuro. Takoe paspemieHrne BBITACTCS Ha BECh CPOK
oOpalieHus cepur MMMYHOOMOJOTHYECKOTO JIEKApCTBEHHOTO Ipernapara Uil BETepUHApHOTO
MPUMEHEHHU, B OTHOLIEHUH KOTOPOM OHO BBIAAHO. B OTHOIIEHMY MOCIEAYIOMNX CEPUNA OJHOTO
TOPrOBOTO  HAMMEHOBAHMS HMMMYHOOMOJIOTUYECKOTO  JICKQpPCTBEHHOTO  Iperapara  Juls
BETEPUHAPHOTO MPHUMEHEHHMs, Mpou3BeAeHHOro B Poccuiickoit ®enepanuv WM BBO3UMOTO
(nepemetiaeMoro) B Poccuiickyro deneparinio, Takoe pa3peieHue BEIAASTCS CPOKOM Ha TPH roJia.
[Topsimox BbIIaYM pas3pelieHUs Ha BBOJ B TIPaKIAHCKUH 00OpPOT MMMYHOOHMOJIOTHYECKOTO
JIEKApCTBEHHOI'0 Tpernapara Jjsi BETEPUHAPHOIO NPUMEHEHHS, MOPSIOK BbIAAYM MPOTOKOJIA
UCIBITAaHUH, YKA3aHHBIX B YaCTH 8 HACTOALIEH CTAaThH, a TAK)KE METO/IMKA OIpeIeTIeHHs pa3MepOB
miaThl 3a BbIAYy YKa3aHHOTO MPOTOKOJIA HUCHBITaHUN ycTaHaBiauBaercs [IpaBuTenscTBOM
Poccuiickoit deneparumu.

11. IMmMyHOOHOIIOTHYECKHE JIEKAPCTBEHHBIE MPeTapaThl JUIsi BETEPUHAPHOTO PUMEHEHUS,
BBEJICHHBIE B TPaKJAaHCKHI 000pOT B COOTBETCTBUM C YaCThIO 8 HACTOSIIEH CTaTbH, MOJIEXKAT
XPaHEHUIO, IEPEBO3KE, OTIYCKY, pealln3alyy, nepesade, IPUMEHEHHUIO 10 UCTEUEHUsI CpOKa MX
TOJHOCTH.

12. 3a HenpecTaBieHNE WIM HECBOEBPEMEHHOE MPECTABIECHNE TOKYMEHTOB U CBEACHMI,
MPEyCMOTPEHHBIX YacTsmMu | - 3, 6 u 7 HAcTOAIIEH CTaThbU, MPOWU3BOJIUTENN JIEKAPCTBEHHBIX
CPEICTB U OPraHM3alli{, OCYIIECTBIISIOIINE BBO3 (TIEpEMEIEHNE) JEKAaPCTBEHHBIX IIPErapaToB
JUIi BETEpUHApPHOTO TpuMeHeHus B Pocculickyro @enepannio, HECYyT OTBETCTBEHHOCTh B
COOTBETCTBUU C 3aKOHOJATENLCTBOM Poccuiickon denepanuu.

13. IlpencraBieHrue TOKYMEHTOB M CBEACHUMN, MPEIYCMOTPEHHBIX YacTsiMu 1 - 3, 6 u 7
HACTOALIEH CTaThbU, U MOJIY4YEHHE Pa3pelleHUs, YKa3aHHOTO B YacTH 8 HACTOALIEH CTaThH, HE
TpeOyIOTCS B OTHOILIEHUHU JIEKAPCTBEHHBIX IPEnaparoB s BETEPUHAPHOTO MPUMEHEHHUS,
IIpeAHa3HAaYeHHbIX g BbIBO3a U3 Poccuiickoi denepanuu, NpOBEACHUS NOKIMHUYECKUX
UCCIEOBAHUI  JIEKAPCTBEHHBIX CPEICTB, KIMHUYECKUX HCCIENOBAHMM  JIEKAPCTBEHHBIX
IIpenapaToB AJi BETEpUHAPHOT0 NPUMEHEHNS U BBO3a JUIs LieJIeH, yKa3aHHBIX B IYHKTE 5 yacTtu 1
crateu 50 Hactosmero denepanbHOrO 3aKOHA, a TaK)Ke 00PA3IOB JIEKAPCTBEHHBIX MPENapaToB
JUIsL  BETEPUHAPHOIO IPUMEHEHMs, IPEAHA3HAUEHHBIX JJI1 IPOBEIEHUS  AKCIEPTHU3BI
JEKAPCTBEHHBIX CPEICTB B  LENSAX  OCYIIECTBIEHHS TOCYAApCTBEHHOM  perucTparuu
JIEKapCTBEHHBIX IPENaparoB I BETEPUHAPHOIO NPUMEHEHHS WM BHECEHHUS W3MEHEHUH B
PErMCTPAallMOHHOE 10ChE Ha JIEKaPCTBEHHBIN IIpenapar uisi BETEPUHAPHOIO IPUMEHEHHS.

Crarba 53. IIponaxka, nepenaya JeKapCcTBEHHBIX CPeICTB OPraHU3alMsMH ONTOBOM
TOPIrOBJIH JIEKAPCTBEHHBIMH CPeACTBAMHU

1. Opranu3zanuy ONTOBOH TOPTOBIM JIEKAPCTBEHHBIMHU CPEICTBAMU MOTYT OCYILIECTBISThH
IPO/aXy JIEKAPCTBEHHBIX CPEJCTB WM IMepellaBaThb UX B YCTAHOBJIEHHOM 3aKOHOJATEIbCTBOM
Poccuiickoit @enepannu nopsake (3a UCKIOUYEHHEM (papManeBTUUECKO cyOCTaHIMM CIHpTa
ATUJIOBOTO (3TAHOJIA) C y4€TOM TpeOOBaHMIA YaCTH 3 HACTOAIIEH CTAThU:

(B pen. @enepanbHbIX 3aKk0HOB 0T 27.12.2019 N 481-D3, ot 04.08.2023 N 428-D3)

1) apyrumM opraHu3anusM ONTOBOM TOPTOBIIH JIEKAPCTBEHHBIMU CPENICTBAMU;

2) TpOW3BOAMUTEISAM JICKAPCTBEHHBIX CPEJCTB ISl LIeJIeH MPOM3BOJCTBA JIEKAPCTBEHHBIX
CpEJICTB;



3) anTeuHbIM OpraHU3alUsIM U BETEpPUHAPHBIM allTEYHBIM OpTraHU3aIUsIM;

4) Hay4YHBIM OpTaHMU3ALMSAM JJIs1 HAYYHO-UCCIIEA0BATENBCKON padoThI;
(B pen. ®enepansuoro 3axoHa ot 30.01.2024 N 1-D3)

5) MHIWBHUIYaTbHBIM TPEINPUHUMATEISIM, UMEIOIINM JUICH3UI0 Ha (apMalleBTHUECKYIO
JEATEIbHOCTD WJIY JULEH3UIO HA MEIULIMHCKYIO ACATEIBHOCTD;

6) MEOUIMHCKUM OpraHM3alMsM, B TOM 4YHCIE CO3JaHHBIM M 3apErUCTPUPOBAHHBIM B
COOTBETCTBUU C 3aKOHOJATEIbCTBOM HWHOCTPAHHOIO TocyaapcTtBa - wieHa OpraHuzanuu
HPKOHOMHUYECKOTO COTPYAHMYECTBA W Pa3BUTHUS MHOCTPAHHBIM IOPUIMYECKUM  JIMILIAM,
WHAUBUAYAJIbHBIM MPEANPUHUMATENAM, SBISIOUIMMCS YYaCTHUKAMU MPOEKTa B COOTBETCTBHUHU C
®enepanbHbIM 3ak0HOM OT 29 nroHs 2015 roma N 160-®3 "O mexayHapoAHOM MEIULIMHCKOM
KJIaCTEpe W BHECEHMU H3MEHEHUW B OTHAEJIbHBIE 3aKOHOJAATENbHbIE akThl Poccuiickoit
®enepanyn', 1 BETEpUHAPHBIM OPraHU3ALNSM;

(B pen. @enepanbHbIX 3aKOHOB 0T 26.07.2019 N 240-D3, ot 04.08.2023 N 428-D3)

7) oOpraHuzauUsAM M MHIUBUAYAJIbHBIM  NPEINPUHUMATEISIM,  OCYIIECTBIISIOIIUM
pa3BeleHne, BBIPAIIMBAHUE U COJCp)KaHHE >KUBOTHBIX (32 HCKIIOYEHHEM TNPOJAKH UM
(apMarieBTUYECKIX CYOCTaHIMI UM UX TIEpeaayn ).

(m. 7 B pen. @eaepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

2. OpraHuzany OINTOBOM TOProOBJIM JIEKAPCTBEHHBIMU CpPEICTBAMU HE BIIpaBe
OCYIIECTBIISITh TpoAaxy (mepeaady B YCTAaHOBJICHHOM 3aKOHOJATENhLCTBOM Poccuiickoii
Oeneparun mopsiake) hapMareBTHUECKON CyOCTaHIINH CIIMPTA STHUJIOBOTO (3TaHOMA).

(dacth 2 B pen. PeaepanbHoro 3akoHa ot 27.12.2019 N 481-D3)

Koncynprantlntoc: npumevanue.
Y. 3 cr. 53 na Teppuropusix JAHP, JIHP, 3amopoxckoit obmactu, XepcoHCKOW obmacTu
npumensercs ¢ 01.09.2024 (D3 ot 04.08.2023 N 428-D3).

3. Opranu3zanuy ONTOBON TOPrOBIIM JIEKAPCTBEHHBIMU CPEACTBAMHM MOTYT OCYILECTBISATH
npojiaxy (mepenady B yCTAaHOBIIGHHOM 3aKOHOAATeNbcTBOM Poccuiickoit denepanun mopsiake)
JICKApCTBCHHOT'O npemnapara JJIA MCOUIITUHCKOI'O MMPUMCHCHUA C MCKAYHAPOIHBIM
HEMATEeHTOBAHHBIM HAaMMEHOBaHHUEM "ITaHON":

1) ropuaMyYecKuM JHIaM, UMEIOIIUM JIMIEH3UI0 Ha (papMaleBTUYECKYIO JIEATEIbHOCTh B
cdepe oOpalleHus JIEKapCTBEHHBIX CPEJICTB ISl MEAUIIMHCKOTO IPUMEHEHMS;

2) MHAUBHIYATBHBIM TPEINPUHAUMATEISAM, UMEIOIIUM JUICH3UI0 Ha (hapMalleBTHUECKYIO
JEeSITEIbHOCTH B cpepe oOpallieHus! JIEKapCTBEHHBIX CPEACTB AJISl MEAUIIMHCKOTO TPUMEHEHNUS;

3) WHAUBUAYAJIBbHBIM HOPCANPUHHUMATCIIAM, HMCIOIMIUM JIMICH3UWIKO Ha MCIUIHUHCKYIO
JACATCIIBHOCTD,

4) OPUINYCCKUM JIMIaM, UMCHOIIUM JIMOCH3UIO HAa MCAUTTUHCKYIO NCATCIIbHOCTD,

5) HWHOCTpPaHHBIM HOPUAMYECKUM JIMIIAM W WHIUBUIYAJIBHBIM MPEATPUHUMATENSIM,
CO3JJaHHBIM M 3apPETHMCTPUPOBAHHBIM B COOTBETCTBHUU C 3aKOHOJATEIHCTBOM HHOCTPAHHOIO
rocyaapcTra - wieHa OpraHu3anui SKOHOMAYECKOTO COTPYAHUYECTBA M PA3BUTHS, SBIISIOIIIUMCS
y4aCTHUKAaMHU NPOEKTa B cOOTBETCTBUM ¢ DenepanbHpiM 3akoHOM OT 29 uroHs 2015 roga N 160-
®3 "O MexayHapOJIHOM MEAUIMHCKOM KIJIACTEPE M BHECEHUU HW3MEHEHHH B OTACJIbHBIE
3aKOHO/AaTeNbHbIe aKkThl Poccuiickoit @enepanun";



6) HWCHBITATENBHBIM JIa0OpaTopusM (IIEHTpaM), MPOBOMAAIIUM HWCHBITAHUS B OO0JaCTH
KOHTPOJIA Ka4YCCTBa JICKAPCTBCHHLIX CPCACTB, AKKPCAUTOBAHHBIM B COOTBCTCTBUH C
3akoHOaTenscTBOM Poccuiickoit ®deneparuu 00 akkKpeauTalldd B HAIIMOHAIBHOW CHCTEME
AKKpeTUTAITHH.

(uactb 3 BBeneHna DeaepanbHbM 3aKk0HOM OT 04.08.2023 N 428-D3)

Crarbsa 54. [IpaBuiia onToBOM TOProBJIM JEKAPCTBEHHBIMH CPeICTBAMH

1. OnToBasi TOProBisl JIEKAPCTBEHHBIMU CPEACTBAMH OCYLIECTBIIAECTCS MPOU3BOIUTEISIMU
JIEKapCTBEHHBIX CPE/ICTB U OPraHU3ALMSAMH ONTOBON TOPTOBJIM JIEKAPCTBEHHBIMU CPEICTBAMU 110
npaBujaM HaaJeXaled JUCTpUOBIOTOPCKOM TPAKTUKH, YTBEPXKICHHBIM EBpasuiickoid
HPKOHOMHYECKON KOMHUCCHEH, U MpaBUIaM XpaHEHUS JIEKAPCTBEHHBIX CPEJICTB, YTBEPKICHHBIM
YIIOJTHOMOYEHHBIM (e/iepaIbHbIM OPTaHOM HCTIOIHUTEIbHON BIIACTH.

(uacts 1 B pen. denepanpHoro 3akona ot 30.01.2024 N 1-®3)

2. Opranu3anysi ONTOBOW TOPTOBJIM JICKAPCTBEHHBIMHU CpEACTBAMHU OO0s3aHA COONIOAATH
npelenbHble CPOKM OTIPY3KH 3aTpeOOBAHHBIX aNTEYHOW OpraHu3aluel JeKapCTBEHHBIX
IpenapaToB Ui MEAUIIMHCKOTO MPUMEHEHUS U HE BIIpaBe OTKa3bIBaTh allTEYHOM OpraHU3aIiy, C
KOTOpOM y HEe 3aKJIF0UYEH COOTBETCTBYIOIIMM I0TOBOP O NOCTAaBKaX JIEKAPCTBEHHBIX IPENapaToB
JUISE METULIMHCKOTO TPUMEHEHHMsI, B MTOCTaBKE JIEKAPCTBEHHBIX MPENaparoB JUisl MEAUIIMHCKOTO
NPUMEHEHHUs TPU HaJIMYUHM 3aTPeOOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB Uil MEIUIIUHCKOTO
NPUMEHEHUS Y OpraHu3alliy ONTOBOW TOProBIM JIEKAPCTBEHHBIMU cpencTBaMu. IlpenenbHbie
CPOKM OTIPY3KM 3aTpeOOBAHHBIX ANTEYHOM OpraHU3allMel JIeKapCTBEHHBIX IMpEnapaToB JUis
MEAMIIMHCKOTO MPUMEHEHUS B 3aBUCUMOCTHU OT PACIIONIOKEHHSI MECTa OTIPY3KH JIEKApCTBEHHBIX
IpernapaToB  JUisi ~ MEOUIUHCKOTO  IPUMEHEHHUS  YCTaHABJIMBAIOTCS  YHIOJHOMOYEHHBIM
benepanbHBIM OPraHOM UCIIOTHUTENBHOM BIIaCTH.

(uactsb 2 BBeneHa denepanbHpIM 3aK0HOM 0T 26.03.2022 N 64-D3)

Cratbsa 55. Ilopsinok po3HHYHON TOPrOBJIM JIEKAPCTBEHHBIMH NpenapaTaMu

1. Po3ununas TOProBJId JICKAPCTBCHHBIMU ITpCrIapaTaMu B KOJIMYCCTBAX, HGOGXOZ[I/IMBIX JJIS
BBITIOJIHEHHST BpaueOHBIX ((PenpAmepcKux) Ha3HAYCHWH WM Ha3HAYEHUW CIEIUAINCTOB B
O6J'IaCTI/I BCTCpUHAPUHU, OCYHICCTBIACTCA alNTCHYHHBIMHA OpraHu3aludaMi, BCTCPUHAPHBIMU
anTeYHbIMHM OpraHU3alUsIMHU, HHIUBUIYaTbHBIMU MPEIIPUHUMATEISIMU, UMEIOIIUMH JTUICH3UIO
Ha Q)apMaHeBTI/I‘IeCKYIO ACATCIIbBHOCTb, MCAUITUHCKUMHU OpPraHu3aliudaMu, UMCHOIIIUMH JIMIICH3HUIO
Ha (dapMaleBTUUECKYI JIEeSITEIbHOCTh, W HX O00O0COOJICHHBIMH  TOApAa3ICIICHUSIMH,
PACIIOJIOKCHHBIMU B CCJILCKUX HACCJICHHBIX ITYHKTAaX, B KOTOPBLIX OTCYTCTBYIOT aIlITCUHBLIC
OpraHM3aliy, ¥  BETEPUHAPHBIMH  OpraHM3alMsIMH,  UMEIONIMMH  JIMIEH3UI0  Ha
(apMarieBTUYECKYIO IesTeNbHOCT. Pa3periena po3HUYHas TOPTOBIIA TOJBKO JIEKAPCTBEHHBIMU
npenaparamu, 3aperucTpupoBaHHbIMU B Poccutickoit deneparinm 1160 B COOTBETCTBUM C aKTaMH,
COCTAaBJJIAOIIUMHA mpaBo COIO?;&, WM  HU3roTOBJICHHBIMU AIlITCYHbIMU opraHusanusamu,
BETEPUHAPHBIMU  alTEYHBIMU OpPraHU3ALUSAMHU, WHIWBUIYAJIbHBIMU TPEANPUHUMATEIIMU,
HUMCHOIINMHAU JIMIOCH3 U0 Ha Q)apMaHeBTI/I‘IeCKyIO ACATCIIbHOCTD. Pos3ununas TOProBJId
JIEKapCTBEHHBIMHU TIperaparaMd OCYUIECTBIIAETCA [0 TMpaBuUjaM HaJJleKallell anteqyHon
NPAaKTUKH, YTBEPKICHHBIM YITOJTHOMOUYEHHBIM (e/lepaIbHbBIM OPraHOM HCIIOJTHUTEIBHON BIACTH.
(B pen. denepanbHbIX 3aKOHOB 0T 25.11.2013 N 317-03, o1 22.12.2014 N 429-D3, o1 30.01.2024
N 1-@3, ot 08.08.2024 N 323-D3)

1.1. Po3HuuHas TOProBJIs JIEKApCTBEHHBIMU MTpernapaTamMu Jisl MEIUIIUHCKOTO IPUMEHEHUs
(32 UCKJIIOYEHUEM JIEKAPCTBEHHBIX MPENapaToB, OTHYCKAEMBIX MO PELENTY Ha JEKapCTBEHHBIN
mpenapar, HapKOTHYECKHUX JIEKAPCTBEHHBIX IPENapaToB M ICHUXOTPOIHBIX JIEKapCTBEHHBIX
IpenapaToB, a TaKXe CHUPTOCOAEPIKAIIMX JIEKAPCTBEHHBIX IpENapaToB ¢ OOBEMHOW oJei
STHJIOBOTO CIIHPTA CBBIIIE 25 MPOLIEHTOB) MOXKET OCYILIECTBIIATHCS allTeYHBIMU OpPTraHU3alUsIMU



JUCTAHIIMOHHBIM CIOCOOOM. PO3HMYHYIO TOProOBIIO JIEKAPCTBEHHBIMU IpernapaTamu s
MEIUIUHCKOTO TPHUMEHEHHs] JUCTAaHIMOHHBIM CIIOCOOOM MOTYT OCYIIECTBIIATH AaIlTEYHBIE
OpraHHu3aIi, UMEIOLINE JTUIEH3UI0 Ha (hapMalleBTUUECKYIO IeATEIbHOCTh U COOTBETCTBYIOIIEE
paspeuienue ¢eaepaabHOro OpraHa UCIOJIHUTEIBHOW BIACTH, OCYLIECTBISIONIETO (DYHKIIMH IO
KOHTPOJIIO W Haa3opy B cdepe 3apaBooxpaHeHus. [lopsaok Bbelmaud paspenieHus Ha
OCYIIIECTBJIEHUE PO3HUYHON TOPrOBJIM JIEKAPCTBEHHBIMM IIpeNapaTaMM AUCTAHLMOHHBIM
crnocoboM, TpeOOBaHUS K aNTEYHBIM OPTraHU3AlMSIM, KOTOPbIE MOTYT OCYIIECTBISTH TaKyIO
TOPrOBIIIO, W TOPSAJOK €€ OCYIIECTBIECHHS, a TaKXKe IpaBujia JOCTaBKU JIEKapPCTBEHHBIX
MpenaparoB TIpaxkaaHam ycTaHaBiauBaroTca IIpaBurensctBoMm Poccuiickoii  ®deneparum.
Wndopmanus o0 oOrutadyeHHbIX (OTIYIIEHHBIX) M MOJYYEHHBIX JIEKAPCTBEHHBIX Iperaparax
BHOCHUTCSI B CUCTEMY MOHUTOPHUHTA JBUKEHHS JIEKAPCTBEHHBIX MPENaparoB A MEIULIUHCKOTO
IPUMEHEHUS B NOpPSAIKE, MPEAYCMOTPEHHOM 4YacTbio 7 cTarbu 67 Hactosmero denepanbHOro
3aKOHa.

(uacts 1.1 BBenena @enepanbHbiM 3akoHOM OT 03.04.2020 N 105-D3)

2. Buzapl anTedHbIX OpraHu3aluii U MpaBuia OTIYCKa JIEKAPCTBEHHBIX MpEnapaToB AJis
MCEOUIITUHCKOI'O MPUMCHCHUA AIlITCYHbIMU opraHu3anusmu, WHAUBHUYaJIbHBIMU
NpeIpUHUMATEIMU, UMEIOIMMU JIMLEH3UI0 Ha (apMalleBTHUECKYIO JESTeIbHOCTh, a TaKkKe
ImpaBuJjia OTIIYCKA JICKAPCTBCHHBLIX MPCHIapaToB IJId MCAUIIUHCKOT'O NIPUMCHCHHA MCIUITUHCKUMUA
OpraHM3alMsIMH, HWMEIOUIMMH JIMIEH3UI0 Ha (apMaleBTUYECKYI0 JIeATeNbHOCTh, U HX
O6OC06JI€HHBIMI/I noapa3aCiiCHUAMMA, PACHOJJOKCHHBIMU B CCJIIbCKUX HACCJICHHBIX ITYHKTAX, B
KOTOpPBIX ~ OTCYTCTBYIOT  anTe€YHble OpraHu3alud, YTBEPKIAIOTCA  YHOJHOMOYEHHBIM
dbenepatbHBIM OPraHOM UCTIOTHUTEIHLHOM BIIACTH.

(B pen. ®enepanbHbix 3ak0HOB 0T 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

3. IlpaBuna oTmycka HapKOTHMYECKHX CPEICTB U  IICUXOTPONHBIX  BEIIECTB,
3apETUCTPUPOBAHHBIX B KAaueCTBE JICKAPCTBEHHBIX IPETNapaToB, JEKApCTBEHHBIX MpPENapaTos,
CONIepKalINX HAPKOTUYECKHE CPEICTBA M TCUXOTPOIMHBIC BEIIECTBA, YTBEPXKIAIOTCS
YIIOJITHOMOYEHHBIM (peiepajibHBIM OPraHOM HCIIOJHUTEIBHONH BIIACTH TIO COTJIACOBAaHUIO C
(denepaabHBIM OPraHOM HCIIOJIHUTENFHON BIIACTH, YIIOJIHOMOYEHHBIM B cpepe BHYTPEHHHX JIE.
(B pen. ®enepanpuoro 3akoHa ot 03.07.2016 N 305-D3)

4. JlekapcTBeHHBIE MNpenaparbl Ui BETEPUHAPHOIO IMPUMEHEHHS MOMJIEKAT OTIYCKY
BETEpUHAPHBIMU anTeYHBIMU OpraHu3aIUsIMH, BETCpUHAPHBIMU OpraHU3aIUsIMH,
WHIUBUAYAJIbHBIMA MPCANIPUHUMATCIAMA, HWMCIOIIMMU JIMICH3UIO Ha (bapMaL[eBTI/I‘-ICCKYIO
NesITebHOCTh.  OTIIYCK JIEKAPCTBEHHBIX IPEMaparoB Uil BETEPUHAPHOTO MPUMEHEHHS
OCYHICCTBJIIACTCA B COOTBECTCTBUU C IpaBUJIaMn Hannen(amei/'l anTeyHoOn IMMPAKTUKU
JCKapCTBEHHBIX  MpEMapaToB Uil BETEPUHAPHOTO  MPHUMEHEHHS,  YTBEP)KICHHBIMH
YIIOJIHOMOYEHHBIM (he/iepaibHbIM OPTaHOM UCTIOIHUTENIBHON BIACTH.

(B pen. ®enepanpuoro 3akoHa ot 02.08.2019 N 297-D3)

5. IlepedyeHb MEOUIIMHCKUX OpraHU3alMid, UMEIOUINX JIMIEH3UI0 Ha (apMaIeBTHYECKYIO
NEeSITeIbHOCTb, M UX 000COOJIEHHBIX MOJPA3AeIICHUH, PaCIOI0KEHHBIX B CEIbCKUX HACEIEHHBIX
IIYHKTaxX, B KOTOPBIX OTCYTCTBYIOT alTE€YHbIC OPraHU3ALMH, a TAKKE I1EPEYCHb JICKAPCTBEHHBIX
IIPENapaToB, MPOAAKAa KOTOPBIX MOXKET OCYILECTBIATHCS YKAa3aHHBIMUA OPTaHM3ALMAMM U HMX
000C00ICHHBIMH MTOAPA3ACTCHUSIMH, YCTAaHABIMBAIOTCS UCTIOTHUTEIbHBIMU OpraHaMu CyOBEKTOB
Poccuiickoit deneparumu.

(B pexn. denepanbHbIX 3aK0HOB 0T 25.11.2013 N 317-D3, ot 03.04.2020 N 105-D3, ot 08.08.2024
N 232-@3, ot 08.08.2024 N 323-D3)

6. AnTeuHble opraHu3alui, MHIMBUyaJbHbIE IPEAIIPUHUMATEIN, UMEIOLUE JIMLEH3UIO Ha
(apMaleBTUUYECKYIO JIeATENIbHOCTh, 00s3aHbl OOecneunBaTh yTBEp>KIeHHbIN IIpaBuTenscTBOM
Poccuiickoit ®enepauuu ¥ (GOPMHPYEMBIH B YCTAHOBJIEHHOM MM TIOPSIKE MHHHUMAIbHbIN



ACCOPTHMEHT JIEKaPCTBEHHBIX MTPENapaToB, HEOOXOANMBIX JJIS OKa3aHUS MEAUIINHCKON OMOIIIH.
(uactsb 6 B pen. denepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AniTeyHble OpraHU3alyy, HHIUBHyalbHbIE TPEIPHHIMATEIN, UMEIOIINE JTUICH3HIO Ha
(apMaleBTUYECKYIO JeSITeIbHOCTh, HApALy C JIEKapCTBEHHBIMHU IpenapaTaMd HMEIOT IPaBo
npuoOpeTaTh M MpoAaBaTh, B TOM YHCIIE TUCTAHIIMOHHBIM CIIOCOOOM, MEIUIIMHCKUE M3AEIHS,
NEe3UH(GUIUPYIOIINE CpPEACTBA, MPEAMEThl M CPEACTBA JUYHOM THTUEHBI, TOCYAY JUIS
MEIUIMHCKUX IeNel, MpeAMEeThl M CpelCTBa, NMpeAHa3HAuYeHHbIE U1 yXOoaa 3a OOJbHBIMH,
HOBOPOXKJICHHBIMH M J€TbMH, HE JTIOCTUTTLIMMH BO3pPAcTa TPeX JIET, OYKOBYIO ONTUKY U CPEICTBA
yXOJa 3a Hel, MHHEpAIbHbIE BOJBI, IPOIYKTHI JI€4EOHOTO, AETCKOTO U TUETUYECKOTO MUTAHHS,
OMOJIOTHYECKH aKTUBHBIE 100ABKU, Map(IOMepHbIE 1 KOCMETHUECKUE CPEACTBA, MEIUIIUHCKIE U
CAaHWUTAPHO-TIPOCBETUTEIbHBIC II€YAaTHbIE W3JaHMsA, NpeAHA3HAYCHHBIE MU IPOIAraH/bl
3I0pOBOTO 00pa3a KU3HHU.

(B pen. PenepanbHbix 3aKk0HOB 0T 27.07.2010 N 192-D3, o1 25.11.2013 N 317-03, ot 03.04.2020
N 105-@3)

8. HearenbHOCTh anTedyHbIX opranusanuii Boopyxenubix Cun Poccuiickoit ®@enepauuu,
OPYTHX BOWCK, BOWHCKHX (OPMHpPOBAHMI U OpPraHOB, B KOTOPBIX 3aKOHOAATEIHCTBOM
Poccuiickoit denepanuy npeaycMOTPEHO TPOXOKIESHUE BOCHHOW CIYKOBI Wi (eaepabHON
TOCYIapCTBEHHOW  CIyXOBbI,  CBSI3aHHOW C  MPABOOXPAHHUTEIHHOW  JAESITEIHHOCTHIO,
persiaMeHTUpyeTcst HacTosIIUM PenepaibHbIM 3aKOHOM U YTBEPKJIEHHBIMU COOTBETCTBYIOIIMMHU
benepanbHBIMU OpraHaM¥ UCTIOTHUTEILHOU BIACTH MONOKEeHUsIMA. KOHTpOIb 3a coOtoieHneM
YKa3aHHbIMH AaNTEYHbIMU OpraHU3ALMAMHU TOJOKEHHIM Hacrosmero denepasbHOrO 3aKOHA
OCYIIECTBIISIETCSI COOTBETCTBYIOIUMU (eepaTbHBIMU OPTaHAMU UCTIOTHUTEIILHOMN BIIACTH.

(B pen. ®enepanpHoro 3akoHa ot 13.07.2015 N 262-D3)

9. Yrpatun cuiy ¢ 1 suBaps 2021 roga. - @eaepanbubiii 3akoH ot 03.04.2020 N 105-D3.

KoncynprantlIntoc: npumevanue.
C 01.03.2026 ct. 55.1 yrpauuBaet cuiy (@3 ot 20.10.2022 N 405-D3).

Crarbsa 55.1. Ilopsigiok ocyuiecTB/IeHHMSI PO3HMYHOW TOPIroOBJIM JEeKAPCTBEHHBIMH
npenaparaMu JAJsi MeAUIMHCKOI0 TPUMEHEHUSl, OTHYCKAeMbIMM IO peHenty Ha
JIEKAPCTBEHHBIN NMpenapar, JUCTAHUMOHHBIM CIIOCO00M

(BBenmena denepanbHbiM 3aKk0HOM OT 20.10.2022 N 405-D3)

1. B mepuon ¢ 1 mapra 2023 roga no 1 mapra 2026 rona B ropoze ¢peaepaaTbHOr0 3HAYCHHS
Mockse, B benropoackoit 1 MOCKOBCKOM 00JIacTAX (Jajiee B HACTOSIIEH CTaThe - CyOBEKTHI
Poccuiickoit deneparun) mpeaycMaTpuBaeTCs MPOBEICHNUE YKCIEPUMEHTA IO OCYIIIECTBICHHUIO
PO3HMYHON TOPIOBJIM JICKAPCTBEHHBIMHU MpernapataMd Uisi MEIUIMHCKOTO MPUMEHEHUS,
OTIIYCKaeMBbIMH IO PEIEeNTy Ha JIEKApCTBEHHBIN MpemnapaT, JUCTaHIIMOHHBIM criocoOoM (faree -
IKCIIEPUMEHT).

2. B pamkax OKCIIepUMEHTa €ro Yy4YaCTHHKH BIpaBe TUCTAHIIMOHHBIM CIIOCOOOM
OCYIIECTBIISITh PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMH IMpenapaTaMu s MEIUIIMHCKOTO
NPUMEHEHHS, OTITYCKAaeMBIMH TI0 pEIeNnTy Ha JIEKapCTBEHHBIH mpernapar (B TOM YHCIE
chopMUpOBaHHOMY B ()OpME IJIEKTPOHHOTO NOKYMEHTa B JIMYHOM KaOWHETe TpaKJIaHWHA Ha
€IMHOM TopTaJie W (WIM) Ha PETHOHAJBHBIX MOpTAaX TOCYJAPCTBEHHBIX W MYHHUIUIAIBHBIX
YCIIyT) ¥ BKIIOYEHHBIMU B TIEPEUEHB JICKAPCTBEHHBIX MPEmapaToB U (papMakoTepaneBTUICCKUX
TPYII JEKapCTBEHHBIX MPENaparoB, Pa3pelIeHHBIX K peaju3allid B paMKax JKCICPUMEHTa,
YTBEPKACHHBIA YIIOJHOMOYEHHBIM (peIepalbHBIM OpPraHOM HWCIOJHUTENBHONW BIacTH (3a



UCKIIIOYEHHEM  JICKAPCTBEHHBIX  MpErnapaToB, COJAEp)KallMX HApKOTHYECKHE  CPE/CTBa,
IICUXOTPOIIHBIE BEIIECTBA U HX IPEKYpCOPbI, JIEKAPCTBEHHBIX IpPENaparToB, COJAEPKAIIMX
CHWJIbHOJICHCTBYIOIME BEUIECTBa, paauo(apManeBTUYECKUX JIEKAPCTBEHHBIX MPErapaTosB,
UMMYHOOHMOJIOTHYECKIX JICKAPCTBEHHBIX MPENapaToB, a TAKKE JEKAPCTBEHHBIX MPENapaToB, s
KOTOPBIX B COOTBETCTBMM C HMHCTPYKIMEH MO NPUMEHEHHUIO JIEKapCTBEHHOIO Ipemnapara
YCTaHOBJIEH TEMIIEPATYPHBII peKUM XpaHeHUsl HIke 15 rpagycos Llenbcus, ciuprocoaepkanimx
JIEKapCTBEHHBIX TpEnapaToB ¢ 0ObEMHOM JOJIEH STHUIIOBOTO CIUPTA CBBINIE 25 TPOILEHTOB M
JIEKAPCTBEHHBIX IPENapaToB, M3TOTOBJIEHHBIX AaNTEYHBIMH Opranuzanusmu). Kpurepuun
BKJIIOUEHUS JIEKAPCTBEHHBIX MpEnaparoB U (papMaKOTEparneBTUYECKUX TPYIMI JIEKapCTBEHHBIX
IIpenaparoB B YKAa3aHHBIM IiepedeHb ycraHaBiauBaroTcs [IpaBurensctBom  Pocculickoi
®enepanun. I[lonoxkeHuss HACTOSIMIEH CTaTbU HE PACHPOCTPAHAIOTCS Ha JICKAPCTBEHHBIE
npenaparhl, OTIyCKaeMble OecIIaTHO WM CO CKUAKOW TpakJaHaM, HUMEIOIMM TpaBO Ha
o0ecrieueHre JIEKapCTBEHHBIMHU TMpernaparaMyd 3a CYeT CpelCTB OIO/KETHBIX aCCUTHOBAHUMN
denepanpHOTO OFOIKETa U OF0KETOB CyOBEeKTOB Poccuiickoit deneparum.

(B pen. ®enepansHoro 3axoHa ot 30.01.2024 N 1-D3)

3. VYuacTHMKaMM DSKCIEPUMEHTa SIBJSIOTCS YHOJHOMOYEHHBIM (QenepanbHblii opra
WCIIOJTHUTEJIBHOW BJIACTH, YIIOJHOMOYCHHBIC UCIIOJTHUTEIBHBIC OpTaHbl cyObekToB Poccutickoii
Qenepaniy, MEAUIMHCKUE OPraHU3allid U alTe4YHble OpraHU3allM, COOTBETCTBYIOILUE
TpeOOBaHUSAM, YCTAHOBJIEHHBIM B COOTBETCTBUU C YACThIO 4 HACTOSIIIEH CTaThHU.

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

4. TlonoxeHne O MOPANKE IMPOBEACHUSA SKCIEPUMEHTa, B TOM 4HcIe TpeOOBaHUS K
MCIUIUHCKUM OpTraHu3alusM W alTCUHbIM OpraHu3aiudaM, ABJIIOINUMCA Y4YaCTHUKaMU
9KCIIEPUMEHTA, TOPSAIOK OCYIIECTBICHUS POSHUYHOW TOPTOBIH JIEKAPCTBEHHBIMU IIpeTapaTaMu
AJIi1 MCIAUIUHCKOI'0 MPUMCHCHHA, OTIIYCKAaCMbIMU IO PCUCITY Ha JIeKapCTBCHHbe/’I npemnapar,
JUCTAaHIIMOHHBIM CIIOCOOOM, TpeOOBaHMS K JOCTaBKE TaKUX JIEKAPCTBEHHBIX IIPerapaTroB
rpakJaHaM, IIpaBUja BBbIAAYM DPa3pelIcHUs Ha OCYLICCTBICHUE PO3HUYHOW TOPrOBIHU
JIEKapCTBEHHBIMU MpenapaTaMu sl MEIUIIMHCKOTO PUMEHEHUS, OTITYCKaeMbIMHU IO PELENTy Ha
JIEKapCTBEHHBIM Ipemapar, AWCTAaHIMOHHBIM cIocoboM, yrBepxknaercs IIpaBurenbcTBoM
Poccutiickoit @enepannn. TpeOGoBaHUS K aTeYHBIM OPTaHU3AIUSAM, SIBISIONIUMCS y9aCTHUKAMU
9KCIICPUMCHTA, HC MOT'YT GBITB HUNXKEC Tpe6OBaHI/II>'I, YCTAHOBJICHHBIX K allITCYHBIM OPraHu3aluiaM B
COOTBETCTBUU € yacThio 1.1 crathu 55 HacTosimero denepanbHOroO 3aKOHA.

5. YonHOMOYEHHBIH (eiepaIbHblii OpraH UCIIOTHUTEIBHOMN BIACTH:

1) ocymiecTBIsieT METOAMUECKOE COMPOBOXKIEHUE IKCIIEPUMEHTA, BKJIIOYas METOIUYECKOe
CONPOBOXKACHUE JEATEIBHOCTH MEAUIMHCKUX OpraHu3aludid M AanTeuHbIX OpraHu3alNi,
YYacCTBYIOUIMX B JKCIIEPUMEHTE, MO0 0(OPMIICHHIO, UCIIOIB30BaHUIO U XPAaHEHHUIO PELENTOB Ha
JICKapCTBEHHBIN Mpernapar, B TOM 9uciie ChOPMUPOBAHHEIX B (DOpPME IIEKTPOHHBIX TOKYMEHTOB;

2) mpenacrasisiet B [IpaButenscTBO Poccuiickoit denepanun mpeaBapuTeIbHBIN (B IEPHOT
MPOBEICHUS IKCIIEPUMEHTA, HO HE TIO3HEE YeM 3a JBa MECsLa 10 UICTEUCHHS CPOKa MPOBEICHUS
9KCIIEPUMEHTA) U UTOTOBbIH (110 OKOHYaHUH IKCIIEPUMEHTA, HO HE MO3/JHEee UeM uepe3 J1Ba Mecsla
MMoCJIC HUCTCUCHUA CpOKa IMPOBCACHUA 3KCHepI/IMeHTa) JOKJIaAbl O pE3yJibTaTaX MNPOBCACHUA
9KCIIEPUMEHTA U MPEUIOKEHHUS O BHECEHWM W3MEHEHUH B 3aKOHOJATENBbCTBO 00 OoOpalieHuu
JIEKAPCTBEHHBIX CPEJICTB.

6. YIIOJTHOMOYEHHBIN UCTIOJHUTEIBHBIN OpraH cyobekTa Poccuiickoit deneparuu:
(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

1) BripaBe yCTaHOBUTH OCOOEHHOCTH MTPOBECHUS KCIIEPUMEHTA;



2) yTBepkaaeT NopsAA0K 0TOOpa MEAUIIMHCKUX OpraHU3aIMil U aNTeUHbIX OPraHU3alui i
y4acTHs B 9KCIIEPUMEHTE, a TAaKXKe IMPOBOJHUT TAKOH OTOOp U YTBEPHKJIACT MepeuyeHb MEAUIIUHCKUX
OpraHM3alii W TMepedyeHb AaNTeYHbIX OpraHu3aluid, COOTBETCTBYIOUIMX TpPEeOOBAHUSIM,
YCTaHOBJIEHHBIM B COOTBETCTBHMHM C YaCThIO 4 HACTOSIIEH CTAThbU, U ABJISAIOLIMXCS YYaCTHUKAMU
JKCIIEPUMEHTA;

3) ocy1ecTBIsIET MOHUTOPUHT POBEACHUS SKCIIEPUMEHTA U MIPEACTABIISET €r0 PE3YIbTaThl
B YIIOJIHOMOYEHHBIN (DeiepaibHbIi OpTaH UCTIOTHUTEIHHOM BJIACTH;

4) obecneunBaeT HHPOPMALMOHHO-TEXHUYECKOE 00eCIeYeHHEe MPOBECHUS SKCIIEPUMEHTA
MOCPEACTBOM  HCIIOJIb30BAHUS TOCYIapCTBEHHON WHGOPMAlMOHHONH CHCTeMBbl B cdepe
31paBoOXpaHeHus cyobekra Poccuiickoit denepanuu v (WIKM) METUITUTHCKUX WH(HOPMAITMOHHBIX
CUCTEM MEIMLIMHCKUX OpraHU3alMi, SBISIOMUXCS YYaCTHUKAMU JKCHEPUMEHTa, M HX
B3aMIMOJICHCTBUSL C E€OUMHOW TOCYZapCTBEHHOW WH(POPMAIMOHHON CHCTEeMOH B cdepe
3/IpaBOOXPAHEHUS.

7. MGIII/II_[I/IHCKI/IC OopraHH3alr U allITCYHBIC OpraHru3alli BOOpaBC OTKA3aThbCA OT Y4aCTHA B
SKCTIIEPUMEHTE, TOJaB B YIOJHOMOYCHHBI HWCIIOJHHUTENIBHBIA OpraH cyOwbekTta Poccuiickoit
Denepaluil COOTBETCTBYIOIIEE OOpaIlleHne B MUCbMEHHON Gopme.

(B pen. ®enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)

8. AnTeuHble OpraHM3alldM, SBJSIOMIMECS YYaCTHHKAMHU SKCIEPUMEHTa, 00s3aHbl NpU
OpoJake JIUCTAHIIMOHHBIM CIIOCOOOM JIEKAPCTBEHHOTO Tpernapara JUisi MEAMIIMHCKOIO
OPUMEHEHHs, OTIIYCKaeMOro IO pELEenTy Ha JIeKapCTBEHHBIM Ipernapar, 0o0ecneuuTsh Mpu
OCYIIECTBIICHUU JIOCTaBKM HACHTU(UKALMIO JUYHOCTH TpakKJaHHHA, MOJYYarollero TaKon
JIEKApCTBEHHBIA TIpernapar, B IEJIX YCTAaHOBJIEHUS COOTBETCTBUSI €r0 JIMYHOCTH U JIMIIA,
YKa3aHHOTO B PEeLIETITe Ha JIEKApCTBEHHBIN Mpemnapar (ero 3akOHHOTo MpeCTaBUTeNs ), 1100 Julia,
YIOJTHOMOYEHHOT'O JIMIIOM, YKa3aHHBIM B PELIENTE Ha JEKAPCTBEHHBIN Npenapar (€ro 3aKOHHbIM
IpeJICTaBUTENIEM), Ha MTOTYYEeHHE JIEKapCTBEHHOT O Mpenapara (Jajiee B HaCTOsIIEeH cTaThe - JIUIO,
YKa3aHHOE B pelenTe (3aKOHHBIN NPECTABUTEND, YIIOJHOMOYEHHOE JIULIO).

9. Jlumo, ocyuiecTBisAOIIee JOCTaBKY JIEKapCTBEHHOrO Ipenapara Uil MeIUIUHCKOTro
MPUMEHEHHUS, OTIYCKAeMOTr0 10 PEIENTy Ha JIKAPCTBEHHBIN Mpernapar, 005S3aHo MOTpedoBaTh y
rpaXXIaHWHA, TIOJy4yarollero TaKOW JIEKApCTBEHHBIM TIIpernapar, MNpeabsSBUTh JIOKYMEHT,
YIOCTOBEPSIONIUN €ro JIMYHOCTb, IS UASHTHU(PHUKAIMU JTUIHOCTH JTOr0 TpakIaHWHA U
YCTaHOBJIEHHUSI COOTBETCTBHUS €ro JIMYHOCTH M JIMIA, YKa3aHHOTO B pelenTte (3aKOHHOIO
MPEACTABUTENS, YINOTHOMOUYEHHOTO Juua). B ciydae BbISIBIEHUS HECOBHAACHHUS JUYHOCTU
rpaXIaHWHA, TMOJIYYalOIIero JIEKApCTBEHHBIM Mpenapar, W JuIa, yKa3aHHOTO B pelenTe
(3aKOHHOT'O MPEJCTABUTENS, YIIOJHOMOUYEHHOIO JIMIIA), @ TAKXKE B ClIy4ae OTKa3a I'pakJaHUHA,
MOJIYYAIOLIETro JIEKAPCTBEHHBIM IMpemnapar, MNPEeAbSIBUTh JOKYMEHT, YJIOCTOBEPSIOMIUNA €ero
JUYHOCTb, JIUI0, OCYIIECTBISIONIEE JOCTABKY JIEKAPCTBEHHOTO Mpernaparta A MEIUIUHCKOTO
MPUMEHEHHUs, OTIYCKaeMOro 10 PeleNnTy Ha JIEKApCTBEHHBIN Mpernapar, 00513aH0 BEPHYTh TaKOH
JIEKapCTBEHHBIN MIpenapar B alTeUHYIO0 OpraHu3aluio.

10. TlonTBepxaeHueM (akTa mepemadyu JEKapCTBEHHOTO Tperapara sl MEIUIIMHCKOTO
IIPUMEHEHHUs, OTIIYCKa€MOIo II0 PELENTy Ha JICKAPCTBEHHBIN IIpenapar, JULy, YKa3aHHOMY B
perienTte (3aKOHHOMY TPEACTaBUTENIO, YIOJHOMOYCHHOMY JIHITY), SIBJISIIOTCS KAaCCOBBIM YeK U
MOANNCH JIMILA, IOJYYMBILEr0 TAaKOM JIEKAPCTBEHHBIN IIperapar, Ha JOKYMEHTE O IOJIy4YeHUU
TaKoT0 JICKapCTBEHHOTO Tpenapara 1o Gopme, yrBepKIaeMoi yIoJTHOMOUYEHHBIM (heiepaibHbIM
OpraHoOM HCIIOJIHUTENBbHOM BiacTu. Ilocie mepenauu J€KapCTBEHHOIO IIpernapara JHLy,
YKa3aHHOMY B pelenTe (3aKkOHHOMY MPEICTABUTEII0, YIIOJTHOMOUYEHHOMY JIMITY), STOT JOKYMEHT
nepez[aeTc;I JIUIIOM, OCYH_IGCTBI/IBH_II/IM I[OCTaBKy TaKOIo JICKapCTBCHHOFO HpenapaTa, B aHTe‘-IHyIO
OpraHU3aIMIo, OCYIIECTBUBIIYIO OTITYCK JIGKAPCTBEHHOTO IpernapaTa. B ciydyae BBISBICHUS MpU



nepegaye Juily, yka3aHHOMY B peLenTe (3aKOHHOMY MPEACTaBUTENIO, YIIOJIHOMOYEHHOMY JIUILY ),
JIEKapCTBEHHOTO TpemnapaTa (akTOB MEXaHUUYECKOTO TTOBPEKICHHUS €T0 UM €r0 YIaKOBKH TaKOM
JIEKapCTBEHHBIN TMpermapaT JIMLOM, YKa3aHHbIM B pelente (3aKOHHBIM IPEeACTaBUTEIEM,
YIIOJTHOMOYEHHBIM JIMIIOM), HE TMPUHUMAETCS W BO3Bpamiaercs Oe3 €ero OoIulaTel JIHILY,
OCYIIIECTBUBILIEMY JIOCTaBKYy JIEKaPCTBEHHOI'O Iperapara W oO0ecHeurBalolleMy ero BO3BpaT B
aNTEYHYI0 OPraHU3altIo.

11. 3a wnapymenus 3akoHomaTenbcTBa Poccuiickoit ®enepauuu, COBEpPUICHHBIE MPHU
MPOBCACHNUHN OKCIICPUMECHTA, €TI0 YYAaCTHUKH HCCYT OTBCTCTBCHHOCTbL, YCTAHOBJICHHYIO
3akoHoJaTenbcTBOM Poccuiickoit denepanmmu.

12. KoHTpoJb 32 UCIIOTHEHUEM TPeOOBAaHUM, CBA3aHHBIX C MPOBEACHUEM IKCIIEPUMEHTA,
OCYILECTBIIsIETCS (pefiepabHBIM OPraHOM HCIIOJHUTENIBHON BIACTH, OCYILECTBIIIOMNM (DyHKIIMH
110 KOHTPOJIIO U HAA30pY B cepe 31paBoOOXpaHeHUs, B OPsIKe, ycTaHOBICHHOM DenepanbHbIM
3akoHOM OT 31 wmrons 2020 roma N 248-®3 "O rocymapcTBEHHOM KOHTpoJsie (Haa30pe) u
MYHHULIMIIAJILHOM KOHTpose B Poccuiickoit denepanun”.

Crarbs 56. U3roToB/1eHHE M OTIIYCK JIeKAPCTBEHHBIX NpPenapaTos

Koncynbrantlntoc: npumevanue.
C 01.03.2025 B 4. 1 ct. 56 BHOCATCS u3MeHeHus (D3 ot 30.12.2021 N 463-D3). Cm. Oyny1iyto
pEIaKIHIo.

1.  HsroroBneHue  JIEKAPCTBEHHBIX  IPENApaToB  alTE€YHbIMH  OPraHU3ALUSIMH,
BETEpUHAPHBIMU ANTEYHBIMU OPraHU3ALUAMH, UMEIOIMMH JUIEH3UI0 Ha (papMaleBTHYECKYIO
NeSITeIbHOCTD, OCYILECTBIISIETCS 110 PEIeNTaM Ha JIEKAPCTBEHHBIE IpenapaThl, 10 TPEOOBaHUIM
MEIMIUHCKUX OpraHu3alluii, BETEPUHAPHBIX OpraHU3allMii B COOTBETCTBHM C IpaBUIAMU
M3TOTOBJIEHUSI M OTIyCKa JIEKApPCTBEHHBIX MPENapaTroB, YTBEP)KICHHBIMU YIOJHOMOYEHHBIM
(benepaabHbBIM OPraHOM HCIIOJIHUTEIbHON BIIACTH.

(B pen. @enepanbHoro 3akoHa ot 05.12.2022 N 502-D3)

2. Ilpun u©3roTOBNEHUH JIEKAPCTBEHHBIX IMpENapaToB alTEYHBIMU OpraHU3aALUSIMH,
BCTCPUHAPHBIMU AIITCYHBIMU OPraHU3aluiIMH, UMCIOIIWUMU JIMIICH3UIO Ha q)apMaLIGBTI/I‘-ICCKYIO
NEeSTENIbHOCTh, HCMOJB3YIOTCS JIEKapCTBEHHBIE TMpemapaTsl u  (uiu) ¢dapmaleBTUYecKue
CyOCTaHIIUH, BKJIIOUEHHBIE COOTBETCTBEHHO B TOCY/IaPCTBEHHBIN PEECTp JICKAPCTBEHHBIX CPEICTB
JUIST MEAUIIMHCKOTO MPUMEHEHHUS, TOCYIJapCTBEHHBIH pEECTp JIEKAPCTBEHHBIX CPEACTB JUIf
BETEPUHAPHOI0 IPUMEHEHHUs], €IUHBIM PEECTP 3aPETHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
EBpasuiickoro sKOHOMHYECKOT0 COI03a, €AMHBINA PEECTp 3aperuCTPUPOBAHHBIX BETEPHUHAPHBIX
JIEKapCTBEHHBIX NpenapartoB EBpa3suiickoro 3kOHOMUYECKOIO COK03a B YCTaHOBIIEHHOM IOPSIJIKE.
He nomyckaercs HM3roToBIIEHHWE aNTEYHBIMU OpTraHU3alUSIMH, BETEPUHAPHBIMU AaNTEYHBIMU
opraHu3alusaMu, UMCIOIIUMHA JIMLCH3UIO Ha (bapMaI_[eBTI/I‘-IeCKYIO ACATCIIBHOCTD, JICKAPCTBCHHBIX
MpenaparoB, 3aperuCcTPUPOBaHHBIX B Poccuiickoit deneparuu b0 B COOTBETCTBUHU C aKTaMH,
cocrapisonmMu npaso Corosa.

(B pen. ®enepanbHbix 3ak0oHOB 0T 05.12.2022 N 502-D3, ot 30.01.2024 N 1-D3)

3. MapkupoBKa J€KapCTBEHHBIX MPENapaToB, U3TOTOBICHHBIX allTEYHBIMU OpraHU3ALMIMH,
BETCPUHAPHBIMHU ANTCYHBIMUA OPTaHU3AIUSAMU, UMCIOIIMMH JIMIICH3UI0 Ha (papMareBTHYECKYIO
NEeSTEIbHOCTh, U O(QOpPMIICHHE TaKWUX TMPEnapaToB JOJDKHBI COOTBETCTBOBAThH IpaBUIIaM,
YKa3aHHBIM B 4acTH | HACTOSAIIEH CTaThH.

(B pea. @enepanbHoro 3akoHa ot 05.12.2022 N 502-D3)

4. AnTedHble oprann3aliii, BETCPUHAPHBIC AlITCUHBIC OpPraHu3aiuu, MMCIOIUE JTUILCH3UIO



Ha (apMaleBTUUYECKYIO JEATEIBHOCTh, HECYT OTBETCTBEHHOCTh 3a HECOONIOJEHUE IpPaBUII
M3TOTOBJIEHHUSI U OTIIYCKa JIEKAPCTBEHHBIX IPENAapaToB B COOTBETCTBUU C 3aKOHOJATEIbCTBOM
Poccuiickoit deneparumu.

(B pen. @enepanbHoro 3akoHa ot 05.12.2022 N 502-D3)

Koncynsrantlntoc: npumeganue.
C 01.03.2025 ct. 57 u3naraercs B HOBOUM pemakiuu (P3 ot 08.08.2024 N 292-03). Cwm.

OyIyIIYyIO0 pEeIaKIIHIO.

Crarbsa 57. 3anpemenue npoaaxu Gajibcu(PUUUPOBAHHBIX JIEKAPCTBEHHbIX CPEACTB,
HEeJ00POKAYEeCTBEHHBIX JIEKAPCTBEHHBIX CPeICTB, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX
CpeicTB

[Iponaxka ¢danbcuPUITUPOBAHHBIX JICKAPCTBEHHBIX CPEJACTB, HEIOOPOKaUYECTBEHHBIX
JICKaPCTBEHHBIX CPE/ICTB, KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPEACTB 3aMpPeIacTcs.

Crarbs 58. XpaHeHHe JIeKapCTBEHHBIX CPE/ICTB

1. XpaHeH#ue JTeKapCTBEHHBIX CPEACTB OCYIIECTBIISIETCS MPOU3BOAUTENSIMHU JIGKAPCTBEHHBIX
CpCACTB, OpraHU3alUusAMU ONTOBOU TOProBJin JICKAPCTBCHHBIMHU CpPCACTBAMU, aAlTCYHBIMU
OpraHW3allusIMK,  BETEPUHAPHBIMH  alTeYHBIMH  OpPTraHU3AIUSAMH,  WHIMBHIYaTbHBIMH
npeanpuHumMareiiiMu, HMCIOIMUMU JIMOCH3WIKO Ha (bapMaI_[eBTI/I‘-IeCKYIO ACATCIIbHOCTh WU
JIMIICH3UI0 Ha MEAMIUHCKYIO NESTebHOCTh, MEIUITMHCKIMH OPTaHU3alUsIMH, BETCPHHAPHBIMU
opraHu3alsiMU U HHBIMU OPraHu3aluiaIMH, OCYIICCTBIIAIOIIUMHA 06pameHI/Ie JICKApCTBCHHBIX
cpeacTB. XpaHEHUE JICKapPCTBEHHBIX CPEACTB JIJIsl BETEPUHAPHOTO IPUMEHEHHSI OPTaHU3AIMSIMH H
WHAUBUAYAJIBbHBIMA NPCANIPUHHUMATCIIAMUA B CJIy4Yasax, €CJIM OHU UCIIOJB3YIOTCA UCKIOUYUTCILHO
NpY pa3BeICHUH, BBIPANIMBAHUM, COJCPKAHUU M JICYCHUU YKUBOTHBIX, MOXKET OCYIIECTBISITHCS
0e3 rmoyryueHust JUIEH3UM Ha (papMaleBTHUECKYIO e TeNbHOCTb.

(B pen. ®enepanpHoro 3akoHa ot 22.10.2014 N 313-D3)

2. llpaBuna XpaHEHMs JIEKAPCTBEHHBIX CPEJICTB YTBEPKAAIOTCS COOTBETCTBYIOLIUM
YIIOJTHOMOYEHHBIM (e/iepaIbHbIM OPTaHOM MCTIOIHUTEIbHON BIACTH.

3. XpaHeHue HapKOTHYECKUX JIEKAPCTBEHHBIX CPEJCTB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX
CPEeACTB, pagno(apMaleBTHYECKUX JIEKAPCTBEHHBIX CPEACTB OCYIIECTBISIETCS B COOTBETCTBUHU C
3akoHoaarenbcTBOM Poccuiickoit denepanun.

Crarbs 58.1. IlpenmMeTHO-KOJIMYECTBEHHBbIN YYeT JIEKAPCTBEHHBIX CPeICTB s
MeAULIMHCKOIr0 IPUMEeHEeHHUs!

(BBenmeHna deaepanbHBIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. IlepeueHb NEKApPCTBEHHBIX CPEACTB MJI1 MEIUIIMHCKOTO MPUMEHEHHS, MOJIeKAIIUX
MPEIMETHO-KOJTMYECTBEHHOMY YUETY, YTBEPKIAETCS YIIOJTHOMOUYEHHBIM (peIepaIbHBIM OPTaHOM
HWCIIOTHUTETbHON BIIACTH.

2. HOpSI,IIOK BKJIFOUCHUSA JICKAPCTBCHHBIX CPCACTB I MCAUIHUHCKOIO NPHUMCHCHHA B
NepeveHb JIEKAPCTBEHHBIX CPEICTB JJIsi MEIUIIMHCKOTO MPUMEHEHHS, TIOAISKAIINX MTPEIMETHO-
KOJIMYCCTBCHHOMY  YUYCTY, YCTAHABJIIMBACTCA YIOJIHOMOYCHHBIM q)e):[epaanblM OopraHom
UCTIOTHUTEIIHOW BIIACTH I10 COTJIACOBAHUIO ¢ (hefiepalbHbIM OpPraHOM MCTIOJHHUTEIBHON BIIACTH,
YIIOJIHOMOYEHHBIM B cpepe BHYTPEHHUX JeIl.

(B pen. ®enepanpuoro 3akoHa ot 03.07.2016 N 305-D3)



3. TlpeaMeTHO-KONMYECTBEHHBIH YYeT JIEKAPCTBEHHBIX CPEACTB ISl MEAHIIMHCKOTO
IIPUMEHEHHUs BEAYT IIPOU3BOJUTENN JIEKAPCTBEHHBIX CPEACTB, OPraHU3alKd ONTOBOM TOPIOBIIH
JICKApCTBCHHBIMH CPEICTBAMH, allTeUYHbIC OpPTraHU3aIMK, WHIWBUAYAIbHBIC TPEANPHHUMATEIH,
HUMCHOIIHNEC JIUIICH3UIO Ha (bapMaI_[eBTI/I‘-IeCKYIO ACATCIBHOCTD WJIM JIMIICH3UIO HAa MCIAUIIUMHCKYIO
NeSITeTbHOCTh, U MEJAWIMHCKUE OpraHW3allid, OCYIIECTBISIONINE OOpalieHHe JIEKapCTBEHHBIX
CpeaAcTB A MCAULMUHCKOTO MPUMCHCHUA, NYTEM PErucTpannuun J'IIO6BIX CBsA3aHHbBIX C HX
oOpareHueM orepaluidi, Tpu KOTOPHIX HM3MEHSAETCS WX KOJWYECTBO M (WJIM) COCTOSHHE, B
CIICHUAJIBHBIX KYpHAJIaX y4€Ta onepaum‘/'l, CBsI3aHHBIX C 06pameHHeM JICKApCTBCHHBIX CPCICTB
JUTSE METUITUHCKOTO IPUMEHEHUS (Jlasiee - CIenaIbHbBIC KYPHAIIBI).

4. IlpaBuia perucTpanyy Oneparuii, CBI3aHHBIX C OOpalleHHeM JIEKapCTBEHHBIX CPENCTB
JUIi MEIULMHCKOTO IIPUMEHEHHMs, BKIIIOYEHHBIX B IIE€PEUYEHb JIEKAPCTBEHHBIX CPEACTB UL
MEJULUHCKOrO  IPUMEHEHUs, MOMJIEkKANIUX  I[PEIMETHO-KOJIMYECTBEHHOMY  y4eTy, B
CIELUMANBHBIX JKypHallax M TIpaBWiIa BEACHWS M XpaHEHUs CIELHUAIBHBIX JKYpPHAJIOB
YTBEP)KIAIOTCSI YIIOJTHOMOYEHHBIM (hefiepaibHbIM OPTaHOM MCTIOTHUTENIBHOM BIACTH.

5. KoHTpoas 3a coOmroeHueM MpaBuil peTUCTPaIliN OTlepaIiiii, CBI3aHHbBIX C O0palIeHrneM
JEKapCTBEHHBIX CPEJICTB [ MEIULUHCKOIO IPUMEHEHMS, BKJIIOUYEHHBIX B IE€PEUYEHb
JEKapCTBEHHBIX CPEACTB I MEIULUHCKOTO MPUMEHEHHs, IOJUICKAIIUX IPEIMETHO-
KOJINYECTBEHHOMY YUeTy, B CIIEIIHAJIbHBIX KypHaJaX, a TAaKXkKe 3a COOI0IEHHEM IIPAaBUJ BECHUS
U XpaHEHUs CIELUAIBHBIX KypHAJIOB BO3JIAraeTcsl Ha yNOJIHOMOYEHHbIE (efiepalibHble OpPraHbl
UCTIOJIHUTENILHOW BJIACTH M HCIOJHUTENbHBIE OpraHbl cyObekToB Poccuiickoit ®Deneparum,
OCYILECTBIIAIOLIME JTULEH3UPOBAHNE IPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB, (hapMalleBTUUECKON
JEATEIIBHOCTH U MEIUIMHCKOM AESITEIbHOCTH, U OCYLIECTBIISIETCS B paMKax JIMLEH3MOHHOIO
KOHTPOJIA.

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

I'nmasa 11. YHUYTOKEHUE JIEKAPCTBEHHBIX CPEACTB
Crarbs 59. OcHOBaHMSA ¥ NOPAIOK YHHYTOKEHHUSI JIEKAPCTBEHHBIX CPEICTB

1.  HenoOpokauecTBEeHHBIE  JIEKApCTBEHHbIE  CpeAcTBa,  (ambcuduuupoBaHHBIE
JIEKapCTBEHHbIE CPEICTBA IOJUIEKAT U3BATHUIO M3 OOpALEHHs M YHUUYTOXKEHUIO B IOPAJIKE,
ycraHoBieHHOM I[IpaBurensctBom Poccuiickoit ®enepaunn. OcHOBaHMEM Il YHHUTOKEHUS
JICKapCTBEHHBIX CPEICTB SBIIACTCA PELICHHE BIaAeibla JEKAPCTBEHHBIX CPEICTB, PEILICHUE
COOTBETCTBYIOIIETO YIMOJHOMOUYEHHOTO (heAepaibHOTO OpraHa WCHOJIHHUTENBHOM BIACTH WM
pelIeHue cyna.

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. KontpadakTHble JeKapCTBEHHbIE CPEACTBA TMOJJIEKAT M3BITHIO W3 OOpalleHuss U
YHHUYTOXKEHUIO TIO pemieHuto cyna. [lopsmok yHUYTOXKEHHS KOHTpa(aKTHBIX JEKAPCTBEHHBIX
cpencts ycranaBiauBaetcs [IpaButensctBom Poccuiickoin denepanmm.

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Pacxonpl, cBsi3aHHBIE C YHHUYTOKEHHEM KOHTPAa(aKTHBIX JIEKApPCTBEHHBIX CPENCTB,
HET0OPOKAYECTBEHHBIX  JIEKAPCTBEHHBIX CPENCTB, (albCU(UIIMPOBAHHBIX JICKAPCTBEHHBIX
CPENCTB, BO3MELIAIOTCSA UX BIIAJENbIIEM.

4. Bnanmenen JieKapCTBEHHBIX CPEACTB JOKEH TMPEJACTaBUTh B  YIOJHOMOYEHHBIN
benepanbHbI OpraH HUCIOJHUTENBHON BJIACTU JOKYMEHT WM 3aBEPEHHYIO B YCTaHOBJICHHOM
MIOPSITKE €r0 KOTHIO, MOATBepKAAroIne (DakT YHHUTOKEHHUS JIEKAaPCTBEHHBIX CPEJICTB.

5. COOTBETCTBYIOIIHUKA YITOJHOMOYCHHBIN (heepanbHbIi OpraH MCIIOJHUTEIBHON BJIACTH,



MPUHSBIINN peleHre 00 YHUUTOKEHUU JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBIISET KOHTPOIIb 32 UX
YHUYTOXKEHUEM.

6. YHHUYTOXXEHHE JIEKApCTBEHHBIX CPEJCTB MPOU3BOAMTCS OPraHU3ALUSMHU, WUMEIOIIUMU
COOTBETCTBYIOIYIO JHUIICH3UIO, HA CIEIUATBHO OOOPYHAOBAHHBIX IUIOMIAAKAX, MMOJUITOHAX U B
CIIEeNMAIbHO O0OPYIOBAHHBIX MOMEIIEHUAX C COOJIIOJCHHEM TPeOOBaHWI B 00JIACTH OXpaHBI
OKpYKaroIIel Cpelibl B COOTBETCTBUM C 3aKOHOAATENLCTBOM Pocculickoit denepanuu.

7. HapkoTuueckue Je€KapCTBEHHBIE CPENICTBA, NCUXOTPOIHBIE JIEKAPCTBEHHBIE CPEJNICTBA,
paarodapMareBTHUYECKUE JICKAPCTBEHHBIE CPEICTBA YHUYTOXKAIOTCS B COOTBETCTBUU C
3akoHoJaTenbcTBOM Poccuiickoit deneparym.

I'maBa 12. TOCYJAPCTBEHHOE PEI'YJIMPOBAHHUE IIEH
HA JIEKAPCTBEHHBIE ITPEITAPATBI JJIs1 MEJUIIUHCKOI'O IPUMEHEHUWSA

Cratss 60. 'ocynapcTBeHHOe peryJiMpoBaHue lieH Ha JIEKaApCTBEHHbIE IIpenapaThbl AJ1s
MeAULIMHCKOIr0 IPUMEeHEeHUs!

1. TocymapcTBeHHOE pEryJIMpOBaHHWE IICH Ha JICKaPCTBEHHBIE TMpemaparbl  JUIs
MCIUTIUHCKOI'0 MPUMCHCHUS OCYLICCTBIIACTCA NTOCPECACTBOM!
(B pen. ®enepanpHoro 3akoHa ot 26.03.2020 N 67-03)

1) yrBepxnenus IlpaButenbctBoM Poccuiickoit @enepauuu mepedHsl KU3HEHHO
HEOOXOJUMBIX U BaKHEHIINX JIEKAPCTBEHHBIX MpEnapaToB, KOTOPBIA (OpMHUpPYETCs U HE pexe
OJIHOTO pasa B roJl IEpecCMaTPUBAETCS B YCTAHOBIEHHOM MM IIOPSIIKE HA OCHOBE KOMIUIEKCHOMN
OILICHKH JIEKaPCTBEHHBIX ITPENapaToB, BKIIOYAs aHAJIU3 CBEJICHUN O CPAaBHUTEIbHON KIMHUYECKOU
2¢(dEeKTUBHOCTH U 0E30MacHOCTH JICKAPCTBEHHOTO CPENCTBA, OIEHKY SKOHOMHYECKHX
MOCJIEICTBUM  ITPUMEHEHHUs JIEKaPCTBEHHOTO CpPEACTBA W M3Y4YEHUE JIOMOJHUTEIbHBIX
NOCJIEACTBUM IPUMEHEHHUSI JIEKAPCTBEHHOI'O CPEJICTBA;

(B pen. ®enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 13.07.2020 N 206-D3)

2) yTBEpXAEHHUS METOJIUKU pacueTa NpeleNbHBIX OTIYCKHBIX IIeH MPOM3BOAMTENECH Ha
JIEKapCTBEHHBIE TPEMapaThl, BKJIIOYCHHBIC B EPEUCHb KU3HEHHO HEOOXOIMMbIX M BaKHEHIITHX
JIEKapCTBEHHBIX IMPENaparoB, a TakXKe BHEIPEHHS MEXaHU3MOB (OPMHPOBAHUS CHUCTEMBI
pedepeHTHBIX 1ICH;

(B pen. @enepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-03, ot 06.06.2019 N 134-D3)

3) rocymapcTBEHHOH pETHCTpallii HPEACTbHBIX OTIYCKHBIX IE€H MPOM3BOAWTENCH Ha
JICKApPCTBCHHBIC MPEIAapaThbl, BKIIFOYCHHBIC B IICPCUCHDb JKU3HCHHO HGOGXO[[I/IMLIX 1 BaKHEHIIINX
JIEKapCTBEHHBIX MPETapaToB;

(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

4) BeZieHHs TOCYAApCTBEHHOTO peecTpa MpeesIbHbIX OTIIYCKHBIX LI€H MPOU3BOAMTENCH Ha
JICKapCTBEHHBIE MPEnapaThl, BKIIOYCHHEBIE B MEPEUYCHb KU3HEHHO HEOOXOIUMBIX U BaKHEUIITUX
JIEKapCTBEHHBIX MPENapaToB;

5) YTBCPKACHUA MCTOAUKHU YCTAHOBJICHUSA HWCIOJIHUTCIBHBIMU OpraHaMu CY6’[>CKTOB
Poccuiickoit @enepanuu MpeaeIbHBIX pa3MEPOB OMTOBBIX HAJA0aBOK M TMPEAEIbHBIX Pa3MEpOB
PO3HHUYHBIX Han6a1301< K q)aKTI/I‘-IeCKI/IM OTIIYCKHBIM ILICHAM, YCTAHOBJICHHBIM ITPOU3BOAUTCIISIMU
JIEKapCTBEHHBIX MPEINapaToB, Ha JIEKaPCTBEHHBIE MTPENapaThl, BKIIFOUEHHBIE B IEPEUEHb KUZHEHHO
HEOOXOMMBIX U BXKHEUIINX JIEKaPCTBEHHBIX MTPENapaToB;

(B pen. ®enepanpHoro 3akoHa ot 08.08.2024 N 232-D3)



6) ycTaHOBJIEHHS TpENENbHBIX Pa3MEpOB ONTOBLIX HAA0aBOK U MpEAeNbHBIX pa3MepoB
PO3HMYHBIX HAaJ0aBOK K (PAKTMUYECKUM OTIYCKHBIM II€HAM, YCTAaHOBJIEHHBIM IPOM3BOIUTEIISIMU
JIEKAPCTBEHHBIX [TPENapaToB, Ha JIEKAPCTBEHHBIE ITpenaparhl, BKJIIOUEHHBIE B IEPEYEHb )KU3HEHHO
HEOOXOIMMBIX U BXKHEUIINX JIEKaPCTBEHHBIX MTPENapaToB;

6.1) onpenenenus IIpaButenscTBOoM Poccuiickoit denepanun mopsaka 1eH000pa30BaHM
Ha HE3apErUCTPUPOBAHHBIE JIEKAPCTBEHHBIE IMpenapaThl i MEIUIUHCKOTO MPUMEHEHUS,
KOoTOpble BBe3eHbl B Poccuiickyro ®enepauuto sl OKa3aHUsS MEIUIMHCKOM MMOMOIIU IO
JKU3HEHHBIM MOKAa3aHUSIM KOHKPETHOI'O MAallMeHTa U MEXKJYHApOJHbIe HEMAaTEHTOBAHHBIE, WU
TPYNIUPOBOYHBIE, HJIM XUMUYECKHE HAUMEHOBAHUS KOTOPBIX COJIEPKATCS B MEPEYHE KUZHEHHO
HEOOXOUMBIX ¥ BaKHEHIIIHX JICKAPCTBEHHBIX MPETapaToB;
(m. 6.1 BBenen denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

7) yTBep)KIeHHUs TOpsAAKa BBIIAYM HPEANHUCAHUN HMCIIOTHUTEIBHBIM OpraHaM CyOBEKTOB
Poccuiickoit denepauu 0 TPUBEICHUU B COOTBETCTBHME C 3aKOHOAATENIBCTBOM Poccuiickoit
Qdenepaiuil  pemieHU 00 YCTaHOBJIEHUHM TpPEAETbHBIX pa3MEpOB ONTOBBIX HAA0aBOK H
IOpelelbHBIX Pa3MEPOB  PO3HUYHBIX HAA0AaBOK K (PaKTHUECKUM OTHYCKHBIM  IIE€HAM,
YCTaHOBJIEHHBIM IIPOU3BOIUTEISIMH JIEKAPCTBEHHBIX MPENAapaToOB, HA JIEKAPCTBEHHBIE IIPENapaThl,
BKJIIOUEHHBIE B M€PEUEHb KU3HEHHO HEOOXOIUMBIX U BaKHEHIINX JIEKAPCTBEHHBIX IIPENapaToB,
€CIM OHU IPHUHATBHI C HapylleHHWEM 3akoHoxarenbcTBa Poccuiickon denepauuu, B MOpsIKe,
yctaHoBiieHHOM [IpaButenscTBoM Poccuiickoit denepanuu;

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

8) HampaBlieHHsI YINOJHOMOYEHHBIM (pelepajbHbIM OPraHOM HCIOJIHMUTENBHOM BIIACTH
UCTIOJIHUTENIbHBIM OpraHaMm cy0bekToB Poccuiickoii denepanuy mpeaniucanuii 0 NpuBEICHUH B
COOTBETCTBUE C 3aKOHOIATEIbCTBOM Poccuiickoii dPenepanud TPUHATHIX C HAPYLIEHHUEM
3akoHonaTenscTBa Poccuiickoii deneparyu perieHuii 00 yCTaHOBJIEHUH MPEICIBHBIX Pa3MepoB
OINTOBBIX HAJI0ABOK M MpPENENbHBIX pa3MEPOB PO3HUYHBIX HaJ0aBOK K 1I€HAM Ha JIEKAPCTBEHHBIE
IpernapaTsl, BKIIOUYEHHBIE B MIEPEYCHDb )KU3HEHHO HEOOXOAMMBIX M BaKHEUIINX JIEKaPCTBEHHBIX
IIPENapaTos;

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

9) ocymectBieHus ¢deaepalTbHOTO0 TOCYJApCTBEHHOTO Haa3opa B cdepe oOparmeHus
JIEKapCTBEHHBIX CPEJCTB U PErMOHAJIBbHOTO TOCYJaPCTBEHHOIO KOHTPOJIS 3a IPUMEHEHHUEM LIEH Ha
JIEKapCTBEHHBIE Tpernaparbl COOTBETCTBEHHO YIOJHOMOYEHHBIMHU (elepalbHbIMU OpraHaMu
UCTIOJTHUTENILHOW BJIACTH M MCIOJIHUTENBHBIMU OopraHamu cyOwbekToB Poccuiickoii deneparyn
COTJIACHO HX KOMIIETCHIIMM B TMOpSAAKe, YycTaHoBiIeHHOM IIpaBurensctBom Poccuiickoit
denepaunu;

(B pen. @enepanbHbiX 3aKk0HOB OT 25.06.2012 N 93-D3, ot 08.08.2024 N 232-D3)

10) nmpuMeHeHus NpPeIyCMOTPEHHBIX 3aKOHOAATeNbCTBOM Poccuiickoil ®denepanuu mep
OTBETCTBEHHOCTH 3a HapyllleHHE MOpsiiKa LIEHOOOPa30BaHUS Ha JICKApCTBEHHBIE IpPENaparsl,
BKJIIOYECHHBIE B TIepeUeHb )KU3HEHHO HEOOXOIMMBIX U BKHEHIIINX JIEKAPCTBEHHBIX MPETapaToB.
(B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

2. B ycnoBuAX upe3BbYAHOM CcUTyalun M (MIM) OpPU BO3HUKHOBEHUU YIPO3BI
pacrpocTpaHeHHUsl 3a00JieBaHUs, MPECTABISAIONIETO OMACHOCTh AJISl OKPYXKAIOIIUX, a TaKkKe B
clyyae, €clii B TEUEeHHE TPUALATH KaJeHIApHBIX AHEH mocie mnpuHatus [IpaButenbcTBoM
Poccuiickoit ®enepauu  pemieHHss O TPOBEACHUM MOHMTOPUHTA PO3HMYHBIX II€H Ha
JIEKapCTBEHHBIE TIPETapaThl, HE BKIIFOUEHHBIC B TIEPEUCHB )KHU3HEHHO HEOOXOIUMBIX H BAYKHEUIITUX
JIEKapCTBEHHBIX MpEIapaToB, Ha TEPPUTOPHUIX CyOBeKTOB Poccuiickoit deneparin BbISBICH POCT
PO3HHMYHBIX IIeH Ha yKa3aHHbIEC JIEKAPCTBEHHBIE Iperaparbl Ha TPUILATh MPOLEHTOB U Ooee,
IIpaButensctBOo Poccuiickoit denepaiuy BOpaBe yCTAaHOBUTH MPEAEIIbHBIE OTIYCKHBIE IIE€HBI



POU3BOJUTENIEN Ha YyKa3aHHbIE JIEKAPCTBEHHbIE IMpemnapaThl, MpeAelbHbIE pa3Mephbl ONTOBBIX
HaIIGaBOK " MPEACIBbHBIC pasMCpPbl PO3HUYHBIX HaIIGaBOK K (baKTI/I‘-IeCKI/IM OTIIYCKHBIM ILICHaAM
POM3BOJUTENIE Ha YyKa3aHHbIE JIeKapCTBEHHbIE mpemnaparbl. [lepedeHb JeKapCTBEHHBIX
nmpenaparoB, HE BKIKUYCHHBIX B TCPCUYCHL JKU3HCHHO HGOGXOI[I/IMLIX U BaXXHEHUIIHUX
JIEKapCTBEHHBIX IPENnapaToB, U MOPSIOK ero GopmMupoBaHus omnpeaensiorcs IIpaBureascTBoM
Poccuiickoit @enepanuu.

(dacth 2 BBeneHa deaepanbHbpIM 3aKk0HOM OT 26.03.2020 N 67-D3)

3. B TeueHue neBsHOCTAa KaJCHOApHBIX JHEW co JHA yTBepkaeHus [IpaButenbcTBOM
Poccuiickoit denepanuu nepeyHs, yKa3aHHOTO B 4acTH 2 HACTOSIIEH CTaThbU, HE JIOMYCKAIOTCS
peam3anud MW OTHYCK BKIIOUCHHBIX B HCTO JICKAPCTBCHHBIX MPCIaparoB IO IMCHaM,
MPEBBIIAIOIINM MPEENIbHBIE OTITYCKHBIE IIEHbI IPOU3BOIUTENEH Ha YKa3aHHBIE JIEKAPCTBEHHbBIE
nmpenaparel, NpCACIbHBIC Pa3MCPhbl OITOBBLIX Han6a1301< U TOpCACIILHBIC PasMEpPbl PO3HHUYHBIX
Ha70aBOK K (DaKTHUECKUM OTIYCKHBIM II€HaM NMPOU3BOAMTENECH Ha yKa3aHHBIE JIEKAPCTBEHHBIE
mpemnapaTsl C y4eTOM HalloTra Ha JT00aBIEHHYIO CTOUMOCTb.

(uacte 3 BBenmeHna deaepanbHbIM 3aK0HOM OT 26.03.2020 N 67-D3)

Koncynsrantlntoc: npumeganue.
[Tonoxkenus ct. 61 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecs npeaoCTaBiICHHs TOC.
YCIIYT IOCPEACTBOM €MHON CUCTEMBI U (UJIM) €AUHOr0 noprana, npuMmenstores ¢ 01.01.2026.

Koncynprantlntoc: npumevanue.
3apeructpupoBanubie 10 07.06.2019 npeaensHbIe OTIYCKHBIE IIEHBI MOANEXKAT 00s13aTEIBHOM
nepepeructpanuu B 2019 - 2020 rogax B coorBeTcTBUH €O CT. 2 @3 0T 06.06.2019 N 134-D3.

Crarest 61. T'ocynapcTBeHHasi perucTpamusi M Iepeperucrpanusi HpeaeJbHbIX
OTHYCKHBIX IleH IPOM3BOJAMTe/eil Ha JieKapCTBeHHbIe Ipenaparbl, BKJIYEHHbIC B
NnepeYeHb KU3HEHHO He00X0AMMbIX M BaKHEHIINX JTeKAPCTBEHHBIX NIPENapaToB

(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

1. TlpenenpHas OTHOyCKHas IleHAa NPOU3BOAMUTENSI Ha JIGKAPCTBEHHBIM Mpernapar,
BKJIIOUEHHBIH B NIEpPEeYeHb KU3HEHHO HEOOXOAUMBIX M BaXKHEHUIITNX JIEKAPCTBEHHBIX MPENapaToB,
MO/JIEKUT TOCYAAPCTBEHHOM pErucTpallud B TMOpPsSAKE, YCTaHOBIEHHOM I[IpaBuUTEnsCcTBOM
Poccuiickoit @enepanun, Ha OCHOBAHMM HAMNPABIECHHOTO IOCPEACTBOM E€IMHOrO IMOpTaja B
YIIOTHOMOYEHHBIN (penepanbHblii OpraH WCIOJHUTEIBHOW BIACTH WM JIMYHBIA KaOWHET
YIIOJTHOMOYEHHOTO (hefiepaIbHOr0 OpraHa HCIHOJHUTENIbHOM BIACTH B €IUHOU CHCTEME,
MOJMMCAHHOTO YCHJICHHOW KBATU(DUIIMPOBAHHOMN 3JIEKTPOHHOM MOAMUCHIO 3asiBICHUS JepKaTeIs
WIM  BJAJENbLA  PErMCTPALIMOHHOIO  YJOCTOBEPEHMS  JIEKAPCTBEHHOrO  IIpenapara
(YIOJTHOMOYEHHOI'O UM JIMLIA).

(B pen. ®enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

2. 3aperucTpupoBaHHas NpeAeabHas OTIYCKHAs 1[€Ha MPOU3BOAMTENS Ha JIEKAPCTBEHHBIN
Ipernapar, BKIIOYEHHbIH B ME€pEeYeHb KMU3HEHHO HEOOXOIUMBIX M BAXKHEWIIMX JIEKaPCTBEHHBIX
IpenapaToB, MOXKET ObITh IEPEPEruCTPUPOBAHA B CTOPOHY YBEIHUEHHS OJIMH pa3 B KaJCHIApPHOM
rojly Ha OCHOBaHMM HAIPaBJIEHHOTO 70 1 OKTAOpPs Ka)kA0ro roja nocpeacTBOM eIUHOI0 mopTaia
B YIOJHOMOYEHHBIN (enepaiabHbIii OpraH HCHOJIHHUTENbHOM BIACTH WM JIMYHBIA KaOWUHET
YIOJIHOMOYEHHOr0 (hpefiepalIbHOr0 OpraHa HCIOJHUTENIBHOW BIAacTH B €IUHOW CHCTEME,
MOJIMMCAHHOTO YCHJIEHHOW KBaTH(PUIMPOBAHHOHN 3JIEKTPOHHOM MOIMHCHIO 3asBICHUS AeprKaTels
WIM  BJIAJENblia  PErHCTPAllMOHHOTO  yOOCTOBEPEHMs  JIEKAPCTBEHHOIO  IIpernapara
(YIOJTHOMOYEHHOI'O UM JIMLIA).



(B pen. ®enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

3. 3apeructpupoBaHHas MpejelibHas OTIIYCKHAs I[eHa MPOU3BOJUTEINS Ha JIEKApCTBEHHBIM
npenapar, BKIIOYCHHBIM B TIEPEUYCHb KU3HEHHO HEOOXOAMMBIX M BOKHEHUIIIHMX JICKAPCTBEHHBIX
MpernapaToB, MOXET OBITh MEepPEeperucTPUpPOBaHAa B CTOPOHY CHIDKEHUS HAa OCHOBaHUU
HaIpaBJIEHHOTO IOCPEICTBOM €IMHOTO TMOopTaja B YIOJHOMOYECHHBIM (eaepaabHbIil OpraH
WCTIOTHUTENIbHON BJIACTH WM JUYHBIA KaOWHET YIOJHOMOUYEHHOTO (heepaibHOro OpraHa
WCIIOJTHUTEIIBHOW BJIACTH B €WHOM CHCTEME, TOJIMHUCAHHOTO YCHJICHHOW KBaJIU(HUITMPOBAHHON
AJIEKTPOHHOM  TOJNUCHIO  3asBJICHUS  JepiKaTelss WM BIaJeiblla PErucTPallMOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpemnapara (yIoJJHOMOYEHHOTO MM JIUIIA).

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4. Jlepxatenb WIM BIaJeNel] PETUCTPAMOHHOTO YJOCTOBEPEHHUs JIEKAPCTBEHHOTO
npemnapata (yImOJTHOMOYEHHOE UM JIMIIO) O0s3aH HAIMPaBUTh MOCPEICTBOM €IUHOTO MOpTaia B
YIOJHOMOYCHHBIH (eepaibHbId OpraH WCIOJHHUTEIBHOW BIACTH WJIM JUYHBIA KaOWHET
YIIOJTHOMOYEHHOTO (peepabHOTO OpraHa WCHOJHUTENBHON BIAaCTH B €IUHOW CHCTEME
MOAMUCAHHOE YCHUJICHHOW KBAJIU(DUITMPOBAHHOW AJEKTPOHHOW TOJIMUCHIO 3asBICHHE O
MEPEPErUCTPALIUA 3aPETUCTPUPOBAHHON TMPEACIIBHON OTIYCKHOW LIEHbl MPOU3BOJIMTENS Ha
JIEeKapCTBEHHBIN Ipernapar, BKIIOUYEHHBIM B MepedeHb KU3HEHHO HEOOXOIUMBIX U BaKHEMIIUX
JIEKapCTBEHHBIX MPENapaToB, B CTOPOHY CHUXKEHHUSI B CIIEIYIOLIUX CIIydasiX:

(B pen. ®enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

1) cHmwkeHHMe 1eHbl B MHOCTPAHHOM BAJIIOTE Ha JIEKAPCTBEHHBIM IIpenapar B CTpaHe
IPOM3BOAUTENS U (WIN) B CTpaHaX, B KOTOPBIX JEKApCTBEHHBIM MpenapaT 3aperuCTpUpPOBaH U
(uM) B KOTOPBIE MOCTABIISIETCS TPOU3BOIUTEIIEM;

2) CHIDKEHHE 1IeH Ha peepeHTHBIE JIGKAPCTBEHHBIC MIPEapaThl B COOTBETCTBUU C TYHKTOM
1 Hacrosmed dYacTH (11 COOTBETCTBYIOIIMX  BOCHPOU3BEACHHBIX, OMOAHAJIOTOBBIX
(6uomog00HBIX ) JIEKAPCTBEHHBIX MPENapaToB);

3) mpeBbllIEHUWE MPEAEIbHOM OTIYCKHOM II€Hbl Ha TEPBbI BOCIPOM3BEIEHHBIMH,
OmoaHaIOroBbIl (OMOMOAOOHBIN) JIEKAPCTBEHHBIM MpenapaT WHOCTPAHHOTO MPOW3BOACTBA HAJ
IpeeTbHON OTITYCKHOM IIEHOW MPOU3BOIUTEINS HA BTOPOW BOCIIPOU3BEICHHBIN, OM0aHATIOTOBBIN
(buomomOOHBIN) JIEKapCTBEHHBIM Tperapar, pacCYUTAaHHONW B COOTBETCTBUM C METOJUKOM,
yrBepxkaeHHoM I IpaBurensctBoM Poccuiickoit @eneparuu;

4) TIpeBBINICHHE TPEACIbHOW OTIIYCKHOM II€Hbl Ha TIEPBBIM BOCIPOHM3BE/ICHHBIN,
OnoaHanoroBblii (0MOMOI00HBIN) JTEKapCTBEHHBIH MpenapaT NPOU3BOIUTENS TOCYJapCTBa - YIeHa
EBpa3zuiickoro 3KOHOMHUYECKOTO COI03a HaJl MPENeTbHON OTIMYCKHOW IIEHOW MPOW3BOJIUTENS Ha
BTOPOIl BOCIIPOU3BEACHHBIN, OMOAaHANOTOBBIA (OMOMOMOOHBIN) JIEKAPCTBEHHBIM Mpenapar
MPOU3BOAUTENS TOCYIapCTBA - YjeHa EBpa3zuiickoro 3KOHOMHUYECKOTO COK03a, pACCUMTAaHHOW B
COOTBETCTBUU C METOIUKOM, yTBepxkaAcHHOU [IpaBurensctBoM Poccniickon denepanun.

5. Ilopsamoxk mepeperucTpalvy 3apeTMCTPUPOBAHHBIX IMPEICNBHBIX OTIYCKHBIX LEH
IIPOU3BOJUTENICH Ha JIEKapCTBEHHBIE IPENApaThl, BKIIOYECHHBIC B IIEPEYEHb IKU3HEHHO
HEOOXOJMMBIX M BaKHEMIINX JIEKapCTBEHHBIX NpPENapaToB, B CiIydasX, MPelyCMOTPEHHBIX
qacTAMH 2 - 4 HacTosIIEel cTaThy, ycTaHaBnuBaeTcs [IpasurensctBom Poccuiickoit denepannn.

6. DOKOHOMHUYECKMU aHaldu3 MpPeAeIbHON OTHYCKHOM I1I€Hbl MPOU3BOAUTENS Ha
HeKapCTBeHHBIﬁ HpenapaT, BKJIIO‘IGHHLIﬁ B HepequL JKN3HCHHO HGOGXOI[I/IMLIX 148 BB.)KHGﬁHIHX
JIEKapCTBEHHBIX TIPENapaToB, MPU €€ TOCYAAPCTBEHHOW pPETHUCTpaIliy WM TepeperucTparnu
OCYIIECTBIIsIETCS (hefiepabHBIM OPraHOM UCIIOTHUTEIbHON BIACTH, OCYILECTBIISIONUM (DYHKITHH
MO TIPUHSATHIO HOPMATHBHBIX MPABOBBIX aKTOB W KOHTPOJIIO 32 COOJIIOICHHEM 3aKOHOIaTeILCTBA



B c(hepe rocyaapCTBEHHOTO PETyJIUPOBaHUS 1IeH (TapudoB) Ha TOBAPHI (YCIYTH).

7. Pacder nmpenenbHbIX OTIYCKHBIX 1IEH, YKa3aHHBIX B 4acTAX | ¥ 2 HACTOALIEH cTaThu, IpU
UX TOCYIapCTBEHHOW PETHUCTPALMU WU MEPEPETUCTPALMU OCYIIECTBISIETCS B COOTBETCTBUH C
METOAMKOM, yrBepxkacHHOU [IpaBurensctBoMm Poccuiickont denepanuy U yYUTHIBAKOIIEH B TOM
YHUCIIe:

1) cobmogenune OanaHca WHTEPECOB NOTPEOUTENEH JEKapCTBEHHBIX Ipernaparos,
BKJIFOUCHHBIX B MIEPEUCHb KU3HEHHO HEOOXOIMMBIX M BOKHEHIIIHMX JIEKAPCTBEHHBIX MPETApaToB,
n HpOI/I3BO[[I/ITeJICI71 JICKAPCTBCHHLIX IMPCIapaToB, BKIOYCHHBIX B TICPCUCHL JKU3HCHHO
HEOOXOMMBIX U BaKHEHUIINX JIEKaPCTBEHHBIX ITPETIapaToB;

2) QaxTHuecKyl0 OTIYCKHYIO IIeHy Ha JeKapCTBeHHble mpemnapatsl B Poccuiickoit
®denepanuu, [IEHY BBO3a JICKAPCTBEHHBIX IpenapaToB B Poccuiickyro denepannio, a TakKe [EHbI
Ha aHaJOrMYHbIE JIEKapCTBEHHBIE NpenapaThl, Haxonsdmmecs B oOpamieHun B Poccuiickoii
denepanuu;

3) 3aTpaThl MPOU3BOAUTEIIS JEKAPCTBEHHOTO MpernapaTa Ha MPOU3BOJICTBO U PEaTH3AIHIO
JIEKapCTBEHHOTO Npenapara;

4) neHy Ha JIEKapCTBEHHBIN Ipenapar, ero LeHy B CTPaHE MPOU3BOIUTENSA U B CTpaHax, B
KOTOPBIX JIEKAPCTBEHHBIM IpenapaT 3aperucTpupoBaH M (WIM) B KOTOpBIE IOCTABISETCS
IIPOU3BOJUTEINIEM.

8. He nmomyckarorcs peanuzanus UM OTIYCK JIEKAPCTBEHHBIX IMPENapaToB, BKIIOUYEHHBIX B
NepeYeHb KU3HEHHO HEOOXOJMMBIX M BAXKHEUIIHMX JIEKAPCTBEHHBIX IMpENnaparoB, Ha KOTOPBIC
MIPOU3BOIUTENIIMUA JIEKAPCTBEHHBIX IPENapaToB HE 3aperucTpUpoBaHa MpejesbHas OTIYCKHas
LIEHa, peaJu3alns IPOU3BOJUTENSMU JIEKAPCTBEHHBIX MPENapaTroB MO IEHaM, MPEBbIIAIONIUM
3aperUCTPUPOBAHHBIE WM [EPEPEeruCTPUPOBAHHBIE TpEJeNbHbIE OTIYCKHbIE II€Hbl Ha
JIeKapCTBEHHBIE MTPEnapaThl ¢ y4eTOM Hajora Ha 100aBIEHHYIO CTOUMOCTb.

9. Oco0eHHOCTH TOCYIAapCTBEHHOI'O pETYJIUPOBAHUS TMPENEIbHBIX OTHYCKHBIX LIEH
IPOU3BOJIUTENICH Ha JIEKAPCTBEHHBIE IIpENapaThl, BKIIOUEHHBbIE B IIE€PEUEHb >KU3HEHHO
HEOOXOUMBIX M BaXKHEHUIINX JIEKAPCTBEHHBIX MPENapaToB, B 3aBUCUMOCTH OT 9KOHOMUYECKHUX U
(uM) coLMANBHBIX KPUTEPUEB (M3MEHEHHME YCJIOBMM, MOpsAKAa M CTOMMOCTH ITPOM3BOJICTBA
JIEKapCTBEHHBIX  IPENapaToB, HCIIOJb30BaHUE HOBBIX (OpPM, METOJAOB U  CHOCOOOB
rOCyIapCTBEHHOT'O PETYJIMPOBAHUS 1IEH Ha JIEKAPCTBEHHBIE NIPENapaThl, B TOM YUCIIE HA OCHOBE
MeXaHu3Ma pePepeHTHOro IEHOOOpa30BaHUs, W3MEHEHHUN MOpsAKa OKa3aHWUS MEIUIIMHCKON
IIOMOIIY, W3MEHEHUE Kypca HMHOCTPAHHOH BaJIOTHI U HMHBIE M3MEHEHMs) YCTAHABIUBAIOTCS
IIpaButenscTBOM Poccuiickoit denepanuu.

(B pen. @enepanbHoro 3akoHa ot 08.03.2022 N 46-D3)

Cratbs 62. 'ocynapcTBeHHbBII peecTp NpeAebHbIX OTIYCKHBIX IIeH IPOM3BOANTE e
HA JIeKapCTBEHHbIEC Ipenaparbl, BKJIIYEHHbIe B IepeYeHb KM3HEHHO HEeO00XOAMMBIX U
BaKHeHIINX JIeKAPCTBEHHBIX MPenapaToB

1. 3apeructpupoBaHHBIE WM IEPEPErHMCTPUPOBAHHBIE IPEIEIbHBIE OTIYCKHBIE IIEHBI
NPOM3BOANTENCH Ha JIEKApCTBEHHBIC IIpenapaThl, BKJIIOUCHHbIE B IEPEYeHb IKU3HEHHO
HGO6XOI[I/IMLIX U BaXHEHUITNX JICKAPpCTBCHHBIX MpPCIaparoB, MNOMJICKAT BKIHOYCHHUIO B
TOCYAapCTBEHHBIH PEEeCTp MPEaeNbHBIX OTIYCKHBIX II€H NMPOU3BOJHUTENEH Ha JIEKapCTBEHHBIC
npenaparsbl, BKIIOUCHHBIC B MICPCUYCHb KMU3HCHHO HGOGXOZ[I/IMLIX 1 BaKHEHUIIINX JICKApPCTBCHHBIX
Ipenaparos.

(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-D3)



2. TocymapCTBEHHBIN peecTp MNPEACbHBIX OTIYCKHBIX II€H MPOU3BOAUTENEH Ha
JICKApPCTBCHHBLIC MPEIApaThbl, BKIIFOUYCHHBIC B IICPCUCHDb JKU3HCHHO HGOGXOI[I/IMLIX U BaXXHEUINNX
JIEKapCTBEHHBIX MPENapaToB, COAEPKUT B cede cienyromyo nHpopMaluio:

1) HauMeHOBaHuWE JepXkaTeins WM BIaAEIbla PETUCTPALMOHHOIO YAOCTOBEPEHUS
JIEKApCTBEHHOI'0 Ipernapara, HAaWMEHOBAHME IPOM3BOJIUTENS JIEKApCTBEHHOIO Iperapara,
CBEICHMSI O PETUCTPALUU JeprKaTelld WM BIAJENIbla PETUCTPALIMOHHOTO YAOCTOBEPEHUS
JIEKApCTBEHHOI'O0 IpernapaTra, CBEICHHMS O PETHCTpalyyd IPOU3BOAUTENS JIEKAPCTBEHHOIO
npernapara Juis MEAMIMHCKOTO NIPUMEHEHHsS B KadyeCTBE HAJIOTOIUIATEbIIMKa B CTpaHE
peructpauuu (ISl  POCCHICKUX IOPUAMYECKUX JIML - HJIEHTU(GUKALUOHHBIA HOMEp
Hanoromvarensiyka (MHH), myig MHOCTpaHHBIX IOPUAMYECKHMX JIMIL - CTpaHa PETUCTpalMH,
HaVMEHOBAHHME PETHCTPUPYIOIIETO OpPraHa, perucTpalMOHHbIA HOMEP, KOJ HaJOroIIaTeabIuKa
B CTpaHe perucTpauu (MHKOPHOpALMM) WJIM €ro aHajor), MeCTO HaXOXIEHUs
MPOU3BOJCTBEHHBIX IUIOMAJ0K, YYACTBYIOIIMX B MPOLECCE MPOU3BOJACTBA JIEKAPCTBEHHOIO
npernapara, ¢ yka3aHUeM CTaJIuu Ipolecca IPOU3BOICTBA;

(m. 1 B pen. @eaepanpHoro 3akoHa ot 28.12.2017 N 425-D3)

2) HaUMEHOBAHUE JIEKApPCTBEHHOT'O IpenapaTta (MEXKIyHapOJHOE HEMAaTEHTOBAaHHOE, WM
IPyNIMPOBOYHOE, MM XUMHUECKOE U TOPIrOBOE HAUMEHOBAHMS);
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) HOMEp PErHCTPANMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO TIpenapara;

4) nexapctBeHHas ¢opMa C yKa3aHHEM JTO3UPOBKH JIGKAPCTBEHHOTO Tperapara U €ero
KOJIMYECTBA BO BTOPUYHOM (MTOTPEOUTEIIHCKOM) YIIAKOBKE, a TAKKE KOMIUICKTHOCTb;
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

5) 3aperucTpupoBaHHAs IpeleNbHAs OTIYCKHAs II€HA Ha JIGKAPCTBEHHBIM Iperapar B
pyoIIsx;
(B pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

6) mata ¥ HOMEp IpHKa3a YHNOJHOMOYEHHOTO (enepaabHOro OpraHa HCIOJHUTEIHHON
BJIACTH O TOCYIAPCTBEHHOW PErHCTPalMy WM MEPEPETHCTPALH MPEAETbHON OTIYCKHOM LIEHBI
Ha JISKapCTBEHHBIH Mpenapar, BKJIUYEHHBIN B IepeueHb )KU3HEHHO HEOOXOIUMBIX U BayKHEHIIINX
JIEKapCTBEHHBIX MPETapaToB;

(B pen. @enepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-@3, ot 06.06.2019 N 134-D3)

6.1) mata BcTymIeHHS B CHJIY TNpUKa3a YIOJHOMOYEHHOTO (elepalbHOro opraHa
WCTIOJTHUTENILHOM BJIACTH O TOCYIAPCTBEHHON PETUCTPAlMU WM TIEPEPETUCTPALUU TIPEISTbHON
OTITYCKHON II€HBI MPOW3BOAMTENS] Ha JICKAPCTBEHHBIM NpenapaTr, BKIIOYCHHBIA B IEPEYCHb
YKU3HEHHO HEOOXOIMMBIX U BKHEHUIIINX JIEKAPCTBEHHBIX MMPEMapaTOB;

(m. 6.1 BBeneH denepanbubiM 3akoHOM OT 06.06.2019 N 134-D3)

7) INTPUXOBOM KOJ, HAHECEHHBI Ha BTOPUYHYIO (MIOTPEOUTENIBCKYIO) YHAKOBKY
JIEKapCTBEHHOT'O Mpenapara;
(n. 7 BBenieH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8) Kom JIeKapCTBEHHOIO IIpermapara [0  aHATOMO-TEPaNeBTUYECKO-XUMHUYECKON
KJaccu(puKaluy, peKOMEH10BaHHON BceMupHO#t opranu3anmeit 3/paBoOXpaHeHusl.
(m. 8 BBenmeH DeaepanbHbBIM 3aK0OHOM OT 22.12.2014 N 429-D3)

3. I'ocynapcTBeHHasl perucTpanus WIA IepeperucTpanns npeaeibHbIX OTIIYCKHbBIX LIEH Ha
JIEKapCTBEHHbIE IIPENapaThl, BKIOYEHHbIE B MEpeUeHb )KU3HEHHO HEOOXOJUMBIX U Ba)KHEHIINX
JIEKapCTBEHHBIX IIPENAapaToOB, BEIEHNUE TOCYAAPCTBEHHOIO PEECTPA IPEAEIbHBIX OTIIYCKHBIX LICH



POU3BOJUTENIE Ha JIEKapCTBEHHbIE MIperapaThl, BKIIOYEHHbIE B TMEpeYeHb >KU3HEHHO
HEOOXOJMMBIX M BaXHEUIIMX JIEKAPCTBEHHBIX IPENapaTroB, OCYIIECTBISIOTCA B TOPSJIKE,
yctaHoBiieHHOM [IpaButenscTBoM Poccuiickoit @enepanuu.

(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

Crarbst 63. YcTaHOBJICHHE HCIIOJHUTENbHBIMM OpraHamMm cy0bexkToB Poccuiickoii
®enepanun npegeabHbIX Pa3sMepoB ONTOBBIX HaA0aBOK M INpelejbHbIX pa3MepoB
PO3HMYHBIX HaA0aBOK K (aKTHYeCKHM OTHYCKHBIM I€HAM, YCTAHOBJICHHbIM
NPOU3BOJMTEISAMH JIEKADCTBEHHBIX IPeNapaTroB, Ha JIeKAPCTBEHHbIe Mpenaparsbl,
BKJIIOYECHHbIC B IepevYeHb JKM3HEHHO He00XOAMMBIX M BaXKHEHIIHX JIEKAPCTBEHHBIX
npenaparos
(B pen. @enepanbHbIX 3aKk0HOB 0T 27.12.2019 N 475-03, ot 08.08.2024 N 232-03)

1. HcnomuutensHble opraHbl cyObekToB Poccuiickoit ®enepanuu ycTaHaBIUBAIOT
npeenbHble pa3Mepbl ONTOBBIX HAJ0aBOK M NpeeNbHbIE pa3Mepbl PO3HUYHBIX Hal0aBOK K
(akTHUECKUM OTIMYCKHBIM IeHaMm (0e3 ydera Hamora Ha J00aBICHHYIO CTOMMOCTB),
YCTaHOBJICHHBIM IIPOU3BOAUTENSIMH JIEKaPCTBEHHBIX IPENApaToOB, HA JIEKAPCTBCHHBIE IIPENAPATHL,
BKJIIOYECHHBIE B TIepEUEHb KU3HEHHO HEOOXOIMMBIX M BaKHEHIINX JIGKAPCTBEHHBIX IPENapaTos,
B COOTBETCTBUHU C YTBEPXKIECHHOW B mopsnke, yctaHoBilieHHOM IIpaButensctBoM Poccuiickoit
Ddenepalui, METOAUKON YCTAaHOBJICHUS! MCIIOJHUTEIBHBIMH OpraHaMu cyObekToB Poccuiickoii
denepanuy NpeienbHbIX Pa3MEpPOB ONTOBBIX HAA0AaBOK M IpPENENbHBIX Pa3MEPOB PO3HUYHBIX
Haj0aBOK K  (DaKTUYECKMM  OTIYCKHBIM II€HaM, YCTAHOBJIGHHBIM  IPOU3BOIAMTEISIMU
JIEKapPCTBEHHBIX MPENAapaTOB, HA JICKAPCTBEHHBIE ITPENapaThl, BKIIFOUEHHBIE B IEPEYEHB KU3HEHHO
HEOOXOIMMBIX U BaKHEHMIITNX JIEKAPCTBEHHBIX MpenapaToB. [IpoeKThI penieHnii HCTIOTHUTENbHBIX
opraHoB cyObekToB Poccuiickoit denepanyu 00 yCTaHOBICHUH U (MJIM) U3MEHEHUH TIPEIeTbHBIX
pa3MepoB ONTOBBIX HAA0ABOK U IMPENEIbHBIX Pa3MEPOB PO3SHUYHBIX HAT0ABOK K (PaKTHUECKUM
OTIIYCKHBIM II€HaM, YCTAaHOBJICHHBIM IIPOM3BOJUTEIIAIMU JICKAPCTBEHHBIX IIPENapaToB, Ha
JIeKapCTBEHHbIE MpEenapaThl, BKIOYEHHBIC B MepeueHb KU3HEHHO HEOOXOIUMBIX U Ba)KHEHIINX
JIEKapCTBEHHBIX MPENapaToB, IOJJIEKAT COIVIACOBAHUIO C YIOJIHOMOYEHHBIM (heepaibHbIM
OpPTraHOM HCIIOJIHUTENIBHOW BJIACTH, OCYLIECTBISIONIMM (YHKIHU 1O MPUHATHUIO HOPMAaTHBHBIX
IIPAaBOBBIX AKTOB M KOHTPOJIIO 3a COOJIOJEHUEM 3aKOHOJATENILCTBA B c(pepe rocy1apcTBEHHOIO
perynupoBanus 1eH (TapudoB) Ha TOBapbl (yCIOyru), B TMOPSAKE, YCTAaHOBICHHOM
IIpaButenscTBOM Poccuiickoit denepanuu.

(B pexn. denepanbHbIX 3aK0HOB 0T 13.07.2015 N 241-D3, o1 27.12.2019 N 475-D3, o1 08.08.2024
N 232-®3)

2. OpraHuzaiu ONTOBOM TOPTOBIM  JICGKAPCTBEHHBIMH  CpPEJICTBAMH, ANTEUHbIE
OpraHu3aluy, WHUBHlyaJIbHbIC peANpUHAMATEIH, UMEIOIINE JULEH3UI0 Ha
(dapMaleBTUYECKYIO ACSITENbHOCTh, MEIUIIMHCKHE OpTraHHW3allH, HWMEIIIME JHICH3UI0 Ha
(dapMaleBTUYECKYIO JIEATENbHOCTh, U MX 000COOJIEHHBIE MOJpPA3/AEICHUs, PACIONOKEHHbIE B
CeIbCKUX HACENEHHBIX IMYHKTaX, B KOTOPBIX OTCYTCTBYIOT aIlT€UHbIE OpraHU3alNH,
OCYLIECTBIISIIOT PEaTN3alMI0 JEKaPCTBEHHBIX MPENapaToB, BKIOYEHHBIX B IE€PEYEHb KU3HEHHO
HEOOXOUMBIX U BKHEHUIIINX JIEKAPCTBEHHBIX MPEMapaToB, MO IeHaM, KOTOpbIe (HOPMHUPYIOTCS B
COOTBETCTBUU C TOPSIAKOM, ycTaHOBieHHbIM IIpaButenbctBoM Poccuiickoit ®enepanuu, u
YpOBEHB KOTOPHIX (0€3 yuera Hajora Ha JOOaBICHHYIO CTOMMOCTh) HE TOJKECH MPEBHIIIATH CYMMY
dakTHyeCKO OTIMYCKHOM IIE€HBI, YCTAHOBJICHHON MPOU3BOIAUTENEM JIEKAPCTBEHHOTO Mpenapara,
HE IPEBBIIAIONIEH 3aPETUCTPUPOBAHHON WIM IIEPEPErUCTPUPOBAHHOMN IPEACIBHON OTIIYCKHOU
LEHbl MPOM3BOAUTENA (Ha JaTy peaju3allid JIEKapCTBEHHOTO Ipernapara MpOU3BOAHUTENEM), U
pasMepa ONTOBOM HamO0aBKU W (WJIM) pa3Mepa PO3HUYHOW HAN0aBKU, HE TPEBBIIIAIONINX
COOTBETCTBEHHO pa3Mepa MpeeabHON ONTOBOM HamOaBku W (WJIM) pasMmepa MpeaesbHOU
PO3HUYHON Ha/I0aBKH, YCTAHOBJICHHBIX B cyOBekTe Poccuiickoii Demeparium.

(B pen. ®enepanbHbIX 3aKk0HOB 0T 27.12.2019 N 475-D3, ot 08.08.2024 N 323-D3)



3. HWcnomHurtenbHble OpraHbl cyObekTOB Poccuiickoit denepamuui pa3MenialoT B CETH
"UnrepHer" wuH(pOpMAIMIO O 3apEeTHCTPUPOBAHHBIX TPEAEIbHBIX  OTHYCKHBIX — I[€HAX
POU3BOJUTENIE Ha JIEKapCTBEHHbIE MIperapaThl, BKIIOYEHHbIE B TMEpeyeHb KU3HEHHO
HEOOXOUMBIX W BAXHEHIIMX JICKAPCTBEHHBIX IPENaparoB, 00 YCTAHOBIEHHBIX B CYyOBEKTe
Poccuiickoit denepanuu mpeAeNbHBIX pa3Mepax OMNTOBBIX HAI0aBOK M (MJIM) TIPEaeTbHBIX
pasMepax pO3HUYHBIX HAA0AaBOK K YCTAHOBJIICHHBIM MPOU3BOJUTENSIMUA JIEKAPCTBEHHBIX
npenapaToB ()akTHUECKUM OTIYCKHBIM ILI€HaM Ha JIEKapCTBEHHbIE IMpenaparhbl, BKIIOUYEHHBIE B
HepeveHb )KU3HEHHO HEOOXOAUMBIX U BAKHEHUIITNX JIEKaPCTBEHHBIX MPENApaToOB, a TAKXKE O CYMME
3apETUCTPUPOBAHHBIX TPEIENbHBIX OTIYCKHBIX LI€H NPOU3BOJAUTENIEH Ha JIeKapCTBEHHbBIE
mpenaparsl, BKJIIOYCHHBIE B MEPEUYCHb KU3HEHHO HEOOXOIMMBIX M BOKHEUIINX JIEKApCTBEHHBIX
MpenaparoB, YCTAaHOBJEHHBIX B cyObekTe Poccuiickoit denepanuu npeaenbHBIX pa3MEpOB
OTITOBBIX HAJ0aBOK U MpEAETIbHBIX Pa3MEPOB PO3HUYHBIX HAJ0ABOK M HAJOTa Ha JOOABICHHYIO
ctouMocTh. MHbopMarus, mperycMOTpeHHAast HACTOSIEH 4acThlo, TOJKHA HAXOUTHCS TaKKE B
aNTEeYHbIX OPTaHU3AlUAX B TOCTYITHOU JIJIS BCEX 3aWHTEPECOBAHHBIX JHI] (hOpME U OOHOBISATHCS
Mo Mepe €€ pa3MEICHUs WCIIOTHUTEIBHBIMA OpraHaMu cyOBhekToB Poccuiickoit denepanun B
cetu "UHTepHer".

(B pen. ®enepanbHbIX 3aKk0HOB 0T 27.12.2019 N 475-D3, ot 08.08.2024 N 232-D3)

4. Ytpatun cuiy ¢ 1 mapta 2020 roaa. - ®enepanpublii 3akon oT 27.12.2019 N 475-03.

I'naa 13. MOHUTOPHUHI DOPEKTUBHOCTU U BE3OIMACHOCTH
JIEKAPCTBEHHBIX IPETAPATOB, HAXOJALNXCSA B OGPAILIEHUA
B POCCHMICKOM ®EJEPAIIUA
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Crarba 64. ®apmakoHaazop
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. JlekapcTBeHHBIC TIpenaparbl, Haxojsmmecs B oopamennu B Poccuiickoit deneparuu,
MOJJIe)KaT MOHUTOPUHTY I(P(HEKTUBHOCTU W OE30MACHOCTH B IIENSX BBIIBICHUS BO3MOXKHBIX
HEraTUBHBIX  TOCHEACTBMA WX  NPUMEHEHHUS, HWHIUBUAYAIbHOH  HENEPEeHOCUMOCTH,
npeaynpexiacHuss MCEAULIUHCKUX pa6OTHI/IKOB, CIICIINaJIuCTOB B 06HaCTI/I BCTCPUHAPUH,
MAIMEHTOB WJIM BJAJEJbIEB KUBOTHBIX U UX 3aLIUTHl OT MPUMEHEHUS TaKUX JIEKapCTBEHHBIX
IIPENnapaToB.

(B pen. ®enepanpHoro 3akoHa ot 02.08.2019 N 297-D3)

2. ®apMakoHa[30p OCYIIECTBISIETCS COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (eiepaTbHbIM
OpraHOM HCIIOJIHUTENBHON BJACTU B YCTAHOBJIEHHOM MM TOpSAKE C y4yeToM TpeboBaHUM
Hacrosimero denepanbHOro 3aKOHa M aKTOB, COCTaBsitoUIMX mpaBo Coro3a, MyTeM aHaIn3a
MPEA0CTaBIIeMON CyOBEeKTaMH OOpaIIeHUs JIEKaPCTBEHHBIX CPEACTB MH(POPMALIMK O MOOOYHBIX
NeMCTBUSAX, HEXKENATENbHBIX PEAKIUAX, CEPhE3HBIX HEXKENATEIbHbBIX PEaKIHsIX, HEPEABHICHHBIX
HE)KeNaTeJIbHbIX PEeaKIMIX NMPU MPUMEHEHHUH JIEKAPCTBEHHBIX MPENapaToB, 00 HHAUBUIYaTbHON
HEMEePEHOCUMOCTH, OTCYTCTBUHU 3((HEKTUBHOCTH JIEKAPCTBEHHBIX MPENapaToB, a TakkKe 00 MHBIX
dakTax ¥ OOCTOATENHCTBAX, MPEJCTABIAIOMIUX YIPO3y >KU3HH WM 3]I0POBBIO YelloBeKa JHOO0
KMBOTHOTO IPHU TNPHUMEHEHHH JIEKapCTBEHHBIX IPENapaToB M BBIABICHHBIX Ha BCEX ATamax
oOparieHus JeKapCcTBEHHBIX MpenapaToB B Poccutickoit denepanuu 1 Ipyrux rocy1apcTBax.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

3. CyObekTbl O0O0paleHusi JIeKapCTBEHHBIX CPEACTB B IMOPSJIKE, YCTaHOBICHHOM
YIIOJHOMOYCHHBIM q)ellepaHLHBIM OpraHom HUCIIOJIHUTEILHOU BJIacCTu, 06}138.HBI COOGH_IaTB B
YIOJIHOMOYEHHBIH (PeiepaibHblii OpraH HMCIOJHUTEILHON BJIACTH O TMOOOYHBIX JICHCTBUSX,
HEXKEIAaTCIbHbIX pCaKknuix, CCPBE3HBIX HEXKCIATCIbHBIX peaknuiax, HETIPCABUACHHBIX



HE)KeNaTeIbHBIX PEAKIMAX PU IPUMEHEHHHN JIEKapCTBEHHBIX MPEnapaTroB, 00 HHANBUAYAIbHOM
HEMEePEHOCUMOCTH, OTCYTCTBUHU 3((HEKTUBHOCTH JIEKAPCTBEHHBIX MPENapaToB, a TakkKe 00 MHBIX
daxkTax u 0OCTOATENBCTBAX, MPEACTABISAIONINX YIPO3Y JKU3HH WM 37I0POBBIO YeJIOBEKa JIHOO
KMBOTHOTO IPHU TNPHUMEHEHHH JIEKapCTBEHHBIX IPENapaToB M BBIABICHHBIX Ha BCEX ATamax
oOparreHus JeKapCTBEHHBIX MpernapaToB B Poccuiickoit Denepanuu 1 Ipyrux rocy1apcTBax.

4. JlepkaTenu WM BIAJENbIBl PETUCTPAIMOHHBIX YAOCTOBEPEHUM JIEKAPCTBEHHBIX
IIpenaparoB, OPUIWYECKHE JIMLA, Ha HWMsI KOTOPBIX BBIJAHBl Pa3pelICHHs HAa NPOBEICHUE
KIIMHUYECKNX HcchenoBanuil B Poccuiickoit denepanuu, OO yIOJTHOMOUYEHHBIE UMH JIPYTHE
IOpUAMYECKHUE JMIla B paMKax oOecriedeHHs O€30MacHOCTH JIEKapCTBEHHBIX IMpernapaTroB B
MOPsIIKE, YCTAHOBICHHOM COOTBETCTBYIOIIUM YIOJHOMOYECHHBIM (pelepallbHbIM OpraHOM
UCIIOJTHUTENIHOM BJacTH, 00s3aHbl OCYLIECTBIATH MPUEM, y4eT, 00padOTKy, aHaJIN3 U XpaHEHHE
MOCTYMAIONINX B UX aJpPeC OT CYOBEKTOB OOpalleHUs JIEKAPCTBEHHBIX CPEICTB M OPraHOB
rOCy/IapCTBEHHOW BJIACTU COOOILIEHUH O MOOOYHBIX JCHCTBHSIX, HEXKENATEIbHBIX PEaKIUsX,
CEPBE3HBIX HEXKENATEIbHBIX M HENPEIBUICHHBIX HEXKEATEIbHBIX PEAKUUIX MPU MPUMEHECHUU
JIEKapCTBEHHBIX IIPENapaToB, 00 0COOEHHOCTAX UX B3aUMOACHCTBHUS C JPYTMMHU JIEKAPCTBEHHBIMU
npernapaTamMy, WHIWBHUAYadbHOW HEMEPEHOCHUMOCTH, a Takke 00 WuHBIX (akrax u
00CTOSITENBCTBAX, MPEACTABISAIONIUX YIPO3Y JKU3HHU WM 3/I0pPOBBIO UEIOBEKa JIMOO KUBOTHOIO
WM BIMSAIONIMX HAa M3MEHEHHE OTHOUIEHUS OXHUAAEMOM MOJIb3bl K BO3MOXHOMY PHCKY
IIPUMEHEHHUS JIEKAPCTBEHHBIX MPENapaToB.

5. Ilpu BeiABIEHMM HH(OPMAIMK O CEPHbE3HBIX HEXKENATeNbHBIX pPEaAKUUAX |
HENpPEeIBUCHHBIX HEXXeNaTeNIbHbIX peaklUix NP MPUMEHEHUH JIEKapCTBEHHBIX Mpenaparon, 00
0COOEHHOCTSIX UX B3aUMOJICHCTBHS C IPYTUMU JIEKapCTBEHHBIMHU MpenapaTaMu, HHAWBUIYAIbHOM
HENEPEeHOCUMOCTH, a Takke 00 MHBIX (akTax U OOCTOSTENbCTBAX, BIUSIOIIMX HAa M3MEHEHHE
OTHOLIEHUS OXHMJAEMOW IIOJIb3bl K BO3MOXKHOMY PHUCKY IIPUMEHEHUS JIEKapCTBEHHBIX
[pernapaToB, JAep)KaTeld WU BIAJENbLbl PErHCTPALIMOHHBIX YIOCTOBEPEHUN JIEKapCTBEHHBIX
IpenaparoB, IOPUAUYECKUE JUIA, Ha HMS KOTOPBIX BBIOAHBI pPa3pelIeHUs Ha IIPOBEICHUE
KJIIMHUYECKNX HuccienoBannii B Poccuiickoit denepanuu, MO0 YyIOJIHOMOYECHHBIC UMHU JIPYTHE
OPUINYCCKUC JIULA O6$I3aHBI INPUHATL MCPLI, HAIIPABJIICHHBLIC Ha YCTPAaHCHHUC HCTAaTUBHBIX
MOCNEACTBUIM MPUMEHEHHUsI TaKUX JIEKAPCTBEHHBIX IMpenapaToB, MPeaylnpexIeHUe MPUUUHEHUS
Bpcaa KHU3HU W 3O0POBBIO YCIIOBCKA JII/I60 JKUBOTHOI'O, 3alIUTy HUX OT NPHUMCHCHUSA TAKHUX
JIEKapCTBEHHBIX TPEMapaToOB, Ha JOMOJHUTEIBHBIM cOOp JaHHBIX 00 3(P(EKTUBHOCTH U
0€30IaCHOCTH TaKUX JIEKApPCTBEHHBIX MPEnapaToB.

6. 3a HECOOOIIeHNE WIIM COKPBITHE WH(DOPMAITUU, TPEAYCMOTPEHHON YacThiO 3 HACTOSIICH
CTaThbU, JEpXKATeNW WU BIAJEIbLUbl PErUCTPALMOHHBIX YIOCTOBEPEHUN JIEKApCTBEHHBIX
IpenaparoB, OPUAWYECKHE JIMLA, Ha KWMsI KOTOPBIX BBIJAHbl pPa3pelICHHs HA NPOBEJICHUE
KIIMHUYECKNX HcchenoBanuil B Poccuiickoit ®denepanuu, OO0 yIOJTHOMOUYEHHBIE UMH JIPYTHE
IOPUAMYECKHE JINIIA, a TAK)KE JOJDKHOCTHBIE JIMIA, KOTOPBIM 3Ta HHGOpMaIus cCTajla U3BECTHA 110
pony ux mpodecCHOHATBLHOW MAEITeThHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C
3akoHoJaTenbcTBOM Poccuiickoit denepanmm.

7. Ilpn mony4eHUn YIOJTHOMOYEHHBIM (heiepabHbIM OpPraHOM HCIOJHHUTEIBHON BIAcTH B
paMKax OCyIIeCTBICHHUS UM (hapMaKOHaI30pa T0Ka3aTeILCTB O HECOOTBETCTBUH JICKAPCTBEHHOTO
npernapara yCTaHOBJICHHBIM TPeOOBaHUAM MJIM TPU MOTYyYSeHUH UH(OPMAIIMHM O HECOOTBETCTBUH
JaHHBIX 00 3¢ (dEeKTUBHOCTH W O OE30MacHOCTH JIEKAPCTBEHHOTO IIpernapara JJaHHBIM O
JIEKapCTBEHHOM IIpernapaTe, COAEP KALIMMCS B HHCTPYKLUU [0 €r0 MPHUMEHEHUIO (B TOM UHUCIIE
BBISIBIICHHBIX B XOJI€ OCYIIECTBICHHs (papMakoHaI30pa KOHTPOIBHO-HAI30PHBIMU OpTaHaAMH
WHOCTPAHHBIX TOCYAApPCTB), YIIOJTHOMOYCHHBIN (erepabHbIi OpraH HCIIOTHUTEIBHON BIACTH B
YCTAHOBJICHHOM MM TIOPSIKE PacCMaTPUBAET BOIPOC O MPUOCTAHOBICHUH MPUMEHEHHS TAKOTO
JIEKapCTBEHHOTO TIperapara.



Koncynbrantlntoc: npumevanue.
C 01.01.2026 nanmenoBanue ct. 65 uznaraercs B HoBoM penakuuu (®3 ot 30.01.2024 N 1-
D3).

Cratbs 65. IlpnocTtaHoB/IeHHe IPUMEHEHHS JIeKAPCTBEHHOTI0 Ipenapara

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Koncynbrantlntoc: npumevanue.
C01.01.2026 B 4. 1 ct. 65 BHOCsITCS m3meHeHust (D3 ot 30.01.2024 N 1-D3).

1. Tlpn mnonydeHnn wWHGOPMAIIUM O HEKENATSIBHBIX PEAKIHIX TPU TPUMCHEHUU
JICKapCTBEHHOTO TperapaTta, He YKa3aHHBIX B WHCTPYKIUU IO MPUMEHEHHUIO JIEKapCTBEHHOTO
npernapara, Cepbe3HBIX HEKENAaTEIbHBIX PEAKIHIX, 00 OCOOCHHOCTSX €ro B3aUMOJCHCTBHUS C
JpYTUMU JIEKAPCTBEHHBIMU IIpelaparaMy, KOTOpble MOTYT IPEACTaBIATH YIpO3y JXKU3HU WU
3I0POBBIO YEJIOBEKA JTMOO KUBOTHOTO, a TAK)KE O HECOOTBETCTBHUH JaHHBIX 00 3(h(PeKTUBHOCTH U
0 0e30macHOCTH JIEKAPCTBEHHOTO Tperapara JOaHHbBIM O JIEKApCTBEHHOM Tpernapare,
COJIePKAITUMCS B MHCTPYKIIMH IO €0 TPUMEHEHHIO, B TOM YHCJIE OT YIIOJTHOMOYEHHBIX OPTaHOB
HHOCTPAHHBIX TOCyAapCTB, 06MCH KOTOpOﬁ OCYHICCTBIIACTCA B COOTBETCTBUU C CONJIAIICHUSIMU
MEXIY  YIOJHOMOYEHHBIM  (efepallbHBIM  OpPraHOM  HCIIOJHUTEIBHOH  BIACTH  H
YIIOJIHOMOYEHHBIMUA OpraHaMH HWHOCTPAaHHBIX TOCYIApCTB, YIOJIHOMOYEHHBINH (enepanbHblii
OpraH HCIIOJHUTEIHHON BIACTH PACCMaTPHUBAET BOMPOC O BO3MOXXHOCTH MPUOCTAHOBIICHHS
O6paH_[€HI/I}I TAKOr'0 JICKAPCTBCHHOI'O IMpeliapara B IMOPAAKE, YCTAHOBJICHHOM YIIOJITHOMOYCHHBIM
(denepaabHBIM OPraHOM HCIIOJIHUTEILHON BIIACTH.

Koncynbrantlntoc: npumeganue.
C 01.01.2026 4. 2 ct. 65 uznaraercs B HoBou penakuuu (O3 ot 30.01.2024 N 1-D3).

2. Ilpu HEUCNOIHEHUH WINM HEHAUJIEKAIEM MCIIOJHEHUH EPKATENIMU WIN BIIAJENblIaMU
PETUCTPALIMOHHBIX YIOCTOBEPEHUH JIEKapCTBEHHBIX IPENaparoB, IOPUAMYECKUMHU JULAMH, Ha
MMs1 KOTOPBIX BBIJAHBI PAa3pELICHUs HA NPOBEICHUE KIMHUYECKUX HccaenoBaHuil B Pocculickon
denepanuy, WK YIOJTHOMOYEHHBIMM MMM JAPYTMMHU OPUIAMYECKHUMM JIMLIAMH OOsS3aHHOCTEH,
YCTaHOBJICHHBIX YacTsiMu 3 U 4 ctaThu 64 Hactosimiero denepanibHOrO 3aKOHA, TUO0 B CIydasx
IPEJCTaBIEHNUS COOTBETCTBYIOLINM YITOJIHOMOYEHHBIM (pe/IepaIbHbIM OPIraHOM UCIIOIHUTENBHOM
BJIACTU 3AKJIIOYEHHUS O HEJOCTOBEPHOCTH pe3yJbTaTOB KIMHUYECKOTO HCCIENOBaHUS
JIEKapCTBEHHOT O Npenapara Jiisi MEJULUHCKOTO IPUMEHEHHSI, KOTOPOE OCHOBAHO Ha Pe3yJIbTaTax
IIPOBEPKU MEIULIMHCKON OpraHU3alyy, IIPOBOJUBIIEH YKa3aHHOE KIMHUYECKOE UCCIENOBaHUE C
HapyILICHHEM NPAaBWJI HaJUIeKAIled KIMHUYECKOW IPAKTHKH, WM IPUBEIO K IOJYyYEHUIO
HEIOCTOBEPHBIX pPE3y/lIbTaTOB, JIMOO B cllyyae HEBBIIOJHEHHUS TPEANUCAHUS, BBIIAHHOTO
YIIOJIHOMOYEHHBIM (heZiepajIbHbIM OPraHOM UCIOJHUTEIBHOMN BJIACTH 110 UTOTaM OCYLIECTBICHUS
BBIOOPOYHOTO KOHTPOJISI KAUueCTBA JICKAPCTBEHHOTO Tperapara, yIoJIHOMOYSHHBIH (eaepanbHbIii
OpraH HCIIOJIHATEJIbHONW BJIACTH B YCTAaHOBIEHHOM MM IIOPSJKE PacCMaTpUBaeT BONPOC O
IIPUOCTAHOBIICHUH IIPUMEHEHHUsI TAKOT'0 JIEKAPCTBEHHOT'O IIpernapara.

Koncynsrantlntoc: npumeganue.
C 01.01.2026 4. 4 ct. 65 yrpauusaer cuiy (@3 ot 30.01.2024 N 1-D3).

3. YnonHOMOYeHHBIH (perepabHbli OpraH WCHOJHUTEIBHON BIACTH MPH MPEICTaBICHUH
€My CBEJIEHHI 0 HECOOTBETCTBUH ITPOU3BOANUTENIS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSAM MPaBUII



HaJJIeXkallel Mpou3BOJICTBEHHON MPAKTUKU U (UJTH) O HApYIIEHUHU JTUIEH3UOHHBIX TPeOOBaHMUI,
KOTOpbIE ObLTH BBISIBIICHBI B X0/I€ TIPOBEICHHS HHCIIEKTUPOBAHMS IPOU3BOAUTEIS JIEKAPCTBEHHBIX
CPEICTB WM OCYIIECTBICHHUS JINLIEH3UOHHOTO KOHTPOJIS B cpepe MpOn3BOJICTBA JIEKAPCTBEHHBIX
CPEICTB U TMPUBEIM WIM MOTYT NPUBECTH K IPOU3BOJCTBY JIEKAPCTBEHHBIX IpENapaToB AJIs
MEAMIIMHCKOTO TPUMEHEHUS, MPUYMHUBIIUX WJIA CIOCOOHBIX NPUYMHUTH BpPEN >KU3HHU WU
3/10pOBBIO TPaKJaH, pacCMaTpUBaeT BOIPOC O NMPHUOCTAHOBIEHUH NPUMEHEHHUS JIEKAPCTBEHHbIX
IpenaparoB JUisi MEIULIMHCKOIO INPUMEHEHUs B YCTAHOBICEHHOM UM NOPSAJKE B CIEAYIOIIMX
CIIyqasix:

1) cocraB u (WIM) TEXHOJOTHUS MPOU3BOACTBA JIEKAPCTBEHHOTO TMpemapara Jyist
MCIUITUHCKOI'O ITPUMCHCHU S (C OIIMCaHUEM CTaIII/Iﬁ HpOI/ISBOI[CTBa) OTJINYArOTCA OT 3asABJICHHBIX B
PETUCTPAIIMOHHOM JIOChHE;

2) JneKapCTBEHHBIM Ipenapar [uisi MEAMLMHCKOIO IPUMEHEHHMs NPOM3BENEH Ha
IIPOU3BOJCTBEHHOM IUIOIMIAIKE, HE YKa3aHHOU B PETUCTPALIMOHHOM JOCHE;

3) y Ipou3BOAMTENS JIEKAPCTBEHHBIX CPEJICTB OTCYTCTBYIOT IOKYMEHTBHI, [TOATBEPKIAIOLINE
COOTBETCTBHUE KaUu€eCTBA JIEKAPCTBEHHOT'O IIpernapara 11t MEAULMHCKOr 0 IIPUMEHEHH S, BBOJIUMOI'O
B rpa)K1aHCKUI1 000pOT, TPeOOBAHUSAM, YCTAHOBJICHHBIM TP €r0 FOCYJapCTBEHHON PETUCTPaIK;

4) TpOM3BOIUTENIEM JIEKAPCTBEHHBIX CPEICTB B COTVIACOBAHHBIA C COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (peiepabHbIM OpPraHOM HCIIOJIHUTENIBHOW BJIACTH CPOK HE YCTPaHEHBI
HapymieHus TpeOOBaHWM TIpaBWJI HAJJICKAIIeW TPOU3BOACTBEHHON TPAKTUKU H  (WIH)
JIMOCH3NOHHBIX Tp660BaHHI>'I, KOTOPBIC 6BIJ'II/I BBIABJICHBI B X0I€ NPOBCACHUSA WHCIICKTUPOBAHUA
MIPOM3BOIUTEIS JICKAPCTBEHHBIX CPEIICTB WIIN OCYIIIECTBICHUS JTMIIEH3HOHHOTO KOHTPOJIS B chepe
MMPOU3BOACTBA JICKAPCTBCHHBLIX CPCACTB W HNPHUBCINM HIINW MOT'YT HNPUBECTU K MNPOU3BOACTBY
JICKApCTBEHHBIX IPEMaparoB ISl MEAUIIMHCKOTO MPUMEHEHHS, MPUYNHUBIINX MM CIIOCOOHBIX
IMPUYIUHHUTL BPCA )KU3HU HUJIU 3JO0POBBIO I'pakKJIaH.

(uacth 3 BBeneHna OeaepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

4. YTIONMHOMOYEHHBIN (enepaiabHbIil OpraH UCIOJIHUTENFHON BIACTH NMPU HAJMYUHU Y HETO
CBE/ICHUII O HECOOTBETCTBUM IPOM3BOJIUTENS JICKAPCTBEHHBIX CPEACTB TPEOOBaHMSM IPaBUII
Ha/JIe)Kaled Mpou3BOACTBEHHON MPAKTUKH M (MJIM) O HApYIIEHUH JIMLIEH3UOHHBIX TPeOOBaHUI,
KOTOPbIE OBLIN BBISIBJICHBI B X0/I€ IIPOBEICHHS MHCIIEKTUPOBAHMSI IPOU3BOAUTEINS JIEKAPCTBEHHBIX
CPEACTB WJIM OCYLIECTBICHUS JTUIIEH3MOHHOTO KOHTPOJIS B chepe MPOU3BOJICTBA JIEKAPCTBEHHBIX
CPEICTB M INPUBEIM WIM MOTYT NPUBECTH K IPOU3BOJCTBY JIEKAPCTBEHHBIX IPEMApaTOB AJIS
BETEPUHAPHOTO MPUMEHEHHs, MPUYUHHUBIIUX WIM CIIOCOOHBIX MPUYMHUTH BpEN KU3HHU HWIIH
3I0POBBIO KUBOTHBIX, PACCMAaTPUBAET BOIPOC O IMPHUOCTAHOBICHUH PEAIN3alMM U IIPUMEHEHUS
JIEKapCTBEHHBIX IIPENapaToB Il BETEPUHAPHOIO IIPUMEHEHHUs B YCTAHOBICHHOM UM IIOPSIJIKE B
CIIENYIOIINX CIIydasx:

1) coctaB u (WMaM) TEXHOJIOTHMA TPOM3BOACTBA JIEKAPCTBEHHOIO IIperapara i
BETEPUHAPHOIO NMPUMEHEHUS (C ONMCAHUEM CTAaUi MPOU3BOJACTBA) OTIMYAIOTCS OT 3asiBICHHBIX
B PETUCTPALIMOHHOM JIOChE;

2) JexapCTBEHHBIM Tperapar [Uisi BETEpUHAPHOIO MPUMEHEHHsS MPOU3BEACH Ha
MPOU3BOJICTBEHHOM IUIONIA/IKE, HE YKa3aHHON B PETMCTPALIMOHHOM J0ChHE;

3) y Ipou3BOAUTENS IEKAPCTBEHHBIX CPEJICTB OTCYTCTBYIOT IOKYMEHTBHI, TOATBEPKIAI0IINE
COOTBETCTBUE KauecTBa JIEKAPCTBEHHOIO IIpernapara [Uisi BETEPUHAPHOTO IPUMEHEHMS,
BBOJMMOI'0 B IpayKAaHCKUI 000pOT, TpeOOBaHUAIM, YCTAHOBICHHBIM IIPU €r0 TOCYIapCTBEHHON
perucTpaluy;



4) TpOM3BOIUTENIEM JIEKAPCTBEHHBIX CPEJICTB B COIVIACOBAHHBIA C COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (peiepabHbIM OpPraHOM HCIIOJIHUTENILHOW BJIACTH CPOK HE YCTPaHEHBI
HapymieHus TpeOOBaHWM TIpaBWUJI HAJJICKAIIeW TPOU3BOACTBEHHON TPAKTUKU ©  (WIH)
JIMOCH3NOHHBIX Tp660BaHHI>'I, KOTOPBIC 6BIJ'II/I BBIABJICHBI B X0I€ NPOBCACHUSA WHCIICKTUPOBAHUA
MIPOM3BOIUTES JICKAPCTBEHHBIX CPEIICTB WIIN OCYIIIECTBIICHHUS JTMIICH3HOHHOTO KOHTPOJIS B chepe
MMPOU3BOACTBA JICKAPCTBCHHBLIX CPCACTB W HNPHUBCINM HIINW MOTYT HNPUBECTU K MNPOU3BOACTBY
JICKApCTBEHHBIX MPENapaToB U BETEPUHAPHOTO MPUMEHEHHS, TPUYNHHUBIINX WA CIIOCOOHBIX
MNPUYUHHUTL BPECA KU3HU UJIU 3JOPOBbBIO )KUBOTHBIX.

(uactb 4 BBeneHa OeaepanbHbM 3aKk0HOM OT 04.06.2018 N 140-D3)

7. B mnopsake, mperyCMOTPEHHOM 4YacThio 4 HACTOALIEH CTaThbH, YMOIHOMOYEHHBIN
denepanbHBI OpraH HCIOJHUTENBHON BIIACTH PAacCMAaTPUBAET BONPOC O MPHUOCTAHOBJICHUU
peaM3alii ¥ IPUMEHEHHUs JIEKapCTBEHHOI'O Ipenapara A BETEPUHAPHOTO INPUMEHEHMS B
Clly4ae BBIABJIEHUS B TpaXJaHCKOM OOOpOT€ Cepuu JIEKapCTBEHHOIO IIpermapaTta s
BETEPUHAPHOTO MPUMEHEHUS, TOKYMEHTHI U CBEACHUSI O KOTOPOM, MPEAYCMOTPEHHBIE YacTAMHU |
-3 u 6 crarbu 52.2 Hacrosmero denepasbHOr0 3aK0HA, HE MPEICTABIEHBI B YKa3aHHBIN Opra,
o100 cepuM HMMYHOOMOJIOTHUECKOTO JIEKAPCTBEHHOTO TpenapaTa s BETEPUHAPHOTO
MIPUMEHEHUSI, HE UMEIOIIEH pa3pelIeHUs], TPEYCMOTPEHHOTO YaCThIO 8 CTaTh 52.2 HACTOAIIETO
QDenepanbHOrO 3akoHa. B yka3aHHOM cilydae yYIOJHOMOYEHHBIH (elepabHblii  OpraH
MCIIOJTHUTENIbHOM BJIACTH MPUHUMAET pellieHne O MPUOCTAHOBICHUHU pealn3alliid U IPUMEHEHUs
TaKUX CEpUH JO TPEACTaBICHUS YKAa3aHHBIX JOKYMEHTOB W CBEIEHHUI MO0 10 MONy4eHHs
YKa3aHHOTO pa3penieHus..

(uacts 7 BBeneHa denepanpHpiM 3akoHOM 0T 02.07.2021 N 317-D3)

Crartbs 66. Undopmanus o pe3yjbTarax (papMakoHaa3opa
(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

YTOTHOMOYEHHBIH (enepaabHblii OpraH HCIOJHUTENFHOW BIIACTH, OCYIIECTBIISIIOIIUI
(apMakoHaa30p, MO €ro pe3yibTaTaM pa3MellaeT Ha CBOeM O(QUIUAIBHOM caiiTe B ceTu
"UuTepHer" nHpOpMAIHIO O:

1) BBISIBIEHMH HOBBIX MOATBEP)KICHHBIX JAHHBIX O MOOOYHBIX AEHCTBHIX, HEIKEJIATEIBHBIX
peaKkLusAxX, CEPbE3HBIX HEKEIATENbHbBIX PEAKIMUAX, HEMPEABUACHHBIX HEXKENIATENbHBIX PEAKIUAX
IpY NPUMEHEHUHU JIEKapCTBEHHOIO IpenapaTra, B TOM 4YHUCIE BIUSIONIMX HAa OTHOILICHHE
0’KHMJAEMOH MOJIb3bI K BO3MOKHOMY PUCKY IPUMEHEHUS TaHHOTO JIEKAPCTBEHHOTO MTpenapara;

2) TpUHATBHIX PEHICHUAX O BHECEHUM H3MEHEHHH B HHCTPYKLIMIO IO TPUMEHEHHUIO
JICKapCTBEHHOTO TperapaTa, 0 MPHUOCTAaHOBICHUH MPUMEHEHUS JICKapCTBEHHOTO Tpernapara, 00
U3BATUU M3 OOpalleHHs JIEKapCTBEHHOTO IIpernapaTa WM O BO300OHOBICHMM MpPUMEHEHUs
JIEKapCTBEHHOTO Mperapara.

I'naBa 14. UHO®OPMAIIUA O JIEKAPCTBEHHBIX ITPEITAPATAX. CUCTEMA
MOHUTOPHUHI'A IBUKEHUSA JTEKAPCTBEHHBIX ITPEITAPATOB
JJISI MEJUTIIUHCKOI'O TIPUMEHEHUS
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

Crarbs 67. Undopmanusi 0 JeKapcTBeHHbIX npenaparax. CucremMa MOHUTOPHMHIa
JABHMKEHHS JIEKAPCTBEHHBIX MPENapaToB /sl MeIUIUHCKOT0 IPUMeHEeHUs
(B pen. ®enepanpHoro 3akoHa oT 28.12.2017 N 425-D3)

1. Hndopmamusi o JeKapcTBEHHBIX IpermapaTax, OTHYCKaeMbIX IO pELEeNnTy Ha
JIEKApCTBEHHBIA Mpenapar, OJDKHA COAEPKaThCsA TOJBKO B CHEIMAIM3UPOBAHHBIX HM3JAHUSX,



NpeIHAa3HAYCHHBIX UISI METUIIMHCKHX, (apMaIleBTHUYECKMX pAOOTHHUKOB, CICIHAINCTOB B
oOmacti BerepuHapuu. MHpopmanus o JeKapCTBEHHBIX Npenaparax Jis CIEHUAINCTOB B
obyacth oOpalieHuss JIEKApCTBEHHBIX CPEACTB MOXKET COJEpPKaThbCsi B MOHOTpadusx,
CIPAaBOYHHUKAX, HAYYHBIX CTAThSAX, B JAOKJIAJaX Ha KOHIpeccax, KOHPEpeHIHIX, CUMIIO3UyMax,
HAYYHBIX COBETaX, a TAKXKE B MHCTPYKIHAX 110 TIPUMEHEHUIO JIEKAPCTBEHHBIX MPETIapaToB.

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. HWudopmamus o IJE€KapcCTBEHHBIX IIperaparax, OTIyCKaeMbIXx O0e3 pelenrta Ha
JIEKapCTBEHHBIM Tpemnapar, MOXKET COJEpKaThbCsi B MyONIMKAIMUAX U OOBSBICHHUSIX CPEICTB
MaccoBOM MH(OpPMaLNHY, CIEUATU3UPOBAHHBIX U OOIIMX MEYaTHBIX U3AAHUIX, HHCTPYKIUAX 1O
NPUMEHEHHUIO JIGKAPCTBEHHBIX TMPENapaTroB, WHBIX H3JAHUAX CyOBEKTOB oOOpalieHus
JIEKAPCTBEHHBIX CPEACTB. PexiaMHble Marepuasnbl O JEKAPCTBEHHOM IIpenapare, OTIIyCKaeMOM
0e3 perenra Ha JIEKAPCTBEHHBIM Mpenapar, TODKHBI COOTBETCTBOBaTh WHCTPYKIMU TIO
MIPUMEHEHUIO JIEKAPCTBEHHOTO Mperapara.

3. JlomyckaeTcsl HCIOJIb30BaHWE IIOOBIX MATePUAIBHBIX HOCHTENEH, IMO3BOISIFOIINX
XpaHUTh, NEpeJaBaTh U HUCIOJIb30BaTh MH(GOpPMAIMIO O JIEKApCTBEHHBIX Ipemnaparax Oe3 ee
HCKa)KCHHUS.

4. lns ueneit uaeHTUGUKAINN YIAKOBOK JIEKAPCTBEHHBIX MPENapaToB Ui MEAUIIMHCKOTO
NPUMEHEHUS TMPOM3BOAUTEIN  JICKAPCTBEHHBIX CPEACTB B  TOPSAIKE, YCTAHOBICHHOM
[IpaButenscTBOM Poccuiickoit deneparii, HAHOCAT Ha MEPBUYHYIO YIMAKOBKY (B OTHOIICHUH
JICKapCTBEHHBIX MPENapaToB ISl MEAUIIMHCKOTO PUMEHEHUS, ISl KOTOPBIX HE MPEeIyCMOTPEeHA
BTOPHUYHAsI YITAKOBKA) U BTOPUYHYIO (MIOTPEOUTEIIBCKYIO) YITAKOBKY JIEKAPCTBEHHBIX MIPETapaToB
JUTSE METUIIMHCKOTO MIPUMEHEHUS CPEACTBA MICHTU(UKAIINY, 32 UCKIIOUYEHHUEM JICKapPCTBEHHBIX
MpernapaToB JUisi MEIUIIMHCKOTO MPUMEHEHUSs, MPOU3BOAUMBIX ISl MPOBENEHUS KIMHUYECKUX
UCCIICIOBAaHMM, JKCIOPTA, JEKAPCTBEHHBIX IMPEMapaToB Ui MEIUIIMHCKOTO MPUMEHCHHS,
yKa3aHHBIX B 4YacTaXx S5 ®w &8 crarbm 13 Hacrosmero @DeaepalibHOTO  3aKOHA,
paarodapMareBTHIEeCKHUX JICKAPCTBEHHBIX MPENapaToB, BBICOKOTEXHOIOTUYHBIX JIEKAPCTBEHHBIX
[pernapaToB, KOTOPbIE MPOU3BEACHBI MaJIbIMU CEPUSMHU, COCTOSAT U3 OJHOMN WJIM HECKOJIBKUX /103
BBICOKOTEXHOJIOTHYHOTO JICKApPCTBEHHOTO IIpemapara, NpeaHa3Ha4YeHbl IS KOHKPETHOTO
ManydeHTa, UMEIT KOPOTKHHW CPOK TOAHOCTH (70 NEBSHOCTA KaJlCHAAPHBIX AHEH) W (WiH)
TEMIIEPATYPHBI PEKUM XpaHEHUS W TpaHCHOpTHpoBaHUs MuHyc 60 rpamycoB llenbcust wmm
HUKE, MHUSIBOK MEAMIIMHCKMX M Ta30B MEIUIMHCKUX. [l JeKapCTBEHHBIX MpenapaTroB ¢
MEXIYHAPOJAHBIM HEMaTeHTOBAHHBIM HaMMEHOBaHHWEM "OJTaHon" CpPEACTBO HIACHTU(UKAINUN
HAHOCUTCS Ha BTOPHUYHYIO (IMOTPEOMTENbCKYI0) YIMAKOBKY B Cilydae, €CJIM Takas YIaKOBKa
SBIISICTCS MHIMBUAYAJIIbHOW BTOPUYHON (MOTPEOUTEIHCKON) YIAaKOBKOM ATOTO JEKapCTBEHHOTO
mpenapara, a B ClIy4dae OTCYTCTBUS BTOPUYHOM (MOTPEOUTETHCKON) YIMAKOBKH WU HAJTHUHUS
YIIAKOBKH, B KOTOPOI HaXOIUTCs 00Jiee OJHON eIMHUILIBI YKa3aHHOTO JIEKAPCTBEHHOTO TIperapara
B MIEPBUYHOI YIaKOBKE, CPEICTBO UACHTHU(HUKALMN HAHOCUTCS Ha MIEPBUYHYIO YIIAKOBKY.

(uactp 4 BBeneHna denepanbHbiM 3akoHOM OT 28.12.2017 N 425-03 (pen. 27.12.2019); B pen.
®denepanbHbiX 3akoHOB 0T 04.08.2023 N 428-D3, ot 30.01.2024 N 1-D3)

5. XapakTepUCTUKU CPEACTBA WACHTU(DHUKAIIMH, OPSA0K €ro HaHeCEeHUs] U TpeOOBaHUS K
cTpykType u ¢dopmary wuHGOpPMAIMU, KOTOPYIH COAEPKUT CPEICTBO HIACHTHU(PHUKAIINH,
onpenensatores [IpasurenscrBom Poccniickont denepanun.

(dacth 5 BBeneHna denepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

6. HOpH,Z[OK CO31aHusA, pa3dBUTHUSA, BBOAA B SKCIUTyaTallUIO, SKCILTyaTalluh W BBIBOJA U3
OKCIUTyaTaluu  CUCTEMbl  MOHHUTOPHMHI'a JBWXCHHA  JICKAPCTBCHHBIX  IPEIaparoB  JIJIA
MCIUIIUHCKOI'O TPUMCHCHU S, TIOPAAOK IPCAOCTABIICHUS I/IH(l)OpMaI_[I/II/I, COIIGp)K&I.LIGfICSI B CUCTEMC
MOHUTOPHHI'a ABMKXCHHA JICKAPCTBCHHBIX IIPCIapaToB I MEAUIHUHCKOIO IIPUMCHCHHUA, U
1(0]0)201(0) N BSaI/IMO,Z[eI\/'ICTBI/ISI yKaSaHHOﬁ CHUCTCMBI C HNHBIMHA rocyaapCTBECHHbBIMHA



MH(OPMALIMOHHBIMU CHUCTEMaMHd W HWH(GOPMALMOHHBIMU CHUCTEMaMU IOPUAMYECKHUX JIHIL U
WHAVBUAYAIBHBIX TpEINpPUHUMATENICH, yKa3aHHBIX B dacTax 7 u 10 Hacrosimed cCTaTbu,
ycraHaBinuBatroTcs  I[IpaButensctBom  Poccuiickoit  ®enepaumu. OmnepatopamMu  CHCTEMBI
MOHHTOPHHTA ABWKCHHUS JIEKAPCTBEHHBIX MIPETIAPATOB JIJISl MEAUIIMHCKOTO MPUMEHEHHUS SIBIISIOTCS
denepanbHbIi OpraH MCIOJIHUTENBPHOM BIACTHM W (MJIM) OpraHU3alus, YHIOJIHOMOYEHHBIE
IIpaBurensctBoM Poccniickoit denepanun.

(dacth 6 BBeneHa DenepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

7. IOpI/II[I/I‘-IGCKI/IC JMiia W HWHAUBUAYAJBHBIC MNPCANPUHHUMATCIIN, OCYIICCTBIIAIONIINC
MPOU3BOJACTBO, XpaHeHue, BBO3 B Poccuiickyto denepanuio, OTIYCK, peaiM3aluio, repeaaqy,
MNPUMCHCHUC W YHHUYTOKCHHC JICKAPCTBCHHBIX IpEMapaTroB A MCAUIIMHCKOIO MPUMCHCHUA,
o0ecreunBarOT B MOPSJIKE U B COCTaBe, KOTOphie yctaHOBeHbI [IpaBurensctBoM Poccutickoii
@denepalii ¢ y4eTOM BHJA OCYIIECTBIIIEMONH WMHU NEATEIHHOCTH, BHECeHHWE HHpopManuu o
JIEKapCTBEHHBIX TMpenaparax il MEIULHUHCKOrO MPUMEHEHHS B CHCTEMY MOHUTOpPUHTA
ABWIKCHUS JICKAPCTBCHHBIX IIPCINAPaTOB IJId MECAUIIUHCKOTO ITPUMCHCHUA.

(dacth 7 BBeneHa DenepanbHbIM 3aKk0HOM OT 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHBIE MpenapaTsl sl MEIUIIMHCKOTO TPUMEHEHUS, peIHa3HAUCHHbIE IS
obecrieueHust JHI, OOJIbHBIX TeMOUINEH, MYKOBHCIMIO030M, THUMO(HU3apHBIM HAHU3MOM,
Oone3npto [omie, 37M0KaueCTBEHHBIMH HOBOOOPA30BaHUSMH JTUMQPOUIHOH, KPOBETBOPHOH H
POJCTBEHHBIX UM TKAHEH, pacCeTHHBIM CKJIEPO30M, JIUI] MOCJIe TPAHCIIAHTALIUY OPTaHOB U (WJIH)
TKaHel, nmpousBeneHnble 10 31 nexadbpsa 2019 rona, a Takke WHBIE JEKAPCTBEHHbIE MPETapaThl
JUISL METMIIMHCKOTO MPUMEHEHHUS, pou3BeneHHbie 10 1 uronst 2020 rona, nmoajiexxar XpaHEeHHIO,
nepeBo3Ke, OTIYCKY, peaju3alyM, Iepegade, MNOPUMEHEHHI0 ©0e3 HaHeCeHHsI CpeACTB
UIeHTU(UKAIIMN 10 UCTEYCHHS Cpoka WX rogHocth. [IpaBurenscTtBo Poccuiickoit denepanun
BIIPaBE YCTAHOBUTH OCOOCHHOCTH BBO/A B TPAKIAHCKUN 000POT JIEKAPCTBEHHBIX MTPETApaTOB st
MEUITMHCKOTO IPUMEHEHUS, Tpon3BeIeHHbIX B iepuo ¢ 1 utons 2020 roga mo 1 okTs6pst 2020
roga. B mensx BBoJa B rpaKTaHCKUH 0OOPOT JIEKAPCTBEHHBIE MPENapaThl A MEIUIUHCKOTO
NPUMEHEHHs, 3a HCKIIOYEHHEM JIEKAPCTBEHHBIX IMIPErapaToB, IMpeJHAa3HAYEHHBIX s
oOecrieyeHus I, OONBHBIX TeMO(UIMeld, MYyKOBHUCIHUI030M, T'HIOPHU3APHBIM HAHU3MOM,
Oose3Hpio [omre, 370Ka4eCTBEHHBIMH HOBOOOPa30BaHMSIMU JTUM(OUTHOW, KPOBETBOPHOW H
POACTBEHHBIX UM TKAHEH, paCCETHHBIM CKJIEPO30M, JIUI] MOCII€ TPAHCIUIAHTALIUA OPTaHOB U (HJIN)
TKaHEH, MPOU3BEACHHBIC 3a MpeenamMu Tepputopun Poccutickoit @enepamnuu 1o 1 oktsops 2020
rofa, Moryt ObITh BBe3eHBbl B Poccuiickyro @enepanmio 1o 1 suBaps 2021 roma B mopsake,
yctaHoBieHHOM [IpaButensctBoM Poccmiickoit  ®enmeparuu, 0e3 HaHECEHUS CPENCTB
UACHTU(DUKAIIH.

(B pen. ®enepanbHbIX 3aKk0HOB 0T 27.12.2019 N 462-D3, ot 13.07.2020 N 206-D3)

8. Opranm3aius HHPOPMAIMOHHOTO B3aUMOJICHCTBUS CHCTEMbl MOHHTOPHUHTA JIBHYKEHUS
JIEKapCTBEHHBIX TPENapaToB Il MEIUIIMHCKOTO MPUMEHEHHS C WHBIMH TOCYAapCTBEHHBIMH
WH(OPMAIIMOHHBIMU CHCTEMaMHU 00ECTIEUNBACTCS B TOM UYHCIIE TOCPEACTBOM UH(PPACTPYKTYPHI,
obecrieunBaroieii  MHPOPMAIIMOHHO-TEXHOJOTUYECKOE B3aMMOJICHCTBHE WH(POPMAIIMOHHBIX
CUCTEM, HCIIONB3YEMBIX ISl MPEAOCTABICHUS TOCYJAPCTBEHHBIX M MYHHUIIUIMAIBHBIX YCIYT U
WCIIOJTHEHHS TOCY/IApPCTBEHHBIX M MYHUIIMTATBHBIX (DYHKIIHH B 3JIEKTPOHHOU opMme.

(uactb 8 BBeneHa DenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

9. Undopmanus, comepxkariascsi B CHCTEME MOHHUTOPHHTA JBIIKEHUS JIEKapCTBEHHBIX
MpernapaToB Il MEAUIIMHCKOTO TIPUMEHEHUS, IBISETCSI HHPOpMAIUEl OrpaHMuEeHHOTO I0CTYIa
B COOTBETCTBUHU CO cTarheil 9 denepanpHoro 3akona oT 27 wmrons 2006 roga N 149-d3 "O6
uH(popManny, THHOPMAITMOHHBIX TEXHOJOTUSX M O 3amuTe MHPopMaIuu', 3a HCKIIOUYEHHUEM
nH(popMaInu, HETOMYCTUMOCTh OTPAaHUYEHHUS JOCTyNa K KOTOPOM yCTaHOBIICHA (eepalbHBIMUA
3aKOHAMH, a Takke WHpopmauu, oTHeceHHOU [IpaButenbcTBoM Poccuiickoii denepanuu B
COOTBETCTBUU C HacrosmuMm DenepasbHBIM 3aKOHOM K OOIIEJOCTYMHOW WH(POpPMAIIHUH.



Ob6menocrtynHasi uH(pOpManMsi, coAep)Kalasicsi B CHCTEeME MOHHUTOPHUHTA JIBH)KEHUS
JIEKapCTBEHHBIX MPenapaToB I MEJUIIMHCKOTO MPUMEHEHHs, pa3MellaeTcsi B UH(OpMaIMOHHO-
TeJIeKOMMYHUKaIMoHHOU ceTr "MHTepHeT" (B TOM uncie B opMe OTKPHITHIX TAHHBIX ) B TTOPSIZIKE,
ycranoBiieHHOM [IpaBurensctBom Poccniickoint denepanun.

(dactp 9 B pen. PeaepanbHoro 3akoHa ot 04.08.2023 N 474-D3)

9.1. Hocrynm k wuH(pOpManuu, coaepKamielics B CHUCTEME MOHHTOPHUHTA JIBHXKEHUS
JIEKapCTBEHHBIX TpENnaparoB A MEIUIIMHCKOTO NMPUMEHEHHS, 00EeCIeunBaeTCsl OnepaTopoM
CHUCTEMBI MOHUTOPHHTIA JIBUKEHUS JIEKAPCTBEHHBIX IPENApaToB sl MEAULIMHCKOIO IPUMEHEHUS
B Mopslke, yctaHoBIeHHOM IIpaBurenbctBoM Poccuiickoit denepanuu, B COOTBETCTBHHM C
3akoHoaTeNnbCTBOM Poccuiickoit ®@eneparun 06 nHpopmManmuu, HHGOPMAITMOHHBIX TEXHOJIOTUIX
1 0 3ammTe MHGOPMAIMHU, 3aKOHOIATeIhCTBOM Poccuiickoit deaepannu 0 TOCyaapCTBEHHOU
TaliHe, 3aKoHoAarenbCcTBOM Pocculickoir denepanun 0 KOMMEPYECKOM M MHOM OXpaHAEMOM
3aKOHOM TallHE W C Y4YE€TOM TMOJIOKEHHM Hacrosmend cratbu. [IpaBuTtenscTtBOo Poccuiickoit
@denepalii BIIpaBe yCTAHABIMBATh MEPEUEHBb JIEKAPCTBEHHBIX MPENapaTroB ISl MEAUIIMHCKOIO
NpPUMEHEHUs U (WJIM) TPYMN JIEKApCTBEHHBIX IMpenapaToB A MEIUIIMHCKOTO MPUMEHEHUs U
0COOEHHOCTH JIOCTYNa K MH(POPMALMU O TAaKUX JIEKAPCTBEHHBIX MpenapaTax, Coieprkaliencs B
CHUCTEME MOHUTOPHUHIA ABUKEHUS JIEKAPCTBEHHBIX MPENapaToB IJIsl MEJULUHCKOTO IPUMEHEHHS.
(uactp 9.1 BBenena @enepanbHbiM 3akoHOM 0T 04.08.2023 N 474-D3)

9.2. Tlomp30BaTeN CUCTEMBl MOHMTOPWHTA JBW)KEHUS JICKAPCTBEHHBIX MpPENapaToB JUIs
MEIUIIMHCKOTO MPUMEHEHHUs 00J71aJaloT MPaBOM JOCTyNa K HH(POPMALUHU, COAEpKaIlencs B
cUCTeMe MOHUTOPUHTA JIBIKEHHSI JICKAPCTBEHHBIX MPENapaToB ISl MEIUIIMHCKOTO MPHMEHEHHUS,
C Y4eTOM OTpaHMYCHMH JOCTyHa K yKa3aHHOM MH}opMamuu W ee mociemyromeld o0paboTke,
YCTAHOBJICHHBIX HacTosmuM DenepalbHbIM 3aKOHOM M WHBIMH HOPMATHBHBIMH IPaBOBBIMH
aktamu Poccuiickoit @eneparumu.

(uactp 9.2 BBeaeHa denepanbHbiM 3akoHOM 0T 04.08.2023 N 474-D3)

9.3. ®enepanbHbIe OpraHbl UCTIOIHUTEIBHON BIACTH M HCTIOJIHUTENbHBIE OPTaHbl CyOBEKTOB
Poccuiickoit deneparuu B mensx, onpeneneHHbix [IpaButensctBomM Poccuiickoit deneparuu,
UMEIOT MpaBO JOCTyNa K MH(GOpMAIMHU O CyOBEKTaxX OOpallleHHs JIEKapCTBEHHBIX CPEJICTB, O
JIEKapCTBEHHBIX Mpernaparax u 06 000poTe TaKUX JIEKAPCTBEHHBIX MTPenapaToB, HEOOXOAUMOM JIs
BBITIOJIHEHHUS 33/1a4 M OCYILECTBJIECHUS (YHKUIMN, BO3JIOKEHHBIX Ha (eaepabHble OpraHbl
WCIIOJTHUTEIIbHOW BJIACTH W MCIOJIHUTENbHBIE OpraHbl CcyObekToB Poccuiickoit denepanuw,
CTaTUCTHUYECKOW MH(OpPMAlMU O JIEKApCTBEHHBIX Npenapatax u o0 MX 000poTe, a Takxke K
obmenoctynuoit uHbopmanuu. CocTtaB 3TOM MHPOPMAIMKM OMPEAETIAETCS COTJAIICHUSIMUA 00
UH(POPMALIMOHHOM B3aUMOJCWUCTBUH, 3aKIIOUEHHBIMH OINEPAaTOPOM CHUCTEMBbl MOHHMTOPWHTA
JBUKEHHS JIEKAPCTBEHHBIX MpPErnapaToB Ui MEAMIMHCKOTO NpUMEHEHUus ¢ (deaepaibHbIMU
OpraHaMH HMCIIOJHUTEIbHON BJIACTH WM MCIIOJHUTEIBHBIMU OpraHaMu cyObekToB Poccuiickoii
Oenepanuu U GpeaepatbHbIM OPraHOM UCIIOJIHUTEIBHON BIACTH, OCYIIECTBISIONINM (PYHKIIHUN TTO
BbIpa0OTKE W  peaju3allMd TOCYJapCTBEHHOW TOJUTUKM W HOPMATHBHO-TIPABOBOMY
PEryJInpoOBaHUIO B cpepe 3ApaBOOXpaHEHHUSI.

(uactp 9.3 BBenena denepanbHbiM 3akoHOM 0T 04.08.2023 N 474-®3; B pen. PeaepanbHOro
3akoHa ot 08.08.2024 N 232-D3)

9.4. CyObekT oOpalieHus JeKapCTBEHHbBIX CPEJICTB UMEET MPABO OCTYIA K HH(OpMAIHH 00
OTepalysx C JIEKapCTBEHHBIMHU IpenaparaMy JJIsl MEIUIMHCKOTO MPUMEHEHHS, COBEPIICHHBIX
3TUM CYOBEKTOM OOpAIeHHUS JIEKAPCTBEHHBIX CPEICTB, a TAKXKe K 00IIEA0CTYTHONH HHPOpMALIUH.
(dactp 9.4 BBeaeHa denepanbHbiM 3akoHOM 0T 04.08.2023 N 474-D3)

9.5. Omepatop cHCTEMbl MOHHMTOPUHIA JBUKEHUS JIEKAPCTBEHHBIX IMpEnapaToB Jis
MEUIIMHCKOTO TMPUMEHEHHs 00J1aziaeT mpaBOM JOCTyna K HWHGOpPMAIMH, COIEpKallehcs B
CHUCTEME MOHUTOPUHTA ABUKEHUS JICKAPCTBEHHBIX MPENapaToB JIJIsi MEAUIIUHCKOTO MPUMEHEHUS,



BKJTFOYasi MHPOPMAIIMIO OTPaHUYEHHOTO JIOCTYIA, C BO3MOKHOCTBIO €€ 00pabOTKH, B TOM YHCIIC
ee TMPEeAOCTaBICHHS M PAacIpOCTpaHEHUs, 00ecredeHusl JOCTyNa K Hel U OKa3aHUs yCIyT C ee
WCIIOJIh30BaHuEM (fasee - 00paboTKa).

(uactp 9.5 BBeneHa @enepanbHbIM 3ak0HOM 0T 04.08.2023 N 474-D3)

9.6. Omneparop CHCTEMbl MOHHMTOPHMHIA JBH)KEHHUS JIEKAPCTBEHHBIX IPENapaTroB i
MEIUIIUHCKOTO TPUMEHEHUSI MOXET OCYHIECTBISATh 00paboTKy HMH(OpMAIMH OTPaHUYEHHOTO
JOCTyTa, Coep Kalleicss B CHCTEME MOHUTOPUHTA JIBI)KEHUS JIEKAPCTBEHHBIX MpEnaparoB AJis
MEIUIIUHCKOTO TIPUMEHEHUS, TIPU YCIOBUH 0053aTEIbHOT0 00€3TMUYUBAaHHS TaKOH HH(OpMaIH
B COOTBETCTBHHM C YTBEPKIAAEMbIMU (elepalbHbIM OpPraHOM HCIIOJIHUTEIBHOW BJIACTH,
OCYIIECTBIISIOUIMM (YHKIIMM TIO BBIpAOOTKE W pealn3alliil TOCyJapCTBEHHOW IONUTHKU H
HOPMAaTHUBHO-TIPAaBOBOMY DPETyJIUPOBAaHUIO B cdepe 3ApaBOOXPAHEHUS, IO COTIACOBAHHUIO C
(denepaabHBIM OPraHOM HCIIOJHUTENBHON BIIACTH, OCYIIECTBISIONUM (QYHKIIMH 110 KOHTPOJIIO U
Hag30py B cdepe HHOOPMAIMOHHBIX TEXHOJOTHMH UM CBA3U, W (enepajbHbIM OPTaHOM
UCTIOJIHUTENILHOW  BJIACTM B oOimacTu  obecnedeHUs 0€30MacHOCTH  TPeOOBAHUSAMHU K
00€3MMYMBaHUI0 TakoW HWH(POpMAMM W METOJAaMH OOE3WYMBAHMS TaKOW WH(POPMAIIHH.
Ob6e3nuuenHas nH(OpMaIHs, TOJyYeHHAs B pe3yJbTaTe yKa3aHHOH 00pabOTKH U coaeprkariascs
B CHCTEME€ MOHUTOPHUHIA [JBUXKEHHUS JIEKAPCTBEHHBIX MPEmnapaToB Ui MEAUIIMHCKOTO
NpUMEHEeHHUS, SBJIIETCS MHpopMalMel orpaHMYeHHOro foctyna. O6e3nuuyenHas nuHbopMarys,
JOCTyl K KOTOpOM Obul oOecriedeH ONepaTopoM CHCTEMbl MOHUTOPUHIA JIBH)KCHUS
JIEKapCTBEHHBIX IPENapaTroB A MEAWLIUHCKOTO NMPUMEHEHHs B IENAX OKa3aHUs YCIOyTr C ee
UCIIOJIb30BaHUEM, MOAJEKUT XPAaHEHHIO B CHUCTEME MOHUTOpPUHIA IBMKEHUS JIEKapCTBEHHBIX
IpenapaToB JUis MEAMLMHCKOTO MPHMEHEHHs HEe MEHee NATH JIET C JaThl NpelIOoCTaBICHHUS
JOCTyNa K o0e3MnueHHON WH(opManuu, W Ha HEe HE pacHpOoCTPaHSIOTCS TPeOOBaHHUS K
UH(OpPMALIUY OTPAaHUYEHHOTO JI0CTYIA, YCTAaHOBJICHHbIE HACTOSIIEH CTaTheHl.

(dactb 9.6 BBeaeHa denepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.7. Omepatop cHuCTEMbl MOHUTOPHHIA JBWXCHHUS JIEKAPCTBEHHBIX IPENapaToB JUIs
MEIUIIMHCKOTO TPUMEHEHUSI MOXET OCYIIECTBIATH 00paboTKy MH(OpMAIMK OTPaHUYEHHOTO
JIOCTYTIA, CO/IEPIKaIIelcss B CUCTEME MOHUTOPHHTA JIBUKEHHUS JICKAPCTBEHHBIX MPENapaToB JUIs
MEIUIIMHCKOTO TPUMEHEHHUS, MOTyYeHHOH OT cyObeKTa oOpalmieHns JIEKapCTBEHHBIX CPEICTB,
3apErUCTPUPOBAHHOIO B CHUCTEME MOHUTOPHHIA JBM)KEHHUS JIEKAPCTBEHHBIX IPENaparoB JUIs
MEIUIIMHCKOTO MPUMEHEHHS U MPECTAaBUBILIETO B HEE CBEJCHMS, B MHTEPECaX U IO MOPYIEHHIO
TAaKOro cyObeKkTa OOpalleHHs JIeKapCTBEHHBIX CpeAcTB 0e3 o0e3nuurBaHus HMH(OpMaIH
OTPaHMYEHHOTO JIOCTYIA.

(uactp 9.7 BBeneHa @enepanbHbIM 3akoHOM 0T 04.08.2023 N 474-D3)

9.8. Omneparop CHCTEMbl MOHMTOPHMHIA JBH)KEHHUS JIEKAPCTBEHHBIX IPENapaTroB i
MEIUIIMHCKOTO MPUMEHEHUsI BIPABE OKAa3bIBaThb HA HEAMCKPUMHUHALMOHHOM OCHOBE YCIYTH C
UCIIONIb30BaHWEM 00e3MnYeHHON uH(pOpMaluu, coJep)Kalieiics B CHCTEME MOHUTOpPHHTA
JBUKCHHS JICKAPCTBEHHBIX MIPENapaToB sl METUIIMHCKOTO IPUMEHEHHUSI, CYObeKTaM oOpalieHus
JIEKAPCTBEHHBIX CPEACTB, MOPSIIOK U CTOMMOCTh OKa3aHUs KOTOPBIX ONPEAEIISIOTCS ONEpaTopoM
CHUCTEMbI MOHUTOPHHTA IBM>KCHUS JIEKAPCTBEHHBIX MTPENapaToB ISl MEUIIUHCKOTO TPUMEHEHNS,
C YYETOM OTpaHHuYEHHUH JOCTyNa K 00e3THMuYeHHOM MH(OpMalMM, YCTaHOBJICHHBIX HACTOSILIEN
cTaThed. YKa3zaHHbIE MOPSAJIOK U CTOUMOCTh OKa3aHUsl TaKUX YCIYT Pa3MEIaloTCsl OIepaTopoM
CHUCTEMbl MOHMTOPUHTA JIBUKEHUS JIEKAPCTBEHHBIX NIPENApATOB JUIsl MEAUIIMHCKOIO TPUMEHEHUS
Ha caiiTe CHUCTeMbl MOHUTOPHMHIA JBUKEHUS JICKAPCTBEHHBIX IMpENapaToB I MEAUIIMHCKOTO
NMpUMEHEHUs B WH(OPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOW ceTh "MHTepHeT" W mojexar
KOHTPOJIXO B COOTBETCTBUU C aHTUMOHOIIOJIBHBIM 3aKOHOAATENbCTBOM Poccuiickoit denepanuu.
VYkazaHHbIe TOPSAIOK U CTOUMOCTh OKa3aHUS TAaKUX YCIYT JOJKHBI ObITh €IUHBIMHU IS BCEX JIUII,
oOparmaronuxcsi 3a OKa3aHHEM YCIyTd B OTHOIICHHH OJIMHAKOBBIX BHJA, 00b€Ma M COCTaBa
npenocrasisieMoil nHpopmanuu. CyObekTaM 00palieHus JIEKapCTBEHHBIX CPEJCTB 3aMpelnaeTcs
MPEIOCTABIIATh U PACHPOCTPAHATH WH(GOPMAIIMIO, TTOJYYEHHYIO B COOTBETCTBUU C HACTOSIIEH



YaCThIO.
(uacTp 9.8 BBenneHa @enepanbHbIM 3ak0HOM 0T 04.08.2023 N 474-D3)

10. IlpousBoawTenb  JIGKAPCTBEHHBIX  CPEACTB,  Jep)kareiab  JIMOO  BIiIazesel]
PEruCTPallMOHHOIO YAOCTOBEPEHHUs JIEKapCTBEHHOI'O IIpernapara WU IPEACTaBUTEILCTBO
WHOCTPAaHHOW OpraHu3alluu, SBISIOLIEICS AepxareneM JHOO0 BialeiblEM PETUCTPALUOHHOTO
YIOCTOBEpEHUsl JIEKapCTBEHHOIO IIpenapara, Ha Tteppuropun Poccuiickoinr ®denepanuy,
3aperuCcTPUpPOBAHHBIE B CHUCTEME MOHUTOPUHIA JABM)KEHUS JIEKAPCTBEHHBIX MpenapaToB MAJis
MEAMIMHCKOTO TPUMEHEHUs M TPEJCTABUBIIME B HEE CBEIEHUS O HAHECEHUU CPENICTB
uACHTU(UKAIIMYN HA YITAKOBKH JIEKAPCTBEHHBIX MpenaparoB, HapsAay ¢ nHbopMalueH, ykazaHHON
B 4acTu 9.4 HACTOSILIENW CTaThbH, MOJTYYAET COJEPIKAIIYIOCS B CUCTEME MOHUTOPUHTA JABUKEHUS
JIEKapCTBEHHBIX MpEnapaToB Uil MEIUIUHCKOTO MPUMEHEHUS HHQPOpMAIMI OTrPaHUYEHHOTO
JOCTya O CEepUsiX W TMAPTUAX OTUX JIEKAPCTBEHHBIX IMpEnapaToB OE3BO3ME3AHO M BIIPaBe
OCYIIECTBIISITh CaMOCTOSITEIBHO WM TMOpy4daTh 0OpabOTKy Takod HWH(GOpPMAIMU TOJBKO B
COOCTBEHHBIX HHTepecax. [Ipu 3TOM AoCTyn K Takoi WHGpOpMAIMKM WIM pe3yibTaTaM ee
00pabOTKHM MMEET TOJBKO NTaHHBIH CYOBEKT OOpalleHHs JIEKApPCTBEHHBIX CPEJCTB WM JIUIIO,
KOTOpPOMY OH mopydmi o0pabotky. CocTaB IpeoCTaBiIIeMO B COOTBETCTBHHM C HACTOALICH
yacThio nHpopManmu ornpeaensercs [IpasutensctBom Poccniickoit denepanuu.

(uactb 10 B pen. @enepanbHoro 3akoHa ot 04.08.2023 N 474-D3)

11. 3a mpoM3BOACTBO WM NPOAAXKY JIEKAPCTBEHHBIX MPENapaToB sl MEIUIIMHCKOTO
NPUMEHEHUS 0€3 HAHECEHUs CPEICTB UICHTU(UKALINY, C HAPYIICHHEM YCTAHOBJICHHOTO TIOPSIKA
X HAHECeHMs, a TaKKe 3a HECBOEBPEMEHHOE BHECEHHE JJaHHBIX B CHCTEMY MOHHTOPHHIA
JBUKEHUSI JIEKAPCTBEHHBIX IMPENnapaToB JUIsi MEAUIMHCKOTO MPUMEHEHHUsS] WM BHECEHHUE B HEe
HEJOCTOBEPHBIX JIaHHBIX IOPUINYECKHUE JTUIA U UHIMBUyaJIbHbIE MPEAIPUHUMATENH, YKa3aHHbIE
B 4acTsAX 4 ¥ 7 HaCTOALLEH CTaThbU, HECYT OTBETCTBEHHOCTH B COOTBETCTBUU € 3aKOHOIaTEIbCTBOM
Poccuiickoit deneparumu.

(uactb 11 BBenena @enepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

12. IIpaBurenbctBO Poccuiickoit denepamnuu BlipaBe YCTAHOBUTH OCOOCHHOCTH BHEIPECHHS
CUCTEMbI MOHUTOPUHTA IBUKEHUS JIEKAPCTBEHHBIX IIPENIAPATOB JIs1 MEAULIMHCKOTO IPUMEHEHHS],
BKJIIOYAsl CPOKM €€ BHEAPEHMs, B OTHOIIEHUH JIEKAPCTBEHHBIX MpEnapaToB Uil MEAULIUHCKOTO
NPUMEHEHHS, BKIIOUEHHBIX B IEPEUYEHb )KU3HEHHO HEOOXOIUMBIX U BYKHEHIINX JIEKaPCTBEHHBIX
IpenapaToB, JEKapCTBEHHBIX MPENaparoB, MPEeJAHA3HAYEHHBIX 1JI1 00ecreueHus JUL, OOJbHBIX
reMopmined,  MyKOBHCLUUIO30M,  THUNO(U3ApHBIM  HaHU3MOM,  Ooie3Hbto  [ome,
3JI0KaYeCTBEHHBIMH HOBOOOPA30BaHUSIMM JTUM(OUIHONW, KPOBETBOPHOW M POJCTBEHHBIX HM
TKAaHEW, PacCEHHBIM CKJIEPO30M, JIMII M10CJIE€ TPAHCIUIAHTALlUU OPraHOB M (WJIM) TKaHEH, MHBIX
JIEKapCTBEHHBIX IIPENapaToB i MEIUIUHCKOTO IPUMEHEHNSI.

(uacTb 12 BBenena ®@enepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

I'naBa 14.1. OF'PAHUYEHUS, HAJIAT AEMBIE
HA OPTAHM3ALIUU, OCYINECTBJAIOIMUE JEATEJIBHOCTD
ITO OBPAINEHUIO JIEKAPCTBEHHBIX CPEJACTB

(BBenena denepanbHbiM 3aKk0HOM OT 25.11.2013 N 317-D3)

Crarbs 67.1. OrpannveHus, HajJaraeMble IPH OCYLIECTBJICHHUH 1eSITeIbHOCTH B cepe
o0paleHns JeKapCTBEeHHbIX CPeICTB

1. Opranuzamuu, 3aHUMAaONIMECs Pa3pabOTKOW, MPOM3BOJACTBOM W (WJIM) peaau3amueit
JICKApPCTBCHHLIX IpEmapaToB I MCAUIMHCKOIO MPUMCHCHUA, OpraHu3alvu, O6H3.I[3.IOH_[I/IC
npaBaMd Ha HCIIOJNB30BAaHHE TOPrOBOTO HAaWMEHOBAHHs JICKAPCTBEHHOTO IIperapara Jyis
MCIUIIUHCKOI'0 IMPUMCHCHUA, OpraHu3alun ONTOBOH TOProBJIM JICKAPCTBCHHBIMH CPCIACTBAMU,



anTeyHble OpraHu3anuu (UX MpeICTaBUTENH, HHbIE (U3MYECKHe U IOpUIUYEecKHe JHIla,
OCYILIECTBIISIIOIINE CBOIO JIESITENIBHOCTh OT HMEHM JTHUX OpraHu3aluil) B OTHOILIECHUU
MEAMIMHCKUX PaOOTHUKOB U PYKOBOAMTENEH METUIIMHCKUX OPTaHU3allui HE BIPaBe:

1) Bpywarp mnoOJapku, BbIIUIAYMBATh JCHEXKHBIE CpeACTBAa (32  MCKJIIOUYEHHUEM
BO3HArpa)xJAeHUN MO I0rOBOpaM IMpH MPOBEACHUN KIMHUYECKUX UCCIIEOBAHHUM JTeKapCTBEHHBIX
IpenapaToB sl MEIUIIMHCKOTO MTPUMEHEHHsI, BOSHATPAXKICHUN, CBA3aHHBIX C OCYIIECTBICHHUEM
MEJUIIMHCKUM PAOOTHUKOM II€IarOTUYECKON W (WJIM) HAyYHOH NEATEeTbHOCTH), B TOM YHCIIE
OIJIAaUMBATh Pa3BICUCHUs, OTIBIX, MMPOE3] K MECTY OTIbIXa, a TAK)Ke MPUBJIEKATh K y4acTHIO B
pa3BIEKaTEIbHBIX MEPOTIPUSATHSX, TPOBOAUMBIX 328 CUET CBOUX CPE/CTB;

2) 3aKir04aTh COIVIAIIEHUS O HA3HAUYEHUM WM PEKOMEHIAIMHU MallieHTaM JIEKapCTBEHHBIX
IpernapaToB il MEIULUHCKOrO NMpUMEHEHHsS (32 HCKIIOUYEHHEM JI0TOBOPOB O MPOBENECHUU
KJIMHUYECKUX UCCIIEOBaHUM JICKAPCTBEHHBIX MPENapaToB JJsl MEIUIIUHCKOTO MPUMEHEHUS);

3) npenocTaBisaTh 00pa3libl IEKaPCTBEHHBIX MTPENapaToB 11 MEAUIIMHCKOTO TPUMEHEHUS B
HEeIsAX BpYYEHHUs TMalMeHTaM (32 UCKIIOUYEHHEM CJIy4aeB, CBA3aHHBIX C MPOBEIACHUEM
KJIMHUYECKHUX UCCIIEIOBAHUM JIEKAPCTBEHHBIX MIPENapaToB ISl MEIUIIUHCKOTO IPUMEHEHU );

4) mpenoCTaBlIATh HEIOCTOBEPHYIO M (MIJIM) HEMOJNHYI0 MH(GOPMAIMIO O JIEKAPCTBEHHBIX
npenaparax A MEIULMHCKOTO IPUMEHEHUS;

5) mocemath uxX B paboyee BpeMs Ha paboumx MecTax, 3a HCKIIOYCHHEM CIy4yaeB,
CBS3aHHBIX C MPOBEJACHHEM KIMHUYECKUX HCCIEIOBAaHUN JIEKapCTBEHHBIX IpEnapaToB s
MEAMIMHCKOTO NPUMEHEHHUS, C Y4YacTHEM B IMOPSJKE, YCTAaHOBIEHHOM pPYKOBOIUTEIEM
MEAMIIMHCKONW OpPTraHu3allii, B COOPAHMSIX MEIUIUHCKUX PAaOOTHUKOB U WHBIX MEPOINPHUSATHUSX,
HaNpaBJICHHBIX Ha TOBBIINICHHE HMX MNPOPECCHOHATHHOIO YPOBHS HJIM Ha MPEIOCTaBIICHHE
uH(pOpMallMK, CBSA3aHHOM C OCYIIECTBICHHMEM MOHUTOPUHIAa O€30MacHOCTH JIEKapCTBEHHBIX
IIPEnapaTos;

6) noOyXaaTb K BBIIMCBHIBAHUIO JIEKAPCTBEHHBIX INIPENaparoB s MEIULIUHCKOTO
NpUMEHEeHHs Ha OJaHKax, COoJep)KalluX HH(POPMALMIO PEKJIAMHOI0 XapakTepa, a Takke Ha
pelenTypHbIX OJaHKaX, Ha KOTOPBIX 3apaHee HaleyaTaHO HaWMEHOBAHHE JIEKapCTBEHHOIO
npenapara Juisi MEJUIIUHCKOTO IIPUMEHEHUS.

2. Opra"uzanuu, yKa3aHHbIe B a03ale TEpBOM 4YacTH | HACTOSIIEW CTaTbu, U HX
MPEJICTABUTEIM B OTHOIICHUU (hapMalleBTHUECKUX PAOOTHUKOB U PYKOBOJIUTENEH aNTEUHBIX
OpraHu3alui He BIpaBe:

1) Bpy4daThb MNOHApKH, BbIIIJIAYMUBATH ACHCKHBLIC CPCACTBA, B TOM YHUCIIC OIUVIAYMBATb
pa3BJICYCHUA, OTABIX, IMPOE3a K MECTY OTAbIXa, U INPUBJIICKATh K YHYaCTUIO B Pa3BJICKATCIbHBIX
MCPONPUATHUAX, TPOBOJAUMBIX 3a CUCT CBOUX CPCIACTB,

2) mpenocTaBATh 00pa3Ibl JEKapCTBEHHBIX MPEnapaTroB AJisi MEAUIIMHCKOTO TPUMEHEHUs
JUIsl BpYUEHHUS HACENIEHUIO;

3) 3aKJII04YaTh COIJIAIONCHHUA O MPCAJIOXKCHUM HACCIICHHUIO OIPEACICHHBIX JICKAPCTBCHHBIX
nmpenaparoB AJid MEAUIUHCKOT'O MPUMCHCHU A,

4) mpenocTaBiIATh HEIOCTOBEPHYIO M (WJIM) HEMOJHYH WH(OpPMAIMI0 O JIEKApCTBEHHBIX
npenaparax mnjad MCOAUIUHCKOIO MNOPHUMEHCHUSA, B TOM HYHCIC HWMCHOIIHUX OAWHAKOBOC
MEXIyHAPOJIHOE HEMAaTeHTOBAHHOE HAUMECHOBAHHE.

Crarbs 67.2. TpeGoBaHUsI K OPraHU3aUMH ¥ NMPOBEACHUI0 HAYYHBLIX MEPONPUSTHIA,



HHBIX MepONpPHUATHI, HANPABJEHHbIX HA IMOBbILIEHHE TMPO(ecCHOHAILHOIO YPOBHS
MEIUIMHCKUX Ppa0OTHUKOB WJIM Ha mpeAocTaBjJeHHe HHGOpManuH, CBA3aHHOH ¢
ocyllecTBJIeHHeM MOHMTOPUHIa 0€30IIaCHOCTH JIEKAPCTBEHHBIX MpPenapaToB

1. Ilpu mpoBeneHUM HAay4YHBIX MEPONPHUATHI, WHBIX MEPONPUITUN, HANpPaBICHHBIX Ha
IIOBBIIIICHUEC HpO(beCCI/IOHaHLHOFO YPOBHA MCIAUIUHCKUX paGOTHI/IKOB WM Ha OpEeAOCTaBIICHUC
CBSA3aHHOM C OCYIIECTBJIIEHHEM MOHUTOpPUHTAa O€30MaCHOCTH JIEKapCTBEHHBIX IIpernapaTroB
UHpOpPMAalLIMY, OPTaHU3yEMBIX OPraHM3ALMSAMH, YKa3aHHBIMU B a03alle NepBOM 4YacTH | cTaTtbu
67.1 nacrosimero deaepaibHOTO 3aKOHA, UX MPEACTABUTESIMHU U (W) (PUHAHCHPYEMBIX 32 CUET
CpCACTB 3TUX opraHmaum?I H HUX HpeHCTaBHTeHeﬁ, 3afpeuiacTCd NpeuATCTBOBATL YYACTHIO B
YKa3aHHBIX MEPOMNPUATHSIX WHBIX OpraHu3aluid, KOTOpble MPOU3BOAAT WIH PEATU3YIOT
JICKApCTBCHHLIC TMperaparbl JIA MCOAUIMHCKOIO MNPUMCHCHHA CO CXOXHUM MCXaHU3MOM
dapmakosoruyeckoro AecTBus, AHO0 cO3qaBaTh IUCKPUMUHAIIMOHHBIE YCIOBHS ISl OJAHHMX
YYaCTHUKOB 10 CPAaBHEHHUIO C IPYTUMHU Yy4aCTHUKAMHU, 2 UMEHHO:

1) mpenocTaBisATh pa3IWYHOE KOJIMYECTBO BPEMEHHM [UISl BBICTYIJICHUH Y4YaCTHUKOB,
pas3iuyHbBle TIO pa3Mepy 3aHMMaeMoOd IUIOIAAM MecTa JUIs JIEMOHCTpAluu 00pasloB
JIEKAPCTBEHHBIX MPENapaToB I MEIULHUHCKOTO MPUMEHEHUS WIM PEKJIAMHBIX MaTepuajoB O
JIEKapCTBEHHBIX IpenapaTax il MEAMIMHCKOTNO NMPUMEHEHMsI Ha HKCHO3ULMAX, CTEHIAX, 3a
HCKIIFOUEHHEM CITy4aeB, €CJIM TAKUE YCIIOBHS 3aKPEIJIEHBI B COMVIAIIECHUSIX ITUX OPraHU3alui, UX
npencTaBuTeNeil 0 (PMHAHCHPOBAHUM YKa3aHHBIX MEPONPUATHUH M OOYCIIOBIIEHBI PA3IUYHBIMH
3aTpaTaMy YYaCTHUKOB Ha UX OPraHHU3aLHIo;

2) ycraHaBIMBaTh pa3Mep B3HOCA Ui YYACTHUKOB MEpPONPUATHH, yKa3zaHHBIX B al3arie
IIEPBOM HACTOSIIEH 4YacTH, IPEBBIIAIONMNA CyMMYy 3aTpaT Ha OPTraHMU3alMI0 yKa3aHHBIX
MEpOTPUATHIA U BeIyLMil K HEOOOCHOBAaHHOMY OTPaHUYEHHUIO YHCIIA UX YYACTHUKOB.

2. Opranuzanuu, yka3zaHHble B a03are mepBoM dactu 1 crtateu 67.1 HacTosImiero
®defepanbHOr0 3aKOHA, WX TMPEACTABUTENH, OCYIIECTBIAIONIME OpraHu3auudio U (Win)
(bUHAHCHUpOBAaHWE MEPONPHATHH, YyKa3aHHBIX B 4YacTH | HacTosAmEeHd CTaTbu, OOS3aHbBI
obOecrieunBaTh JOCTYym K WH(OpPMANUU O Jare, MECTe M BpPEMEHHU IMPOBEACHUS YyKa3aHHBIX
MEpONpPUITHI, TIUJIaHAX, MporpaMMmax TMPOBEACHUS YKa3aHHBIX MEPONPHUATHH U Temax,
MJIaHUPYEMBIX Ui  PAacCMOTPEHUs, COCTaB€ MX YYaCTHUKOB TyTeM  pa3MelIeHUus
COOTBETCTBYIOIICH HHGOPMAIIMHN Ha CBOUX OPHUITHAIBHBIX caiiTax B ceTH "MHTepHeT" HE Mmo3iHee
JIBYX MECSIIIEB JI0 Hayaja MPOBEICHUs YKa3aHHBIX MEPOIPUSITHH.

3. Undopmariust 0 mpoBeeHUN MEPONPHUATHH, YKa3aHHBIX B YaCTH | HACTOSIICH CTaThH, B
CPOK, YCTAaHOBJICHHBIH YacThiO 2 HACTOAIIEH CTAaThU, JOJDKHA OBITH HampasiieHa B (hefepaibHbIN
OpraH UCIOJHUTENIbHOIN BIACTH, OCYIIECTBISIONUN (PYHKIIMU IO KOHTPOIIO M HAA30py B cdepe
3/IpaBOOXPAHEHUS, JUIS TIOCTIEAYIOIIETO Pa3MEIIeHUs ee Ha OPHUIIMATLHOM CailiTe 3TOTO OpraHa B
cetu "UHtepHeTt".

Iaasa 15. OTBETCTBEHHOCTbD 3A HAPYIIEHUE 3AKOHOJATEJILCTBA
POCCHIICKOI ®EJEPALIIM ITPM OBPAIIIEHUM JEKAPCTBEHHBIX CPEJICTB
1 BO3MEILEHUE BPEJA, IPUMUHEHHOTO 3/I0POBBIO TPAKIAH
BCJIEJICTBUE MIPUMEHEHUSI JEKAPCTBEHHBIX ITPEITAPATOB

Crarbst 68. OTBeTCTBEHHOCTH 3a HapylleHHe 3aKoHoJareJbcTBa Poccuiickoii
Denepanum Npu o0OpaleHUN JIEKAPCTBEHHbBIX CPEACTB

1. Hapymenue 3akoHomaTenbcTBa Poccuiickoit ®enepanu mpu  OOpalieHHH
JICKApCTBCHHBIX CpCACTB BJICUYCT 3a COGOﬁ OTBCTCTBCHHOCTbH B COOTBETCTBUHU C
3akoHoJaTenbcTBOM Poccuiickoit deneparnmm.



(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

2. 3a HempexcTaBlIeHHWE HJIM HECBOEBPEMEHHOE IpelcTaBleHre HH(opManuu u (Win)
JOKYMEHTOB JIMOO TIPEICTaBICHUE HEJAOCTOBEPHBIX HHPOpManuu W (WIM) JOKYMEHTOB,
PEeyCMOTPEHHBIX HacTosMM DeepanbHbIM 3aKOHOM, CYOBEKThI OOpaIeHHS JICKAPCTBEHHBIX
CPEICTB HECYT OTBETCTBEHHOCTh B COOTBETCTBHHU C 3aKOHOJaTeNbCTBOM Poccutickoit denepanuu.
(uactb 2 BBeneHa DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03; B pen. ®enepanbHOro 3akoHa
o1 04.06.2018 N 140-D3)

Crarbs 69. Bo3memienue Bpena, NMPUYMHEHHOI'0 3J0POBbI0 TI'PAXKIAAH BCJEACTBUHE
NMPUMEHEHHS JIeKAPCTBEHHbIX NPenapaToB

1. IlpousBoauTenh JEKAPCTBEHHOTO Ipernapara 00si3aH BO3MECTUThH BpEH, MPUYUHEHHBIN
3JI0OPOBBIO TpaXk/iaH BCIIEACTBUE MPUMEHEHUS JIEKAPCTBEHHOTO TIpenapara, €Clid I0Ka3aHo, 4To:

1) nexapcTBEHHBIN Npenapar NPUMEHSUICA 110 HA3HAYEHHIO B COOTBETCTBUM C HHCTPYKLIUEH
10 IPUMEHEHHIO JICKAPCTBEHHOTO IMpenapaTa U MPUYMHON Bpeja SBUIICS BBOJ B TPa)TaHCKUN
000pOT HETOOPOKAYECTBEHHOTO JIEKAPCTBEHHOTO Mpemnapara;

2) Bpea 310pOBBIO0 MPUYMHEH BCJIEACTBUE HEIOCTOBEPHON MHGOPMAIIMH, COIEPKAIICHCS B
UHCTPYKIIMU 110 IIPUMEHEHUIO JIEKapCTBEHHOIO IIpenapara, W3JaHHOM IIPOU3BOAUTEIIEM
JIEKapCTBEHHOI'O Ipernapara.

2. B cnyuae, ecnu Bpea 30pOBbIO TpakJaH IPUYMHEH BCIEACTBUE IPUMEHEHHUS
JIEKapCTBEHHOI'0 IpernapaTta, MPULIEANIEr0 B HETOJHOCTh B pe3y/ibTaTe HAPYIICHUS MpaBHII
XpaHEHUS JIEKAPCTBEHHBIX CPEACTB, IIPaBUII OIITOBOW TOPIOBIIX JIEKAPCTBEHHBIMU IIPEIIapaTaMHy,
IIPaBUJI OTIYCKa JIEKAPCTBEHHBIX MPENapaToB, IPaBUI U3TOTOBICHHS U OTITyCKa JIEKAPCTBEHHBIX
MpenaparoB, BO3MEIICHUE Bpeda OCYLIECTBISETCS COOTBETCTBEHHO OpraHM3alueil ONTOBOM
TOPrOBIIM  JIEKAPCTBEHHBIMU  CPEACTBAMM, AaNTEYHOW OpraHu3aluei, WHIUBUIYaJIbHBIM
npeanpuHumMarejicM, HWMCIOINIMMU JIMICH3UIO Ha q)apMaLIeBTI/I‘IeCKYIO ACATCIIBHOCTh HIIN
JUIEH3UIO Ha MEAUIIMHCKYIO 1eATeIbHOCTh, MEAUIIMHCKONW OpraHu3aluei, IMerolen JTUIeH3UI0
Ha (papMareBTUYECKYIO AEITeTBbHOCTh (€€ 000COOIEHHBIM MOpa3IeICHHEM, PACTIONOKEHHBIM B
CEJIbCKOM HAaCceJIEHHOM IYHKTE, B KOTOPOM OTCYTCTBYET alTeyHasi OpraHu3aius), J0MyCTUBIINMU
MPOJIaXKy WK OTIYCK TaKOTO JIEKAPCTBEHHOT'O MIpenapara.

(B pen. ®enepanbHbix 3ak0HOB 0T 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

3. Bo3melieHue Bpena, MPUYMHEHHOTO 3J0POBBIO Tpa)KaaH BCIEACTBUE TNPUMEHEHHS
JIEKApCTBEHHBIX TMPENApaTOB WJIM COBEPIICHHsS TPOTHUBOMPABHBIX JCUCTBUH CyOBEKTaMH
06pameH1/1;1 .HeKapCTBeHHBIX CpeI[CTB, OCYH_IGCTBJIHCTCSI B COOTBETCTBHUHU C 3aKOHOIATCIHBCTBOM
Poccuiickoit deneparumu.

I'maBa 16. SAK/IIOYUTEJIBHBIE ITOJIOXKEHUSA

Crarbs 70. O npu3HAHUM YTPATUBIIUMH CHJIY OTAEJbHBIX 3AKOHOAATEIbHbIX AKTOB
(1moJ10keHNH 3aK0HOAATEJIbHBIX aKTOB) Poccuiickoii @enepanun

IIpu3HaTh yrpaTUBLIMMHU CUTLY:

1) ®enepanbubiii 3akoH oT 22 utoHd 1998 roga N 86-D3 "O nexapcTBEHHBIX cpencTBax”
(Cobpanme 3axoHonatenscTBa Poccuiickoit @enepanmu, 1998, N 26, cr. 3006);

2) ®enepanbnbiii 3ak0H OT 2 sHBaps 2000 roma N 5-®3 "O BHeceHWHM W3MEHEHHUS U
nononHeHnii B @enepanbHblii  3akoH  "O  ;mekapcrtBeHHBIX  cpenctBax”  (CoOpanue



3akoHoarenscTBa Poccuiickoit deneparuu, 2000, N 2, ct. 126);

3) cratbio 40 denepanpHoro 3akoHa ot 10 sHBaps 2003 roga N 15-®3 "O BHeceHun
M3MEHEHUH U JIOTIOJHEHUI B HEKOTOPBIE 3aKOHOAATENbHbIE akThl Poccuiickoin deaepaiiuu B CBSI3U
¢ npunstuem denepanbHoro 3akoHa "O JUIEH3UPOBAHUM OTIAEIBHBIX BUIOB JI€ATEIbHOCTH"
(Cobpanue 3akonomarensctBa Poccuiickoit @eneparuu, 2003, N 2, ct. 167);

4) crarpeio 31 ®DenepanpHoro 3akona ot 30 utons 2003 roga N 86-®3 "O BHeceHuu
W3MEHEHUN M JOMOJIHEHUW B HEKOTOpBIE 3aKOHOAAaTelIbHble akThl Poccuiickoit denepaimu,
IIPU3HAHUM YTPATUBLIUMU CUJIYy OTACIIBHBIX 3aKOHOJATEIbHBIX akTOB Poccuiickoin Penepanuu,
NPEAOCTABIEHUH OTIEIbHBIX TAPAaHTUH COTPYJHHWKAM OPraHOB BHYTPEHHMX JI€Jl, OPTaHOB IO
KOHTPOJTIO 32 000POTOM HApKOTHYECKUX CPEACTB M MCUXOTPOIMHBIX BEIIECTB M yMPa3THAEMBIX
denepanbHBIX OpPraHOB HAJIOrOBOM TMOJUIMU B CBA3M C OCYIIECTBICHHEM Mep IO
COBEpIIICHCTBOBAHUIO  TOCymapcTBeHHoro  ympaBieHus'  (CoOpaHue — 3aKOHOJATENILCTBA
Poccutickoit ®eneparuu, 2003, N 27, ct. 2700);

5) crateto 101 denepanbHoro 3akoHa ot 22 aBrycta 2004 roga N 122-®3 "O BHeceHun
W3MEHEHUH B 3aKOHOAATENIbHbIE akThl Poccuiickoit denepanyy 1 npu3HaHUU YTPATUBIIUMU CUITY
HEKOTOPBIX 3aKOHOJATENbHBIX akTOB Poccuiickonn ®enepauuu B CBA3M C IPUHATHEM
®denepanbHbIX 3akoHOB 'O BHECEHWH W3MEeHEHWH W nonosHeHni B denepanpHbiii 3akoH "OO0
OOIIMX MPHUHIMIIAX OPTaHU3AINUA 3aKOHOAATENHHBIX (IIPEICTABUTEIBHBIX) U UCTIOTHUTEIbHBIX
OpraHOB TOCYIAapCTBEHHOM BiacTu CcyObekToB Poccuiickoit ®enmeparmuu" u "OO0 oO0mmx
NPUHIUIAX OpraHu3alMd MEecTHOro camoympasieHusi B Poccuiickoit ®enepammu" (Cobpanue
3akoHomarenscTBa Poccuiickoit deneparuu, 2004, N 35, ct. 3607);

6) cratbio 28 DenepanbHOro 3akoHa ot 18 nexadbps 2006 roga N 231-®3 "O BBeneHuu B
nercTBue dvacTh deTBepToi ['paxkmanckoro koaekca Poccwmiickoit ®enepamuu" (CoOpanue
3akoHoaarenbcTBa Poccuiickoit @enepanuu, 2006, N 52, ct. 5497).

Cratbs 71. BerynieHue B cuily HacTosimero ®deiepajibHOIo 3aKkoHa

1. Hacrosimuit denepanbHblii 3aK0H BeTynaeT B cuity ¢ 1 centsops 2010 roza.

2. JlekapCTBEHHBIE CPEJICTBA, 3aPETUCTPUPOBAHHBIE /IO THS BCTYIUICHHS B CUITY HACTOSIIIETO
®denepalbHOrO 3aKOHA, IMOJUIEKAT BKIIOUEHUIO B TOCYIAPCTBEHHBIE PEECTPhI JIEKAPCTBEHHBIX
CpPEACTB C BHECEHHMEM YKazaHHbIX B yacTh | crtateu 33 Hactosimero denepasbHOro 3aKoHa
CBeIeHUII 00 OTHUX JIEKapCTBEHHBIX CpEACTBAX 0€3 MPOXOXKIEHHS BHOBb MPOIEIYpHI
TOCYJaPCTBEHHOM PETUCTPAIUH JICKAPCTBEHHBIX MPENnapaToB.

3. TocynmapctBeHHas peructpanusi JEKapCTBEHHBIX IMPENapaToB, 3a HCKIIYECHUEM
JICKapCTBEHHBIX MPENapaToB ISl MEAUIIMHCKOTO TPUMEHEHHS, TIPEICTABICHHBIX Ha YKa3aHHYIO
PEruCTpalvio 10 AHA BCTYIIJICHUA B CUIIY HACTOAIICTO d)enepaanoro 3aKOHa, OCYIICCTBIIACTCA B
COOTBETCTBUHM C HacTosimuM @DenepanibHbIM 3aKOHOM Ha OCHOBAaHWHU JOKYMEHTOB WM JIaHHBIX,
MPEACTAaBJICHHLIX N0 AHA BCTYIUICHHUA B CUJITY HACTOSAIICTO (I)e):[epaanoro 3aKO0OHa.

(B pen. ®enepanpuoro 3axkoHa ot 11.10.2010 N 271-D3)

3.1. T'ocynapcTBeHHass perucTpanusi JIEKapCTBEHHBIX IPENapaToB A MEIULMHCKOIO
MPUMEHEHHUS, MPECTABICHHBIX Ha TOCYIapCTBEHHYIO PETUCTPALIMIO A0 JHS BCTYIJICHUS B CHITY
HacTtoswmero denepanbHOr0 3aKOHA, M TOCYNApPCTBEHHAsl PETUCTPALUsS JIEKApCTBEHHBIX
IpenapaToB AJisi MEIULUHCKOTO MPUMEHEHHS, TPEICTABICHHBIX Ha SKCIEPTHU3Y JIEKAPCTBEHHBIX
CPEICTB 10 IHS BCTYIUIEHHUS B CHIy HacTosero denepaibHOr0 3aKOHa B LENAX UX MMOCIEYIOIEN
rOCy/IapCTBEHHOW pEruCTpallui, OCYIIECTBISIOTCS Ha OCHOBAHHWU JIOKYMEHTOB M JaHHBIX,
MPEACTABICHHBIX JO0 JHS BCTYIUIEHUSI B cuily Hactosmero denepanbHOro 3akoHa, a TaKkKe



3asBJIEHUS O TOCYIapCTBEHHOW PErucTpaly JIEKApCTBEHHOTO Mperapara, MpeacTaBIeHHOIO
MPOU3BOUTENIEM JIEKAPCTBEHHBIX MTPENapaToB WM YIIOJIHOMOUYEHHBIM UM JIUIIOM B COOTBETCTBUU
¢ HactosmuMm DenepaqbHBIM 3aKOHOM B YIOJTHOMOYEHHBIH  (enepaibHbIi  OpraH
UCTIONHUTENBbHON Biactu 1m0 1 mapta 2011 roma, 6e3 TpeOoOBaHMS YIUTATHI TOCYIApPCTBEHHOMN
MOIUIMHEI, TPEAYCMOTPEHHOM 3aK0HO1aTeNbeTBOM Poccuiickoit denepariuu o Hajorax u coopax.
(uacts 3.1 B pen. @enepanbHoro 3akoHa otT 29.11.2010 N 313-D3)

3.2. TloaTrBepkAeHUE TOCYAAPCTBEHHON PErMCTpaldy JIEKAPCTBEHHBIX IPENapaToB IJIst
MEAMIMHCKOTO IPUMEHEHUs, NPEJICTaBICHHBIX [UIsI IOATBEPXKACHUS TIOCYIapCTBEHHOMN
pErucTpalmy 10 IHS BCTYIUICHUS B CUITy HacTosiero deaepaabHOro 3aK0Ha, U MOATBEPKACHUE
rOCYIapCTBEHHOW pErucTpanuy JEKapCTBEHHBIX NMpEnaparoB Il MEIULHUHCKOIO NPUMEHEHMS,
MPEJICTaBICHHBIX Ha SKCIIEPTU3Y JIEKAPCTBEHHBIX CPEICTB /10 AHSI BCTYIJICHUS B CUITY HACTOSIILIETO
@denepallbHOTO 3aKOHA B LENAX IOCIEAYIOIIEr0o IOATBEPXKIEHUS MX TIOCYIapCTBEHHOMN
PETrUCTpalMU, OCYIIECTBIIAIOTCS HA OCHOBAHUM JJOKYMEHTOB U JAHHBIX, ITPEJICTABICHHBIX JI0 THS
BCTYIUICHUS B CHJy HacTosiero denepajbHOTO 3aKOHA, & TAKXKE 3asiBICHUS O NMOATBEPKACHUU
roCy/IapCTBEHHOW peruCcTpaluy JIEKapCTBEHHOTO Mpernapara, NpeACcTaBIeHHOr0 MPOU3BOIUTENIEM
JIEKAPCTBEHHBIX MPENapaToB WM YIOJHOMOYEHHBIM UM JIUIIOM B COOTBETCTBUU C HACTOSIIIUM
®denepanbHBIM 3aKOHOM B YITOJITHOMOYCHHBIN (peiepaabHbIil OpraH HCTIOJHUTEIBLHOM BiacTH 110 1
mapta 2011 ronma, 6e3 TpeGoBaHMs YIUIATHl TOCYJAPCTBEHHOH MOIUIMHBI, MPEAyCMOTPEHHOU
3aKoHO1aTeIbCTBOM Poccuiickoit deneparuu o Hajorax u coopax.

(uactpb 3.2 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.3. Ilpunsitue pemeHuss O BHECEHUM HW3MEHEHUW B JIOKYMEHTBI, COJAEp)KalllHecs B
pEerucTpalioHHOM J0ChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar sl MEJULIMHCKOTO
IIPUMEHEHHUS U NIPEACTaBICHHBIE 10 IHS BCTYIUIEHUS B CHILy HacTosero denepaibHOro 3aKoHa,
Y IPUHATHE PELIECHUS O BHECEHUH U3MEHEHUN B TOKYMEHTBI, COJIEPKAIIEECs B PETUCTPALlOHHOM
JIOChE Ha 3apEeTrMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Mpenapar s MEIULUHUHCKOTO MPUMEHEHUS U
IIPEJICTaBICHHBIE HA DKCIIEPTU3Y JIEKAPCTBEHHBIX CPEJICTB J10 HS BCTYIUIEHHSI B CUITY HACTOSIILIETO
@denepanbHOrO0  3aKOHA, OCYHIECTBISIOTCSI HAa OCHOBAHMM  JOKYMEHTOB M  JaHHBIX,
IPEJCTaBICHHBIX O JIHS BCTYIUIEHMsS B CHJy Hacrosiero @enepajbHOrO 3aKOHA, a TaKKe
3as1BJIEHUS] O BHECEHUHU U3MEHEHUH B IOKYMEHTBHI, COJIEpKAIIMECS B PETUCTPALMOHHOM J1I0Che Ha
3aperuCTPUPOBAHHBIM  JIEKAPCTBEHHBIM  @pemapar A  MEIUIUHCKOTO  IPUMEHEHMS,
MPEACTABICHHOTO MPOU3BOAMUTENIEM JIEKAPCTBEHHBIX NPENapaToB WA YIOJIHOMOYEHHBIM UM
JIMIIOM B COOTBETCTBHHU C HACTOSIIUM DeiepaabHbIM 3aKOHOM B YIIOJIHOMOYEHHBIN (peiepanbHbIi
OpraH UCTIOJTHUTENBHOM BiacTH 70 1 mapta 2011 roga, 6€3 TpeboBaHus yIIaThl TOCYIapCTBEHHON
HOLUIMHBI, IPEelyCMOTPEHHO 3aKoHO1aTeNbCTBOM Poccuiickoit @enepariuu o Hajorax u coopax.
(uactp 3.3 B pen. @enepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.4. Brigaya paspenieHuil Ha NMpOBENEHUE KIMHUYECKMX HCCIEI0BAHUM JIEKApPCTBEHHBIX
IIPENnapaToB I MEAULHUHCKOIO NPUMEHEHUS T10 3asiBICHUAM, IIOJAaHHBIM 10 JHS BCTYIUICHHS B
cuiny Hacroswmero @enepanbHOrO 3aKOHA, a TAaKKE [0 3asABJICHUSM, IOJAHHBIM II0CIE [HS
BCTYIUIEHUS B CHIIy HacTosuiero denepaabHOro 3aKk0OHa Ha OCHOBAHNUU HKCIIEPTH3, IPOBEIEHHBIX
J10 THsI BCTYIUICHHUs B CUITy HacTosuiero denepanbHOro 3aK0Ha, OCYIIECTBIISIETCS B COOTBETCTBUU
¢ HacrosuuM PenepalbHBIM 3aKOHOM Ha OCHOBAHWM JOKYMEHTOB U JIaHHBIX, MPEICTABICHHBIX
WM NOJIYYEHHBIX 10 JHS BCTYIUIEHHUS B CHILy Hacrosero denepajbHOro 3aKoHa, a TakKe Ha
OCHOBAHMHU KOIIMU INPEIBAPUTEIBHOTO JJOrOBOpa 00s3aTEIbHOIO CTPAXOBAHUS JKU3HU, 3/I0POBbS
MALMEHTOB, YYaCTBYIOIIUX B KIMHUYECKOM MCCICIOBAaHUU JIEKAPCTBEHHOI'O Ipernapara s
MEIUIUHCKOrO0 TMPUMEHEHMs, WM KONHU JO0roBopa OO0S3aTEIbHOTO CTPAXOBAHUS KHU3HH,
310pOBbS ITALIMEHTOB, YY4aCTBYIOIIUX B KIMHUYECKOM HCCIIEJOBAaHUU JIEKAPCTBEHHOTI'O IIpenapara
JUIs MEIUIMHCKOTO HpPUMEHEHHs, MO0 NpEeACTaBIEHHOW KOMUHU JO0roBopa 00513aTelbHOrO
CTpaxoBaHMs, 3aKIIOUYEHHOTO B COOTBETCTBUM C THUIIOBBIMH IpaBWIAMH 005S3aTEIBHOTO
CTPaxOBaHMsl, C yKa3aHUEM IIPEIEIbHON YNCICHHOCTH MAllUEHTOB, yYaCTBYIOIINX B KIMHUYECKOM
UCCIIEIOBAaHUM JIEKAPCTBEHHOTO Iperapara Jjsl MEIUIIMHCKOTO NMpHUMEHEHUs, 0e3 TpeOoBaHMS



yIIaThl TOCYAapCTBEHHOW TMOIUJIMHBI, MPETYyCMOTPEHHOM 3aKOHOJATeNbCTBOM Poccuiickoi
Deneparuyl 0 HaJorax 1 coopax.
(uactb 3.4 B pen. @enepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.5. 3aperucTpupoBaHHbIE B MHOCTPAHHOM BaIIOTE 10 IHS BCTYIUICHUS B CHUIIY HACTOSLIETO
@denepanbHOTO 3aKOHA IpEAETIbHBIE OTIYCKHBIE ILI€Hbl WHOCTPAaHHBIX IPOM3BOAUTENIEH Ha
JIeKapCTBEHHbIE MPEenapaThl, BKIOYEHHBIC B MepeueHb KU3HEHHO HEOOXOIUMBIX U Ba)KHEHIINX
JIEKapCTBEHHBIX IPENaparoB, MOJJIeXKAT Nepecdery B pyosuu mo kypcy lLleHTpanabHOro Ganka
Poccniickoit @enepannu Ha Aary, ycraHoBieHHYI0 [IpaBurensctBoMm Poccuiickoit denepanuy,
0e3 npecTaBIeHNUs 3asBIECHUS O [IEPecUeTe IEHbl ¢ BHECEHHEM COOTBETCTBYIOIIUX N3MEHEHHUH B
TOCYJapCTBEHHBIN PEecTp MpeAeibHBIX OTHYCKHBIX LIEH MPOU3BOAUTENICH Ha JEKapCTBEHHBIE
Ipenaparsl, BKIIOUEHHbIE B IEPEYEHb )KU3HEHHO HEOOXOAMMBIX M BaKHEHUIIMX JIEKAPCTBEHHBIX
IIPENnapaToB.

(uacte 3.5 BBeaena denepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3apeructpupoBaHHbI€ O JHS BCTYIUICHUS B CHITy HacTosiero deaepaibHOro 3aKkoHa
npelenbHble OTMYCKHBIE LEHbl POCCHUICKUX MPOU3BOJUTENEH Ha JIEKapCTBEHHBIE MpEenapathl,
BKIIIOUCHHBIC B MEPEUCHb KU3HEHHO HEOOXOIUMBIX U BOKHEHIIHNX JIEKAPCTBECHHBIX IIPETapaToB,
nojiexat uaaekcaruu ¢ 1 Hos6ps 2010 roma ucxos U3 TPOrHO3UPYEMOTO YPOBHS WHOIIAIINH,
ycraHoBieHHOro ®denepanbHbiM 3aKk0HOM 0T 2 aekabpst 2009 roga N 308-D3 "O ¢enepanbHOM
oromxete Ha 2010 rox u Ha TuranoBbii iepuon 2011 u 2012 rogos" Ha 2011 rog.

(uacTb 3.6 BBeneHa PenepanbHbIM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 roma He JOMyCKarOTCs MPOM3BOACTBO U BBO3 B Poccuiickyro
Denepaluio JIEKapCTBEHHBIX MPENapaToB B YIIAKOBKAX C MAPKUPOBKOM, KOTOpast Obljla HaHECeHa
110 HsI BCTYIIJIEHUS B cUITy HacTosiero denepanbHoro 3akoHa. [1o ncreyeHnn ykazaHHOTO CpoKa
JaHHBIE JIEKAPCTBEHHBIE IpenapaTbl MOTYT OTIIYCKaThCs, PEalM30BBIBATHCA, IEpEaBaTbCs U
MPUMEHSITHCS 10 UCTEUEHHSI UX CPOKa TOJHOCTH.

(B pen. @enepanbHbix 3aKk0HOB 0T 29.11.2010 N 313-®3, o1 06.12.2011 N 409-D3)

4. Co nH4 BCTYIUIEHUS B CWITy HacTosiiero @eaepanbHoro 3akoHa v 1o 30 anpesnst 2011 roga
BKJIFOUUTCIBHO I[OHyCKaeTCSI HpOBeI[eHI/Ie BKCHepTI/IBBI .HeKapCTBeHHBIX CpCI[CTB BKCHepTaMI/I
AKCTIEPTHOTO YUPEKIACHUS 10 TPOXOXKIEHUS WMU aTTeCTAllUM B TIOPSAIKE, YCTAaHOBICHHOM
YIIOJIHOMOYEHHBIM (he/iepaibHbIM OPTaHOM UCTIOIHUTENIBHON BIACTH.

5. Co gHs BeTymuieHHs B cwity Hactosimero denepanpHoro 3akona u mo 31 mexabps 2013
rojia BKJIOUUTEIBHO OCYUIECTBISIETCA MEPEXO0J] K MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB B
COOTBETCTBUU C MPABHJIAMHU OPraHU3alMKU MPOU3BOJCTBA U KOHTPOJISI Ka4eCTBA JICKAPCTBEHHBIX
CpPEelACTB, yKa3aHHbIMU B udacTtu | cratbu 45 Hacrosimero denepanbHOrO 3aKOHA, B IMOJHOM
oobeme. Cpoku mepexoga MPOM3BOJICTBA JIGKAPCTBEHHBIX CPEICTB K WX IPOHU3BOJICTBY B
COOTBETCTBUHU C KOHKPETHBIMHU TPeOOBAaHUSMHU TAaHHBIX IPAaBWI, BKIOYAs CPOKH aTTECTAlUU
YIOJTHOMOYEHHBIX JIUII, YKa3aHHBIX B yacTX 6 u 7 ctateu 45 Hacrosiero deaepaibHOTO 3aK0HA,
ycranasinuBaroTcs [IpasurensctBom Poccuiickon @enepanuu.

6. JInten3nu Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEICTB, BbIIaHHbIE 10 1 sHBapsa 2014 roxa,
neiictByror nocie 1 sHBaps 2014 roma 1o McTedeHMs CpoKa UX JEHCTBUS IPU YCIOBUU
COOTBETCTBUS JIMIIEH3MAaTa IMPaBWJIaM OpPraHM3allMU IPOU3BOJACTBA M KOHTPOJS KayecTBa
JIEKapCTBEHHBIX CPENICTB, yKa3aHHBIM B yacTh 1 cratbu 45 Hactosuiero denepanbHoro 3akoHa.

7. ®opMupoBaHKe TOCYIapCTBEHHOTO 33aHUsI Ha TPOBEIEHUE IKCTIEPTU3bI JIEKAPCTBEHHBIX
CpeAcTB (¢enepaJbHOMYy TOCYJapCTBEHHOMY OO/DKETHOMY YUPEXKACHUIO IO IPOBEICHUIO
9KCIIEPTHU3bI JIEKAPCTBEHHBIX CPEACTB U (PMHAHCOBOE OOECTIeUEeHNE BBIMOJIHEHHS 3TOTO 3aJaHUS
OCYLIECTBIISIIOTCS B MOpsiAKe, ycTaHOBIeHHOM DenepanbHbiM 3akoHOM OT 12 stHBapst 1996 roga N



7-®3 "O HEKOMMEpPUYECKUX OpraHu3alusIX .
(uacts 7 BBeeHa denepanpHpiM 3akoHOM 0T 29.11.2010 N 313-D3)

IIpesunent
Poccuiickoit @enepanuu
JA.MEJIBEJIEB

Mocksa, Kpemib
12 anpens 2010 rona

N 61-03




