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3apeructpupoBano B Muntocre Poccun 5 centsopst 2024 r. N 79394

MWHUCTEPCTBO 3APABOOXPAHEHUA POCCUACKOWU ®EOQEPALINA
PENEPAJIbHAA CITYXBA MO HAO30OPY B COEPE 31IPABOOXPAHEHUA

MPUKA3
oT 17 nroHa 2024 r. N 3518

Ob YTBEPXAEHWUU NMOPAOKA
®APMAKOHA[3OPA JIEKAPCTBEHHbIX NMPEIMNAPATOB
ana MEOULIMHCKOIo NPUMEHEHUA

B cootBercTBUM co crathsimu 64 u 65 DepepansHoro 3akoHa ot 12 ampens 2010 r. N 61-@3 "O6
oOpallleHuu JIeKapCTBEHHBIX cpeacTB", moamyHkToM 5.8(7) mynkra 5 [lonoxenus o @enepalibHON cykOe
10 HAA30py B cdepe 3/paBoOOXpaHEHUsI, YTBEPKICHHOro nocrtaHoBieHueM [IpaBurenscrBa Poccuiickoi
®enepanuu ot 30 utons 2004 r. N 323, npukasbiBaro:

1. VrBepauth npunaraemsiii llopsaok ¢apmakoHaa3opa J€KapCTBEHHBIX IpPENapaToB IS
MEIULMHCKOTO IPUMEHEHMS.

2. llpu3HaTh yTpaTHBUIMMH CHIy HpuKa3el DenepaiabHON ciayxkObl 1O Ham3opy B cdepe
3/IpaBOOXPAHEHHUS:

ot 15 ¢deBpanst 2017 r. N 1071 "O6 yrBepxkaenuu [lopsiaka ocymiecTBieHus ¢gapmakoHaa3opa'
(3apeructpupoBan MunucrtepctBoM roctunuu - Poccuiickoir  ®Penpepanuu 20 mapra 2017 T,
peructpanronsbiii N 46039);

ot 16 uronst 2020 r. N 6252 "O BHecenun uzmeHenuit B [lopsaok ocyecTBieHus papmMakoHaa3opa,
yTBEpKACHHBIN npukazoM DenepanbHO Ciry)0bl 0 Ha30py B cdepe 3npaBooxpaHeHus ot 15 despans
2017 1. N 1071" (3apeructpupoan MunmucrepctBoM roctuninu Poccuiickoit deaepaunn 10 centsiops 2020
r., peructpaunoHHbii N 59745).

3. Hacrosmuii npuka3 Bcrynaet B cuity ¢ 1 mapta 2025 r. u neiictByer ao 1 mapra 2031 r.

PyKOBg):[I/ITeJIL
A.B.CAMOUIIOBA

YTBepxkIeH

npukazoM DenepanbHOM CiryKObI

10 HaJ30py B cdepe 31paBoOXpaHEHUS
ot 17.06.2024 N 3518
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NOPAAOK
®APMAKOHA[3OPA JIEKAPCTBEHHbIX NMPEIMNAPATOB
ana MEOQULMHCKOIo NPUMEHEHUA

1. Hacrosmuii Ilopsgok ycraHaBmuBaeT TpeOOBaHHsS K OCYIIECTBICHHIO (papMakoHaa30pa Ha
tepputopuu Poccutickort @eaepanun (nanee - [Topsaok).

2. dapmakoHaI30p - BUJI ACITEIBHOCTH MO MOHHUTOPHHTY J(P(EKTUBHOCTH U OE30MaCHOCTH
JIEKapCTBEHHBIX MIPEMapaToB, HAIIPABJICHHBIN Ha BBISIBIICHUE, OLEHKY U [IPEIOTBPALCHIE HEeXEIaTeIbHbIX
IIOCJIEACTBUM IPUMEHEHMS JIEKAPCTBEHHBIX MpenapaToB <1>.

<1> Ilynkr 52.1 ctateu 4 denepanbHoro 3akoHa ot 12 anpenst 2010 r. N 61-®3 "O6 obpauienuu
JIEKaPCTBEHHBIX CPEJCTB".

3. ®epepanbHas ciyx0a 110 HaA30py B cepe 3ApaBOOXPAHEHUS OCYIIECTBISIET (papMaKOHaA30p <2>
MyTEeM aHaJM3a IPEICTaBIIIEMON CyOBEKTaMH OOpaIIeHusl JEKApCTBEHHBIX CPEICTB WH(GOpMAIHMUA O
NOOOYHBIX  JIEHCTBHSIX, HEKEJIATENIbHBIX  PEAaKLUAX, CEPbE3HbIX  HEXKEJIaTelIbHbIX  peaKIMsiX,
HENPEBUJICHHBIX HEXENIaTeIbHbIX pEaKUUsIX IpU MPUMEHEHUM JIEKapCTBEHHBIX IIpenapaToB, 00
MH/IMBU/yaIbHOM HENEPEeHOCHMOCTH, OTCYTCTBUM 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX MIPENApaToB, a TAKKE
00 MHBIX (aKTax M 0OCTOATENHCTBAX, MPEACTABISIOMNX yTrPO3y JKU3HU WIIM 30POBBIO YEIIOBEKA IPH
IPUMEHEHUH JIeKapCTBEHHBIX IIpernaparoB (fajee - HMHOM wuHQopMamuu 1o ©Oe30HIacHOCTH U
3¢ hEKTUBHOCTH), BBISBICHHON Ha BCEX dTamax OOpalleHus JIEKapCTBEHHBIX NpenapaToB B Poccuiickoit
denepanuy U Ipyrux rocy1apcrBax.

<2> Tloamynkt 5.1.4.3 mynkta 5 Ilomoxkenus o @DenepanbHOil ciyxbe MO Hag30py B cdepe
3IpaBOOXpaHEHUs, YTBEPXKIEHHOTO moctaHoBieHueM I[IpaButennsctBa Poccuiickoit ®enepannu ot 30
utoHs 2004 r. N 323.

4. IomKHOCTHBIMU JIUIIAMH, YTIOJTHOMOYEHHBIMH OCYIIECTBIATH (hapMaKoOHAA30p, SIBISFOTCS:
PYKOBOAUTEND (3aMECTUTENN pyKoBoaAuTeNs ) Poc3npaBHanzopa;

PYKOBOJUTENN CTPYKTYPHBIX MOApa3aencHuil Poc3npaBHan3opa, UX 3aMECTUTENH, TOJKHOCTHBIMU
periaamMeHTaMH KOTOPBIX MPEyCMOTPEHBI TOJTHOMOYHS 110 OCYIIECTBICHHUIO (hapMaKOHaA30pa;

MHBIE TOCYJapCTBEHHBIE IPakJaHCKUE ciyXalue Poc3npaBHaa3opa, JOTKHOCTHBIMU pETrJIaMEHTaMU
KOTOPBIX IIPEYCMOTPEHBI TOJIHOMOYHS 10 OCYILECTBICHHUIO (papMaKoHaA30pa.

5. dapmakoHaa30p ocymiecTBIsieTcss Poc3paBHa30pOM Ha OCHOBAaHUM CBEJCHHI, TOJYYCHHBIX B
BUJIE:

coo01IeHn CyOBEKTOB OOpaIlleHHsI IEKAPCTBEHHBIX CPEICTB (J1aliee - COOOIICHHUIA);
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NEPUOINICCKAX OOHOBJSIEMBIX OTUYETOB IO OE30MACHOCTH JICKAPCTBEHHBIX IpernaparoB (majiee -
[1IOOB), wHampaBnsiembix B Poc3mpaBHam3op nepxkarensmu  (BIafesibllaMH) PErHMCTPALIMOHHBIX
YIOCTOBEPEHUI JICKApPCTBEHHBIX IPENapaToB WM YIOJHOMOYECHHBIMH HWMH HHBIMH OPHINYCCKUMHU
nuuamu (ganee - JI[PVY);

NEPUOJIMIECKAX OTYETOB 1O OE30MacHOCTH pa3padaThiBaeMOro (HUCCIEIyeMOro) JIeKapCTBEHHOTO
npenapara (nanee - POOB), nanpasisembix B Poc3ipaBHaa30p IOpUANUYECKUMU JIUIIAMH, HA UMSI KOTOPBIX
BBIJIaHBl pa3pelicHUs Ha NPOBEJCHHE KIMHUYECKUX uccienoBanuii B Poccuiickoit deneparym, i1mb0
APYruMu yrmoJTHOMOYCHHBIMU HOPUAUYCCKUMU JIMLAMU (ﬂanee - OPUIUYCCKHUC JIMIAaMH1, HAa UMA KOTOPBIX
BBIJIaHBI pa3pelleHIs Ha TIPOBEICHIE KITMHMYECKUX UCCIICIOBAaHNN );

uH(pOpMaIINK, TONYYEHHOW B XOJE OCYIIECTBICHHUS (eepatbHOr0 rocydapCTBEHHOTO KOHTPOJIS
(Ham3opa) B chepe oOpaleHus JICKapCTBEHHBIX CPEICTB;

IUTAHOB yTpaBJieHus puckamu (naiee - [TYP);
CIHeLHalIbHbIX YBEJJOMJICHUH, B TOM YHCJe YBEIOMIICHUH 00 3KCTPEHHBIX MpolieMax 6e30MacHOCTH.

6. B memsax omneHkn wuHDOpMAMM HAYYHOTO M KJIMHHYECKOTO XapakTepa, COIepiKalieics B
JOKYMEHTaX W JIaHHBIX, YKa3aHHbIX B nyHKTe 5 [lopsinka, Poc3apaBHam3op npusiekaer ¢enepaibHble
rOCy/IapCTBCHHBIC OFOPKETHBIC YUPEXKICHHUS, TI0IBEIOMCTBeHHEBIE Poc3ipaBHaa30py (anee - SKcrepTHas
OpraHu3aIws).

7. Coo0IeHus HAMPaBIISIOTCS CyObEKTaMu OOpalIeHUs JICKApCTBEHHBIX cpeacTB B DenepanbHyro
ciyx0y 1Mo Haa30py B cdepe 37paBOOXpaHEHHs IMOCPEICTBOM aBTOMATU3MPOBAHHOW WH(OPMAIIMOHHON
cuctembl Poc3apasnamzopa (nanee - AUC Poc3apaBuagzopa) <3>.

<3> Tlognynkr 5.8(1) mynkra 5 Ilonmoxenuss o PenepanbHOi ciayxOe 1Mo Ham3opy B cdepe
3/IpaBOOXPAaHEHMs, YTBEpXKAEHHOro mnocraHoBieHueM IlIpaBurensctBa Poccuiickoit ®enepanuu ot 30
utonst 2004 r. N 323.

8. B cnydae BO3HMKHOBEHHUs TexHUUYeCKUX Tpobiem B pabote AVC Poc3npaBHanzopa cooOmieHus
HaNpaBJSIIOTCA MO aJpecy 3EeKTPOHHOM moutsl: pharm@roszdravnadzor.gov.ru. IIpu BO3HUKHOBEHUU
TEXHUYECKHX MpobieM B padore 6a3 maHHbIX JIPY mnm ropuaudeckux JUI, Ha UM KOTOPBIX BBIITAHBI
paspelleHns Ha MpoBeJieHNe KIMHUYECKUX MCCIIEJOBaHU, TaKKe COOOIIEHUsT HAIIPABISIOTCS MO ajipecy
ANEKTPOHHON MouThl pharm@roszdravnadzor.gov.ru ¢ yka3aHueMm HH(pOpMaLMK O MPEAIOI0KUTENbHbBIX
CpoKax BO300HOBJIEHHS (YHKIIMOHUPOBAHUS YKa3aHHbBIX 0a3 TaHHBIX.

9. CooOmuieHus, HaMpaBJICHHBIE TIO aJIpeCy SJIEKTPOHHOW mouThl pharm@roszdravnadzor.gov.ru B
cllyuasix, yka3zaHHbIX B myHKTe 8 [lopsaka, nomxHs! Ob1Th BHeceHB! [IPY B AVIC Poc3npaBHanzopa cpasy
IOCJIe BOCCTAHOBJIEHUS! pab0TOCTIOCOOHOCTH 0a3bl IaHHBIX CyObeKkTa 00pallleHusl JIEKApCTBEHHBIX CPE/ICTB
umu AUC Poc3apaBnanzopa.

10. Jmga MEeauuMHCKMX OpraHu3aluid, CHEUUATUCTOB 3JPAaBOOXPAHEHHMS, MAIMEHTOB WA MX
MpeJICTaBUTENe TPU OTCYTCTBUM TEXHUYECKOW BO3MOXKHOCTH HampaBlieHUsi coobmieHuii yepes AWC
Poc3nopaBuanzopa COO0O0IIIEeHUA HAIMPABJISIOTCS o azpecy AIEKTPOHHOU OYThI
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npr@roszdravnadzor.gov.ru.

11. HampaBnenue coobmenuii B cootBercTBUM ¢ myHktamu 8 u 10 Ilopsinika B OTHOIIEGHHH
3aperucTpupoBaHHbIX B Poccuiickoit denepannn JeKapCTBEHHBIX IIPENApaToB, a TAKXKE JIECKapCTBEHHBIX
npernaparoB, oOpalieHHe KOTOPBIX JOIyCKAeTCs B COOTBETCTBHHM C 3aKOHOJATEIhCTBOM Poccuiickoit
®enepanun B chepe oOpallieHus JeKapCTBEHHbBIX CPE/ICTB, 3a UCKIIIOYEHUEM JIEKapCTBEHHBIX IpenapaTos,
IIPEAHA3HAYEHHBIX Ul IIPOBENCHMS KIMHUYECKUX HCCIENOBAHUM, OCYLIECTBIISETCS IO AJIEKTPOHHOU
[IOYTE€ W3BEUICHHEM O HEXKEJIATeIbHOW peakUuMud WM OTCYTCTBUM TEpaneBTUYECKOoro 3¢¢exra
JIEKapCTBEHHOTO Tpernapara (peKkoMeHayeMblii oOpasen npuseneH B npwiokennn N 1 k [lopsaky). B
OTHOIICHHUU JIEKAPCTBEHHBIX IIPENaparoB, MPEAHA3HAYECHHBIX MU IMPOBEACHHUS  KIMHUYECKHX
HCCIIEIOBAaHUM - COOOILEHUEM O CEPbE3HOM HENTPEIBUICHHON HEKEIATEIbHOM peakliMM Ha JIEKapCTBEHHBIN
npenapar, HM3ydaeMmbli B KJIMHHYECKOM HCCIEOBaHMM (pEeKOMEHAyeMbli oOpasel IpHUBEIEH B
npunoxkenuu N 2 x [lopsiaky).

12. Cucrema @dapmakonaazopa, opranusyemas JPY, nomkna coorBercTBoBaTh IIpaBuiam
Ha/IJIeKaIed NpakTUKu (apMakoHan3opa EBpa3wiickoro 3KOHOMHYECKOTO CO03a, YTBEP)KICHHBIM
Pemennem CoBera EBpaswmiickoii sxoHOMUYeckoi komuccuu ot 3 HosiOpst 2016 1. N 87 <4> (nanee -
Hanmnexamas npaktuka dapmakonanzopa). [lopsmok npencraBienus nHGOpMAIMH 110 OE30MACHOCTH B
X0/l KJIMHUYECKUX MCCIICJOBAaHUN JOJHKEH COOTBETCTBOBATh [lpaBuiam Hamiexameil KIMHUYECKOU
npakTuku EBpa3uiickoro SKOHOMHMUYECKOIO coro3a, yTBepxkaeHHbIM Pemenuem CoBera EBpasuiickoit
SKOHOMHUYECKOH KoMuccuu ot 3 Hos0ps 2016 1. N 79 <5> (nanee - Hagyexxamias KITMHAYECKasl MPAKTHKA).

<4> OdunuanbHplii cadT EBpasuiickoro skoHOMHUYeckoro corosa http://www.eaeunion.org/, 21
HOsiOpss 2016 r. C wu3meHeHusMu, BHeceHHbIMM Pemenunem Coera EBpasuiickoil 3KOHOMHYECKOU
koMmuccuu ot 19 mas 2022 r. N 81. Berynuno B cuny ans Pocceniickont ®enepanuu 6 mas 2017 r. SBasercs
oOsi3arenbHbIM Juist  Poccuiickoit ®enepaunn B coorBercTtBUM ¢ JloroBopoM o EBpasuiickom
HKOHOMHYECKOM coto3e oT 29 mas 2014 r., patudpunupoBanHbiM PenepaabHbIM 3aKOHOM OT 3 OKTAOps
2014 r. N 279-®3 "O patudukarnuu Jloropopa o EBpazuiickoMm skoHOMUYECKOM coro3e". BeTymun B cuity
st Poceniickoit @enepanuu ¢ 1 ssuBaps 2015 .

<5> Od¢wunmanpHelii caiiT EBpasuiickoro skoHOMHYeckoro corosa http://www.eaeunion.org/, 21
Hos10pst 2016 r. Berynuno B cuity it Poceuiickoit ®@enepanuun 6 mast 2017 1. SIBisiercst 06s13aTeIbHBIM
st Poccuiickoit deneparuu B coorBeTcTBUU € JloroBopom o EBpaszuiickoM 35KOHOMHYECKOM COro3¢e OT 29
mass 2014 r., parupunupoBaHHbiM DenepanbHbIM 3akoHOM oT 3 okTsa0ps 2014 r. N 279-03 "O
patudukanuu Jlorosopa o EBpasuiickom 3koHOMHuUeckoM coro3e". Berynun B cuiy ans Poccuiickoit
®enepaunu ¢ 1 auBaps 2015 r.

13. IPY B Teuenwue 3 pabouux aHel HampaBIisaOT B Poc3npaBHaa30p nHGOpMAIUIO, TIOIMATAOIIYIO
MoJ OTpeNesIeHne SKCTPEHHOW NpoOsemMbl 0€30MacHOCTH, B COOTBETCTBHHM C TyHKTaMu 756 u 757
Hannexareit npakTiku hapMakoHa130pa, 1o ajpecy 3aekTpoHHoi noutsl ESI@roszdravnadzor.gov.ru, ¢
00s13aTeIbHBIM JJOCHUIOM Ha OyMa)KHOM HOCHUTEJIE.

14. Joxymentsl nepuoaunyeckoi otdetHoctu - [IOOB, POOB, a taxxke [1YP, nanpasmnstorcs B
PocsnpaBnamzop nocpencrsom AUC Poc3apaBHaazopa v perucTpUpPYIOTCS aBTOMATHYECKH.

15. APY npeacrasmnstor B Poczapasuanzop [TIOOB, cootBercTByomuil TpedoBanusm pazaena VIII
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"[Tepuoanueckuii 0OHOBIIsIEMBIN oTueT 1o O6e3omacHocTr" Hatexarei npakTuku papMakoHaa30pa.

16. Ilopsnok mpencraBinenuss IIOOB B coorBercTBuM ¢ nyHkToM 698 Hannexameil npakTuku
(bapMakoHaa30pa PpAcHpOCTPAHAETCS Ha JIEKAPCTBEHHBbIE Ipernaparbl, MPOIIEAIINEe IPOLEeaypy
perucTpalii WIM TPUBEACHHBIE B COOTBETCTBHE C TpeOOBaHMAMHU peructpauuu EBpasuiickoro
HKOHOMHUECKOT0 CO03a. B ocTanbHbIX ciyyasx TpeOOBaHUS K IEPUOAUYHOCTH U CPOKAM IIPEIOCTaBICHUS
[TOOB onpenensrorest mynkramu 696 u 697 Haanexamieit nmpaktuku GpapMakoHaa3opa.

17. Ilpu BBIABICHUHU HEXENIATEIbHbIX PEAKLUI IPU IPUMEHEHUH JIEKAPCTBEHHOr0 IIpenapaTa u HHOU
uHpopmanuu 1o Oe3omacHOCTH U 3(P(HEKTUBHOCTH, HE COACPKAIIMXCS B OOMIEH XapaKTEepUCTHKE
JIEKapCTBEHHOI'0 Ipenapara MU (WIM) MHCTPYKLUMM 10 MEIUIMHCKOMY HPHUMEHEHMIO JICKapCTBEHHOI'O
[pernapaTa W M3MEHSIOLUX OTHOLIEHHE OXKUAAEMOM MOJb3bl K BO3MOXXHOMY PHUCKY IHPUMEHEHMS
JICKapCTBEHHOI'0 Ipernapara, a Takke Npu HecoOmoaeHuu TpeboBaHuil k mnpenctasiaeHuo 100D,
ycraHoBieHHbIX myHKTamu 14, 15, 16 Ilopsinka, PoczapaBHam3op B TedeHue 5 paboumx AHEW CO JHSA
BBISIBJICHUS] yKa3aHHbIX CBEJEHHUH paccMaTpuBaeT BONpoC O HeobOxoaumoctu 3ampoca y JIPY
BHeouepennoro [I0OOb, B coorBerctBuu ¢ mynkrom 701 Haanmexarnieit npaktuku papmakoHaazopa.

18. Nndopmarusi 0 cepbe3HbIX HEMPEABHJICHHBIX HEXKENIATeNbHBIX PEaKIUsAX Ha HCCIeIyeMbId
JICKapCTBCHHBIN Tpenapar W wWHas WHGOpMAanus 1O OC30MacHOCTH B paMKaX HWHTEPBEHIIMOHHOTO
KJIMHUYECKOTO HCCIICIOBaHUs JICKApCTBEHHOI'O IIpenapata HampaBisitoTcs B PocsnpaBHangzop B
COOTBETCTBUHM ¢ TpeOoBaHUSMU TYHKTOB | m 2.2 mpunoxenus N 11 k Hammexamei kInHWYeCKOU
MpPaKTHUKE.

19. KOpuauyeckue nuia, Ha UMS KOTOPBIX BBIIAHO Pa3pEIICHUE Ha TMPOBEICHUE KIMHUYECKUX
UcclenoBaHui, npeacTaBisioT B PocapaBuaazop POOB B cooTBeTCTBUY ¢ TpeOOBAaHUSIMH MTPHUIIOKEHUS N
12 x Hapnesxxamieit KITHHHYECKOM MPaKTHKE.

20. Opranuzanus CcyObeKTaMu  OOpalleHUs JIGKAPCTBEHHBIX  CPEICTB  (MEIUIIUHCKUMU
OpFaHHSaHI/IﬂMI/I) pa6OTI)I II0 BBIABJICHHUIO HEXKCIATCIIBbHBIX peaKuHﬁ IIpu MPUMCHCHHUU JICKAPCTBCHHBIX
MpernapaToB AJii MEAUIIMHCKOTO MPUMEHEHUsI U UHOW MH(pOpMAIUH 10 6€30MacHOCTH U 3P PEKTUBHOCTU
IIpU NPUMEHEHNUH JIEKAPCTBEHHBIX IIPENapaToB I MEAULIMHCKOIO IPUMEHEHUS PETIIaMEHTUPYETCS UX
BHYTPEHHUMH JOKyMEHTaMH (BKIFOUasi JTOKYMEHTHI MO0 0OECIIEUYEeHHI0 KauecTBa MPOIECCOB, BHYTPEHHHE
MPOIIEYPHI).

21. CyObekThl oOpalieHus JeKapCTBEHHBIX CPEACTB (MEAMIMHCKUE OpraHU3aluu) 00s3aHbl B CPOK
He Oosiee 3 pabouux JgHEH coobmarh B Poc3apaBHAA30p O CEpbE3HBIX HEXKENATENbHBIX PEAKIUSAX MPU
NPUMEHEHUH JIEKapCTBEHHOT'O Ipernapata A MeIUIUHCKOrO MPUMEHEHHs C JIETaJbHBIM HMCXOJIOM WU
yIrpo30ii ’KM3HU, CO JHS HACTYIUIEHHS YKa3aHHBIX COOBITUH, 32 UCKIIOUEHNEM HEKENaTeIbHbIX peaKiui,
BBISIBIICHHBIX B XOJI€ MPOBEACHUS KIMHUYECKUX HCCIEIOBAaHMUN, MPOBOAUMBIX B JAHHOW MEIUIIMHCKON
OpTaHM3aIUH.

22. CyObexTsl oOpalieHHs JIEKapCTBEHHBIX CpPEeACTB (MEIMLMHCKUE OpraHU3allM) B CPOK, HE
MpeBbIIIAaOMMi 15 KaneHaapHbIX JHEH co JHS HACTYIUICHUS HIKETEPEUUCIIEHHBIX COOBITUH, COOOIIA0T
B Poc3npaBHaa3op o0 cleIyrOIMX HEXENaTelNbHBIX PEAKIUAX NpPU NPUMEHEHMH JIEKAPCTBEHHOTO
npernapata JUisi MEIUIIUHCKOTO MPUMEHEHUsI ¥ MHOM MH(pOpMaIH 1Mo 6e301MacHOCTH U 3(P(HEeKTUBHOCTH,
BBISIBJICHHOM JAaHHOM MEIMLMHCKOM OpraHM3alled, 3a HCKIIOUEHUEM HEKENaTeIbHbIX pEaKIHil,
BBISIBJICHHBIX B X0/I€ MPOBEACHUSI KIIMHUYECKUX HUCCIIEIOBaHMI:
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CEPbE3HBIX HEKENATEIbHBIX PEaKIHUIX NpH NPUMEHCHHH JICKQpCTBEHHOTO Mpernapara s
MEIUIIMHCKOTO TIPUMEHEHUS, 32 HCKIIFOUEHUEM CEPhE3HBIX HEXKEIATeNbHBIX PEaKIUii, yKa3aHHBIX B TyHKTE
21 Iopsaxa;

cilydasix TIepenadyd MHQEKIMOHHOTO 3a0ojieBaHMsA 4Yepe3 JICKAapCTBEHHBIM Mpemapar uis
MEJIULUHCKOTO IPUMEHEHHUS;

ClIydasiXx OTCYTCTBHS 3asBICHHOHN 3((EKTUBHOCTH JIEKAPCTBEHHBIX MPENApaTOB ISl MEAULUHCKOTO
IIPUMEHEHMs], IPUMEHIEMbIX IIPU 3a00JI€BAHUAX, IPEICTABISAIOIINX YIPO3y AJIs )KU3HU YeJIOBEKA, BaKLIUH
i TpOoHIAKTUKY MH()EKIIMOHHBIX 3a00J€BaHUH, JIEKAPCTBEHHBIX IPENapaToB sl MPEIOTBPALICHUS
OepeMEHHOCTH, KOIJa OTCYTCTBHE KIMHMYECKOro AJ(@eKTa He BbI3BAHO WHIUBHIYaJIbHBIMU
0COOEHHOCTSIMHU TMAaIMeHTa U (WIK) ceu(uKoi ero 3a00JeBaHus;

HECXKCJIATCIIbHBIX PCAKIUAX, BOSBHUKIIUX BCICACTBHUEC 3J'I0y1'IOTpe6J'IeHI/IH JICKAPCTBCHHLIM IIPCIIapaTOM
A MEOAUIUHCKOTO ITPUMCHCHUSA, B ClIydasaXx YMBIHIHGHHOﬁ NEPCAO3UPOBKHU JICKAPCTBCHHOI'O IIpCriapara,
IIpu BOBHCﬁCTBHH, CBA3aHHOM C poOaAOM SaHHTHﬁ, WM B ClIydassX HCIHOJIb30BAHUA JICKAPCTBCHHOI'O
npemnapara i MCAUIHMHCKOrO IMPHUMCEHCHHA B LCIAX YMBIINIJICHHOI'O IMPUYUMHCHHA BpEAa XU3HU U
3A0POBbIO YCJIOBCKA.

23. Hanpasnenue cooduieHuit B Poc3apaBHanzop B paMkax TpeboBaHuil noanyHkTa 4.8 myHkra 4
MOpSAZIKA CO3TaHUS U ACSITENbHOCTH BpaueOHOW KOMUCCUHM MEIUIIMHCKON OpraHu3alnu, YTBEP:KIESHHOTO
IIpUKa30M MuHuCTEPCTBA 31paBOOXPAHEHUS U COLMAIIBHOIO pa3BuTus Poccuiickoit denepanuu oT 5 mas
2012 r. N 5021 "OO yTBepkACHUU TMOPSAIKA CO3TAHMSI M JEATEIBHOCTH BpadyeOHON KOMHUCCUU
MEIUIIMHCKON opraHu3anuu’ <6>, ocymecTBisieTcs B coorBeTcTBuu ¢ mynkramu 7 u 10 [Topsinka, B cpok,
HE MPEBBIIAIONINKN 5 pabo4rX THEH CO THS MPUHATHUS PEIICHUs O HA3HAYCHHUH JIEKAPCTBEHHBIX MIPETapaToB
JUTSI MEIUITMHCKOTO IPUMEHEHHS MTPU HATMYUUA METUIIMHCKUX TTOKa3aHU BpauyeOHOM KOMHUCCHEH.

<6> 3apeructpupoBan MunucrepctBom toctunmu Poccuiickoit ®enepanmu 9 wutons 2012 1.,
peructpauroHHelid N 24516, ¢ U3MEHEHUSIMH, BHECEHHBIMU NIPUKAa30M MUHHCTEPCTBA 34PABOOXPAHECHHUS
Poccuiickoit @enepanun ot 2 nekadps 2013 r. N 886H (3apeructpupoBaH MUHUCTEPCTBOM FOCTHIIMU
Poccuiickoit @enepanuu 23 nexadpst 2013 r., peructpanuonnsiii N 30714).

24. Cpox 11st COOOIIEHUS 0 HEXKeTaTeNbHbBIX PeaKusIX IPpU MPUMEHEHUH JIEKApCTBEHHOTO Tperapara
JUTSI METUIIMHCKOTO TIPUMEHEHHUS U UHOW MH(pOpMaluu 1o 6e30macHOCTH U 3(PPEKTUBHOCTH, YKA3aHHOTO
B nyHkTtax 21, 22 Tlopsiaka, ucducisieTcss co AHsS, KOTJa OTBETCTBEHHOMY IO (papMakoHAA30py
JOJDKHOCTHOMY JIMITYy CYObEeKTa OOpalieH s JISKapCTBEHHBIX CPEICTB (MEIUIIMHCKON OPraHU3aIlin) CTalln
W3BECTHBHI CIIEIYIOIINE CBEJICHUS O HEXKeNIaTeNbHOW peakluy Uil MHOU WH(OpMAaIUU 10 O€30MacCHOCTH U
s pexTuBHOCTH:

uH(pOpMAaIIYs, TTO3BOJISIONIAs UASHTUPUIINPOBATH OPUIUIECKOE WK (PU3UUYECKOE JIUIIO, BHISBHUBIIICE
HEXKeJIaTEJIbHYIO PEAKIUI0 WIH 0COO0YI0 CUTYaIIHIO;

I/IH(I)OpMaI_II/ISI, TIO3BOJIAIOIIAA I/II[CHTI/I(I)I/II_II/IpOBaTB (I)I/I3I/I‘-ICCK06 JiMno, 'y KOTOpOro HaGJIIO,Z[aJIaCB
HCXKEIaTCIIbHasA pCaKInA;

uHOpMalys, MO3BOJISAONIAs UACHTU(UIIMPOBATH JIEKAPCTBEHHBIN Ipenapar;
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I/IH(l)OpMaHI/IH, IIO3BOJIAOIIAA I/II[CHTI/I(bI/II_[I/IPOBaTB CHMIITOMBI HEXKEIaTeIbLHOMN pCaKiuu.

25. Komuu cooOmieHuid, HampaBieHHBIX B Poc3apaBHag30p MEIMIMHCKOW OpraHu3anueil B
COOTBETCTBUHM ¢ IyHKTamu 21 - 23 [Topsiaka, COXpaHSAIOTCS B MEAULIMHCKONW JOKYMEHTAIMH MAIl[UEHTOB.

26. Coo01ieHus, IOCTyNaoIIUe OT MEJUIIMHCKUX OpraHu3alui, CIIeHUaIlcTOB 3paBOOXPaHEHMS,
MAlMEHTOB WM UX MPEACTaBUTEIICH 110 YJICKTPOHHOM MOYTE WM Ha OyMa)KHOM HOCUTEJIE PETUCTPHPYIOTCS
B COOTBETCTBHHU C YCTAHOBJIEHHBIM B Poc3paBHa30pe MOPSAKOM JEIOIPOU3BOACTBA.

27. Onenka MHGOpPMALMU HAYYHOTO U KIMHHYECKOIO XapaKTepa, COAEprKallelcss B COOOIIECHUsX,
nocrynatoumx B AMC Poc3apaBHan3opa, OCyLIECTBISETCS IKCHEPTHON OpraHu3alieil B TeueHue 5
pabouux AHEH cO AHA UX NOCTYIJICHHUS.

28. Onuenka nH(popMaluu HAy4YHOr0 U KIIMHUYECKOro XapakTepa, conepsxkauieiics B [IOOb u POOB,
IIPOBOJIUTCS. IKCHEPTHOM opraHu3anued B TedeHue 60 pabouymx IHEH €O JHS UX HOCTYIUIGHUS B
9KCIEPTHYIO OPraHU3aLUIO.

29. Pe3ynbTaThl OIEHKM HMH(OpPMALMKA HAYYHOTO M KIMHMYECKOTO XapakTepa, coJepKalieics B
COOONICHHUSX, HAMPABIAIOTCA B Poc3apaBHAA30p SKCIIEPTHOM OpPraHU3allMel B COCTaBE €KECHEICTbHBIX
OTYETOB.

30. Pe3ynbTarhl ONCHKH WH(OPMAMK HAYYHOTO M KIMHHYECKOTO XapakTepa, COoJepiKalleics B
I[TIOOB, POOBb, IIYP, nanpasmsatorcs B Poc3apaBHaa30p B COCTaBE €XKEHEICTbHBIX U €KEMECSUHBIX
OTYETOB IKCMEPTHON OpraHU3aLNH.

31. Ilpum BBIABIEHMHM DKCIEPTHOM oOpraHu3anuell HecooTBeTcTBUsA npencraBieHHoro 1100b
TpeboBaHusAM IMyHKTOB 587 - 687, 690 Haanexameit npaktuku hapmakonazopa wiu POOB tpeboBanusmM
npunoxenns N 12 k Haanexamell xiInHHYecKo mpakTuke, wuH(popManus 00 OTKIOHEHUH
npeacTaBieHHoro nokymenta BHocutcss B AUC Poc3apaBHamzopa B TedeHue 5 pabodymx gHEH cO JTHS
BBIHECEHHsI OKCIIEPTHOTO 3aKJIIOYEHHMS C ONUCAaHUEM MPUYMH OTKIOHEHMs. (CooTBeTCTBylOLIEE
yBeZOMJIEHHE 00 OTKJIOHEHNH JOKYMEHTa aBToOMaTh4yecku Hanpasisercs JPY nnm ropunnyeckomy iy,
Ha UMs KOTOPOTO BBIJIAHO pa3pellieHre Ha MPOBEIeHUE KIMHUYECKUX MCCIIE0BaHMM, B JIMUHbIN KaOUHEeT
AMUC PocznpaBHangzopa.

32. JIPY nexkapcTBEHHOro mnpemnapara WIM OPUIUYECKOE JIMLO, Ha UM KOTOpPOro BBIIAHO
paspelleHre Ha NpoBeACHNE KIMHUUECKUX HCCIIeI0OBaHMi, B CpOK, He npeBbimatonuii 30 pabouux aHen
CO JIHA TNOJYYEHMs JIEKTPOHHOIrO yBenomieHus Poc3npaBHan3opa, ykazanHoro B nyHkre 31 Ilopsaxa,
HanpasisieT B Poc3npasranzop [IOOB, npuBeneHHBIH B COOTBETCTBHE C TPEOOBAHHUSIMH ITYHKTOB 587 - 687
Hannexamel npakTuku gapMakoHa30pa, ¢ YIeTOM 3aMeYaHUl SKCIepTHOH opranusauuu, nin POOB,
MIPUBE/ICHHBII B COOTBETCTBHE € TpeboBaHusMu mpuiokeHus N 12 xk Haanexameidl kinHUYecKou
IIPAKTUKE, C yUETOM 3aMEYaHU SKCIIEPTHON OpraHU3alllu.

33. B ciyyae TpeXKpaTHOTO MOJPAI BBISBICHHS SKCIEPTHOM OpraHu3alMeid HECOOTBETCTBUSA
npencrasiaeHHoro IIOOBb TtpeGoBanusam pazgena VIII "llepuonndeckuii OOHOBISAEMBIH OTYET IO
6e3omacHoctu" Hamnexaielt mpakTuku (apMakoHaI30pa WM TPEXKPATHOTO MOAPSA HECOOTBETCTBUS
npencrasiaeHHoro POOB tpeboBanusm npuinokenust N 12 k Haanexxarield KIMHUYECKOH MpakTUKe Ha
OJIMH JIEKapCTBEHHBIN MpenapaT, MUHQOpMalMs 00 3TOM JOBOAUTCS AKCHEPTHON oOpraHuzanuen 10
Poc3npaBHaazopa B TedeHue S5 paboymx JHEH cO THS BBIHECEHHUS IKCIIEPTHOTO 3aKITFOUEHHUSL.

www.consultant.ru CrpaHuua 8 n3 18
HaAeXHas nNpaBoBas noaaep)XKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=419814&date=13.04.2026&dst=1752&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=419814&date=13.04.2026&dst=2148&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=419814&date=13.04.2026&dst=2162&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=514685&date=13.04.2026&dst=101722&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=419814&date=13.04.2026&dst=1752&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=419814&date=13.04.2026&dst=2148&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=514685&date=13.04.2026&dst=101722&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=419814&date=13.04.2026&dst=1722&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=514685&date=13.04.2026&dst=101722&field=134

Mpuka3 Poc3gpasHaa3opa ot 17.06.2024 N 3518
"06 yTBepxaeHum Mopsaka dapmMakoHaza30pa flekapCTBEHHbIX NpenapaTos
ANS MeAVLMHC. ..

[okyMeHT npepocTasneH KoHcynbTaHTIt0C
[aTta coxpaHeHus: 13.04.2026

34. Poc3apaBHaA30p MpH NOJy4YeHHH MHPOpManuu, yKkazaHHo B myHkTe 33 Ilopsiaka, mpuHUMaET
pelieHre 0 HeoOXOIMMOCTH TPOBEICHUS BHEIUIAHOBON WHCHIEKIMH cHCTeMbl (papmakoHam3opa JIPY
JAHHOTO JIEKAPCTBEHHOIO Ipernapara B COOTBETCTBUU C paznenoMm [V "HHcnekTupoBaHHE CUCTEMBI
dapmakonanzopa" Haanexariel npaktuku papMakoHaa30pa.

35. Tlpu BBISABICHUM ODKCIEPTHOW OpraHu3aluell B XOjA€ OICHKM HWH(MOpPMAIMW HAYYHOTO |
KIIMHUYECKOTO Xapaktepa, coaepxamuxcs B coodmenusx, [I00b, POObB cBenenuii, OTCyTCTBYIOMIUX B
o0miel XapaKTepUCTHKE JIEKAPCTBEHHOro TMpemnaparta W (WIM) HWHCTPYKIMH [0 MEIUIUHCKOMY
MPUMEHEHUIO JIEKAPCTBEHHOTO TMperapaTa WId JOKYMEHTAllUM KJIMHUYECKOTO UCCIIeIOBaHUs, U
M3MEHSIOIIUX OTHOIICHHWE OKHUIAEMOW IMOJIb3bl K BO3MOXKHOMY PHCKY NPUMEHEHHS JIEKapCTBEHHOTO
npernapara, SKCHepTHasi OpraHu3alus HalpaBIseT 3akiodeHue o0 3ToM B Poc3apaBHam3o0p B Cpok He
no3aHee 5 paboynx JHEH cO IHS BHIHECEHHSI SKCIIEPTHOTO 3aKITIOUEHUS.

36. B ciydae BBISBICHUS JIKCHEPTHON OpraHu3anuell HECOOIOACHHS CyOBEKTOM OOpamieHus
JIEKapCTBEHHBIX CPEACTB JCHCTBYyIOmUX Ha Tepputopun Poccuiickoit denepanuu 00s3aTenbHBIX
TpeOoBaHuii B oOmactu (apmakoHam3opa Poc3apaBHam30p NMpUHUMAET pemIeHHe O HEoOXOIUMOCTH
MIPUOCTAHOBIICHUSI TMPUMEHEHHs JICKAPCTBEHHOTO IIpernapara Ais MEIUIMHCKOTO MPUMEHEHUS W
MPOBE/ICHUU BHEIUIAHOBOM MHCIEKIMH CHCTeMBI (apMakoHanzopa [IPY nmaHHOTO JexapCTBEHHOTO
npernapara.

37. B cnydae, eciu COIJIaCHO 3aKJIIOUEHUIO SKCIEPTHOM OpraHu3aliy, BEpOSTHOM NpUYUHON
Pa3BUTHUSL HEXKEJIATCIIbHOW PEakIMK MPU NMPUMEHEHHH JICKQpCTBEHHOTO Mperapara Uisi MEAUIIMHCKOTO
MIPUMEHECHHST MOTJIO SIBIISITCS. HECOOTBETCTBHUE JICKAPCTBEHHOTO Iperapara TPeOOBaHHUSIM K KadecCTBY,
YCTaHOBJICHHBIM (hapMaKONMEeHON CcTaThbel WM HOPMATHUBHOM JIOKyMeHTauued (HOpMaTHBHBIM
TOKyMEHTOM), Poc3apaBHaa30p MpUHUMAET pElICHUE O MPOBEICHUU MEPOINPUSTUH, MPETyCMOTPEHHBIX
ctatbsimu 69, 74, 84 ®enepanpHoro 3akoHa oT 31 utons 2020 r. N 248-D3 "O rocyaapcTBEHHOM KOHTPOJIE
(Hazm3ope) u MyHULIMIIATBHOM KOHTpoJie B Poccuiickoii @eneparun’.

38. Ilpy MOCTYIUIEHWH 3aKIIOYEHUs SKCHEPTHOM OpraHu3alliH, COJAEprKallero HMHGOpMaluo o
BBISIBJIEHMM HOBBIX JIaHHBIX MO Oe3omacHocTH U 3()(PEKTUBHOCTH JIEKApPCTBEHHBIX IpENaparoB, HE
coiepKalIuxcsi B OOIIeH XapaKTEepUCTHKE JIEKAPCTBEHHOIO Ipernapara U (MiaM) HHCTPYKIMH IO
MEAUIMHCKOMY TPUMEHEHUI0 WM JOKYMEHTAllMd KIWHUYECKOTO MCCIIEAOBAHUS, H3MEHSIOIUX
OTHOILICHHUE 0’KUJAEMOIl MOJIb3bl K BO3MOXKHOMY PHCKY NPUMEHEHHs JIEKApCTBEHHBIX IpenapaToB (ainee
- HOBBIE JaHHBIe TIO Oe3omacHocTtu), Poc3apaBHam3op yBegomisier 06 stom [IPY nekapcTBeHHOTO
IpernapaTa Wi I0pUINYECKOE JIMI0, HA UM KOTOPOTO BBIJAHO PA3pELIEHUE HAa IPOBEAEHUE KIMHUYECKUX
uccienoBanuii, B tuuHoM kadbunere AVIC PocznpaBHanzopa B TeueHue 5 pabouux JHEH co JHS BHIHECEHUS
9KCIIEPTHOT'O 3aKJIIOUEHUS.

39. Ha oCHOBaHMM 3aKJIIOYEHHS SKCIEPTHOM OpraHU3aluy, COJAEPIKAIIETr0 BBIBOJ O TOM, YTO
JIeKapCTBEHHBIH IpenapaT sSBJISETCS OMACHBIM (HAHOCUT Cephe3HBIN UM HETIONPaBUMBIN Bpell 310pPOBBIO
YeJIoBeKa, MO0 JI0Ka3aHO HEONIarompusaTHOE COOTHOIICHHWE 'MOojb3a - PHUCK"' WKW BBISBICHA
JOKYMEHTAJIbHO TMOATBEP)KICHHAs HEIOCTaTOYHasl TepareBTHYecKass >(PQPEeKTUBHOCTb JIEKApPCTBEHHOT'O
mpenapara Mpu COOJIIOJACHUH YCIOBHWA €ro TNPUMEHEHHs, OIMCAHHBIX B YTBEPXKIECHHOW oOImein
XapaKTepUCTHUKE JIEKApCTBEHHOTO Ipenapara, JIM00 He BBIMOJIHEHBI 00s3aTeNbcTBa MO (hapMaKoOHAI30py
JIPY, nu6o He BbinosnHeHb! [IPY TpeGoBaHMs yIOJTHOMOYEHHOIO OpraHa B COOTBETCTBUU C MyHKTaMu 116
u 118 IlpaBun perucTpalyu U 3KCIEPTU3bI JEKAPCTBEHHBIX CPEJACTB JJIS MEAMIIMHCKOTO MPUMEHEHUS,
yTBep)kaeHHbIX Pemenuem Cosera EBpasuiickoit s3koHOMu4eckoi komuccuu oT 3 HosiOps 2016 r. N 78
<7>, ecnu TakoBble TpeOOBaHMs OBUIM YCTAaHOBJEHBI IPHU perucrpauuu, Poc3apaBHan3op B TedeHHE S5
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pabouux AHEN co AHA NOCTYIUICHUS 3aKIF0UYEHUS SKCIIEPTHOW OpraHu3aluy HapasisieT B MUHUCTEPCTBO
3npaBooxpaHeHus Poccuiickoit  @enepanuu  MHQOPMALUIO JUIA  NPHOCTAHOBJICHUS  JCUCTBUS
PETUCTPALIMOHHOIO  YJOCTOBEPEHUs JIEKAPCTBEHHOIO IIpernapara WIA OIPaHUYEHUs IPUMECHECHMS
JIEKAPCTBEHHOI'0 IIpenapara ¢ MPUIOKEHUEM KOIMM 3aKIIOYEHUs DSKCIEPTHOM OpraHu3aluu, B
COOTBETCTBHHM ¢ ITyHKTOM 76 Hannexameil npakTuku gpapmakoHaaszopa.

<7> Odunuanpubiii caiiT EBpasuiickoro skoHOMHYecKoro corosa http://www.eaeunion.org/, 21
HosiOpst 2016 r. C wm3meneHusimu, BHeceHHbIMH Pemenunem CoBera EBpasmiickoil 3KOHOMHUYECKOM
komuccuu oT 14 urons 2018 r. N 55, ot 30 saBapst 2020 r. N 9, ot 23 nexabps 2020 r. N 128, ot 5 mapta
2021 r. N 14, ot 23 anpens 2021 r. N 34, ot 17 mapta 2022 r. N 36, ot 23 centsiops 2022 r. N 141, ot 22
Mmas 2023 . N 60, ot 20 okta6ps 2023 r. N 114, o1 29 mas 2024 r. N 43. Berynuno B cuiny amnst Poccuiickoit
@enepaunn 6 masg 2017 r. SBngercs obs3aTenbHbIM a1 Poccuiickoit denepanun B COOTBETCTBUU C
JloroBopoMm o EBpa3zuiickoM sKOHOMHYECKOM coro3e oT 29 wmas 2014 r., patudumupoBaHHBIM
®enepanbHbIM 3aKOHOM OT 3 OKTsI0pst 2014 1. N 279-®3 "O parudukamun Jlorosopa o EBpaszuiickom
SKOHOMUYECKOM coro3e". Berynun B cuiny juist Poccuniickoit @enepanuu ¢ 1 auBaps 2015 r.

40. JPY nekapcTBEHHOro mpernapata WiIM OPUAUYECKOE JIMLIO, HAa MM KOTOPOrO BBIJAHO
pa3peleHre Ha IPOBEACHIE KIMHNYECKUX HCCIeI0BaHuH, B TeueHue 10 pabounx qHEl co JHS MOTyICHUS
yBegomiieHuss Poc3apaBHan3opa, ykazanHoro B nyHkte 38 Ilopsinka, mpoBOIUT aHAIM3 JOCTOBEPHOCTH
MOJIy9eHHON MH(OPMAIIUK O HOBBIX JAaHHBIX IO OE30MACHOCTH (aHAIHM3 JOCTOBEPHOCTH MH(OpMAIINK) H
pe3ynbTathl mpenacraniset B PoczapaBuanzop. [Ipu neobxoaumoctu nposeneHus JAPY unu ropuamndeckum
JUIIOM, HA UMl KOTOPOTO BBIJIAHO Pa3pEIICHHE Ha IMPOBEACHHE KIMHHUYECKUX HCCIeAOBaHUM, Oosee
JeTabHOM MPOBEPKH KadecTBa, 3((HEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOTO Mpemnapara, B TCUeHHE
10 pabouux mHel co aHs moyydeHus yBenomieHusi PocsnpaBuanzopa APY wnm ropuanueckoe nuio, Ha
MMsI KOTOPOTO BBIJAHO pa3pelIeHUE Ha TMPOBEIACHUE KIMHUYECKUX MCCIEJOBAaHUM, MPEJCTaBIsAET B
Poc3npaBHanzop nmpenBapuTenbHbIN OTBET O HEOOXOAMMOCTH WIIM OTCYTCTBHH HEOOXOIUMOCTH TIPUHSTHUS
CPOYHBIX Mep M0 JaidbHEIIeMy 00palleHHIO JIEKApCTBEHHOTO Mpernapara.

41. B nepuos npoBeeHHs aHAIM3a I0OCTOBEPHOCTH HH(OpMalnu, ykazaHHoro B myHkTe 40 [Topsxka,
JAPY nexapCTBEHHOTO mpenapara WM IOPUIAYECKOE JIMIO, HA UM KOTOPOTO BBIIAHO Pa3pelICHHUE Ha
MIPOBEACHUE KIMHUYECKUX HCCIEAOBAHUM, NPUHUMAET MEPBI I ONpPENEICHUs PHUCKA, CBA3AHHOIO C
oOpallleHHeM COOTBETCTBYIOIIEr0 JIEKAPCTBEHHOIO TIpernapaTra, a TakkKe KOMIUJIEKC MEpONpHUSTHH,
HaIlpaBJICHHBIX HAa IPEIOTBPALICHUE WM YMEHBUICHUE BEPOSITHOCTH BO3HMKHOBEHHUS HEXKEJATEIbHBIX
peakiMii, CBA3aHHBIX C BO3/JEHCTBHEM JIEKApCTBEHHOrO IpenapaTa, JUOO Ha yMEHBIIEHUE CTENeHHU
TSKECTH WJIW BIIUSHUS HEXKENATEIIbHBIX PEAKI[UI Ha MAl[MEHTa B CIIy4ae UX pa3BUTHUSA.

42. B Teuenne 10 paGouux gHEH co JIHSA HOCTYIUIGHHS DPE3yJIbTAaTOB aHAINW3a JOCTOBEPHOCTH
uHpopmanuu, ykazanHod B myHkrte 40 Ilopsiaka, mpoBenenHoro /IPY, unu co AHS ucTedeHHs CpoOKa,
otBezieHHOro JIPY Ha mpoBe/ieHue yKa3aHHOTO aHalIu3a JOCTOBEPHOCTH HHPOpMauu, 1100 B TeyeHue 10
pabounx aHeW co JHSA mocTyiuieHus B Poc3npaBHan30p pe3ysibTaToB KOHTPOJIBHOTO (HAI30pHOTO)
MeponpusaTHs, ykazaHHoro B nyHkre 37 Ilopsaka, Poc3apaBHanzop yBenomisier MUHHCTEPCTBO
3npaBooxpaHeHus Poccuiickoit @denepanui O BBIABICHHH HOBBIX JaHHBIX IO OE€30MAaCHOCTH U
3G (GEKTUBHOCTH  JIEKApCTBEHHBIX IpernapaTroB, HE coJepXKalluxcsd B OO0mIel  XapaKTepUCTHKE
JIEKapCTBEHHOT'O IpernapaTta ¥ (WIM) UHCTPYKLUUHU MO0 MEAUIIMHCKOMY MPUMEHEHHUIO WM JOKYMEHTAlluu
KJIIMHUYECKOT0 MCCIICOBAHUs, U3MEHSIOIIUX OTHOLICHUE OKHUJIA€MOHM IIOJIb3bl K BO3MOXXHOMY PHUCKY
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NPUMCHEHHSI JICKAPCTBCHHBIX IMPENapaToB, B TOM YHCJIEC NPU BBIBICHHH HEOOXOAMMOCTH BHECEHHS
U3MEHEHUU B HHCTPYKIHUIO IO MCAUIHUHCKOMY IMPUMCHCHUIO JICKAPCTBCHHOI'O IMpEliapaTta B OTHOIICHUHA
CBEJICHUH O TOKa3aHWsX I [MPUMCHEHHsS M MPOTHUBOIMOKA3aHUSX VIS MPUMEHEHHUS JIEKapCTBEHHOI'O
npemnapara, BbIABJICHHBIX HOGO'—IHBIX HeﬁCTBHHX, HCKCJIATCIBbHBIX PCAKIHUAX IIPU MPUMCHCHHUU
JICKapCTBEHHOTO TIpernapara i MEAUIHUHCKOrO TMPHUMEHCHUS, W HAMpaBiseT COOTBETCTBYIOIIYIO
HHGOPMAIIHIO JIJIST PACCMOTPEHHS BOIIPOCA O HEOOXOAUMOCTH BHECEHHUS U3MECHCHHUN B PETUCTPAIIMOHHOE
JI0ChE JICKAPCTBEHHOT'0 Iperapara, OTMEHbI TOCY JapCTBEHHON PErHCTPAIMy, IPOBEICHUHU JOKITMHHUSCKUX
UM  KIIMHUYCCKUX I/ICCJICI[OBaHI/Iﬁ JICKAPpCTBCHHOTO IIpfrapara, JII/I6O HUHBIX JOIIOJIHUTCIBHBIX
UCCIICOBaHMI KadecTBa, I(PQPEKTUBHOCTH M 0OE30MaCHOCTH JICKAPCTBEHHOTO Mpernapara (mamee -
JIOTIOJTHUTEIHHBIC HMCCIICIOBAaHUs), a TakK€ O HEOOXOIUMOCTH, JIMOO 00 OTCYTCTBUU HEOOXOIUMOCTH
[PUOCTAHOBIICHHS TPUMEHEHHUS JICKAPCTBEHHOTO Mperapara Ha MEpUO] MPOBEACHHS JOMOJHUTEIbHBIX
UCCIIC/IOBAaHM, JIMOO Ha TEpPHOA, HEOOXOMUMBINH Ui BHECEHUS HM3MEHEHUI B PErHCTpalyOHHYIO
JOKYMEHTAIUIO JICKAPCTBEHHOTO Iperapara.

43. 1o uroram paccCMOTPEHHUsI Pe3yJIbTATOB aHAIU3a JOCTOBEPHOCTH MH(OPMAINH, YKa3aHHOTO B
nyHkre 40 Ilopsnka, npencrasnenHsix JPY nexapctBenHoro npenapara, Poc3apaBHanzop B TeueHue 30
pabounx mHEH cO IHS TOJIYYEHHUs PE3yIbTaTOB aHAINW3a JOCTOBEPHOCTH HWH(GOpPMAIMKA WIH CO JTHS
UCTEUYEHUs CpoKa, oTBelleHHoro JIPY Ha npoBejeHHe aHaJIn3a JOCTOBEPHOCTH MH(MOPMALIUH, TPUHUMAET
pemenne o Hanpasienuu [PV 3ampoca o HeobxomumocTu pazpabotku [IYP B cooTBeTCTBHUU ¢ TyHKTOM
352 Hamexareit mpakTuk GpapMakoHaa30pa.

44. ITYP nomkeH cOOTBETCTBOBAaTh TpeOOBaHUAM MojpasaenoB 5 "O0630p ¢opmara U comepaHus
riaHa ympasineHus puckamu" u 6 "IlogpoOHoe omrcaHue Kakaoi YacTH IUIaHa YIpaBlIeHUs pucKamu'
paznena VI "Cucrtema ynpapnenus puckamu" Hannexaieit npaktuku papMakoHaizopa.

45. ITYP noanexxut HarpasieHuto B PocznpaBHanzop B TeueHue 60 pabouux AHEN co THS MOTYYCHHS
3anpoca Poc3npaBHaazopa, ykazanHoro B myHkTe 43 [lopsiaka.

46. Ilpu BeisiBieHuu [IPY B xo7e nmpoBeeHHs aHaIu3a JOCTOBEPHOCTH MH(OpMAINK, YKa3aHHOU B
nyukre 40 Ilopsaka, umHboOpManuu O HECOOTBETCTBUM JIEKAPCTBEHHOIO IIpernapaTa TpeOOBAHUIM
s dexTuBHOCTH U O6e3omacHocTH, [IPY nekapcTBEHHOro Mpernapara BIpaBe cCaMOCTOSTEIbHO pa3padoTaTh
ITYP u npencraButs ero B PoczapaBHaa30p B COOTBETCTBUHU ¢ OANMYHKTOM "0" myHkTa 233 Hagnexareit
NpakTUKK papMakoHaa3opa. Boamosxkno npenoctasnenue ITYP B Poc3npaBHan3op Ha OCHOBaHUU JaHHBIX,
BBISIBIICHHBIX camuM J[PY.

47. IIYP Bkmo4aeT mnoJIpoOHOE ONUCaHME BAXKHBIX PUCKOB JIEKAPCTBEHHOIO Ipemnapara H
OTCyTCTBYIOLIEH MH(pOpManuu o ero 0e30MacHOCTH, a TaKXke MOJAPOOHOE ONMMCAHWE MEPOIPHUSITHH MO
(bapMakoHaa30py, HANpaBIEHHBIX HA BBIABJICHHE HOBBIX M OLIEHKY HUMEIOIUXCA MpodsieM 1o
0€30MacHOCTH, U MOAPOOHOE OMHCAaHHE MEpP MHUHUMU3ALMU PUCKOB, BKIOYas OLEHKY 3((exkTUBHOCTU
JTAHHBIX MEp, B COOTBETCTBUU C IMyHKTaMu 237 - 344 Haanexariel npakTuku papMakoHaa30pa.

48. 3akioueHne SKCIEePTHOM OpraHu3aliy O JIOCTaTOYHOCTH MH(OpPMAallMU O MpEeACTaBIECHHBIX B
IIYP xommiekce MepONpUATHI, HAINPaBICHHBIX HAa NPEIOTBPALICHHE WIM YMEHBIIEHUE BEPOATHOCTH
BO3HHUKHOBEHHUS HEKEJIATeNbHbIX PEeaKIINii, CBS3aHHBIX C BO3/IEHCTBUEM JIEKAPCTBEHHOI'O Mpemnapara, 0o
Ha YMEHBUICHHE CTENEHU TSKECTH WJIM BIIMSHUSA HEKEIATENIbHBIX PEaKIMil Ha MalleHTa B Cllydae MX
pa3BUTHS (Jaee - Mepbl MUHUMM3AIMH PUCKOB) pa3Meniaercs B 1nuHoM kabunete AVC PocsnpaBuanzopa
B TeueHne 30 pabouux gHel co aus noxydenus [TYP skcnepTHoil oprannsanueil. Mepbl MUHUMH3AIUN
PUCKOB OCYHIIECTBIISIIOTCS B COOTBETCTBMM ¢ nyHkTamu 307 - 324 Haanexamed mnOpakTHKA
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dapmakonaazopa. Poc3nipaBHan3op B ciiydae HEOOXOAMMOCTH MyOIMKYeT Ha CBOeM O(HULIMaIbHOM caiTe
nH(OPMAIIMOHHBIE TTUChMa B IENSIX YBEIOMIICHHS CIICHUAIMCTOB 3JpaBooxpaHeHus u apyrux [PV o
BHEJIPEHUHU HOBBIX MEp MUHUMH3ALUU PUCKOB.

49. B crmydae mody4yeHUs YBEIOMIJICHUS O HEOOXOAMMOCTH BHeceHus usmeHenuid B [IYP JIPY
JIEKapCTBEHHOT'0 IIpernapaTta B CpoK, He Ipebluatomuid 30 pabounx AHEH cO IHS MOJY4YEHHs JAHHOIO
yBeoMIIeHUs, npeacrasisieT B Poc3apaBranzop IIYP ¢ yueTtoM BHECEHHBIX U3MEHEHUM.

50. B ciy4yae TpexXKpaTHOTO MOJpPsA BBIABICHUS JKCHEPTHOM OpraHu3anueidl HeCOOTBETCTBUS
MpEACTAaBJICHHBIX I[Py MaTCpraJiOB B paMKax OOIOJHHUTCIBHBIX MCP MHWHUMHU3AIUHA PUCKOB
JIEKapCTBEHHBIX IMpernaparoB, HH(opmanus 00 3TOM OSKCHEPTHOM OpraHu3aluend JTOBOJUTCS [0
Poc3npaBranzopa B TedeHue 5 pabounX JHEH CO THS BEIHECEHUS SKCIIEPTHOTO 3aKITFOUCHUSI.

51. Poc3apaBHanzop npu noinydeHun uH(Gopmanuu, ykazanHoi B myHnkre 50 [lopsaka, mpuHUMaeT
pelieHre 0 HeoOXOAMMOCTH PUOCTAHOBICHUN TPUMEHEHUS JIEKAPCTBEHHOTO IpernapaTa U MpoBEICHUS
BHEIUIAHOBOM MHCIIEKLUHN cucTeMbl (apMakoHagzopa JIPY naHHoro nexkapcTBEHHOro Ipenaparta B
COOTBETCTBHH C paznenom 1V "MHcnektupoBaHue cuctembl dapmakoHanzopa” Hamrexameid mpakTUKu
(bapmakoHaa30pa.

[Tpunoxenue N 1

k [Topsiaky dhapmakoHamzopa
JIeKapCTBEHHBIX MpenapaToB

JUTSE METUITUHCKOTO IPUMEHEHUS,
YTBEPKJIEHHOMY IIPUKA30M
®denepanbHO CiTyKOBI IO HAA30PY
B cpepe 3/1paBOOXpaHEHUS

ot 17.06.2024 N 3518

Pexomenyemslii oOpasen

. N3BEHIEHUE
O HEXEJIATEJIbBHOU PEAKIIMU NJIK OTCYTCTBUU TEPAIIEBTUYECKOI'O
OOOEKTA JIEKAPCTBEHHOI'O ITPEITAPATA

OTIOJIHUTENbHAs HH(pOpMALHS K COOOIICHUIO
D IlepBrunoe D /A opman H

N oT
JlanHble maruenTa
Wuunmase! manpeHTa (Ko manueHTa) o D M D K Bec KT
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Bospacrt bepemennocts D , CPOK HEJelb

Anmeprus D Her D Ectb, Ha

Jleuenue D aMOyJaTopHOe D CTalMOHAPHOE D CaMOJICUCHHE

.HeKapCTBeHHbIG npenaparsbl, MPECAIIOJIOKUTCIBHO BbI3BABIINEC HCXKCIIATCIIbHYO PCAKIIUIO
(HP)

Haumenosanue |IIpousB| Homep | [loza, | [ara [ara ITokazanue
JIEKAPCTBEHHOT'O | OJIUTEJ | CEpUU | NYyTh | Hayad | OKOHYAHUS
npenapara b BBEJICH a Tepanuu
(Toprosoe us Tepan
HaWMCHOBAHHE) uu
1
2
3
HexenarenbHas peakuus [ara nauama HP

Onucanue peakuuu (yKaKuTe Bce JeTalld, BKItoyas nannble | Kputepuu cepbesnoctu HP:
1ab0PaTOPHBIX UCCIIETOBAHMIN)
D CmepTh

D Yrposa xu3Hu

D IN'ocrinranu3anus wm ee
IIPOJITICHUE

D NHBaymmHOCTH

D Bpoxnennsle aHomanuu

D Kimanuecku 3Ha4mumoe
coObITHE

Hara pa3pemenuss HP

D He nmpumenumo

[TpennpuHsATHIE MEPHI
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D be3 neuenus D OtMmeHa 1oJ03peBaeMOro JeKapCTBEHHOT0 IperapaTa D CHikeHne
J03bI JIGKaPCTBEHHOTO TperapaTa

D HemenukamenTo3Has Tepanus (B TOM YUCIIE XUPYPru4eCcKOe BMEIIATEIbCTBO)

D JlexapcTBeHHas Tepanus

Ucxon

D Br1znoposienune 6e3 mociaencTBHi D ViydmeHnue COCTOSHUS D Cocrosnue 6e3
W3MEHEHUH

D Br1znopoBienue ¢ mocieacTBusiMu (ykasarTh)

D CwmepThb D HewussectHo D He npumennmo

CornpoBosk/1aach JIM OTMEHA JIEKaPCTBEHHOI'O .
N Her a JICKapCTBEHHBIN

Ipenapara HCUe3HOBEHUEM HEXKEJIATeIIbHON

peakimm? Mpernapar He OTMEHSIICA

D He npumennmo

Haznauanocs 5m nexkapcTBo NOBTOPHO? D Her Pesynbrar D He nmpumenumo

[ ] 1a

Jlpyrue nekapcTBEHHbIE NTpenapaThl, IPUHUMAaeMble B TEUEHHE MTOCIETHUX 3 MECALIEB,
BKJIIOYas JIEKapCTBEHHBIE MTpenapaThl, IPUHUMAEMbIe MAIIMEHTOM CaMOCTOSATENIBHO (110
COOCTBEHHOMY >KEJIaHHIO)

HanmenoBanue IIpouss | Homep | [lo3a, myTh [Hara Hara [Tokaza
JIEKapCTBEHHOI'O OJIUTEN | CEpUM | BBEACHUS | Hauyala | OKOHYAHU | HHe
npemnapara (TOproBoe) b TEpanuu | 5 Teparnuu
1
2
3
4
5
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JlarHBIE COOOMIAIONIETO TN

Cy0nexT Poccuiickoit @epepannu (UM HHOCTPAHHOE TOCYAAPCTBO)
KonrakTHblif HOMep TenedoHa (aapec HIeKTPOHHOH! ITOUTHI):

D Bpau D Hpyro# crneruaiucT CUCTEMbI 3paBOOXPAHEHUS D [Tarment D Nuoii

damunus, UMsi, 0TYECTBO (IIPU HATTUUHHN)

,HOJ'I}KHOCTB Hn MCCTO pa6OTBI

JlaTa cooOmmeHus

Coo01mieHre MOXeT OBITh OTIIPABJICHO:
- e-mail: npr@roszdravnadzor.gov.ru,

- OH-JIAMH Ha calite: external.roszdravnadzor.ru

- noutoBbli azipec: 109074, r. MockBa, CnaBstHCKas 1J1011a/1b, 1. 4, cTpoeHue 1.

COOBIIEHUE

[Tpunoxenne N 2

k [lopsinky dhapmaxonanzopa
JIeKapCTBEHHBIX MpenapaToB

JUTS. METUIIUHCKOTO TIPUMEHEHUS,
YTBEPKJICHHOMY IIPUKA30M
denepanbHOM CITy>KObI IO HA30PY
B cpepe 3/1paBOOXpaHEHUS

or 17.06.2024 N 3518

PexomMenyemslii oOpasern

O CEPbE3HOW HENPEJBUJIEHHOW HEXXEJIATEJIBHOM PEAKLIN HA
JIEKAPCTBEHHBIN [IPEITAPAT, U3YUYAEMBII B KJIIMHUYECKOM

NCCIIEJOBAHNN

N IMPOTOKOJIa KIIMHUYECKOT'O UCCIICJOBAHUA
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HaumeHnoBaHue 1exkapcTBEHHOIO IIpenapara

HaunmenoBanue npotokona

N pasp€i€Husd Ha MPOBCACHUEC KIIMHUYCCKOI'0 UCCIIECA0OBAHUA

B Poccuiickoit @enepanuu

HaumenoBanue 1eueOHOT0 yupexIeHuUs, B KOTOPOM BbISIBICHA
HeXenaTellbHas peakius (eciiu peakius nmpousonnia B Poccuiickoi

denepanum)
I. Uadopmanust 0 HexeIaTeIbHOM PeaKiuu
1. la. | 2. dara| 2a. 3. 4 -6. [lata 8 - 12. OT™meThTE BCE, UTO
Wuunma | Ctpana | poxaes | Boszpa | Ion Hayaja COOTBETCTBYET
JIBI us CT HEeXeNaTeNIbHON | He)KenaTeIbHOM peakuu
MalueH CaKINH
1 peaKit D Cmepth
Ta (meHb/mMecs1/To )
B D lNocimranu3anus wnm ee
7 - 13. Onucanue HexXenaTeNbHON peakiuu (BKII0Yast S —
JaHHBIE TA0OPATOPHBIX U MHCTPYMEHTATBHBIX p
HCCIIeI0BaHHI) D Croiikas yTpata
TPYJAOCTIOCOOHOCTH WIIH
WHBaJIUIHOCTD
D VYrpo3a xu3Hu

Il. Uudopmarus o nogo3peBaeMoM JIeKapCTBEHHOM Mpenaparte (nmpenaparax)

14. Ilono3peBaemblii JeKapcTBEHHbIN mpemnapar (Bkirodas|20. Mcuesna nu peakius
MEXIyHapOJAHOE HEMATEeHTOBAHHOE HAMMEHOBAHHUE WJIM |I10CJIE OTMEHBI
IpyNIUpPOBOYHOE HANMEHOBAHHE) JIEKapCTBEHHOTO npernapara’?

D Ha D Her

D Henpumenumo

15. Cyrounas no3a (7103b1) 16. ITyTs (myTn) BBenenus |21. Bo3nukia iqu peakmus
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17. Ilokazanue (moka3zaHusi) K HA3HAYEHUIO: BHOBB I10CJIE TIOBTOPHOTO
MPUMEHEHUS
JIEKapCTBEHHOTI' 0 Ipernapara’?

D Ha D Her

D Henpumennmo

18. JlaThl neyeHus ¢ o 19. IIpoaoMmKUTETHLHOCTD TepANTUU

[II. ConyTcTByto11ast JIEKapCTBEHHAs! TEpaNMsl U aHAMHE3

22. ComyTcTBYIOIIUI JIeKapCTBEHHBIM mpenapar (mpemaparbl) M JAaThl BBeIACHHS (3a
HCKIIFOYEHHUEM TeX, KOTOPbIE IPUMEHSUITH JIJIsl JICUCHUS HEXKENAaTeIbHON peaKIlim)

23. [lpyrue peleBaHTHBIE JaHHbIC aHAMHE3a (HalpuMep, TMarHo3bl, aJlJIeprui, 0epeMeHHOCTh
C YKa3aHHEM BPEMEHH MOCIeIHEH MEHCTPYaLIUH )

KoncynprantlIntoc: npumedanue.
Hywmepanus pa3ienoB 1aHa B COOTBETCTBUH ¢ OUIIHAIBHBIM TEKCTOM JOKYMEHTA.

[II. Uadopmarnus o mpousBoguTeie

24. HaumMeHOBaHUE U aJIpec MPOU3BOIUTEIS

24a. nentudukannoHHbli HOMep ciiydas | 240. Jlata nomydyeHuss ”HpOpMaIuu o
HEXEJIATEJIbHON pEeaKIIMK IPOU3BOJUTEIIEM

24B. crounnk MH(GOpMAIIUHN O HeXeNaTeIbHON peaKIuu

D Hccnenosanue D JIureparypa D Crennanuct 31paBoOXpaHEHUS D Perynaropnsie
Oprassl D Hpyroii

25. Jlata cooOrieHus

26. Tun coolOLeHus
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D IlepBruunoe D IToBTOpHOE
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