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006 yrBepxaenun Ilopsinka ¢papmakoHag3opa JeKapCTBEHHBIX NIPeNapaToB AJIs

MEIHUIHHCKOIO NIPHMEHCHHSA

B cootBercTBHM co crathaMu 64 u 65 DenepanbHOro 3akoHa ot 12 ampens
2010 r. Ne 61-®3 «O6 obpalieHn# JeKapCTBEHHBIX CPEACTBY, NoAmyHKToM 5.8(7)
nyukra 5 [Tonoxenus o @enepansHoii ciryx6e o Hag30py B chepe 34paBOOXPAHEHHS,
yTBepXkAeHHoro mnocraHoBieHueM IIpaButensctBa Poccuiickori  ®Penepaiuu
ot 30 urons 2004 r. Ne 323, npu K a3 bl Balo:

1. YrBepaute npunaraeMeiidi Ilopspoxk  ¢dapMakoHaa30pa  JIeKapCTBEHHBIX
IpernapaToB ISl MEJULUHCKOrO IPUMEHEHHUS.

2. Tlpu3HaTh yTpaTUBIIMME cUily npuka3sl enepanbHoil citykObl 10 HAA30PY B
cdepe 31paBOOXpaHEHUS:

or 15 deBpans 2017 r. Ne 1071 «O6 ytBepxaenuu Ilopsaxa ocymiecTBieHus
dbapmakoHa30pa»  (3apeructpupoBaH MuHuCTepCcTBOM IoCTHLMH  Poccuiickoi
®eneparun 20 maprta 2017 r., periuctpaunoHHbi Ne 46039);

ot 16 utons 2020 r. Ne 6252 «O BHecenuu uzmeHeHui B [lopsanok ocyiecTBieHus

(apmakoHam30pa, yTBepXKAEeHHBIH npukazoM DenepanbHOH ciykObl 10 Han30py B
cdepe 3mpaBooxpaHeHus: ot 15 ¢espans 2017 r. Ne 1071» (3aperucTprpoBaH
MunucTepcTBoM focTHIMU  Poccuiickoit ®enepauuu 10 centsabps 2020 r.,
peructpaioHHbIi Ne 59745).




3. Hacrosmmuii mpuka3z BcTymaeT B cuwiy ¢ 1 mapra 2025 r. u geicTByeT 10
1 mapta 2031 1.

”

i —
W A.B. Camonnosa

PykoBogurens




YTBepxaeH npukazom DenepanbHOR CITyKOBI
110 HaA30py B chepe 3ApaBOOXpaHEHHS

o1 (.06 A0RY Ne 3548

IMopsaok papmakoHaa3opa JieKapCTBEHHbIX MPeNapaToB JJisi MeIHIHHCKOIO
npUMeHeHHs

1. Hacrosumit Ilopsmok ycraHaBnuBaeT TpeOOBaHMS K OCYIIECTBICHHIO
bapmakoHa30pa Ha TeppuTopun Poccuiickoit @enepanuu (nanee — [Topanok).

2. dapMakoHaA30p — BUJ AEATSIBHOCTH [0 MOHHUTOPUHIY 3(GEKTUBHOCTH M
0e30macHOCTH JIEKApCTBEHHBIX MpenapaToB, HAlIPaBIEHHbIM HA BLIABIICHUE, OLIEHKY U
NpeIOTBPAlleHHE HEXKENaTeNbHbIX IOCIHEACTBHI TNPHMEHEHHsS JIEKapCTBEHHBIX
Tpenaparos’.

3. ®enpepanbHas ciiy)x0a Mo HaJI30py B chepe 3ApaBOOXpPaHEHUS OCYILECTBIIAET
dgapmakoHa 30p’ IyTeM aHajiM3a NPEACTaBjiseMoil CyObeKTaMH o0OpalIleHus
JIEKapCTBEHHBIX CPeJICTB HWHGOpMauuMd O TMOOOYHBIX IEHCTBUAX, HEXeIaTeJIbHBIX
peaKIuaX, Cepbe3HbIX HEXXENaTeNIbHbIX PEaKIUAX, HENPEABUIECHHBIX HEXEIaTENbHbIX
peakiusx NpH TPUMEHEHHH JIeKapCTBEHHBIX IIPeNaparoB, 00 HHIMBUIYaIbHOM
HEMEPEHOCHUMOCTH, OTCYTCTBHUM J(PQPEKTUBHOCTH JIEKApCTBEHHBIX IIPENaparoB, a
TaKkkKe 00 MHBIX (aKTax U OOCTOATENBbCTBAX, MPEACTABIIAIONIMX YIPO3y JKU3HH WU
3/I0POBBIO YeNIOBEKA TPU MPHUMEHEHMH JIeKapCTBEHHBIX IIPeNaparoB (fajiee — MHOM
uHPopManuu Mo 0e30macHOCTH U 3((EKTUBHOCTH), BBIABICHHONW Ha BCEX JTalax
oOpalieHusl JieKapCTBEHHBIX mpernapatoB B Poccuiickoii Denepauvu U IpYyrHX
rocyapcraax.

4. JIOJDKHOCTHBIMH JIMLIAMHU, YIIOJTHOMOUEHHBIMU OCYILLECTBIATH (PapMaKOHa30p,
SABJISIFOTCSL:

PYKOBOAMTEIH (3aMecTUTeNHN pyKkoBoauTens) PocsnpaBHanzopa;

! Tlynxr 52.1 craten 4 ®epepanbyoro 3akona ot 12 anpens 2010 r. Ne 61-03 «O6 obpaleHuu TeKapCTBEHHBIX CPEACTBY.
2 Tlomnyskt 5.1.4.3 myukta 5 Tlonoxkenus o DenepanbHoil ciyxbe mo Hag3opy B cdepe 31paBOOXPAHEHHS,
yTBEpPKAEHHOrO ocTaHoBsieHUeM [IpaButenscTa Poccuiickoit @enepauny ot 30 uons 2004 r. Ne 323.
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PYKOBOAMWTENH  CTPYKTYpPHBIX  mojpasaeneHuit  Poc3mpaBHamszopa, HX
3aMeCTHTEIH, TOJDKHOCTHBIMH perjiaMeHTaMHi KOTOPBIX ITPeyCMOTPEHBI TOTHOMOYHS
10 OCYIIECTBIICHHUIO (hapMaKoOHaA30pa;

UHBIE TOCYJapCTBEHHbIE TIpaxKAaHCKue ciyxamue Poc3apaBHag3opa,
JOJDKHOCTHBIMU ~ perjiaMeHTaMH KOTOPBIX IPEeAyCMOTPEHbl IMOJIHOMOYHS  IIO
OCYILIECTBIICHUIO hapMaKoHaI30pa.

5. ®apmakoHaa30p ocyliecTsaseTcs Poc3apaBHaa30poM Ha OCHOBaHHH CBEICHHU,
MOJIy4eHHBIX B BUJE:

cooOlIeHN CyOBEeKTOB oOOpalleHHs JIEKapCTBEHHBIX CpeACTB (najee —
COOOIIeHHUI );

NepUOANYECKUX OOHOBJIIEMBIX OTUYETOB IO 0€30MacHOCTH JIEKapCTBEHHBIX
npenaparoB (panee — IIOObB), nanpaBnsemsix B Poc3mpaBHam3op nep)kareisiMu
(BMazenplaMn) perucTpaiioHHBIX YAOCTOBEPEHHH JIEKaPCTBEHHBIX NperaparoB HiIH
YIOJIHOMOUYEHHBIMU UMY UHBIMH FOpHUndeckumu Jiutiamu (nanee — JIPY);

MEPUOIUYECKUX OTYETOB 110 6€30MacHOCTH pa3pabaThiBaeMoro (UCCiieyeMoro)
JeKapCTBeHHOro npemnapata (gaiee — POOB), nHampasnseMsix B Poc3apaBHang3op
JOPUINYECKUMHU JIMI[aMH{, Ha MMS KOTOpBIX BBIAAHBI pa3peilleHus Ha MPOBEACHHE
KJIIMHUYeCKUX HuccienoBanuid B  Poccuiickoit ®enpepanuu, aubo ApyrumMu
YIIOJIHOMOUYEHHBIMU IOPUANYECKUMHE JTUIIAMU (J1ajiee — OpUUIECKUE JTUIIAMHU, Ha UMS
KOTOPBIX BbIJJaHbl pa3pellieHusl Ha IPOBEIeHUE KITMHUYECKUX UCCIIEOBaHMI);

UHpOpMaLUK, T[OJy4eHHOH B XOJ€ OCYUIECTBICHUsS (eaepaabHOro
rocyJJapCTBEHHOI'0 KOHTPOJIS (Haa3opa) B chepe oOpalieHus JIeKapCTBEHHBIX CPEICTB;

IUIAHOB ynipaBieHus puckamu (gaiee — [IYP);

CICLMAJIBHBIX YBEIOMJIEHUH, B TOM YHCJIE YBEIOMJIEHMH 00 OSKCTpEeHHBIX
npobiemMax 0€30MacHOCTH.

6. B nensix oueHkd wuHGOpMAlMM HAYYHOrO M KIMHMYECKOTO XapaKTepa,
colepkalleiics B JOKyMEHTaXx U JaHHbIX, yKa3aHHbIX B myHKkTe S5 Ilopsika,
Poc3npaBHag3op mnpuBnekaeT (¢epepalbHble  TOCYHapCTBEHHBIE  OIOKETHBIE
yupexxIeHus, IMoJBeJoMCTBeHHble Poc3npaBHam3opy (mamee —  9KcmepTHas
OpraHu3aLys).

7. CooblLueHUs HaMpaBIsOTCs CyOBeKTaMu 0OpalleHus] JIEKapCTBEHHbBIX CPEICTB
B DegepanbHyto ciayx0y Mo Hag3opy B cdepe 3ApaBOOXPaHEHHS IMOCPEICTBOM
aBTOMaTU3MpPOBAHHOM HMH(popMalMOHHOH cucTembl Poc3apaBHamsopa (nanee — AUC
Poc3anpasHajzopa)’.

8. B cnyuae BO3HMKHOBEHHS TEXHHYECKHX mpobieM B pabore AMC
PocsnpaBHamzopa cooOIeHHMs HAMpaBiISIOTCS 0 aAPECY 3IIEKTPOHHON IOYTHI:

3 Momnyskt 5.8(1) nyskta 5 Tonoxenus o DemepaibHoli cTyx6e Mo Hag3opy B cdepe 3IApaBOOXpaHEHH,
YTBEpXAEHHOTO rnocraHoByieHreM IlpasurensctBa Poccuiickoit @epepanuu ot 30 mons 2004 r. Ne 323,
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pharm@roszdravnadzor.gov.ru. [Ipy BO3HUKHOBEHHH TEXHUYECKUX ITPoOieM B paboTte
6a3 manubix JAPY unu ropuaudeckux Jdll, Ha UM KOTOPBIX BBIIAHBI pa3pelieHus Ha
IIPOBEJCHHE KIMHUYECKUX HCCIIEeOBaHUM, TaKXKe COOOUICHUs HaIpaBJsAIOTCS I10
aZipecy DdJNEKTpOHHON 1mouThl pharm@roszdravnadzor.gov.ru ¢  ykasaHHeM
MHGOpPMaIUU O MPEANONIOKHUTEIbHBIX CPOKaX BO30OHOBIECHHS (YHKIIMOHUPOBAHHUA
yKa3aHHBIX 0a3 JaHHBIX.

9. CooOmieHusi,  HampaBjieHHble MO  agpecy  JJIEKTPOHHOM  TOYTHI
pharm@roszdravnadzor.gov.ru B city4asx, yka3aHHBIX B TyHKTe 8 [Topsiaka, JOIDKHEI
opiTb BHeceHsl JIPY B AMC Poc3gpaBHam3opa cpa3y Hocie BOCCTAaHOBIICHHUS
paboTtocrioco6HOCTH 6a3bl AaHHBIX CyObeKTa oOpalleHHs JICKapCTBEHHBIX CPEACTB
wi AVC Poc3npaBHanzopa.

10. [Ins MeIUUMHCKUX OpraHMu3alliid, CHEIHAJIMCTOB  3APaBOOXpaHEHUS,
MAIMeHTOB WM WX TPEACTAaBUTENCH NPU OTCYTCTBUM TEXHUYECKOM BO3MOMKHOCTH
HanpasneHus coobueHuit yepes AMC Poc3npaBHaazopa cooOleHus HaNpaBisioTCs
IO aJjpecy 3IEKTPOHHOM MoUTH npr(@roszdravnadzor.gov.ru.

11. Hampasnenue coobueHuii B cootBercTBuM ¢ IyHkTamu 8§ u 10 Ilopsiaka B
OTHOLUEHUM 3aperucTpupoBaHHBIX B Poccuiickoit Denmeparuyi JeKapCTBEHHBIX
IIpenaparoB, a TAKXKe JIEKApCTBEHHBIX MIPenapaToB, oOpallleHue KOTOPHIX JOITyCKaeTC s
B COOTBETCTBUH C 3aKOHOJaTesbcTBOM Poccuiickoii Denepanuu B cepe odpameHns
JeKapCTBEHHBIX CpPEACTB, 3a MUCKJIIOYCHHEM JIEKAPCTBEHHBIX  IIpEenapaToB,
IIpe/IHa3HAYCeHHBIX Ui MIPOBEJEHUs KIMHUYECKUX HCCIICOBAaHHH, OCYIIECTBIISIETCA
10 DJIEKTPOHHOM IOYTE W3BEIIEHHWEM O HEeXeNaTeNbHOW PEeaKIMH W OTCYTCTBHH
TeparneBTHYecKoro 3¢dexra nekapcTBEHHOro mnpemnapara (peKoOMeHIyeMblii obpaselr
npusefieH B mnpunoxeHuu Ne 1 k Ilopsaky). B oTHomeHWH JiekapCTBEHHBIX
[IpernaparoB, MNpeJHa3HAUYEHHBIX IS MPOBEACHHS KIMHHYECKHX HCCIIEJOBAaHHN —
COOOIIICHHEM O Cephe3HOW HENpenBUACHHOW HEXeJaTelbHOW peakiud Ha
JIEKapCTBeHHBIN  @pemapar, H3y4yaeMbli B  KJIMHHYECKOM  HCCJI€IOBAHMH
(pexoMeHyeMbli 0Opasel npuBeaeH B npuitoxeHud Ne 2 x [Topsaaky).

12. Cucrema ¢apmakonanzopa, opranuzyemas JIPY, nomkHa cCOOTBETCTBOBATH
[IpaBunamM Haanexalei npakTuku ¢papmakoHaazopa EBpa3suiickoro 3KOHOMHUIE€CKOIO
coro3a, yrBepxkaeHHbsIM Peuenuem Cosera EBpa3miickoit 5SKOHOMHYECKOH KOMHUCCHHU
or 3 HosiOpst 2016 1. Ne 87% (manee — Hamnexamas npaktuka (apMakoHan3opa).
Ilopsimox mpejcraBieHuss MHGOpPMalKMU IO O€30MaCHOCTH B XOfe KIMHUYECKHX
UCCIIEIOBAaHUM JOJDKEH COOTBETCTBOBATh IlpaBmiiaM Hamjiexamed KIMHHYEeCKOM

* Oduumansheiii caifit EBpasuiickoro 3kOHOMHMYECKOro coio3a http:/www.eaeunion.org/, 21 Hos6ps 2016 r.
C usmeHeHnamH, BHeCEHHbIMU Periennem Coeta EBpasuiickoit 3xoHoMuyeckoi komuccun oT 19 mas 2022 r. Ne 81.
Berynuno B cuity puis Poceuiickoit ®enepaimu 6 mas 2017 1. SIBnsercs o6s3atenbHeiM uis Poceniickoii @enepaituu B
cooTBeTcTBMU ¢ JloroBopom o EBpasuiickoM skoHOMHuYecKOM coo3e oT 29 mas 2014 r., patnduUHpOBaHHBIM
QenepanbHbiM 3aKOHOM OT 3 OKTAOps 2014 1. Ne 279-®3 «O patuduxaiuu Jlorosopa o EBpasriickoM 5KOHOMHYECKOM
corozen. Berynun B cuny ans Poccuiickoii ®eneparyu ¢ 1 ssuBaps 2015 r.
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MpakTuKyu EBpa3uiickoro 5KOHOMHYECKOT0 COI03a, yTBepKAeHHbIM PemenueM CoBeta
EBpasuiicKoii SKOHOMHYECKOH KOMHMCCHH OT 3 Hosi6ps 2016 1. Ne 79° (nanee —
Hannexaias KIIMHUYECKas MPaKTHKA).

13. IPY B Teuenwe 3 pabouymx [Hell HampaBiusioT B PocsapaBHanzop
WHGOPMAIMIO, TOANAJAMIIYI0 IO  ONpeAelecHHe SKCTPEeHHOH  mpoOJieMbl
0e30macHOCTH, B COOTBETCTBUU C MMyHKTaMu 756 m 757 Hapmnexameit npakTHKd
dapmakoHaa30pa, Mo azapecy snekTpoHHOM moutel ESI@roszdravnadozr.gov.ru, ¢
00s13aTeNIbHBIM JOCHLIOM Ha OyMa)KHOM HOCHTEIE.

14. JTokymentbl nepuomuueckoit otderHoctd — [1OOB, POOB, a taxxe ITYP,
HanpaBisitorcs B Poc3apaBHagzop mnocpenctBom AWMC  PocsapaBHamgsopa u
PerucTpUpyrOTCS aBBTOMaTHUECKHU.

15. APY nmpexacraBmsitor B Poc3gpaBHagzop IIOOB, cooTBeTCTBYIOINUIA
tpeboBanusM pazzaena VIII «llepuogudeckuii 0OHOBIISIEMBIi OTYET 11O 6€30IaCHOCTH
Hamrexaied npakTHKu GpapMaKoHaa30pa.

16. Ilopsnox npencrasnenus [I0OOb B cooTBeTCcTBUY ¢ yHKTOM 698 Haexaniei
NpakTUKA (papMakoHaA30pa pacHpoCTpaHSETCs] Ha JIGKAPCTBEHHBIE IperapaThl,
MpOLIEAIINe MPOLeNypy PerucTpallid HJIM TpUBEAEHHBIE B COOTBETCTBHE C
TpeOOBaHUAMH perucTpanuu EBpa3uiickoro 3KOHOMHYECKOro Coio3a. B ocTanbHBIX
ciydasx TpeOOBaHHMS K TICpUOAWYHOCTH H cpokam mnpepoctaBienus [100OB
onpezenstores nyHkramu 696 u 697 Hapnexameit npaktuku hapmMakoHaa3opa.

17. Tlpu BbIsIBIIGHUU HEXeJlaTeNIbHbIX peakluid MpH NPUMEHEHUH JICKapCTBEHHOTO
mpenapata U HWHOM wuHpopManuu 1o Oe3omacHOCTH UM 3(P(EKTHBHOCTH, HE
colepxamuxcs B oOIIei XxapaKTepUCTUKe JIEKapCTBEHHOTo IMpemnapara u (WiM)
WHCTPYKUMH [0 MEAUIMHCKOMY TMPUMEHEHUIO JIeKapCTBEHHOTo Ipernapara |
MU3MEHSIOIMX OTHOILIEHUE OXKUJAEMOU MOJIb3bl K BOBMOXXHOMY PHUCKY MPUMEHEHUS
JEKapCTBEHHOIr0 IIpermapara, a TakXke TIpd HecoOmoaeHuu TpeOoBaHHM K
npencrapiennto [100b, ycranoBnenHsix mnyHktamu 14, 15, 16 Tlopsaxa,
PocanpaBHa30p B TeueHue S5 pabodnx AHeH O [HS BBIABICHUS YKa3aHHBIX CBEICHUU
paccmarpuBaeT Bonpoc o HeoOxonumoctu 3amnpoca y JIPY BrHeouepennoro [100B, B
COOTBETCTBHH ¢ IyHkTOM 701 Hammexarmeit mpakTHky ¢papMakoHaa3opa.

18. Mudopmarysi 0 cepbe3HbIX HEMPEABUACHHBIX HEXENATEeNbHbIX PEaKIHsIX Ha
HCCIIelyeMBbIil JIEKQpCTBEHHBIN Mpernapar ¥ uHas uHpopManus no 06e30macHOCTH B
pamMKax HMHTEpBEHLIMOHHOIO  KJIMHHUYECKOrO0  HCCIEAOBaHUS  JIEKapCTBEHHOIO

5 OpmumansHsiii caiit EBpasuiickoro 3KoHOMHYecKoro cotosa http://www.eaeunion.org/, 21 Hoa6psa 2016 r. Berynmno B
cuny mis Poccuiickoit denepaunu 6 mas 2017 r. SBnsercs o6a3atensHbIM i1 Pocentickoii denepauuu B COOTBETCTBUM
JorosopoM 0 EBpasuiickoM 3KOHOMHYECKOM coto3e oT 29 mast 2014 r., patuduiypoBaHHbEIM DefepaibHbIM 3aKOHOM OT
3 okra6ps 2014 r. Ne 279-®3 «O paruduxanuu loropopa o EBpazuiickoM 3JKOHOMHYECKOM COI03€». Betynun B cuny
s Poccniickoii @enepauuu ¢ 1 suBapst 2015 r.




npernapara HampasisitoTcsi B Poc3npaBHag3op B COOTBETCTBHHM C TpPeOOBaHHSIMH
myHKTOB 1 1 2.2 npunoxenus Ne 11 k Hagnexaineit KTMHAYECKOW NMpaKTHKeE.

19. YOpuauueckue auia, Ha UMs KOTOPHIX BBIIAHO pa3pellieHHe Ha IPOBEIEHHE
KIMHUYECKUX HUCCleoBaHWM, mnpencrasnsitor B Poc3apaBHamzop POOB B
COOTBETCTBHHM C TpeOoBaHusMH Tpuiiokeruss Ne 12 k Hammexarieit KiIdHHYECKOM
MTPAKTUKH.

20. Opranuzanusi  cyObekTaMd  OOpallleHUs  JIEKApCTBEHHBIX  CPENCTB
(MeIMIWHCKMMHU OpPTaHU3alMsIMH) pabOThI IO BHIBICHHUIO HEXeJIaTeJIbHBIX peaKiuii
Py NPUMEHEHHMH JIEKapCTBEHHBIX MpenaparoB IS MEOUIIMHCKOTO NpUMEHEHHS U
uHOW wuH(popManuu 1o Oe30macHOCTH M 3()QPEKTHBHOCTH TIpH TNPUMEHEHHH
JIEKapCTBEHHBIX NpenaparoB AJisi MEAULMHCKOrO NMPUMEHEHHUS perliaMeHTUPYeTC UX
BHYTPEHHUMH JOKyYMEHTaMu (BKIIouYas IJOKYMEHTHl IO O0OeclneueHHI0 KadecTBa
IPOLIECCOB, BHYTPEHHHE MPOIEAYPHI).

2]. CybmbexTsl oOpaiueHus IeKapCTBEHHBIX CPeACTB (MEeUIIMHCKIE OpTraHN3aIliH )
00si3aHbl B cpok He 6onee 3 pabouunx jnHe# coobuats B Poc3paBHan3op o cephe3HBIX
HEeXXeJIaTeJIbHbIX peakLUsX IpU [PUMEHEHUWH JIEKapCTBEHHOro IIperapara mjis
MEJIMLIMHCKOTO NpPUMEHEHUsSI C JIeTaJbHBIM MCXOAOM WJIM YTPO30W JKHU3HH, CO JIHS
HACTYIUICHHUs. yKa3aHHBIX COOBITHi, 32 HCKIIOYEHHEM HEeXeNaTeNbHBIX pPeaKIIui,
BBISIBICHHBIX B XOJ€ MNPOBEINEHUS KIWHUYECKUX HCCIeOBaHUM, IPOBOJUMBIX B
NAaHHOW MEIULIMHCKON OpraHU3alvH.

22. Cy0ObexTsl o0palleH!s JIEKapCTBEHHBIX CPECTB (MEAULIMHCKHE OPraHH3alliH )
B CpOK, He TMpeBbllalomuid 15 xaneHmapHbIX. JHEW €O [HS HACTYIUICHHUS
HIDKETIepEeUnCIIeHHbIX CcoObITHIl, cooOimaror B Poc3gpaBHam3op o cleayrommx
HeXXeJaTeNbHbIX peaKUMsaX IpU IPUMEHEHUU JIeKapCTBEHHOro Tperapara mis
MEJIMIIMHCKOTO I[pUMEHEeHUss W HMHOM uHpopmaiuyn 1o 6e30MacHOCTH H
() (PeKTUBHOCTH, BBIABICHHOW [aHHOM  MEOUIIMHCKOW  oOpraHu3amuen, 3a
WCKIIIOYEHHEM HeXeJaTelbHBIX peakuud, BbIBIEHHBIX B XO0J€ IMPOBEACHUS
KJIMHUYECKUX MCCIIC/IOBaHUM:

CephE3HbIX HEXENATeNbHBIX pPEeaKUUsX MpPHU TNPUMEHEHUH JIEKapCTBEHHOIO
mpernapara AJis  MEOUIMHCKOTO TPUMEHEHHs, 3a HCKIIOYEHUEM Cepbe3HBIX
HeXeNaTeNbHbBIX peakluii, ykazaHHbIx B myHkTe 21 ITopsiaka;

ciydasx mepefayd WH(PEKIMOHHOro 3abojieBaHUs depe3 JIeKapCTBEHHBIN

mpernapar Juisi MEJUIIMHCKOTO IPUMEHEHHS;

Clly4yasix OTCYTCTBHUS 3as1BJI€HHOH 3()()eKTUBHOCTH JIEKaPCTBEHHBIX NIPENapaToB
IS MEIUIMHCKOTO  TNpUMEHEeHHs, HpHUMEHSAeMbIX Ipu  3a0ojieBaHUsX,
IPE/CTABIAIONIMX Yrpo3y JUIS JKU3HH YeJOBeKa, BaKUUH Ml NpOQUIaKTHKH
HH(PEKIMOHHBIX 3a00JIeBaHMI, JIEKAPCTBEHHBIX IpenapaToB I IMPeJOTBPALEHMs
OEepeMEHHOCTH, KOrja OTCYTCTBHE KIMHHYeCKoro d3d¢exra He BBI3BaHO
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VUH/UBUIYQJIIbHBIMH  OCOOCHHOCTSIMM MaudeHTa M (WiIH) CIeHUPHKOH  €ero
3a00JIeBaHu,

HEeXXeNaTeNbHbIX peaKLUsAX, BO3HHUKIIMX BCIEACTBHE 3JIOYMOTPeOICHUS
JeKapCTBEHHbIM IIpernapaToM [ MEOULMHCKOrOo IMpPUMEHEHHSI, B Ciydasx
YMBILIUIEHHOM N€peJO3UPOBKU JIEKAPCTBEHHOIO Mpemnapara, IpH BO3JCHCTBHH,
CBSA3aHHOM C pOJIOM 3aHATUH, WIKM B CIly4asX HUCIOJb30BaHUS JIEKAPCTBEHHOI'O
npenapara A MEAULMHCKOTO MPUMEHEHMS B LENSIX YMBIIUIEHHOTO MPHYHHEHHUS
Bpe/ia )KU3HU U 3J0POBBIO YeIOBEKa.

23. HampaBnenue cooOmenuidi B Poc3gpaBHam3op B pamkax TpeOOBaHHIA
noanyHkta 4.8 nmyHkTa 4 nopsaka co3gaHus U AesATeNIbHOCTH BpadyeOHOH KOMHCCHH
MEIUIMHCKOW  OpraHu3alid, YTBEPXKJEHHOrO  MpHKa3oM  MMHHHCTEPCTBA
3[paBOOXpaHEHUs] W  COLMaAJbHOrO  pa3BuTus  Poccuiickoii ~ Denepauuu
oT 5 mas 2012 r. Ne 5020 «OO6 yTBepXIeHUHU MOPSAIKA CO3NAHUS M JEATEIbHOCTH
BpayeOHOM KOMMCCMM  MEIWIMHCKOM  opraHuzaumm»’, ocymiecTBiseTcss B
coorBeTcTBUM C nyHktamu 7 u 10 Ilopsinka, B cpok, He mpeBbIIAOMUN S5 pabounx
IHEH CO JHS MPUHATUS pelIeHHs O Ha3Ha4YeHHH JIEKapCTBEHHBIX INpenaparoB JJis
MEIMLMHCKOrO MPHUMEHEHUs] NMpH HAIMYUU MEIUIMHCKHX TIOKa3aHWH BpauyeOHOMH
KOMUCCHEM.

24. Cpok pans cooOlieHHS O HeXelaTelNbHbIX peakiusX TpU MPUMEHEHHH
JIEKapCTBEHHOT0 [Ipenapara Jijisi MeULIMHCKOTO IPUMEHEHHS U MHOM HHGMOPMAIHH I10
Oe3omacHOCTM Y 3¢ ¢EeKTUBHOCTH, yKazaHHOro B TmyHkTtax 21, 22 Tlopsuka,
VCYMCIIAETCS] CO AHS, KOIZla OTBETCTBEHHOMY IO (hapMaKOHAI30py JIODKHOCTHOMY
auuy cybbexkTa oOpallleHHs JIeKapCTBEHHBIX CPeACTB (MEIULHHCKON OpraHU3aI[dH)
CTallM W3BECTHBI CIIENYIOUIUME CBEACHUS O HEXeNaTeIbHON peaklud MW HHOKN
uHGOpMauu 1o 6e30MacHOCTH U 3PPEKTUBHOCTH:

uHpopMalMsi, T[O3BOJAIONIAS  HACHTHU(DUIIUPOBATh  IOPHUIUYECKOE  HIIH
¢u3nUecKoe JNIIO, BHIBUBIIIEE HEXETATENbHYIO PEaKIHI0 WK 0COOYIO CUTYaIIHIO;

uH(pOpMalius, TMO3BOJSIOMIAs HIASHTUDUIUPOBATh (QHIHUECKOE JIULO, Y
KOTOpPOro HaOJroAallachk HeXeaTeNIbHas PeaKIus;

MH(pOpMaIus, TO3BOJIIONIAs HASHTHPUIIMPOBATH JIEKaPCTBEHHBIH Mpenapar;

uH(popMaLys, MO3BOJAOIAsS UACHTUGULIUPOBATh CUMIITOMBI HEXENaTeIbHOM
pEeaKIuu.

25. Komuu cooOuieHuii, HampaBleHHBIX B Poc3apaBHam30p MeIMIMHCKOM
opraHu3aiueii B COOTBETCTBUM ¢ mnyHKkTamu 21-23 Tlopsiaka, COXpaHSIOTCS B
MEIULUHCKON JOKyMEHTAM NallieHTOB.

6 3apernctpuposad MUHHCTEPCTBOM rocTHLIMK Poccuiickol ®enepaunn 9 wions 2012 r., peructpauuonnsiii Ne 24516,
C W3MEHCHWSAMH, BHECEHHBIMM TNpuKazoM MuHucTepcTBa  3ApaBooxpaHeHust  Poccuiickoit — Depepanun
orT 2 pexabps 2013 r. Ne 886H (3apernctpupoBan MunuctepcTBoM toctuLiu Poccuiickoii @enepauun 23 nexabps
2013 r., peructpaumonHsiii Ne 30714).
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26. CooOmieHus, NOCTYMAOIINAE OT METUIIMHCKUX OpraHU3al[dii, CIIEIHAIHNCTOB
3]paBOOXpaHEHUs, NAIJUEHTOB WJIM UX MpeJCTaBUTE/IEH MO 3JIEKTPOHHOM MOYTe WK
Ha OyMa)KHOM HOCHUTEJIe PETUCTPUPYIOTCS B COOTBETCTBHHM C YCTAHOBJICHHBIM B
PocanpaBHa;30pe NopsSaKoM AeIONPOU3BOICTBA.

27. Ouexka uHbOpPMAIMK HAYYHOT'O U KIIMHUYECKOTO XapaKTepa, CoJiepKaliencs
B coobmenusnx, mnocrynatommx B AWMC PocsapaBHamzopa, OCyLIECTBISETCS
SKCIIEPTHOU OpraHu3aluel B TeueHue 5 pabouux AHeH co JHS UX MOCTYIICHHUS.

28. OueHka nHGOpPMALMK HAyYHOrO U KIMHUYECKOI'O XapakTepa, CoAep Kaliencs
B [TOOb u POOB, npoBonutcs 3kcnepTHOW opranusanueil B TedeHue 60 paboumx
JTHEH CO JIHS MX HOCTYIUIEHHS B SKCIIEPTHYIO OPraHH3aIHIo.

29. PesynpraThl OLeHKH WH(MOPMALMU HAYYHOTO M KIMHHYECKOTO XapakTepa,
cofiepxallieiics B COOOIIEHHSIX, HAaMpaBIsAlOTCS B Poc3apaBHAm30p HSKCIEPTHOM
opraHu3allied B COCTaBe eXeHeeIbHbIX OTHETOB.

30. Pe3ynbTaThl OLCHKM MHGOpPMAIMK HAyYHOTO M KJIMHHYECKOTO XapakTepa,
cozepxaeiics B IIOOB, POOB, I1YP, nanpasnstorcs B Poc3apaBHan3op B cocTase
€XXEHEACNBbHBIX U €XEMECIYHBIX OTUETOB SKCIIEPTHOU OpraHU3aIIHH.

31. Tlpu BBISIBJICHUH 9KCHEPTHOM opraHu3aluei HECOOTBETCTBHUS
npeacraBieHHoro IIOOb Tpe6GoBanusm mnynkroB 587-687, 690 Hannexarei
NpakTUKU (QapmakoHagzopa uimu POObB TpeGoBanusiM mnpunoxenus Ne 12 k
Hannexalueld  KIMHMYECKOHM — mpakTuke, wuHpOpMamus 00  OTKIOHEHHH
npejcTaBlIeHHOro nokymeHTa BHocutcs B AMC PocsmpaBHam3opa B TedeHue S
pabounx AHe# co JHS BBIHECEHMS SKCHEPTHOrO 3aKIIIOYEHHUS C ONMCAHMEM IPUYUH
oTkioHeHHs. CoOOTBETCTByIOLlee YBEIOMJIEHHE OO0 OTKJIOHEHMH JOKYMEHTa
aBTOMaTUYeCKU Hampasisiercs JIPY unu ropuaudeckoMy Juily, Ha UMsS KOTOpPOIro
BBIZJaHO pa3pelleHUE Ha IIPOBE/IEHNE KIMHUYECKUX UCCIIEOBaHMM, B TNYHBIN KaOUHET
AUC PoczapasHaazopa.

32. JIPY nexapCTBEHHOrO IpenapaTa Wid IOpUAXYECKOe M0, HA UM KOTOPOro
BBIJJAHO paspellleHHe Ha IIPOBEJCHUE KIMHHUYECKUX HCCIIEJOBaHUN, B CPOK, HeE
npesbimaronmid 30 pabounx [HEH co IHS MONyYeHHs DJIEKTPOHHOTO YBEIOMJIEHHS
PocsnpasHanzopa, ykazanHoro B nmyHKkTe 31 Ilopsinka, Hanpasisier B Poc3paBHaazop
IIOOb, mnpuBefeHHBIA B COOTBETCTBHE C TpeOOBaHUSMU IyHKTOB 587-687
Hajpnexalueld npakTMKM (papmakoHaa3opa, € Y4eTOM 3aMedYaHHil HKCIIepTHOU
opraumzaumy, wuiad POODb, mnpuBeaeHHBII B COOTBETCTBUE C TpeOOBAaHUAMU
npunoxxeHuss Ne 12 x Hajgnexamed KIMHUYECKOH MpakTUKe, C yYETOM 3aMedaHui
9KCIIEPTHOM OpraHU3allUu.

33. B cimyyae TpPeXKpaTHOrO IOAPS BBIABIECHHMS 9KCIEPTHOM OpraHusauuer
HECOOTBETCTBHS IpPEeACTaBIIEHHOIO 15(0/0) TpeOoBaHUAM pa3zesna
VIII «Ilepuonuyeckuit oOHOBNseMbld oTyeT MO Oe3omacHocTH» Hamexareit




NpakTUKA  (apMaKkoHaa30pa WM  TPEXKPAaTHOTO TMOAPSAA  HECOOTBETCTBHUS
npeactaBieHHoro POOB tpeGoBanusm mpmioxenus Ne 12 k Hagnexameit
KJIMHAYECKOM NMpaKTUKe Ha OJIMH JIEKapCTBEHHBINA MpernapaT, nHdopmamus o0 3ToM
JIOBOJIUTCS JKCIEPTHOM opraHusauueid 1o PocsnpaBHan3opa B TeueHue 5 pabodmx
IHEH co IHS BEIHECEHHS DKCIIEPTHOTO 3aKIIFIOUYEHHS.

34. Poc3apaBHagzop Ipv MHOMy4YeHHWH HWHGOPMAUWH, YKa3aHHON B MyHKTe 33
ITopsinka, OpUHUMaeT peleHue O HeOOXOAVMMOCTH TIPOBEACHHS BHEIIAHOBOM
MHCIIEKIIHU cucTeMBbl (hapMmakoHaa3opa [IPY naHHOTO jiekapCTBEHHOTO Iperapara B
COOTBETCTBUM ¢ pasgenom IV «MHchnektupoBaHHe CUCTEMBI (apMaKoHaa30pa»
Hagnexaieid npakTuku dpapMaKkoHaa30pa.

35. Ilpy BBIABIEHMM 3KCIEPTHOM OpraHu3alueid B Xoje OLEHKH HHGpOpMaIUU
Hay4HOI'0 U KJIMHUYECKOI'0 XapakTepa, cofepxaiuxcs B coobuenusnx, [I00b, POOb
CBEJICHUH, OTCYTCTBYIOLMX B O0IeH XapaKTepUCTHKE JIEKApCTBEHHOT'O Mpenapara 1
(M) MHCTPYKIMM 110 MEAUIIMHCKOMY NPUMEHEHHIO JIEKapCTBEHHOTO TMpernapaTa il
NOKYMEHTAallMM KJIMHUYECKOTO HCCIAEAOBaHUS, H W3MEHSIONINX OTHOIIEHHE
OXKUJAEMOH IOJIb3bI K BO3MOXXHOMY PUCKY IPUMEHEHHUS JIEKapCTBEHHOTO Iperapara,
SKCIIEPTHAs OpraHM3allysl HallpaBigeT 3aKiodyeHrne 00 3ToM B Poc3ipaBHaa30p B Cpok
He 1o3jHee 5 pabouux HEH CO AHS BEIHECEHHS SKCIIEPTHOTO 3aKIIOYECHHMS.

36. B ciyuae BBIIBICHHS DKCIIEPTHOW OpraHH3alieldl HecOOIoAeHUs CYOBEKTOM
oOpallleHus1 JIeKapCTBEHHbIX CPEICTB NEHCTBYIOLIMX Ha TeppuTopuu Poccuiickoit
Penepauuu 00s3aTeNbHBIX TpeboBaHU B 00nmacTu hapmakonaazopa PocaapaBHanzop
NPUHUMAET pelleHue O HeOoOXOAMMOCTH IPHOCTAHOBIECHUS  IPUMEHEHHS
JIEKapCTBEHHOIO Ilpenapara A MEAULUHCKOrO TNpPUMEHEHHS W MpPOBEICHUH
BHEIUIAHOBOM MHCIIEKLIMU cucTeMbl dapmakoHaazopa /IPY maHHOro JiekapCTBEHHOIO
npenapara.

37. B cityuae, eciy COTIacHO 3aK/IIOYESHHIO DKCIIEPTHON OpraHu3aliii, BEPOSTHOM
IIPUYUHON DPA3BUTHUsI HEXKENATEIbHOW peakiuu MpH NPUMEHEHHH JIEKapCTBEHHOI'O
npenapara Uisi MEIWLMHCKOTO NPHUMEHEHHsS MOTIJIO SBJSATHCA HECOOTBETCTBHE
JEKapCTBEHHOrO  Ipenapara TpeOoBaHMSIM K  KadecTBY, YCTaHOBIEHHBIM
(dapMakomelHOM crTaTbed WIM HOPMATUBHOW [OKyMeHTalue#d (HOPMAaTHBHBIM
JokyMeHToM), Poc3npaBHaa30p MpUHUMAET pellieHHe O TMPOBEICHUH MEPOTPUATHIA,
IIPeyCMOTPEHHBIX CTaThsiMu 69, 74, 84 ®OenepanbHoro 3akona ot 31 wurons 2020 r.
Ne 248-®D3 «O rocynapCTBEHHOM KOHTpoJie (HaaA30pe) U MyHULIUIIAIBHOM KOHTpPOJIE B
Poccuiickoii @enepanum».

38. IIpy moCTymaeHUH 3aKJFOUYEHHs DKCIIEPTHON OpraHu3alliy, COAEpXKalliero
MHGOPMALIMIO O BBISBIEHUM HOBBIX IAHHBIX MO 0e30MacHOCTH U 3P GEeKTHBHOCTH
NeKapCTBEHHBIX IIPENapaToB, HE CONCPXKALIMXCS B OOIIEH XapaKTePHCTHKe
JIEKapCTBEHHOIO mpenapara ¥ (Ujd) UHCTPYKIUU MO0 METUIMHCKOMY MPUMEHEHHUIO




WM JOKYMEHTAlMH KIMHUYECKOTO HCCIACAOBAHMS, HW3MEHSAIOUIUX OTHOILIEHUE
OXKUJ]aeMOH I0JIb3bI K BO3MOXXHOMY PUCKY IIPUMEHEHHs JIeKapCTBEHHBIX IIPenapaToB
(manee — HOBblEe JaHHBIe MO Ge30macHOCTH), Poc3mpaBHaA30p yBeIOMIISET 00 3TOM
JIPY nexapcTBEHHOro nmpenapara Uiy IOpUANYECKOoe JIMLO, Ha KM KOTOPOT'O BBIJaHO
paspelieH’e Ha MPOBeAeHNE KIMHUYECKUX UCCIEeIOBaHUM, B TUYHOM KabuHeTe AVIC
Poc3npaBHag3zopa B TeueHwe 5 pabouux OHEH CO AHS BBIHECEHHS OSKCIIEPTHOIO
3aKJIIOYEHUSI.

39. Ha ocHOBaHMM 3aKIIOUEHHUS IKCIEPTHOW OpFaHHU3AINH, COJACPHKAILETO BHIBOJ
0 TOM, YTO JIEKapCTBEHHBIN Ipernapar SBISETCS OIMACHBIM (HAHOCHUT CEPbe3HbIN HITH
HEIONpPaBUMBbI Bpel 3I0pPOBBIO YENOBEKa, OO J0Ka3aHO HeOIaronpusITHOE
COOTHOILIEHHE «I0Nb3a — PUCK» WM BBIABJIEHA TOKYMEHTAJIbHO IOATBEPXKIACHHAS
HeJlocTaToYHas TepaneBThieckas 3(¢heKTHBHOCTH JIEKapCTBEHHOTO Tperapara Ipu
cOOMIONCHUH YCIOBUM €ro NPUMEHEHHs, ONHMCAHHBIX B YTBEPKICHHOH oOIIei
XapaKTepUCTUKE JIEKAPCTBEHHOTO Ipernapara, JIM00 He BBIOIHEHEI 00s13aTelIbCTBA IO
dapmakoHanzopy APV, nmubo He BbimomHeHb! [IPY Tpe6GoBaHUs YIIOIHOMOYEHHOIO
oprasa B COOTBETCTBUU C NyHKTamu 116 n 118 IlpaBun peructpauuu m 3KkcnepTU3bI
JIEKapCTBEHHBIX CPEJICTB AJI1 MEAULIMHCKOrO MPUMEHEHNS, YTBEPXKIEHHBIX PenienneM
Coseta EBpasuiickoif 5KOHOMHUYECKOU KOMHMCCUH OT 3 Hosa0ps 2016 r. Ne 787, ecim
TaKoBble TpeOGoBaHWs ObUIM YCTAaHOBIEHBl NpH perucTpaunuy, Pocsapasnansop B
TedeHue 5 pabounx JHEH co THS MOCTYIIeHUs 3aKITFOUE€HHUS SKCIIEPTHON OpraHu3aiuy
HampasiseT B MuHHCTEPCTBO  3ApaBooxpaHeHuss Poccuiickoit  ®Denepainuu
MH(OPMALMIO JJIsi TPUOCTAHOBNICHHS AEHCTBUS PETUCTPALHOHHOIO YOCTOBEPEHMS
JIEKapCTBEHHOIO IIpernapara WM OrpaHUYeHUs] TNPUMEHEHUs JIeKapCTBEHHOIO
Ipenapara ¢ IPWIOKEHHEM KONMMHM 3aKIIOYEHUs SKCIEPTHOHW OpraHu3aliu, B
COOTBETCTBHH C IIyHKTOM 76 Hajexainei npakTuku papmMaxkoHaa3opa.

40. IPY nexapCTBEHHOTO Iipenapara WM IOPUANIECKOe JIUILIO, Ha UMsI KOTOPOTo
BBIJIJAHO pa3pellieHHe Ha MPOBEACHWE KJIMHUYECKUX HCCleOBaHWM, B Tedenue 10
pabounx AHeH co AHsA NONMy4eHus yBeromileHus Poc3apaBHaa30pa, yKa3aHHOTO B
nyHkTe 38 Ilopszka, NpOBOAUT aHAIU3 JOCTOBEPHOCTH MOJMY4ECHHOU MH(DOPMAIMH O
HOBBIX JaHHBIX IO ©0e30macHOCTH (aHalW3 MJOCTOBEPHOCTH WH(MOPMAIMK) U
pesyibTaThl lipeAcTasisaeT B Poc3apaBHaazop. Ilpu Heobxonumoctu nposenenus JIPY
WIH IOPUIMYECKUM JIMIIOM, Ha MMsI KOTOPOr'o BBIJIAHO pa3pelleHHe Ha MPOBEACHUE

7 Oduumansubiii caiit Espasuiickoro skoHoMuueckoro cowsa http:/www.eaeunion.org/, 21 wHoabps 2016 r.
C usMenenusaMu, BHeceHHBIMU PemeHuem CoBeta EBpasuiickoit sxoHoMuueckoit komuccuu ot 14 mons 2018 r. Ne 55,
ot 30 suBaps 2020 r. Ne 9, or 23 nexaGps 2020 r. Ne 128, ot 5 mapta 2021 r. Ne 14, ot 23 anpens 2021 r. Ne 34,
ot 17 mapta 2022 r. Ne 36, ot 23 ceHrsOps 2022 r. Ne 141, ot 22 Mas 2023 r. Ne 60, ot 20 oktsa6ps 2023 r. Ne 114,
oT 29 mas 2024 Ne 43. Berynwiio B cuity juisi Poccuiickoit @enepaunu 6 mas 2017 r. SBnsercs o6A3aTenbHbIM LI
Poccwiickoit @enepauuy B coorBeTcTBHM JloroBopoM o EBpa3uiickoM 3kOHOMHYECKOM coro3e oT 29 mas 2014 r.,
patuduuupoBaHHbiM DenepanbHBIM 3aKOHOM OT 3 OkTA6psa 2014 r. Ne 279-®3 «O parudukauun Jorosopa
o EBpasuiickoM 3k0HOMHYECKOM coro3e». Betynun B cuny nns Poccuiickoit @enepauuu ¢ 1 sueaps 2015 .
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KIIMHUYECKHUX MUCCIIeIOBaHM, OoJiee NeTalbHON MTPOBEPKHU KauecTBa, 3G GHEeKTHBHOCTH
1 0e30macHOCTH JIEKapCTBEHHOro mpemnapara, B TedeHue 10 paboumx mHe# co mHA
noyyeHus yBegomieHus PoczapaBHaazopa JIPY unm iopuaudeckoe JUI0, HA UMS
KOTOPOTO BBIJAHO pa3pellieHHe Ha TMPOBEJIEHUE KIMHUYECKUX HCCIeIOBaHUM,
npencTaBisier B Poc3apaBHaA30p MpenBapUTENbHBIA OTBET O HEOOXOIMMOCTH HITH
OTCYTCTBHU HEOOXOJUMOCTH MPUHATUSA CPOUHBIX Mep IO JabHeHIIeMy 0OpaIleH1I0
JIeKapCTBEHHOTO Mpernapara.

41. B nepuoj npoBeieHUs aHaIM3a JOCTOBEPHOCTH HH(GOPMAINH, YKa3aHHOTO B
nyHkte 40 Ilopsnka, JIPY nekapcTBeHHOro npenapara Wil RPUINYECKOE JIUI0, Ha
MMs KOTOPOTO BBIJAHO pa3pelleHHe Ha NPOBEJEHUE KIMHUYECKUX HCCIIEIOBAHUM,
NpUHUMAaeT Mepbl I OIpedefieHUus pPHCKa, CBS3aHHOTO ¢ oOpaileHueM
COOTBETCTBYIOILIETO JEKAPCTBEHHOIO Npernapara, a TakkKe KOMIUIEKC MEPONPUSTHH,
HaIlpaBJICHHbIX Ha MPEAOTBPALIEHUE UM YMEHbLICHUE BEPOSITHOCTA BO3HUKHOBEHUS
HeXenaTeNbHbIX peaklfi, CBA3aHHBIX C BO3/IEHCTBHEM JIEKApPCTBEHHOIO Ipernapara,
a1n00 Ha yMeHbIIIEHHe CTENEHH TSHKECTH WM BIMSHUS HEXeNaTelbHbIX peakluil Ha
MalyeHTa B CIIy4ae UX Pa3BUTHUS.

42. B Teuenue 10 pabGouux mHeH co AHS NMOCTYIUIEHHUS] PE3YJBTATOB aHAIH3a
noctoBepHOCTH HH(pOpMalnuu, ykazanHo B myHkTe 40 [lopsaka, mposeaennoro JIPY,
WJIN CO JHSI UICTEYEHUS CPOKa, oTBeAeHHOro JIPY Ha nmpoBeieHNe yKa3aHHOIO aHaJIn3a
JOCTOBEpHOCTH MHpOopMaILuy, 1160 B TeueHne 10 pabouux nHe# co JHS MOCTYIUICHUS
B Poc3gpaBHanzop pe3yiabTaTOB KOHTPOJBHOTO (HAaO30PHOTO) MEPOMPHUSTHSA,
ykazaHHoro B myHKTe 37 Ilopsiaka, PocsnpaBHams3op yBemomisier MUHHCTEPCTBO
3apaBooxpaHeHust Poccuiickoii ®enepalldd O BBISBICHHMM HOBBIX JaHHBIX IIO
0e30macHOCTH U 3((PEeKTUBHOCTH JIEKAPCTBEHHBIX IPENapaToB, HE CONEPXKALIMXCS B
oOl11ieil XapakTepUCTHUKe JIEKQpCTBEHHOro mpemnapara M (MiId) HWHCTPYKIHMH IIO
MEIULMHCKOMY HPUMEHEHUIO HJIH [JOKYMEHTAlMU KIMHUYECKOrO MCCIe/IOBaHMS,
U3MEHSIOIUX OTHOILLIEHHUE OXXHIAEeMOH IONb3bl K BO3MOXXHOMY PHCKY NMPUMEHEHHUS
JIeKapCTBEHHBIX MIPENapaToB, B TOM YHUC/E MPU BbISBIEHUH HEOOXOIUMOCTH BHECEHHUS
U3MEHEHUH B MHCTPYKLHMIO II0 MEIULUHCKOMY IIPUMEHEHHIO JIeKapCTBEHHOIO
mpenapara B OTHOLICHMM CBEACHMI O TIOKa3aHWAX [ NPUMEHEHHS W
MIPOTUBOIIOKA3aHUAX [JIs1 NPUMEHEHHS JIEKapCTBEHHOIO IIpenapara, BbISBIECHHBIX
MOOOYHBIX AEHCTBUAX, HEXKENATEIbHBIX PEakLUsIX IPU IPUMEHEHHH JICKapCTBEHHOTO
npenapara AJig MEOULUHCKOrO IPUMEHEHHsS, U HaIpaBisIeT COOTBETCTBYIOLILYIO
H(GOpMAaIMIO JUIs pACCMOTPEHHUS BOIIPOCa O HEOOXOUMOCTH BHECCHHS U3MEHEHUI B
pPEruCTpalluOHHOE JO0ChE JIEKApPCTBEHHOIO IpernapaTra, OTMEHbl T'OCyNapCTBEHHOM
pPerucTpalliy, IPOBEACHUM JOKIMHUYECKUX WM KIMHUYECKUX MCCIIeJOBaHHM
JIEKapCTBEHHOI'O Ipernapara, MO0 WHBIX TOMOJHUTENbHBIX HCCIeI0BaHUi KauecTna,
3¢ ¢pexTMBHOCTH W  0€30MacHOCTH JIEKapCTBEHHOro Tpemapata (mainee —
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JOTIOJIHUTENIBHBIE HCCIIEAOBaHM), a TaKKe 0 HEOOXOAMMOCTH, JIMO0 00 OTCYTCTBHUU
HEOOXOAMMOCTH IIPHOCTAHOBJICHUS TIPUMEHEHHs JIEKapCTBEHHOIO Iiperapara Ha
HNEPHONl TIPOBENECHHS IOMOJHUTEIbHBIX HCCIENOBaHUN, JauO0 Ha Tepuon,
HEOOXONUMBIH JUIsi BHECEHHUS HW3MEHEHHH B PErUCTPALMOHHYIO [IOKyMEHTALMIO
JIEKapCTBEHHOI'O IIpenapara.

43. Tlo wToraM pacCMOTpEeHMs  pe3yJbTaTOB aHaluu3a JOCTOBEPHOCTH
uHdopmaruy, ykazaHHoro B myHkre 40 Ilopsaka, npeactaBineHHsix JIPY
JIeKapCTBEHHOTO Tpernapara, Poc3npaBHanzop B TeueHue 30 paboumx aHeit co AHs
MOJTyYEHUS Pe3yJIbTaTOB aHATN3a JOCTOBEPHOCTH HH(POPMALIH UITH CO IHSA UCTEUEHUS
cpoka, orBeeHHOoro [IPY Ha mpoBeieHHe aHalu3a JOCTOBEPHOCTH HHQOpMAIUH,
IpUHUMAET pellleHre o HampasineHuu J[PY 3ampoca o HE0OOXOAMMOCTH pa3pabOTKU
ITYP B cooTBeTcTBUH ¢ MyHKTOM 352 Hannexariei npakTHky apMakoHag3opa.

44, TTYP mosmkeH COOTBETCTBOBATH TpeOoBaHMsAM noipazzenoB 5 «0630p ¢popmata
U colep)kaHus IulaHa ymnpasieHus puckamu» U 6 «llogpobGHoe omucaHue Kaxjon
YyacTH IJIaHa yrmpaBjieHus: puckammuy pazgena VI «Cucrema ynpaBineHus puckami)
Hapanexxarueid npakTuku ¢papMakoHag30pa.

45. TIYP nonnexwut HanpasieHuto B Poc3apaBHanzop B TeueHue 60 pabouux qHei
co JHA moyiydeHus 3ampoca Poc3napaBHanzopa, ykazanHoro B myHkTe 43 Ilopsaxka.

46. Ilpu BosiBneHun JIPY B Xxome mnpoBeneHMs aHalu3a JOCTOBEPHOCTH
nHpopMaiuy, ykaszanHoi B nyHkrte 40 Ilopsaka, mHpopManmuu o HECOOTBETCTBHUH
JIeKapCTBEHHOTO Mperapara TpeboBaHusAM 3¢@ekTuBHOCTH U Oe3omacHoctd, [IPY
JIEKapCTBEHHOro IIpemapaTa BIpaBe caMOCTOATeNbHO paspaborate IIYP u
MpeACTaBUTh ero B Poc3apaBHaa30p B COOTBETCTBUH € MOJIYHKTOM «O» myHKTa 233
Hagnexameidd npaktukud QapmakoHaazopa. BosmoxHO mnpenocrasienue IIYP B
Poc3npaBHa30p Ha OCHOBAaHWHU JAaHHBIX, BRISIBICHHBIX camMuM JIPY.

47. TIYP Bxmo4aeT mnoapo0HOEe ONMCaHHe BaXKHBIX PUCKOB JIEKAPCTBEHHOTO
npemnapara U OTCYyTCTBYIOIIEeH nHpopMaly o ero 6€30IacHOCTH, a TaKke NoApodHoe
OIMCaHWe MEPOIPUATHH 1Mo papMaKOHaI30py, HAIIPABIECHHBIX HA BBISBICHUE HOBBIX
U OIIEHKY HMMEIOIIUXCS MpobsieM Mo Oe30macHOCTH, M MOAPOOHOE OMHCAHKHE MeEp
MHHHUMU3AIAA PUCKOB, BKJIOYas OLEHKY d(G(EeKTUBHOCTH [aHHBIX Mep, B
COOTBETCTBHM ¢ MyHKTamu 237-344 Haanexareil npakTuku ¢papMakoHaA30pa.

48. 3akimoyeHHe JKCIIEPTHOM OpraHM3allMd O JIOCTaTOYHOCTH WH(OpPMALUU O
npeacraBiieHHbiX B IIYP  koMIiulekce  MeponpuATHM, HalpaBICHHBIX Ha
IpeIoTBpalicHUe UM YMEHbLICHHE BEPOSITHOCTH BO3HMKHOBEHMS HEXENATENIbHBIX
peakuui, CBA3aHHBIX C BO3JCHCTBHEM JIEKapCTBEHHOro Ipenapara, Ju00 Ha
YMEHbLICHUE CTETNICHU TSKECTU WIH BIMSAHUS HEXeNaTelbHbIX peaKlHii Ha ManyueHTa
B Cllydyae UX pa3BUTHSA (Jajnee — Mepbl MUHUMHU3ALMK PUCKOB) Pa3MeLIaeTCs B TMYHOM
kabunere AVIC Poc3apaBHanzopa B Tedenue 30 paboumx aHEH co OHS MOJIydYeHUs
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ITYP skcneptHO#t opraHuzanyeii. Mepbl MUHUMHU3AILMUA PUCKOB OCYILECTBISIOTCS B
cooTBeTCTBHM ¢ NyHKTamu 307-324 Hapnexaineit npakTtuku ¢apmMakoHaa3opa.
Poc3apaBHam3op B ciiydae HEOOXOAMMOCTH MyOIMKyeT Ha CBOEM OPHUIIMATIEHOM caiTe
uH(OpPMAI[HOHHBIE TUCHhMA B LIEIAX YBEJOMJICHUS CIIELIHAJIUCTOB 3PaBOOXPAaHEHUS U
npyrux JIPY o BHeIpPEHUH HOBBIX MEP MUHUMU3ALUUA PUCKOB.

49. B cnyuae nmojgyueHus yBeAOMJIEHUS O HEOOXOAUMOCTH BHECEHHS U3MEHEHUH B
ITYP JIPY nexapcTBEHHOTrO IpernapaTa B CpoK, He mpeBbimaromuid 30 pabounx aHei
CO IHS MOJIy4eHHUsl JaHHOTO yBedOoMIIeHUs, npeacTaBiusieT B PocznpasHamzop IIYP ¢
Y4E€TOM BHECEHHBIX U3MEHECHUM.

50. B cnyuae TpexXKpaTHOTO TMOAPS BBISBICHUS SKCHEPTHOM oOpraHu3anuen
HECOOTBETCTBUS IpejcTaBlieHHbIX [[PY MaTepuanoB B paMKax JONOIHUTEIBHBIX MEp
MHUHHMH3AIMH  PUCKOB JIEKapCTBEHHBIX TIpernaparoB, HHGpopMamusi o0 3ToM
9KCIEPTHOM opraHusainuei noBoauTcs A0 PocsnpaBHang3zopa B TeueHue S5 paboumx
JHE! CO THS BBIHECEHUS DKCIIEPTHOI'O 3aK/IIOUEHUS.

51. Poc3gpaBHanm3op mpu mnoidydeHMH WHGOpMalWU, yKa3aHHOM B myHKTe S50
[Topsimka, IpUHUMAET pellleHre O HeOOXOMUMOCTH NMPHOCTAHOBJICHHH NPHMEHEHHUS
JIEKaQpCTBEHHOrO Mpenapara W MNPOBENCHHS BHEIUIAHOBON HWHCIEKUUHA CHCTEMBI
dapmaxoHanzopa JIPY [aHHOrO IeKapCTBEHHOTO MpEnapara B COOTBETCTBHH C
pazmenom IV «UWHcnektupoBaHnue cucrteMbl (apMmakoHaazopa» Hamnexarieii

NPaKTHKH (apMaKoHaI30pa.




ITpunoxxenue Ne 1 k INopsiaky dpapmakoHanzopa
JIEKapCTBEHHBIX [IPENapaToB Ui MEAUIUHCKOTO IPHMEHEHHS,
YTBEPXKIACHHOMY NpuKazoMm DeepanbHoi Ciy)ObI

TI0 HaJ30pY B cdepe 3MpaBOOXpaHEHHUS

ot /L D6 A Ne 35715

Pexomenayemslit oGpasen

W3BELIEHUE O HEXEJIATEJbHOMN PEAKLIUU
WJIL OTCYTCTBHUU TEPANIEBTUYECKOI'O Y®PEKTA
JIEKAPCTBEHHOI'O IIPEITAPATA

Dﬂepawmoe Dﬂononﬂmenbﬂaﬂ UH(OpMAaIIKA K COOOLIEHHUIO
0

OoT

Hununanei nannedTa (Ko nauueHra) ITon oM oX Bec K&

Bospact Bepemennocts O, cpok HeJelb

Amneprus o0 Her o Ects, Ha

Jleuenue 0O aMGyJIaTOpHOG 0O CTalWOHApHOC O CaMOJICUCHHC

[TpousBoauTens Howmep Jo3a, nyte | Jlata Hayana Jlara ITokazanue

HaumenoBanue

JIEKAPCTBEHHOTO cepuu BBEACHHSA Tepanuu OKOHYaHHUA
npenapara (Toprosoe Tepanun

HauMeHOBaHNE)

'Hexenate1bHas peakuy = - Jata navana HP

Oncanue peakuny (yKakure Bce ATy, BKIOYas JaHHble TabopaTopHbIX Mccnenosanuii) | Kpurepun cepnesnocrn HP:

o CwmepThb

O VYrpo3a Xu3HU

0 TocnuranuM3anus Wil €e
TIPOAJICHHE

o HHBamuaHOCTH

O BpO)KIIeHHLIe aHOMAaJIMH

0 KnuHuuecku 3HaYUMOE COOBITHE

Hara paspemenuss HP

o He npumennmo
PR : i

e S - B S

O bes nedyeHusa o OtMeHa NOoAO03PEBACMOro JICKAPCTBCHHOI'O IIpe€apara O CHmxeHue 1036l JIEKAPCTBCHHOTI'O IIperapara

o HemeamkameHTO3Has Tepanus (B TOM YHCJIC XUPYPIrHYECKOE BMCH]&TGJIBCTBO)

[m} HeKapCTBeHHaH TCpanusa

O Bsizgoposnenue 6e3 nmocnencTBuii o ViyumeHue cocrogHue 0O CocrosHue 6€3 M3MEHEHHUI

O Bei30poBiieHte ¢ TIOCTEACTBHAMHU (YKa3aTh)

o Cwmeptb O HeussecrHo 0O He npumeHuMo

ComnpoBoskaaziach i OTMEHA JE€KapCTBEHHOTO Npenapara o Her o Jla 0 iekapcTBEHHbIH Npenapar He OTMEHSICA




WCUE3HOBEHHEM HeXelaTelbHOM peakuuu? o He npumenumo

Hasnavanocs nu nekapcerso nosropro? o0 Her o [la Pesynbrar o0 He npumeHuMo

Tyn

JIpyrie NeKapCTBenHbIe PENAPaThI,

Jo3a, myte | JlaTa Hauana

IMponsBonutens Howmep

HaumeHnoBanue Hara Ilokazanue
JIEKApCTBEHHOT'O cepuu BBEJICHUS Tepanuu OKOHYaHHUsA
npemnapara (TOprosoe) Tepanuu

N R | W N =

o Bpau o [pyroi cnenuanucrt cucteMsl 3ipaBooxpadenus 0O I[lauwent o WHoi
Cyobexr Poccniickoii degepaunn (1M HHOCTPAHHOE MOCYAAPCTBO)
KonTtakTHblii Homep TesiedoHa (agpec FNeKTPOHHO# OYTHI):

Damunus, UMs1, 0T4ecTBO (IPU HAJTHYHH)

JOMmKHOCTb U MeCTO paboThI

Jata cool1ueHus

Coo01ueHne MOXKeT ObiTh OTIPABIEHO:
e e-mail: npr@roszdravnadzor.gov.ru,
®  OH-J1ajiH Ha caiite: external.roszdravnadzor.ru

e nouyrtoBkiii aapec: 109074, r. Mocksa, CnaBsiHckas Iiolians, 1. 4, crpoenue 1.




[Tpunoxenue Ne 2 x [opsiaky dhapmakoHamzopa
JIEKapCTBEHHBIX MPENapaToB Ui MEAUIUHCKOTO IIPUMEHEHUS,
yTBepXICHHOMY Npuka3oM DenepaabHoi CiryxKObI

10 HaI30pY B cdepe 3apaBOOXpaHEHUS

ot/ Of 2N 3575

Pexomenayemsrii oGpazen

COOBUIEHUE O CEPbE3HOI1 HEITPEABUJEHHOMN HEXKEJATEJABHOM! PEAKIIUU
HA J!‘EKAPCTBEHHMP'I TMPENAPAT,
U3YYAEMbIi B KIMHUUYECKOM UCCJIENOBAHUU

Ne NPOTOKOJia KINHUYECKOTO HCCICAOBAHUA

Haumenosanue nexapcmeennozo npenapama

Haumenosanue npomorona

Ne paspeuienust na nposedenue KnuHuYecKko20 UCCie008aHUA 8
Poccutickoti Dedepayuu

HaumeHoBaHUe leueGHOro yUpexIeHUs, B KOTOPOM BBISBICHA
HeXeNlaTebHask peakLius (€CHy peakips MPOU301iia B
Poccuiickoii @enepaunu)

L HupopMalus 0 HexenaTebHOH peakun
1. Mauuyanst la. Ctpana 2. llata 2a. 3. 4-6. [lata nayana | 8-12. OTMeThTe BCE, UTO
naLeHTa poKIeHus Bospacr Ton HeXeNaTeNibHOM COOTBETCTBYET HEXKeJIaTeNbHOM
peakuuu peakuum
(nens /MecA/ron) [ICMepTs
OTocruranu3anuys Wil ee
o npoJyieHye

7-13. Onucanue HexenareJsHOM peakuy (BKJIFOUYas AaHHbIE 1ab0opaTOpHEIX U Dp CI;J(I)ﬂKaa ara

HHCTPYMEHTAJIbHBIX UCCIIEIOBaHMUIT) YIP
TPYROCHOCOOHOCTH

WX HHBAJIMOHOCTH

UVYrposa xu3Hu

I HHdopmauus o 1noxo3peBacMoM J€KapCTBEHHOM IIpenapare (npenaparax)
14. TMono3peBaeMbiii JIEKapCTBEHHbIH npenapart (BKIo4as MEeXIyHapoaHoe HenaTeHToBanHOe | 20. Mcuesna i peaxuus nocne
HaWMEHOBAHHE WJIH PYNIIUPOBOYHOE HAUMEHOBAHUE) OTMEHBI JIEKAPCTBEHHOTO
npenapara?
OHa OHer
OHenpumenumMo
15. CyTtouHas no3a (103b1) 16. IyTs (MyTH) BBEAEHUA 21. Bo3Huksa 11 peakLys BHOBb
f10cjie IOBTOPHOTO NPHUMEHEHUS
17. INokasaHue (MOKa3aHUs) K HA3HAUEHHIO: JIeKapCTBEHHOrO Mnpemnapara?
(Jla OHer
UHenpuMeHumo
18. JlaTbl neueHns ¢ 10 19. [TponomKHUTENLHOCTE TEPANUU




III. ComyTcTBYyIOLIas JeKapCTBEHHAs Tepamnus U aHaMHe3

22. ConyTcTBYIOLINI JIeKapCTBEHHBII npenapart (Npenapathbl) ¥ IaThl BBEAECHUS (32 UCKIIIOYEHHEM TeX, KOTOPBIE TIPUMEHSITH U

JIeUeHUs HexesaTebHOi pCaKLlI/IH)

23. Ipyrue pesieBaHTHbIE JaHHble aHaMHe3a (HaNpHUMep, TUArHO3bl, AUIEPTHH, 6EPEMEHHOCTD C YKa3aHUeM BpeMeHHU MoceaHe

MEHCTpyalLuH)

1. Hndopmauns o npouzBoautene

24. Haumenosanue u adpec npouzgooumens

24a. UnenTudukalluOHHbIH HOMED Ciyuas

246. lata nonyuenus HHPOpMaLUH O HEXKEATENbHOM peakLu
NpPOU3BOAUTENIEM

24B. UcTounnk vH(pOpPMALIAN O HEXENATENbHOW peakuuu

{JUccnenosanue [1JIuteparypa [ICrneumanuct 3apaBooxpanenus [JPerynaropHsie oprassl [ [lpyroii

25. Jlata cooOLeHHA

26. Tun coobuieHus
OIlepsuunoe (IlosTOpHOE




