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Poccuiickoit Penepanuu

OENEPAJIBHAA CJIY2KBA 11O HAI30PY
B CO®EPE 3[IPABOOXPAHEHUSA
(POC3APABHAI30P)

IMIPUKA3

v Wf/””“ 07 Mocteea w /0%

OB YTBEPKJIEHAU NNOPSIKA
OCYIIECTBJIEHHSI ®APMAKOHA30PA

B COOTBeTCTBHMU CO CTaTbsiMH 64, 65 DenepanbHOro 3aKoHa OT 12 ampens
2010r. Ne 61-®3 «O6 obpalieHuy JIEKapCTBEHHBIX CPEIACTBY (Cobpanue
3aKoHoHaTenscTBa Poccuiickoi ®eepanuy, 2010, N 16, ct. 1815; N 31, cT. 4161;
N 42, ct. 5293; N 49, c1. 6409; 2011, N 50, cT. 7351; 2012, N 26, ct. 3446; N 53,
ct. 7587; 2013, N 27, c1. 3477; N 48, cT. 6165; 2014,N 11, cT. 1098; N 43, c1. 5797;
N 52, ct. 7540; 2015, N 10, ct. 1404; N 27, cT. 3951; N 29, c1. 4359, 4367, 4388;
N 51, cr. 7245;2016,N 1, cT. 9; N 23, cT. 3287; N 27, ct. 4238, 4283), mpHKa3bIBa0:

1.VTBepauTh mnpuiaraeMeidi Ilopsnok  OCYINECTBICHUA dapMaKkoHan30pa
COTJIACHO MPUIIOXKEHHIO.

2. KOHTpONb 32 UCIIOJIHEHHEM HACTOSIIIEro MpUKasa OCTABIO 3a Co0Oi.

Pyxosoaurens

# A
SHIHCIEPCTRO JOCTHILAH POCCUAUKOH BESEDALIM |

JAPETHCTPHPOBAHO |
Perierpainonnni N ﬁ{,@@éﬁ
o 20 cecap ik |




YTBEPXJIEH
npukasoM DenepanbHOH CIIy>XOBI MO HAL30PY
B cepe 31paBOOXpaHEHHS

or /5.0 /¥ Ne [O¥/

HNOPATOK OCYIIECTBJIEHUA ®APMAKOHA/I30PA

1. Hacrosmuii Ilopsanok ycraHaBnuBaeT TpeGOBaHHA K OCYLIECTBICHHUIO
(dapMakoHaI30pa.

2. ®dapMaKOHAI30p —BHJ AEATEIBHOCTH 110 MOHUTOPHHTY 3P ()EKTUBHOCTH
0e30IIaCHOCTH JIEKapCTBEHHBIX IIpeNapaToB, HalpaBlIE€HHBI Ha BBLABJICHHUE,
OLIEHKY M MpelOTBpAlllcHHe HEXENaTelNbHbIX TMOCIECICTBHA TNpHUMEHEHHS
JleKapCTReHHBIX TIPENaparos .

3. ®apMaxoHaa30p ocyectBisercs PenepanbHOit Ciryx0oii 10 Hag30py B
chepe 3mpaBooxpaHeHHs (Hamee — Poc3gpaBHam3op) IyTEM — aHAIW3a
IIPEACTABIIAEMOM CyObEeKTaMH OOpalleHus JIEKapCTBEHHBIX CPEJCTB HMH(POPMAIUH
0 MOGOYHBIX AEHCTBUAX JIEKApCTBEHHBIX CPEICTB, HEXeNaTeNbHBIX PEaKLHsX,
CEePBhE3HBIX HEXKENATENIbHBIX peakUusAX, HEeMpeIBHIACHHEIX HeXelaTeIbHEIX
peakuusx Npy IPUMEHEHWM JICKapCTBEHHBIX IIpernapaTtoB, 00 HHIWBHAYAIbHOM
HENEPEHOCUMOCTH, OTCYTCTBHHM 3(Q(EKTUBHOCTH JIEKApPCTBEHHBIX IIpPENaparoB
(manee — HexcenaTeIBHBIX PEAKIHi), a TaKKe 00 MHBIX (aKTaXx M 06CTOATENLCTBAX,
IPEICTaBISIOIMX YIPO3y JXKH3HH WM 3[OPOBBIO YEJOBEKA IPH TNPHUMEHEHUH
JIEKapCTBEHHBIX IpenapaToB (Jajee — WHOM HWHQOpMaUUH MO 0e30MacHOCTH H
3¢(}EeKTHBHOCTH), BBIBIEHHBIX Ha BCeX JTamax OOpallleHHd JeKapCTBEHHBIX
npenapatoB B Poccuiickoii ®expepanmd U ApyrMX TroCyJapcTBax B LENIAX
BBISBIIEHMS  BO3MOXHBIX  HETAaTUBHBIX  TMOCIEICTBHH WX  IPHUMEHEHHS,

VHAWBUy ATHHOH HENIEpEHOCUMOCTH, NIpeayTIPEeXACHUS MEIUIIMHCKUX
pabOTHHKOB, MAIHEHTOB W HX 3alIMTHl OT NMPHUMEHEHHS TaKMX JIEKApPCTBEHHBIX
Ipenaparos.

4. ®apMakoHAA30p OCYIIECTBISAETCS C COOJIOIEHHEM 3aKOHOAATEIhCTBA
Poccuiickoit ®enepaiiu B 061aCTH 3alUTHI IEPCOHANBHBIX JAHHBIX.

5. JIOWKHOCTHBIMH  JIMI[AMH,  YMOJIHOMOYEHHBIMH  OCYIIECTBIISATH
dhapmMakoHaa30p, ABIAIOTCS:

1) pyxoBoauTens (3aMecTHTENH pyKkoBoauTens) Poc3mpaBHag3opa;

'MynkT 52.1 crarsu 4 ®enepanpHoro 3akona ot 12 anpens 2010r. Ne 61-®3 «O6 obpatienuu
JiekapcTBeHHEIX cpencTBy (Cobpanue 3akoHOmaTenbeTBa Poccuiickoit ®enepanuu, 2010, Ne 16,
cT. 1815; Ne 31, c1. 4161; Ne 42, ct. 5293; Ne 49, ct. 6409; 2011, Ne 50, ct. 7351; 2012, Ne 26,
cT. 3446; Ne 53, c1. 7587; 2013, Ne 27, c1. 3477; Ne 48, c1. 6165; 2014, Ne 11, c1. 1098; Ne 43,
cT. 5797; Ne 52, ct. 7540; 2015, Ne 10, c1. 1404; Ne 27, ct. 3951; Ne 29, ct. 4359, 4367, 4388; Ne
51, c1. 7245; 2016, Ne 1, c1. 9; Ne 23, cT. 3287; Ne 27, ct. 4238, 4283),
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2) pyKOBOAWTENM CTPYKTYpHBIX mopasmenenuii PocsmpaBHajsopa, HX
3aMECTHUTENIH, [JO/DKHOCTHEIMM  perilaMeHTaMH KOTOPBIX  IIPEAYCMOTPEHHI
IIOJTHOMOYH 110 OCYILECTBIEHUIO (papMaKOHAI30pa;

3) HHBIE TOCYJapCTBeHHBle TIpakJAAHCKHe Ciyxamme Poc3apaBHaa30pa,
OO/DKHOCTHBIMM  PEIJIAMEHTAaMM KOTOpPHIX INPEAyCMOTPEHEI IIOJHOMOYHMS IO
OCYIIECTBIEHUIO (papMaKoOHaA30pa.

6. ®apMakoHa30p OCYLIECTBIsAETCS Poc3MpaBHAA30pOM Ha OCHOBAHHH
CBEICHHIA, MOJIyYEeHHBIX B BHJE:

1) coobmenuii cyOnekToB ObpallleHHsi JIEKapCTBEHHBIX CPEACTB (nanee —
cooOIIeHN ),

2) mepHOJMYECKUX OTYETOB MO GE30MacHOCTH JIEKAPCTBEHHBIX MPENapaToB
(manee — IIOB), HampaBiuseMbix B Poc3opaBHam3op JepiKaTelqsMM KM
BIIaJi€/IbLIaMH PErHCTPALOHHBIX YAOCTOBEPEHHUI JIEKAPCTBEHHBIX IIPENapaToB MK
YIOTHOMOYEHHBIMA UMM WHBIMH IOpUIUYECKUMH JIMIIaMH (Hajiee — JepXKaTeIssMu
PETrUCTPAIMOHHBIX YIOCTOBEpEHU );

3) mNepHOOMYECKHX OTYETOB IO O€30MacHOCTH pa3pabaTeiBaeMoro
(uccaexyeMoro) yexapcTBeHHOTO mpemnapara (manee - POOB), HampaBisgeMEBIX B
Poc3paBHaA30p IOpUAWYECKUMHU JIUI[AMH, HA UMsI KOTOPBIX BBIJIAHBI pa3pelleHus
Ha MpOBEJicHWE KIMHUYECKHX HcciemoBaHuil B Poccuiickoit ®enepanuu, mu6co
OPYTUMH YIIOJTHOMOYEHHBIMU IOPHAMYECKUMH JIHIAMU (Jajiee — IOpUAHYECKHE
JUIaMHM, Ha MMs KOTOpBIX BBIAAHBI pa3pellieHHs Ha MpOBeIECHHE KIIMHUIECKHX
HCCIIeIOBaHHH ),

4) uHpoOpManuy, NMOMYIEHHONW B XOJe OCYILECTBIEHHS TOCYIapCTBEHHOIO
KOHTpoOJIs (Haa3opa) B chepe obpaleHUs JIEKapCTBEHHEIX CPEACTB.

7. B mensx OneHKH HHGPOpPMAIMH HAYYHOTO M KIHMHMYECKOTO XapakTepa,
coJieprKalleiicsi B JOKyMEHTaX U JaHHbIX, IEPEYHCIIEHHBIX B IMyHKTE 6 HACTOAIIETO
Ilopsinka, Poc3npaBHam3op mnpusinekaer @DexepaibHOE T'OCYHapCTBEHHOE
OromKeTHOE yupexJeHHe, HaxoJflleecs B BelleHHWM Poc3npaBHam3opa (nanee —
JKCIepTHAs OpraHu3alus).

8. Ounenka wuHGOpMANMK HAYYHOTO M KIMHHYECKOTO Xapakrepa,
cofiep)Kalleiics B JOKyMEHTax U JaHHBIX, TEPEYNCIEHHBIX B ITYHKTE 6 HACTOSAIIETO
Ilopsinka, OCHOBBIBaeTCS Ha MPHHIIMIIAX 3aKOHHOCTH, COOIIOIEHHS IIpaB U cBOOOA
yeJlloBeKa W rpaKIaHHWHA, NpaB IOPUAWYECKOTO JIMIIA, HE3aBUCHMOCTH HKCIIepTa,
O0BEKTHBHOCTH, BCECTOPOHHOCTH M TIOJHOTHI HCCJIEJOBaHHHA, MPOBOIMMEIX C
HCIONIb30BaHUEM COBPEMEHHBIX JOCTH)XEHUN HAyYKH U TEXHUKH, OTBETCTBEHHOCTH
OKCIIEPTHOM OpraHM3allid IO TPOBEJEHUIO SKCIIEPTHOM OLEHKA M KadecTBa
SKCIEPTHOM OLIEHKH.

9. CoobmeHns cyOBeKTOB oOpallleHHs JIeKapCTBEHHBIX CpEACTB, 34
WCKIIOYEHHEeM IOPHIWYEeCKHX JIML, Ha MM KOTOPBIX BBIAAHBI PAa3pellCHHs Ha
MpoBeJleHHe  KJIMHHYEeCKHX uccienoBaHuii B  Poccuiickort  ®enepauuy,
HampapJfioTcs B Poc3gpaBHan3op mo pekoMeHayemMoMy obpasiy «M3BemeHus o
HeXeJaTeIbHOM peakiMd WIM OTCYTCTBHH TepameBTHYeCKOro 3ddexra
JIEKapCTBEHHOT'O Iperaparay, IpuBeIeHHOMY B npuiioxxeHHH Ne 1 k HacTosimeMy

Iopsaxy.




10. CoobmieHus IOpUINIECKHUX JIUL, Ha UM KOTOPHIX BBIAHBI pa3pelIeHus
Ha NpPOBEJCHHE KIMHUYECKHX KCCIEeJOBaHMM, HampaBiAOTCI B Poc3apaBHam3op
no pekoMeHayemMoMy obpasiy «CooOIieHHsS O Cepbe3HOM HenpeaBHISHHOMN
He)XeNnaTeIbHOM peaklMM Ha JIeKapCTBEHHBIM IIpenapaT, HW3yJaloluics B
KJIIMHUYECKOM HCCIIEJOBaHUW», IPUBEICHHOMY B NpUJIoXkeHUU Ne 2 Kk HacTosIeMy
TITopsanky.

11. B ciydae, eciii Xapakrep CBeleHHH, YKa3aHHBIX B MOANYHKTE 1 MyHKTa
6 mHactosmero [Ilopsnka, He COOTBETCTBYeT coAepkaHHI0O Tonel Qopm,
npuBeAcHHBIM B npunoxeHusx Ne 1 u Ne 2 kx wHacrosimemy Ilopsiaxy, wnu B
cllydae, eClld yKa3aHHble CBeJleHWS OBLIM BEISBJIEHHI 3a TpenenaMud Poccuiickoit
Denepanyn, NOMyCcKaeTcs WX MpelcTaBieHue B Poc3apaBHag30p B IpOU3BOJIBHOM

dopme.

12. CoobmeHnus HampaBiaioTcs B Poc3apaBHam3op — 4epes
ABTOMaTH3HPOBaHHYI0 HH()OPMALMOHHYIO cHcTeMy Poc3apaBHam3opa (manee —
AUC Poc3npaBraazopa), mbo o SJIEKTPOHHOH noure

pharm@roszdravNeadzor.ru. TIOb, POObB mpencrapnsiorcs B Poc3apaBHanmzop
gepe3 AUC PoczapaBHaazopa 1100 Ha 3JIEKTPOHHBIX HOCUTEISX.

13. Hepxarenu perucTpallMOHHBIX YIOCTOBEepeHHH B cpok He Oojee 15
KaJeHAApHBIX IHe# coobmaroT B Poc3mpaBHAI30p CBeEeHHS O HeXeIaTelIbHBIX
peakuMsix, ykasaHHBIX [lpaBmiax Hamuexamed mOpakTHKA (apMaKoHaA30pa,
yTBepxAeHHBIX pemeHneM CoBeta EBpasuiickoli JOkoHoMmueckoi Komuccuu ot
3 HosGps 2016 r. Ne 877 (.. 7.1.7.1., 7.1.7.3.).

14. Cpok pans cooOImeHHs O HEXEeJIaTeNbHBIX peaklHuAX, yKa3aHHBIX B
IIpaBunax Hagnexamed npakTukd ¢apmakoHagzopa EADC (m. 7.1.7.1.),
HCUMCIISIETCSI B COOTBeTCTBHM ¢ [lpaBunamMu Hajuiexamield  INPaKTHKH
¢apmakonamzopa EADC (m. 7.1.2.1.).

15. Cpok coobmeHns wHOM uHPopMamuu IO OE30MaCHOCTH H
st dexTnBHOCTH, yKazaHHOH [IpaBmiax Haiexamieid MpakTHKU (apMaKoHan30pa
EADC (nm. 7.1.7.3.), ucuucnsiercs ¢ AaThl, KOrAa AepKaTelieM PEeruCTpaliOHHOIO
YAOCTOBEPEHHUS JIeKapCTBEHHOTO npemnapara 30151 YCTaHOBIIEHBI
COOTBETCTBYIOMHE (aKThl U OOCTOATENHCTBA.

16. [epxarend perucTpallUOHHBIX YJOCTOBEPEHU! JIEKAPCTBEHHBIX
npenapaToB npeacraBiaioT B PoczapaBranzop ITOb no ¢dbopme, npuBeneHHON B
INpaBunax Hapnexame# npaktuku papmakoHanzopa EASC (m.m. 8.4-8.5).

17. Tlopsmok wWcuYuciaeHHs JaThl OKOH4YaHHA cbopa JepikareieM
PErHCTPAllMOHHOIO YAOCTOBEPEHHS CBEJEHMI O HeXKeNIaTeNbHBIX peakiusaX, HHOH

ZHpaBPIJIa HaJUIeXaIneil mpakTukd (apmakoHan3opa. YTBepkieHH pemenueM CoBera
Espasuiickoit Dxonomudeckoit Komuccuu ot 3 nHos6ps 2016 r. Ne87 (OduuuansHeii caiT
EBpasumiickoro  3KOHOMHYecKoro coro3a  https:/docs.eaeuNeioNe.org/docs/ru-ru/01411948
/cNecd 21112016 87, 21 Hos6ps 2016)
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uHpopMamu mo OGesomacHocTH mis ouepemHoro IIOb WM mepHOOMYHOCTH
npeacraBinenus I1IOb s 5ekapCTBEHHBIX — NpenapaToB  pa3IMYHbBIX
MEXIyHAapOAHBIX HENaTeHTOBAHHBIX HAWMEHOBaHWMN WIM TPyNIHAPOBOYHBIX
HaMMEHOBaHMWH yTBepxaarTcs Poc3ipaBHaa3opom.

18. Jlns nexkapCTBEHHBIX IIpeNapaTroB, CPOKHM M MNEPUOTUYHOCTH
npencraBinenuss I[IOb Ha koTopble He yTBepXAeHBH Poc3apaBHaa30poM,
IIEPUOJUYIHOCTD U cpokU mnpenctaBieHus [I0Ob oTrcuuThIBalOTCS OT AATHI NEPBOIt
TOCYy/lapCTBEHHOM perucTpallid JIEKapCTBEHHOTO IIpemapaTta B MHpe H
COCTaBIISIOT:

1) xaxnaple 6 MecslleB OT JaThl IEePBOH IrOCYJapCTBEHHOW pPErucTpalii B
MHp€e Ha NPOTSHKEHUH NEPBHIX 2 JIET;

2) exxerogHo Ha MPOTKEHUH MOCIEAYIOMUX 2 JIET,;

3) nmanee — kaxsle 3 rojaa.

19. IIOb mpeacraBmsiorcss B Poc3gpaBHag3op B CpoK, yKa3aHHBI B
IIpaBuinax Hagnexamei npaktuku papmakoranzopa EADC (m. 8.8.1.).

20. Ilpy BBIABIEHHH HEXEJATEIbHBIX peaKUWid W WHOM HHGOpPMALUH IO
Oe3omacHOCTH ¥ 3(QQEKTUBHOCTH, HE COAEPKAIUXCA B MHCTPYKIUH IO
MEIHALIMHCKOMY NPUMEHEHHUIO, M3MEHSIOMUX OTHOIIEHHE OXUIAAEMOM MOJIB3bI K
BO3MOXKHOMY PHCKYy NPHMEHEHHs JIeKapCTBEHHOro mpemnapara, Poc3mpaBHam3op
BIIpaB€ 3alpOCHTh Yy  JepXaTels  PEerucTPalliOHHOIO  yAOCTOBEPEHUS
JIeKapCTBEHHOT O Npenapara BHeouepeaHou I10b.

21. Bmaeouepennoii IIOb mpexacraBnsiercs B Poc3apaBHan3op B CpoOK,
yka3zaHHeIH B [lpaBmiax Haanexamedt mnpakTukd ¢apMmakoHaasopa EADC
(m. 8.8.2.).

22. KOpupuueckue nuIa, Ha KM KOTOPBIX BBIAAHBEI paspelleHHs Ha
IpoBeJleHHe KIHHUYECKHX MCCIIEOBaHuM, B CPOK He Oojee 7 KaleHAApHBIX THEH
coobmaiot B Poc3apaBHaA30p O JieTaNbHBIX WIH YTPOXKAIOMIMX JKU3HH CEPhE3HbIX
HeTpeIBUIEHHBIX HeXelaTeNbHBIX peaKkIUsaX Ha HCCIeNyeMBIi JieKapCTBEHHBIH
mpemnapar, BBISIBICHHBIX B XOJ€ KIMHHYECKMX HCCIIEIOBAaHUM, PaspelleHHBIX K
npoBefeHnio B Poccuiickoil ®exnepanyy, €cClid HHOE HE IIPEXyCMOTPEHO
00OpEHHBIM MTPOTOKOJIOM KITMHHYECKOT0 HCCIIEIOBAHHUS.

23. IOpupuyeckue nuIla, Ha KM KOTOPBIX BBIJAHBI paspelleHHs Ha
IIpoBeieHHe KIIMHAYECKUX MCCIEIOBaHUH, B CpoK He Ooiiee 15 KaneHAapHBIX JHEH
coobmraoT B Poc3ipaBHam30p O Cepbe3HBIX HENPEABHACHHBIX HEXEIATECIbHBIX
peaknuax, 3a MCKIIOYeHHWEM peakuHi, yKa3aHHBIX B IIyHKTe 22 HacCTOsAIIEro
ITopsinxa.

24. IOpupuueckue JuIla, Ha HMMA KOTOPBIX BBIJIAHBEI paspelicHHs Ha
IpoBeJieHHEe KIIMHUYECKUX HCCIIEIOBaHMH, B CPOK He Ooiiee 15 KaneHAapHbIX JHEH
coobmaroT B Poc3mpaBHam3op mH(popManuio no 6€30macHOCTH MCCIEAYEMOIOo
JIEKAPCTBEHHOTO IpernapaTa, ykazanHywoo B [IpaBunax Hajuiexamed KIMHUYECKOH
IpakTUKA EBpa3uiickoro 3KOHOMHYECKOIO CO03a, YTBEPKIEHHBIX pelIeHHEeM
Coseta Espasuiickoii Dxonomuyeckoii Komuccun ot 3 Hos6ps 2016 r. Ne 79
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(manee - IlpaBuma Hammexamedl kiuHHYeckoit npaktukd EADC) (m. 1.5,
ITpunoxenus
Ne 11).

25. Cpoxm [y cooOIIeHHs O HeXeNaTeNbHBIX pPEeaKiHsiX, yKa3aHHBIX B
myHktax 22 u 23 Hacrosmero Ilopsimika HCYHCIAIOTCA B COOTBETCTBHH C
IIpaBunaMu Haanexamed knuHUYeckoi npaktukd EADC (m. 1.3.1. TpumoxkeHus
Ne 11).

26. Cpok coobmienus WHOW WHGOPMALUH 1O 6€30MaCHOCTH HCCIEAYEMOTrO
JIEKapCTBEHHOI'O0 IIpernapara, yKa3aHHBIM B IIyHKTe 24 Hacrosmero Ilopsnka,
HCYHMCIIAETCS C JaThl YCTaHOBJIEHHS IOPHIWYECKHM JIUIIOM, Ha WMS KOTOPOTO
BEIIAHO  paspellicHHMss Ha  [POBEACHHE  KIMHUYECKHMX  HMCCIEHOBaHWM,
COOTBETCTBYIOIIUX (aKTOB U OOCTOATEIHCTB.

27. IOpuaguueckoe JHWIO, HA HMS KOTOPOTO BBHIIAHO pa3pelIeHHe Ha
MpOBEACHHE KIMHUYECKUX UCCIICNOBAHMH, paCKphIBaeT paHAOMU3AIIMOHHBIN KO B
COOOIIEHUsX O HEXENaTeNBHBIX DPEaKIWsiX, YKa3aHHBIX B IyHKTax 22 ® 23
HACTOSIIEro MOPANKa, €CIA UHOE HE NMPEAYCMOTPEHO MPOTOKOJIOM KIMHHYECKOTO
UCCIIEI0BaHHUS.

He nomnexar coollieHHIO B NOpsAKe, YKa3aHHOM B NyHKTax 22 u 23
HacTosero Ilopsaka, HexxenaTtensHbIE peakiiy, MPOU3OMIEAIINE Y YIACTHAKOB
KIMHUYECKHX UCCIIENOBaHAH], MOTyJaBIInX Iuianeso.

28. CoobmeHns O BBISIBIEHHBIX Ha Tepputopud Poccuiickoit ®enepanum
HEXeNaTelbHBIX peakUusX Ha JIEKapCTBEHHbIE IpenapaThl CpaBHEHWS,
3aperucTpupoBaHHsle B Poccuiickoit ®enepanuu, noanexar CcoOOOIEHHIO B
HopsAKe, ykasaHHOM B IyHKTe 12 Hactosmero ITopsaka.

29. IOpupguueckue WIla, Ha WM KOTOPBIX BBHIIAHO pa3pelleHHe Ha
IIPOBEICHHE KIMHUYECKUX HMCCIeIOBaHNH, mnpeactaBissior B Poc3apaBHam3op
POOB B cootBercTBHM ¢ myHKTOM 4 mnpunoxenus Nel2 IlpaBun Hammexamiei
knuHandeckod mnpaktuku EADC. K POOB mnpumaraercs xomusi OpoOLIIOpEI
HCCIIEN0BATeNsl KIMHUYECKOTO HCCIEIOBaHMs, pa3pelIeHHOrO0 K IPOBEAECHHUIO B
Poccuiickoit ®enepanuu, aeiicTByromas Ha MoMeHT npezacraBiieHuss POOB.

30. POOB npencraensiorcs B Poc3apaBHaa30p eXerogHo B CPOK,
OTCUUTBIBAEMBI OT JaThl Hayajlla MNepBOro KIMHUYECKOTO HCCIEeNOBAHUA
JIEKapCTBEHHOI0 Ipelapara B MHPE HIM OT JaThl NEPBOH TIOCYAapCTBEHHOM
pEerucTpaliy JeKapCTBEHHOIO IIpenapara B MHpe.

31. POOB no nexkapcTBEHHBIM IIpernapaTaM, UCCIEeAyEeMbIM Ha TEPPHTOPHUHU
Poccuiickoit ®enepauuu, IpeAcTaBiIstoTcs B Poc3apaBHaa30p B CpOK, HE
npeBblmaommii 60 kaneHAapHBIX AHEH OT JaThl OKOHYaHMsA cOopa AepiKaTeneM
pPErUCTPaLlMOHHOTO YAOCTOBEPEHUS CBEICHHH O HEXeNaTelIbHBIX peaKkUaX i
J@aHHOTO JIEKapCTBEHHOTO IIpernapara.

3IpaBmia Hazexammeli KIMHAYECKOH IPAKTHKH EBPasHiickoro 3KOHOMHUECKOTO COI03a.
Vr1Bepxaens! pemenneM Coseta EBpasmiickoit Oxonomudeckoit Komucenu ot 3 Hos6ps 2016 .
Ne 79 (OdurmanbHbIH calT EBpasmuiickoro 9KOHOMHYECKOTO COI03a
https://docs.eaeuNeioNe.org/docs/ru-ru/01411924/cNecd 21112016_79, 21 HOAGps 2016)
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32. Ilpu BBHIABIEHHM CBEJICHWH, H3MEHSIOMMX OTHOILIECHHE OXHAAEMOM
IIOJIB3bI K BO3MOXHOMY DHCKY INpHUMEHEHHs JIEKapCTBEHHOI'O IIipemapara B
KIMHWYECKOM  HCCIeoBaHMHM, Poc3apaBHam3op  BOpaBe  3alIpOCHTh Y
IOPHUIMYECKOrO JIMIa, Ha MM KOTOPOrO BBIJAHO pa3pellieHHMe Ha IPOBEACHHE
KIMHHYECKHX UCCIIE0OBaHUH JIEKapCTBEHHOT'O CpeficTBa, BHeouepeaHoit POOB.

33. Breouepennoii POOB mpencraensiercs B Poc3apaBHaa3op B Cpok, He
npeBbIaIoNMi 60 KaneHIapHBIX JHEH OT JAaThl MOJYYEHHUSA IOPUIMIECKIM JTHIIOM,
Ha HMs KOTOpPOrO BBIJAHO pa3pellleHHe Ha MpOBEACHHE KIMHHYECKHX
HccnenoBaHui 3ampoca Poc3gpaBHan3opa, ykazaHHOro B myHKTe 31 HacTosmIero
ITopsnka.

34. OcymectBieHre paboThl CyOBEKTOB OOpallleHHs JeKapCTBEHHEBIX
cpeAcTB (MEAMLMHCKIX OpraHU3allMii) M0 BRISBICHUIO HEXKENATENBHBIX PEAKIHi U
HHOH wuHGbopMamuu 1O 6e30macHOCTH W SGGEKTHBHOCTH IPH NPHMEHEHHH
JEKapCTBEHHBIX IIpeNapaToB pEraMEHTHUPYEeTCs BHYTPEHHHMH IpHKa3aMHU
MeIUIIMHCKOM OpraHu3allkH.

35. Cy6wexTl oOpalneHuss JIeKapCTBEHHBIX CpPEACTB (MEIUIMHCKHUE
opranmusanuy) obs3aHel B cpok He Oomee 3 paboumx pHEH coobmare B
Poc3npaBHaa30p 0 cephe3HBIX HEXENATENbHBIX PEaKIHIX C JIETATBHBIM HCXOAOM
WIIM YTPO30H JKH3HH, 33 UCKIIOYCHHEM HEXEJAaTeNIbHBIX PEaKkIui, BHIABICHHBIX B
X0Jle TpOBEJNEeHHS KIWHUYECKHX WCCIeNOBaHHi, IPOBOAMMEIX B JaHHOH
MEIUITMHCKOM OpraHu3aIyH.

36. CyOBekTEHl OOpallleHHs JIEKapCTBEHHBIX CpeACTB (METUIIMHCKUE
OpraHM3aIMi) B CPOK, HE IPEBHIMIAIONMA 15 KajleHJapHBIX OHEH, COOOIIaloT B
Poc3gpaBHam30p 0 cleayloIuX HeXeNaTelbHBIX peakluiIX U MHOW WHGOpMaIliu
no Oe3omacHOCTH W 3(QEKTUBHOCTH, BHIABICHHOW JaHHOW MEIULIMHCKOM
OpraHM3allMei, 3a UCKIIFOUEHNEM HeXXEeNaTeNbHBIX PeaKiiii, BBISBICHHBIX B XOIE
MPOBEACHHS KIMHUYECKIX UCCIIeIOBAaHUM:

1) cepbé€3HBIX HEXeNaTeNbHBIX PEeaKIUIX Ha JIeKapCTBEHHBIE NIpenapaThl, 3a
HCKIIIOYCHUEM CEpPhE3HBIX HEXCENATCIbHBIX DPeaKlWil, yKa3aHHBIX B IyHKTe 35
Hacrogiero Ilopsnka; ,

2) cnyvasx nepenadd MHGEKITMOHHOTO 3a00JieBaHMsI Yepe3 JIeKapCTBEHHBIN
[Iperapar;

3) ciuyyasx OTCYTCTBUS 3asABIEHHOW 3(QPEKTUBHOCTH JIEKApCTBEHHBIX
IpernapaToB, NMPHUMEHSEMBIX TNpH 3ab0JieBaHUAK, NMPEACTABISIOMAX Yrpo3y Ul
XKHM3HH UeJioOBeKa, BaKUWH JJIsi NPOQWIAKTHKH HHQEKIHMOHHBIX 3a0ONeBaHM,
JIEKapCTBEHHBIX IIpenapaToB JJs IpefoTBpalleHHs OepeMEHHOCTH, Korja
OTCYTCTBHE  KJIMHHYECKOT0 d3(¢dekra He BBI3BAHO  HMHAWBHIYaJIbHBIMH
0COOEHHOCTAMH MalMeHTa U (WK ) crienudukoii ero 3aboneBaHus;

4) HexenaTelbHBIX PEaKIMAX, BOSHHKIIMX BCIEICTBHE 3JI0yNOTpeOICHHsS
mpernapaToM, B CIy4yasX YMBIIUIEHHOHM [E€PEIO3UPOBKH  JIEKAPCTBEHHOI'O
Iperapara, IpH BO3JICHCTBHH, CBI3aHHOM C IPO(eCCHOHANBHOH NEATENLHOCTBIO,
WIM B CIydYasx MCHOJb30BaHUSA JIEKApCTBEHHOINO IIperapara B  IEIIX
YMBIILJIEHHOTO TPHYHHEHHUS Bpe/ia )KU3HU U 3[JOPOBBIO YEIOBEKA.

37. Cny4yau MHAWBHIAYaJIbHOW HETIEPEHOCHMOCTH JIEKApCTBEHHBIX CPEICTB,
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SIBUBIIHECS OCHOBAHUEM JUIs BBINMCKH JIEKAPCTBEHHBIX MPENapaToB II0 TOPrOBOMY
HaUMEHOBAHHMIO B paMKax IpoOrpaMM JIbIOTHOI'O JIEKQpPCTBEHHOro oOecreueHus,
moJjexar HanpaBieHHi0o B Poc3gpaBHag3op BpaueOHBIMM KOMHCCHAMH, B
IIOpS/IKE, YCTAHOBIIEHHOM ITpuKa3oM Munsapasa Poccun ot 5 mas 2012 Ne502H
«O6 yTBep)XOEHHH IMOpSAKA CO3NAHHA M AEATEIHHOCTH BpadyeGHOM KOMHCCHH
MEIMIIMHCKON OpraHM3allii»’ B CPOK, HE IPeBBILIAIOLIMNA IATH pabodunx IHEH ¢
JaThl BBIMMCKM COOTBETCTBYIOIIETO JIEKapCTBEHHOIO Ipenapara MO0 TOProOBOMY
HauMEHOBAaHMIO.

38. Cpok anst coolIIeHHs 0 HeXeNaTebHBIX PeakusX U HHOM HH(pOpMAaLUH
no 6e30macHOCTH M 3((EKTUBHOCTH, yKa3aHHON B NMyHKTaX 35-36 HACTOAIIEro
Ilopsinka, mcuucisercs ¢ HaThl, KOra OTBETCTBEHHOMY IO (DapMaKOHAA30py
JOJDKHOCTHOMY NIy cyObekra oOOpameHHsS  JIeKapCTBEHHBIX  CpEJCTB
(MEIMLIMHCKOW OpraHW3allii) CTalld M3BECTHB CHEAYIOINME CBEIEHHA O
HeXeNaTeIbHON peakUy WX 0CO00H CHTyaIluu:

1) mHboOpMays, NO3BONSIONMIAs HACHTHGHUIMPOBATh FOPHANYECKOE HIIH
(H3UYECKOE JIUII0, BEIIBUBIIEE HEXEIATENBHYIO PEAKIIHIO HWIM 0COOYIO CUTYAIIHIO;

2) uHdopManus, MO3BOJIAIOMAs HICHTU(DUIMPOBATh (PU3UIECKOE JHIO, Y
KOTOpOro Habiroanach HexellaTeJbHas PeaKIus;

3) wuHQopManusA, NO3BONAIOMAA HICHTH(PHUIHPOBATh JIEKAPCTBEHHBIHN
npenapar;

4) uHQOpMamysi, MO3BONAKOINAsS  HACHTHQHIUPOBATH  CHMIITOMEI
HeXeJlaTeIbHON peaKLiyy.

39. Konuu coobiieHnit, HanpaBieHHBIX B Poc3ipaBHan30p, B COOTBETCTBUH
¢ myHkraMu 35-36 Hactosmero Ilopsnoka, COXpaHSIOTCS B MeIHLIHHCKOM
TOKYMEHTAlUH MalluE€HTOB.

40. Coobmenus, I[1Ob, POOB, noctynatomue B aektpoHHOM Brae B AWC
Poc3npaBHaa3opa, perHCTpUPYIOTCS aBTOMATHYECKH.

41. Coobmenus, nocrynaroomue B Poc3ipaBHaa30p MO 31eKTPOHHOM MoyTe,
a takxe IIOb, POOB, nocrymatomue B Poc3apaBHam3op Ha SJIEKTPOHHBIX
HOCHTENSIX, peructpupytotcs U BHocsaTcs B AMC Poc3apaBHan3opa B TedeHHe 5
pabouux aHeit ¢ 1aThl HX TOCTYILICHHS.

* TIpukas MunucrepcTBa 3apaBooxpaneHus Poccuiickoit @enepanuu ot 5 mas 2012 Ne 502n
«OO0 yTBepXIEHHH NOpSIKa CO3JaHUA W JEATEIHHOCTH BpadeOHON KOMHCCHH MEIUIUHCKOM
opranu3anun» (3apermctpupoBad MuHioctoM Poccuu 9 mions 2012 r., perucrpardOHHBIH
Ne 24516, PI" 22 wons 2012 r. Nel41) B pegakuyu 1Ipukaza MuHHCTEpCTBa 31paBOOXPAHCHHUS
Poccuiickoit ®enepanuu ot 02 mexabps 2013 Ne 886H «O BHecenmn usmeHeHmit B Ilopsnok
CO3/IaHHA U JIeSTENbHOCTH BpadyeOHOH KOMHCCHM MEIUIMHCKON OpraHM3alliH, yTBEPXKICHHBIH
IpHKa3oM MHHHCTEPCTBA 3IPaBOOXPAHEHHS M COMMANBHOTO pa3BuTHa Poccuiickoit ®enepanuun
or 5 mas 2012 r. Ne 5028, u B Ilopsmox Ha3Ha4eHHS M BBIIMCHIBAHHS JIEKapPCTBEHHBIX
IIpenapaToB, YTBEp)XKICHHBIM IMpHka3oM MHUHHCTEpCTBA 34paBoOXpaHEHHsS Poccuickoi
®denepanuu ot 20 nexabps 2012 . Ne 1175n» (3apeructpuposan Muniocrom Poccun 23.12.2013
Ne 30714)




42. Ouenka wuHGOPMAIMM HAYYHOTO M KIWHHUYECKOIO XapaKTepa,
copepxaieiics B coobmeHusx, mnocrymaromux B AMC PocsmpaBHam3opa,
OCYILIECTBIIIETCS SKCIIEPTHON OpraHu3alel B TedeHHe 5 pabouyux AHeH C AATHI
HOCTYIUICHUS.

Onenka wHpOpMAMH  HAYYHOTO M KIWHWUYECKOTO  XapakTepa,
comepxaieiica B IIOb u POObB, mpoBoaMTCS SKCIIEPTHON OpraHW3alMed B
teueHne 60 pabouux nHe# ¢ JaThl MX NOCTYIUIEHHS B SKCIIEPTHYIO OPraHU3aLIHUIO.

43. Pesynbrathl OLEHKA HWHPOPMALMM HAYIHOTO ¥ KIIMHHUYECKOTO
XapakTepa, coepxameicsi B COOOLICHWSAX, HampaBiIAloTCs B Poc3apaBHam3op
9KCIIEPTHOM OpraHu3allieil B COCTaBe eXeHeAeIbHBIX OTIYETOB.

PesynbraTtel uMHQOpMamMM HAYyYHOTO W KIMHHYECKOTO XapakTepa,
cogepxameiics B [IOb u POOB, nanpasnsitorcs B Poc3npaBHaa3op B cocTaBe
€)XEMECSIYHBIX OTYETOB IKCIIEPTHOM OpraHU3aIHH.

44. TIlpu BHIIBICHHHM DOKCIIEPTHOM OpraHum3amuell HECOOTBETCTBHSA
npeactasieHHoro I10b mynkram EADC 8.4-8.5 IlpaBun Hamnmexaiei MpakTHKH
¢bapmakonamzopa, ¥ POOB mymnkty 4 mpunoxenus Nel2 IlpaBun Hamtexaiiei
kiuHu4eckor npaktuku EADC, PocsnpaBHag3op B cpok, He mpeBsllIarommn 10
pabounx [gHe# C pJaThl MOCTYIUIEHHS MJaHHOH HHGOpPMAlMH, HalpaBIseT
JIEpXKaTeI0 PErHCTPAllMOHHOIO YOOCTOBEPEHHUS JIEKAPCTBEHHOIO Ipernapara Win
IOpUANYECKOMY JIHIly, HA MMS KOTOPOTO BBIJAHO pa3pellleHHe Ha IPOBEACHUE
KJIIMHUYECKHUX HCCeI0BaHu, 3ampoc 0 BHeceHnH u3meHennit B [I0Ob wiu POOB.

45. JlepxaTenb pETHCTPALHOHHOTO YJIOCTOBEpEHHS JIEKAPCTBEHHOI'O
IpernapaTa WK IOpUAWYECKOe JIMIO, HA MMsS KOTOPOTO BBIIaHO pa3pelleHue Ha
IpOBeIeHHE KIMHUYECKUX MCCIIeJOBaHUH, B CPOK, He npeBbimaromuil 30 pabounx
IHe# ¢ JaTel monydeHHs 3ampoca Poc3npaBHaa3opa, yka3aHHOrO B IIyHKTe 44
Hactosmero Ilopsaka, HanpaBnser B Poc3mpaBHamzop IIOBb B cooTBeTcTBHH C
nynktamu EADC 8.4-8.5 IlpaBun Hamnexamied NmpakTHKH (apMakoHaA30pa, H
POOB B cooTBeTcTBUU C MyHKTOM 4 mnpunoxeHus Nel2 IlpaBun Hapnexamei
kiuHu4eckoi nmpaktuku EADC,

46. Ilpu BbIABIEHHHM OKCIEPTHOM OpraHu3aiieii B XOl€ OLICHKH
HHQOpMAallMd HAyYyHOr0 W KIMHHUYECKOTO XapaKTepa, COAEpXalluxcs B
coobmenusx, [1I0b, POOB cBeneHuii, OTCYTCTBYIOIIMX B HHCTPYKLMH IIO
MEIUIMHCKOMY NPUMEHEHHUIO WIM JOKYMEHTAMH KIMHUYECKOIO HCCIICIOBaHUH,
M3MEHSIONIUX OTHOILIEHHE 0)KUIaeMOM MOJIb3bI K BO3SMOXXHOMY PHUCKY IIPUMEHEHHS
JIeKapCTBEHHOI'0 IpemapaTa, SKCIepTHas OpraHW3alys HaIpaBiseT 3aKIIo4eHHe
06 srom B Poc3mpaBHam3op B Cpok, He mo3aHee 5 pabodux AHEH C Oarsl
BBISIBJICHHS COOTBETCTBYIOIIUX CBEJICHHIA.

47. B ciy4ae, eciu COTNacHO 3aKIIOYCHHIO 3KCIIEPTHOM OpPraHU3allvH,
NPUYMHON HEXeNaTelbHOW peaKlUd HIIN Yrpo3bl KM3HH M 3[0POBBIO Y€JIOBEKA
MOIJIO SBJIATHCA HapylleHHe cyOhekTaMH oOpalieHHs JeKapCTBEHHBIX CPEICTB
3aKOHOJATENIbHEIX TpeOoBaHMH K (apMaKOHaa30py, JHOO HapyLIEHHE IIPaBHUII
HagJiexamed KIMHUYeCKoW mnpakTUKH, Poc3napaBHan3op NMpHHHMAET pENICHHE O
MpOBENEHUH IPOBEPKH COONIOAEHNUs CyObeKTaMH OOpallleHHs JIEKapCTBEHHBIX
CpeACTB ycTaHOBIEHHEIX PenepanbHbiM 3akoHOM OT 12.04.2010 Ne 61-®3 «O6
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oOpallleHuH JIeKapCTBEHHBIX CPEACTB» M NPHUHATHIMH B COOTBETCTBUU C HHUM
WHBIMH HOPMAaTHBHBIMH [IPaBOBBIMH akTaMu Poccuiickoii ®enepanuu TpeboBaHm
K KIMHAYECKHMM MCCIIEIOBaHUAM JIEKapPCTBEHHBIX MIPENapaToB, XPaHEHHIO,
nmepeBo3ke, BBO3y B Poccuiickyio ®@enepanuio, OTIYCKY, pealu3alyH
JIEKapCTBEHHBIX CPEICTB, NIPUMEHEHHIO JIEKAPCTBEHHBIX NpemnapaTroB B IMOPsIKE,
yctaHoBjeHHOM DenepanbHbiM 3aKk0HOM OT 26 aekabps 2008 r. Ne 294-®3 «O
3alIMTe NMpaB OPUAAYECKUAX JIML U MHOWBUNYAIbHBIX IpPEANPUHUMATENECH IpH
OCYIIECTBIICHHH TOCYJIapCTBEHHOTO KOHTPOJsA (Haja30pa) M MYHHUIUIIAIBHOIO
KOHTpOJm»5 .

48. B ciydae, ecnd COINIacHO 3aK/IOYEHHIO SKCIEPTHOH OpraHu3alui,
IIpUYMHOM  HEXeJaTeIbHOM pEeakldd MOIJIO SBIATHCI  HECOOTBETCTBHE
JIeKapCTBEHHOTO MpenapaTra TpeboBaHMAM KadecTBa, Poc3apaBHaA30p MPUHUMACT
pellieHHe O MPOBEIECHUM BHIOOPOYHOTO KOHTPOJS Ka4yecTBa COOTBETCTBYIOILLETO
JIEKapCTBEHHOI0 Ipenapara B IOpsAKE, YCTAaHOBIEHHOM 3aKOHOAATENBCTBOM
Poccuiickoit @enepanny.

49. B Teuyenue 5 pabouux [OHeH C JaThl NOCTYIUIEHHS 3aKIIOYEHHUS
OKCIIEPTHOM OpraHW3aIiH, COAEpXKallero MHPOPMALUIO O BHISBICHUHM HOBBIX
OaHHBIX MO Oe30macHOCTH U 3(PQEKTHUBHOCTH JIEKapCTBEHHEIX IpenapaToB, HE
COIEpKAIMXCSI B HMHCTPYKIMH IO MEIUIMHCKOMY IPUMEHEHHIO WIH
JOKyMEHTAallUd KIMHHYECKOTO MCCIENOBAaHHS, M3MEHSIOMUX OTHOILIEHHE
OXHIaeMOH TIONB3Bl K BO3MOXHOMY PpHCKYy IIPUMEHEHHUS JIEKapCTBEHHEIX
npenaparos, Poc3ipaBHaa30p yBeAOMIIAET 00 3TOM AeprKaTeNs perucTpalMOHHOIO
YIAOCTOBEPEHHUSI JIEKAPCTBEHHOI'O Ipelnapara WIHM IOpUAUYECKOE JIMIO, Ha MM
KOTOPOTro BBIJAHO pa3pellieHre Ha MPOBEIeHUE KIMHUUECKUX UCCIIE0BaHHM.

50. [epxarenb perucTpallMOHHOIO YAOCTOBEPEHHS JEKapCTBEHHOIO
npernapara WiH PAANYECKOE JIHL0, Ha UMs KOTOPOro BBIJAHO pa3pellEHHE Ha
MIpOBeleHHEe KIIMHUYECKUX MCCIeNOBaHuH, B TeueHrne 10 pabounx JHEH ¢ MOMEHTa
HOJIy4eHHUs yBeAoMIIeHHs Poc3apaBHaa30pa, yKa3aHHOTO B IyHKTEe 49 HaCTOSMIEro
IMopsinka, MPOBOTUT MPOBEPKY MOCTOBEPHOCTH IONyYeHHOH HWH(OpMaIVU M
IpencTaBiIseT HH(POPMALUIO O pe3yJibTaTax MpoBepku B Poc3apaBHan3op.

> QenepabHBI 3aK0H 0T 26 nexabps 2008 r. Ne 294-®3 «O 3amuTe IpaB IOPHIMYECKHX U B
WHAWBUAYATbHBIX TPEANpPUHUMATENe IIpH OCYIIECTBICHHH TIOCYJapCTBEHHOIO KOHTPOIIA
(Ham3opa) ¥ MyHHOunaabHOro koHTpois» (CoOpanue 3akoHOmarenbcTBa Poccuiickoi
@epeparuu, 2008, Ne 52, cr. 6249; 2009, Ne 18, ct. 2140; Ne 29, ct. 3601; Ne 48, c1. 5711; Ne
52, cT. 6441; 2010, Ne 17, c1. 1988; Ne 18, ct. 2142; Ne 31, ct1. 4160, ct. 4193, cT. 4196, Ne 32,
cT. 4298; 2011, Ne 1, ct. 20; Ne 17, c1. 2310; Ne 23, ct. 3263; Ne 27, ct. 3880; Ne 30, cT. 4590; Ne
48, c1. 6728; 2012, Ne 19, cT1. 2281; Ne 26, cT. 3446; Ne 31, ct. 4320, cT. 4322)

6 INpukas ®enepanbHO# Ciyx06bl 10 HAx30py B chepe 3apaBooxpaHenus ot 07 asrycra 2015 Ne
5539 «O6 yrBepxnenuu [Topsiaxa ocymecTBICHAS BEIOOPOYHOTO KOHTPOJIS KaueCTBa
JIEKAPCTBEHHBIX CPEACTB IS MEIUITHHCKOTO IPUMEHEHHUs» (3aperucTpupoBaH MUHIOCTOM
Poccuu 9 asrycra 2015 r., perucrpanuonssii Ne 39263, "BronneTreHs HOpMAaTHBHEIX aKTOB
(enepantsHBIX OPraHOB UCIIONHUTENBHOM BIacTh", Ne48, 30.11.2015)
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51. B nepuox npoBeieHHs NTPOBEPKH, YKa3aHHOU B IyHKTe S0 HACTOSAIIETO
Ilopsnxa, pepxaTens PpErHCTPAIlHOHHOTO YAOCTOBEPEHHA JIEKAPCTBEHHOI'O
IpenapaTa WX IOpHAMYECKOe JHIO0, Ha UM KOTOPOTO BBIJIAHO pa3pelleHHe Ha
[IPOBEJICHUE KIMHUYECKUX MCCIEeJOBaHWH, MPUHUMAET HEOOXOMUMBIE MEPBI IJIs
TOr0, YTOOBI Bpel, CBS3aHHBIA C  OOpallleHHEM COOTBETCTBYIOILIETO
JIEKapCTBEHHOTO TIperapara, He yBeJTHIHIICS.

52. B Tteuenue 10 pabGoumx nHEH C AaThl MOCTYILIEHHS pe3yJbTaTOB
IpOBEPKH, yKasaHHOM B myHKTe 50 Hactosmiero Ilopsakxa, npoBeneHHOH
JepKaTelleM PETUCTPAlMOHHOTO YAOCTOBEpPEeHHs, Poc3ipaBHAA30p YBEIOMIIAET
MuHuctepcTBO 3apaBooxpaHeHus Poccuiickoit @enepaiid 0 BEISBIEHWH HOBBIX
JAHHBIX 1O Oe3omacHOCTH M 3()(EKTHBHOCTH JIEKAPCTBEHHBIX IIPENapaToB, HE
COEpXKAlUXC B MHCTPYKLMH [0 MEOWLUUHCKOMY TNpPUMEHEHHIO WU
JOKyMEHTAllM KIIMHUYECKOTO HCCIENOBAaHUSA, W3MEHSIOIUWX OTHOLICHHE
OXXMJaeMOM IONB3bl K BO3MOXHOMY PHCKY TpPHMEHEHHS JIEKQpCTBEHHBIX
IIPENapaToB, ¥ HAMpPABIIAET COOTBETCTBYIOLLYIO HH()OPMAIIHIO JUIS PaCCMOTPEHHS
BOIpoca O HEOOXOAWMOCTH BHECEHHMS W3MEHEHHWH B PETHUCTPAIlHOHHOE JIOChE
JIEKapCTBEHHOI'O0  Mperapata, OTMEHbl TOCYJapCTBEHHOM  perucTpalvu,
IIPOBEJIEHNH JOKIMHUYECKUX WM KIMHHYECKHX HCCIIEIOBAaHHH JIEKApCTBEHHOTO
npenapara, 60 HMHBIX  JONOJHHUTENBHBIX  HMCCIENOBaHHH  KadecTBa,
3QQeKTUBHOCTH ¥ 0€30MacCHOCTH JIEKapCTBEHHOTO TIpemapara (Zajiee —
JOTIOJIHUTENBHBIX HCCIENIOBaHUI), a Takke O HeobxoauMocTH, Jmbo 06
OTCYTCTBHM HEOOXOAMMOCTH TPHOCTAHOBIEHHS OOpalleHHs JIeKapCTBEHHOTO
npenapara Ha NEpHOA IPOBEICHHUS [ONOJHUTENbHBIX HCCIelIOBaHUH, MO0 Ha
Iepuos, HeoOXOAMMBIH JUisi BHECEHHS UW3MEHEHHH B pETrUCTPAllMOHHYIO
JOKyMEHTAIMIO JEKapCTBEHHOTO Mpemnapara.

53. Ilo uroram paccMOTpEHHUs pe3yIbTaTOB IPOBEPKHU, YKa3aHHOH B IMYHKTE
50 Hacrosmero Ilopsnaka, ITpeACTaBIEHHBIX AEp)KaTelIeM pPErHCTPAlMOHHOIO
YAOCTOBEPEHUS JIEKapCTBEHHOro mnpenapara, Poci3gpaBHag3op B TedeHue 30
pabouux naHe# C JaThl MONydYeHHs pe3yNbTaTOB IPOBEPKH, BIpPAaBE HAIPaBUTh
JepxaTel0 PEerdCTPallHOHHOrO YIOCTOBEPEHHS 3ampoc O Heo0XOAMMOCTH
pa3zpabotku Ilmana ympaBneHuss puckamu (manee — ITYP) B cooTBeTCTBHH C
nyHkTaMu 6.2.4-6.2.5 IIpaBun Hagnexainel npaktuku ¢papmakonaazopa EADC.

54. ITYP nognexwut HanpapieHuro B Poc3paBHansop B TeyeHue 60 pabounx
oHe# ¢ gaThl moiydeHus 3anpoca Poc3mpaBHaz3opa, YKa3aHHOIO B ITyHKTE 52
Hactosmero [lopsaxa.

55. Tlpu BbIABIEHUH [ep)KaTelleM pPETUCTPALAOHHOIO YAOCTOBEPEHHS
JIEKapCTBEeHHOTO Iperapara, B X0Je MPOBEJCHUS MPOBEPKH, YKa3aHHOM B IyHKTE
50 nactosimero Ilopsaka, WHpOpMALIUA O HECOOTBETCTBUM JIEKAPCTBEHHOI'O
mpenapara TpeOOBaHHIM KauecTBa, ((EeKTHBHOCTH U 0€30IacCHOCTH, AepKaTelb
PETUCTPAllHOHHOIO  yJOCTOBEpEHMs  JIEKapCTBEHHOrO  IIpermapara  BIIpaBe
camocTosTeNbpHO pa3paboTars ITYP u npencrasuts ero B PocsnpasHansop.

56. IIYP Bxmodaer moapoOHOEe ONUCaHWE  MEPONPMATHH IO
(dbapMaKoHaI30py, HanpaBJIeHHBIX Ha BBIABICHHE, OLICHKY M MPENOTBpallleHHe WK
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MUHHUMM3AIMIO PUCKOB, CBA3aHHBIX € JIEKAPCTBEHHBIMH MpenapaTamMH, BKIIIOYas
OLIEHKY 3(()eKTHBHOCTH JaHHBIX MEPOIPHSTHH.

57. Poc3apaBHa 30p B CpOK, He NpPEBBIAIOMUN 5 paboyux AHEH ¢ AaThI
nocrymieHus [1YP, HampaBiseT ero B 3KCIEPTHYIO OpraHU3alMioO AJis IPOBEACHUS
HAayYHO-KIIMHUYECKOH OLIEHKH C IeNbl0. OmIpelAelieHHS  JOCTaTOYHOCTH
IpeAsiaraéMbIX MEPOIPHUATHI Ui MPEAOTBpAIICHUS BpeAa XU3HU U 300POBBIO
rpakJaH Npy NPpUMEHEHNH JIEKapCTBEHHOT'O Ipernapara.

58. 3akiroyeHMe ~ OJKCIEPTHOM  OpraHu3allud O  JOCTaTOYHOCTH
npemioxeHHsIx [TYP MepompusTuit mis npemoTBpallieHWss BpeAa >XU3HH U
3I0POBBIO, I'PAXIAH NPU NIPUMEHEHUH JIEKAPCTBEHHOr'O MpernapaTta HanpapiseTcs
B Poc3npaBHan3op B Teuenne 20 pabouux nHe#d ¢ garel nocrymineHus [TYP B
SKCHEPTHYIO OpraHu3aluIo.

59. PocagpaBHam3op B TedeHHMe 5 pabodmx AHEH ¢ JAaThl IONy4YECHHS
3aKJIIOYeHUs] SKCIIEPTHOM OpraHM3alvy, yKa3aHHOrO B IIYHKTE€ 57 HacCTOSIIEro
Ilopsinka, HampaBiseT  OEpXKaTeNl0  PErHMCTPAllAOHHOTO  yAOCTOBEPEHHUSA
JeKapCTBEHHOTO Tpemapara yBeJomJieHWe o corjacoBanun IIYP, mnubo
yBeIOMJIEHHE O HeOOXOMMOCTH BHECEHU n3MeHeHuH B ITYP.

60. B cinyyae mnomydeHHS YBEeAOMIIEHHS O HEOOXOIHMMOCTH BHECEHUS
n3MeHeHu#t B IIVYP  fepxaTenp  perHCTPalMOHHOIO  yIOCTOBEPEHHS
JIeKapCTBEHHOI'O IIpernapara B CPOK, He mpeBblmaromuii 20 pabounx aHe# co qHA
IIOJIy4eHHsI JAaHHOIO YBEIOMIICHHWs, NpexacraBinser B Poc3apaBHazm3op IIVP ¢
Y4E€TOM BHECEHHBIX H3MEHEHUH.

61. Ilo uroram paccMOTpeHHsI pe3yJIbTaTOB MPOBEPKY, YKA3aHHEIX B IIyHKTE
50 mnacrosmero Ilopsaaxa, npeacTaBIE€HHBIX IOPUAMYECKHM JIMIOM, Ha HMs
KOTOpPOTO BBIJIAaHO paspellieHHe Ha MpOBEJeHHE KIMHUYECKHX MCCIECIOBaHUH,
Poc3npaBaan3op B Teuenne 30 paboumx OHeW c HaThl MONYyYEHHA PE3yNbTaTOB
IPOBEPKH, paccMarpuBaeT BOIPOC O  HampaBieHMH  MHUHHCTEPCTBY
3apaBooxpaHeHuss Poccuiickoii ®epepany ¥ IOPUOUYECKOMY IHIYYy, Ha HMMs
KOTOPOTO BBIIAaHO paspellieHHe Ha NpPOBEACHHE KIMHUYECKHX HCCIEIOBAaHHM,
COOTBETCTBYIOILEH HHPOpMAaLUU Ui pacCMOTPEHHs BOIpOca O HEOOXOIMMOCTH
NPUOCTAHOBJIEHUS KJIMHUYECKOTO HCCIe0BaHUs, JAOCPOYHOIO 3aBEpILICHHUS
KIIMHAYECKOTO HCCIIeNOBaHMA, JMOO BHECEHHS W3MEHEHMH B IIPOTOKOI
KJIMHAYECKOIO UCCIIEI0BaHUS.

62. Tlo pesynpraram (apmakoHangzopa Poc3apaBHaa30p pasMellaeT Ha
cBoeM oduimansHOM caiite B cetw «VIHTepHeT» CBeNEHHS O peEIICHHAX
MunuctepctBa 3apaBooxpaHeHHss Poccuiickodt ®enepauuy, OPHHATHIX IIO
pe3ysibTaTaM paccMoTpeHus uHpopMauu Poc3apaBHaa3opa, yKa3aHHOH B IyHKTE
52 nacrosiero Iopsaxa.




[Mpunoxenne Ne 1 k I[Topsaxy ocymecTBineHus
¢apMakoHa30pa, YTBEP)KACHHOMY IIPHKA30M
DenepansHOit CiyX6BI 110 Hax30pY B cdepe
3[paBOOXPaHEHHS

or 75. 0L I+ Ne COW

Pexomenayemslii o6pazen

W3BEHIEHUE O HEXEJATEJIbHOW PEAKLIUHA
AN OTCYTCTBHUH TEPAIIEBTUYECKOI'O S®PEKTA
JEKAPCTBEHHOI'O ITPEITAPATA

D IMepBuaHOE JononauTenbHas HHPOPMALHA K COOGIIEHHIO
Ne oT
HHunmaabi nanMenta (Ko namyenra)* Ilon oM oX Bec KT
Bospact BepemeHHOCTE O, CpPOK Hefenb

Amneprua o Her o Ecth, Ha

Jleuenne O aM6yJIaT0pHOC 0O CTAallHOHAPHOC 0O CaMOJICYCHHE

Haunmenosanue JIC IIpousBoauTENs Homep | Ho3a, myts | JlaTa Hadana Jarta Iloxa3aHue
(Toprosoe)* cepHH BBEICHUA Tepanuu OKOHYaHHMS
Tepandn

JlaTa navaaa HP

Onuncanue peakHu* (YKaxuTe Bce A€Talld, BKIIOYas AaHHbIe TabopaTropHeix uccnenoanuii) | Kpurtepun cepbesnocru HP:

o CMmepTsb

0 Yrpo3a Xu3HH

o Tocnuranuzanusa Wiy ee
MPOATIECHYE

o HHBaIHMIHOCTH

O BpoxaeHHbIE aHOMATHU

o KnuHu4eckd 3HAYMMOE COOBITHE

Jara pa3pemenus HP

[m]

He npumenumo

0 Bezmeuenns 0 OtMmena nmomosperaemoro JIC 0 Cumkenue no3sl JIC

]

HeMeauxaMeHTO3HaA TepaluA (B T.9. XHPYPrU4ecKoe BMEIMATeLCTBO)

[m]

JlexapcTBeHHas Tepanusa

Bhi3aopoBsiieHre Ge3 MoCIeACTBH O YiyumeHue coctosHue 0O CocrosHHe 6e3 H3MEHEHUH

a

[m]

BrI3gopoBIeHHE ¢ IOCTIEACTBHAMY (YKa3aTh)

o Cwmepts o Hemssectho 0 He npumenumo




Comnporoxaanacs id otMeHa JIC ucaesnoBennem HP? o Her o la o JIC He ormMeHsnocs 0 He npumennMo

Haznaganocs nu rexapctBo nosropso? o Her o [la Pesynerar o0 He npumeHnMo

HanmMeHnoBanue JIC ITpomsBoauTEND Homep | JMo3a, myts | JlaTa Hagamga Hara ITokazanue
(Toprosoe) cepun BBEJCHHA Tepanuu OKOHYaHMA
Tepanuu

| B WN

0 Bpaa 0 /[lpyro# cmeunaincT cHCTEMEI 3paBooxpaHedus O Ilammwent 0 HHoM

KonTakThbiii Tesiedon/e-mail: *
O.HU.0

JLOJDKHOCTD M MeCTO PaGoThI

Iara coobmenus

* moJyie 00A3aTENBHO K 3aIIOJHEHHUIO

Coo6menne MoxeT ObITh OTTIpaBIeHO:

e-mail: pharm@roszdravnadzor.ru,

¢axc: +7(495)698-15-73,

OH-JalfH Ha caifte www.npr.roszdravnadzor.ru

novToBEIH agpec: 109074, r. Mocksa, CiiaBsHCKkas Iomas, A. 4, ctpoeHue 1.




ITpunoxenue Ne 2 x ITopsaky ocymecTBIeHHS
(apMakoHaI30pa, YTBEPKIACHHOMY IPHKA30M
®enepanbHoii CTy)OH 0 HAI30PY B chepe
3paBOOXPaHCHHS

or 75 .04 . [% Ne /O0FH

Pexomennyemslit o6pasen

CoobuieHue o cepbe3HOii HeNpeABHICHHOH HeXeJIaTeJILHOM peakiuy Ha
JIEKApPCTBEHHbIH Npenapar, H3ydyaomuiics B KJIAHAYECKOM HCCJIeJOBAaHHH

Ne NPOTOKOJIa KTHHAYICCKOro HCCIICIOBaHUA

Haumenosanue JIC

Haumenosanue npomokxoaa

M paspewenus na npoeedenue Kt ¢ PO

HamnmMeHoBanue 1€9€6HOIO yIpeKACHHS, B
KOTOPOM BBISIBJICHA HEXETIATENIbHAS peaKiyus
(eciu peakmus npomsonia B Poccuiickoit

Oenepanun)
L Hndopmaims 0 HexeNaTeNbHOM peakiiy
1. Uaummanst la. Crpana 2. lata 2a. 3. TTon 4-6. lata 8-12. OtmertsTe Bee,
TanyeHTa poXneHus Bo3p Hagaysa 9TO COOTBETCTBYET
act HexenatensHo | HIIP
H peaKiun OCwmepthb
/ (I;:;/H’ OT ocrTanu3alys Wil
Meca/rox) €€ MpoJJicHHe

7-13. OnmcaHue HeXeNlaTelbHON peakiiy (BKI0Yas AaHHbIe 1abopaTOpHBIX H
HHCTPYMEHTAIbHBIX HCCIIEJOBaHMIA)

O Croilikasg yrpara
TPYAOCHOCOOHOCTH
HUTH HHBAJIMIHOCTh

OVYrpo3a xKu3Hu

HHpopMarus 0 MoI03peBacMOM JIeKapCTBEHHOM Npemnapate (Ipenaparax)

14. TTomo3peBaeMblii IeKapCTBEHHBIH Ipenapat (BKIIOYas MEXAYHApOTHOE

HETIATCHTOBAHHOC HANMCHOBAHHKC WJIH IPYIHIHPOBOYHOC HaPIMCHOBaHPIe)

20. Ucyesna 11
peaxis MOCie OTMEHBI
npemnapara?

OMa OHetr

JHenpuMeHHMO

15. Cyrognan no3a(br)

16. IlyTe(-11) BBeACHUA

17. Ilokazanue(s1) K HA3HAYECHUIO:

21. BosHuxuia i1
peakiysa BHOBb TOCIIE
MOBTOPHOTO
NpUMEHEHHUA
JIEKapCTBEHHOT'O
npernapara’?

UJla OHet
OHenpuMeRUMO

18. Hate! nedenns ¢

pi (o]

19. ITpORODKUATENBHOCTD TEPANUH




)

I1II. ComyTcTBYyIOmas IEKapCTBEHHAA TEpallis U aHAMHE3

22. ComyTcTBYIONIHIi JIEKApCTBEHHBIN NMpenapaT(-bl) K ATl BBEACHHS (3@ HCKIIOYEHHEM TeX, KOTOPhIE IIPUMEHAITHA
JUIA JIedeHUs HeelaTeNbHOM peaKiyu)

23. [ipyrre peneBaHTHEIC NaHHBIe aHaAMHe3a (HallpUMep, ANarHo3bl, aJUIEPrHd, 6EPEMEHHOCTD C YKa3aHHEM BPEMEHH
NoCIeAHEH MEHCTpyaIuy, U T.1.)

III. HWnas uadopmarms

24. Haumenoeanue u adpec npouzgodumens

24a. UnentuduKanHOHHEIN HOMEp CITydas 246. [lata noryueHrs HHGOPMALHH O HeXXeJlaTebHOH
peaKky{ NPOU3BOJUTENEM

24B. Ucrounnk wHpOpMaMK 0 HexXelaTeNbHOM peakiuy
OHccnenopanue [1Jlutepatypa JCnenuamict 3apaBooxpaHeHus [ PerynatopHsle opraunsl [ [pyroii

25. Jlata JaHHOTO COOOMEHHA

26. Tun coobmenus
OIlepsuanoe [IloBTOpHOE




