EBPA3UIACKASI SKOHOMUYECKAS KOMUCCHUA
COBET

PEIMEHMUE

«12» anpenst 2024 r. Ne 29 r. EpeBan

O BHecenuu u3meHeHuii B Pemenue Cosera EBpasuiickoii
IKOHOMHYECKOH KoMuccHHU 0T 3 HosiOpst 2016 r. Ne 83

B coorBercTtBuu co cratesmu 7, 10 u 12 CornameHus O eIUHBIX
IPUHLMIIAX M [paBWIax OOpallleHHus JIGKApCTBEHHBIX CPENICTB B paMKax
EBpasuiickoro skoHomuueckoro corwsa ot 23 jpgekadps 2014 ropa,
nmyHktamu 81 u 96 nmpwinoxenus Ne | k Permamenrty paboter Epasuiickoi
SKOHOMHYECKOW  KOMHCCUH, yTBepkJeHHOMY Pemienunem  Breicuiero
EBpasuiickoro skoHoMH4Yeckoro cosera or 23 pekabps 2014 r. Ne 98,
Cosert EBpa3zuiickoit 3KOHOMHYECKOH KOMUCCHH P € I M JI:

1. Buectn B Pemenne Coseta EBpasniickoit 3KOHOMUUYECKOH KOMUCCHU
or 3 nosabps 2016 r. Ne 83 «O0 ytBepkaenun IlpaBun mnposepenus
(papmarieBTHUECKMX MHCMEKIMIT» U3MEHEHUS COTJIACHO IIPHIIOKEHHMIO.

2. Hactosimiee  Pemenuwe  BeTymaeT B CHJIY 10 MCTEYEHUU

30 KajieHaapHBIX JHEH ¢ AaThl ero oGUIHaIEHOTO OMyOIHKOBAHMSL.

Yaensr Coeta EBpa3suiickoii SJKOHOMHYECKOH KOMHCCHU:
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ITPHIIOXEHHUE

K Pemmennro Cosera
EBpa3suiickoil 3KOHOMHUYECKOH KOMUCCHH
or 12 anpemnst 2024 r. Ne 29

USMEHEHMUMS,
BHocuMble B Petienne CoBera Eppasuiickoil skoHOMHYECKOM
KomMHccHd oT 3 Hostopst 2016 r. Ne 83

1. B HaumeHoBanuH ¢j10BO «lIpaBrir» 3aMeHUTE CTOBOM «ITpaBUIDY.

2.B mnpeamOysie cioBa «ctatbsmu 7 u 10» 3amMeHuThH ClIOBaMH
«eratbsaMu 7, 10 m 12», crmoBa «myHKTOM 96» 3aMEHUTHL CIIOBAMMU
«nyHkTamu 81 u 96».

3. IIyHKT | U3I0XKUTE B CIIe/IYIOIIECH pelaKIIuu:

«1. YTBepauTe npunaraemale:

ITpasmiia  npoBenenust  dapMaleBTHYSCKUX ~ MHCIEKIUH  Ha
coorBeTcTBHe TpedopaHuaM IlpaBui Hamnexamed MpoOU3BOACTBEHHOMN
npakTUKM EBpazuiickoro 5JKOHOMHYECKOI0 COK3a;

IIpaBuna  mpoBeneHuss  (apMareBTHICCKAX  MHCIEKLUMM  Ha
COOTBETCTBHE TpeOOBaHUAM ITpaBun Ha yIeMalIen UPAKTHKH
papmakonanzopa EBpazuiickoro 5KOHOMHYECKOIO CO3a.».

4.B IlpaBumax mposejenusi ¢dapMaleBTUUECKUX  HHCIICKITHH,
YTBEPKICHHBIX yKa3zaHHbIM Perenvem:

a) HAMMEHOBAaHWE  JIONOJIHUTh  CJIOBAMH  «HA  COOTBETCTBHE
TpedoBanusaM  IlpaBun  Hamgnexamiel  TPOM3BOACTBEHHONW  IpPAKTHKK

EBpa3zuiickoro 3KOHOMHUYECKOTO COI03a».



2

0) B abszaue Bropom nynkra 19 uudper «1 — 4» 3aMeHUTH HU(pamMu
«>— .

5. JlononHuTh [Ipapuiiamu IPOBEICHUS (apmaneBTHICCKUX
WHCIIEKIIMH Ha cOoOTBETCTBHE TpeboBaumsiM [Ipasui Hajuiexaiieil npakTuKu
(hapmakoHaa30pa  EBpasHiickoro 3KOHOMHMYECKOI'0 COI03a  CJIEIYIOLIEro
COJIepIKaHUSI:

«YTBEPJIEHDI

Pemenvem CoBera
EBpazulickoil 59KOHOMHUYECKOH KOMUCCHH
oT 3 Hos1Opst 2016 1. Ne 83

IIPABUJIA
upoBeeHus papMaleBTHICCKEX HHCIIEKIIHI Ha COOTBETCTBHE
TpeboBanuam Ilpasuna Haanexkamein npakTuku papmakonajazopa
EBpasuiickoro 3k0HOMHYECKOT0 0032

L O6Hllde HOJIOXKCHHUA

1. TpeboBanust K opranmzannyu U (QYHKIHOHUPOBAHMUIO CHCTEMBI
(hapMaxoHa130pa Jiepxaresnen PErvCTPAllMOHHBIX YAOCTOBEPEHHH
JICKAPCTBEHHBIX IIPENnaparos (Jjlajee — Jepikarelld perucTpardoHHbBIX
yaocroBepenuii) onpegendtorcs IlpaBuwiamu  Hammexkamed mpakTHKU
(hapmaxonaazopa EBpasuiickoro sKOHOMHYECKOTO CO03a, YTBEPIKIEHHBIMI
Pemrennem Cosera EBpasuiickoli 3KOHOMHUYECKOM KomuccHu oT 3 HOsOps
2016 r. Ne 87 (manee — Ilpasuina dhapmaxkonamzopa).

2.B TEeIX TO/ITBEPK/ICHHUS coOronenns aeprKareinemM
PErucTpPaliMoHHOr0  y/lOoCTOBepeHUst TpeboBaHUM K  OpraHM3aludd H
(YHKIMOHMPOBAHUIO  cUCTeMbl  (apMakoHan3opa W BBITOJHEHHUS
00sA3aTeNIbCTB 110 (PapMaKOHAL30DPY, YIOIHOMOYCHHEIC HA BBITOJIHEHHE U

OCYILECTBILIOIME (QYHKUMM 110 (HapMaKOHAI30py OpraHbkl TOCYIApCTB —
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4JIEHOB (3KCIepTHble opranu3aluu) EBpasuiickoro sKOHOMHYECKOTO coro3a
(Jasee COOTBETCTBEHHO — YIIOJIHOMOYCHHEIC OpraHbl, IOCYapCcTBa-uUiIeHbI)
00s3anbl  IPOBOAUTL (papMAalleBTHUECKHE HMHCIICKIMH HA COOTBETCTBHUE
CHCTEMBI (hapMaKOHa[30pa AEPKATENsI PErHCTPAIMOHHOIO Y I0CTOBEPEHHS 1
HHBIX  OpTraHu3ali, TMpUBIEUEHHBIX JIep)KaTelleM pPerucTpaldoHHOTO
YIOCTOBEPEHUS JIJIsT  BBITOJNHEHUs] 00s3aTeNILCTB 110 (papMaKoHaa30py,
tpeboBanusim  [lpaBmi  Qapmakonamzopa (majee COOTBETCTBEHHO —
AHCIIEKIMK,  UHCHEKTMPYEeMbIH  O0beKkT  (MHCIEKTHpyeMas CTOpOHa,
MHCIIEKTUpYEMasl OpraHu3aliisi)).

3. Hacroaiuue [IpaBuna onpenensror TpeboBanus K:

WHULUHAPOBAHHUIO UHCIICKIINH;

IIPOBEICHHUIO HHCTICKIINH;

MOATOTOBKE OTYeTa 00 MHCIECKTHPOBAHMH CUCTEMBbI (papMakoHa3opa
Jiep/Karels PerucTparoHHOro yJa0cTOBepeHus (Jlajiee — MHCIEKIMOHHBIN
OTYET);

0OMEeHY JIaHHBIMM O pe3ylibTaraX HMHCIEKTUPOBAHHS  CHCTEMEI
papmakonaj3opa.

OTBeTCTBEHHOCTb  3a  IPOBEJEHHE MHCTCKIWH W TIOATOTOBKY
MHCIIEKHMOHHOIO OTYeTa Bo3jaraeTcs Ha GapMaleBTHUSCKUX HHCTIEKTOPOB,
KOTOpPBIE HAa3HAYeHbl YIOJHOMOYSHHBIM OpraHoM JUisl  BBIIIOJIHEHHS

HHCITCKITUH.

II. Onpenenenus

4. Ilonsitust, vcrofib3yemble B HacToslMX IlpaBunax, mpuMensroTes B
3HaveHusX, onpeesennbix CorvlalieHueM O eIMHBIX MPHUHITAITaX U MpaBuIiax
oOpallleHHs  JIEKapCTBEHHBIX  CPeACTB B paMKax  EBpasuidickoro
SKOHOMHYECKOro cor3a ot 23 jekabps 2014 roma u llpaBuiamu

hapmakoHazopa.
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I11. TTpoeyps! MHUIMAPOBAHUS HHCITCKITHH
1. UeumuupoBaHme HHCIIEKIIMI

5.YcnoBus M IOPANOK HA3HAUEHWsS TUIAHOBBIX M BHEIUIAHOBLIX
YHCHeKUuU onpenenstores Ipasunamu Gpapmakonazopa. YIioJlHoMOYeHHbIE
OpratHbl  OpraHU3ylOT  padOTy MO  HMHCIEKTHPOBAHMIO  JepyKaresneii
PErUCTPALlMOHHBIX YIOCTOBEPEHUN c ofecrieuenueM B3aHMOJICHCTBUS Ha
STalle IUIAHAPOBAHUSA M MPOBCACHMS WHCHEKIHH ¢ LEJbI0 MUHUMHU3ANMHA
AyOJMpPOBAaHUS BBIMOTHIECMBIX paboT M ONTHMHU3ALUMH  MCHOIH30BAHMs
MUMEIOIIUXCST PecypcoB B COOTBETCTBMM ¢ IyHKTamMu 179 w 180 [Ipasun
dapmakoHa 30pa.

6.Ilponeaypa MHULMUPOBAHUS WHCIICKIMM TIPEJCTaBIseT coboil
ACHCTBYSI 110 OpPraHW3allid HHCIEKTHPOBAHHS CHCTeMBl (apMaKOHaa30pa
IocJie OIpe/iesieHlsl HHCIEKTHPYEMOro 00beKTa, KOTOphIe HAlpaBiICHbl Ha
[UIAHUPOBAHHE MPEACTOANICH WHCIEKIMHU M BKJIIOYAIOT B ceds, HO He
OIpaHHU4YHUBAIOTCS 3TUM, CIIE/IyIOIIee:

OIpeJIeJICHNE COCTaBA UHCIIEKIIMOHHON I'PYIIIL;

YBEJICMIJICHHUE O TIPOBENAEHUH UHCIIEKLIMM HHCIEKTHPYEMOro 00heKTa;

BBITIOJTHEHHE ~ HEOOXOJMMBIX  JIOTMCTHYECKHX  (OpraHuW3alluOHHLIX)
MEPOTIPUATHI;

onpeneiedre 00beMa, NPOTPaMMBL, CPOKOB M MECTa IIPOBENCHHUS
UHCIIEKIUH.

JlaHHbple  JEHCTBMS  BBIMONHSIOTCS.  YIOJHOMOYEHHBIM — OPraHoM,
OTBETCTBCHHBIM 32 TIPOBEJCHHE MHCHEKLUUU, M [pU HeoOXOIUMOCTH
BKIIFOYAOT B €0 B3anMOieHicTBIE C MHCIIEKTUPYEMbIM 00BeKTOM. B ciiyyae
BBITIONTHEHHSI MHCIEKLUUH 110 3alpOCy YIMOIHOMOYEHHOTO OpraHa Apyroro

rOCy/IapCTBa-1ieHa BbUIOJIHEHHE YKa3aHHLIX AeHCTBUN Ha MaHHOM ATare



BKJIKOUaeT B ceds B3aWMO/JICHCTBHE ¢ YHOITHOMOYEHHBIM  OpraHomM,

WHHIHHUPOBABLIHWM BBITIOJTHCHHC WHCIICKITAH.

2, Onpegene}me COCTaBa MHCIICKITMOHHOM I'PYMIIBI

7. Haznauenue (hapmManeBTHYECKUX HHCIEKTOPOB U WX KBaimduKalus
IS BBIIIOJIHEHMS] MHCIEKLHUH OTIPEICTISAFOTCS TpeOOBaAHUIMH,
ycraHoBiieHHbIMU IIyHKTOM 177 IlpaBun hapmaxoHanzopa, um mnpaBuiaMu
GopmMupoBaBMs  MHCIEKIHOHHBIX Tpynm B COOTBETCTBUU €
3aKOHOJATe/IbCTBOM TocynapcerBa-unena. PapManeBTHYECKUe KHHCIIEKTOPHI
JOJKHBI  OBITH CHENHATUCTAMH  YIIGIHOMOYEHHOI'O Ha BBIMOJHEHHE W
ocymiecTBlieHne (QyHKIMH 10 (apMakoHa[30py OpraHa, WIM JIHIAMH,
Ha3HAYCHHBIMU B COOTBETCTBMM € 3aKOHOJATE/IbCTBOM TOCYJ/IapCTBA-UJIEHA.
@opMHPOBAHUE MHCIEKIMOHHOM TIPYyNIILI  MOXET OCYIIECTBISIThCS ¢
MpUBIEYEHHEM  (apMalleBTUYECKUX  MHCOEKTOpOB 2 u  Oosee
YIOJHOMOYEHHBIX OPIraHoOB.

DopmupoBaHie HHCIEKIMOHHOM TpYyNIBI M ONpe/elicHHE I[IePUOaa
BBIIOJHEHUS HHCIEKUUH JOJIKHBI ObITh OPUEHTHPOBAHBEI HA OOECIICUCHUE
BBLIIIOJHEHUS IIOCTABJICHHBIX TMEpe/l HWHCIeKIMeld 3ajad 110  OLEeHKe
COOTBETCTBUS CHCTEMBI (apMakoHAI30pa JiepKarells PerucTParmoHHOrO

ynocroBepenus Tpebosanusim [Ipasun papmaxoHnamzopa.

3. YBeoMIIEHHE O IPOBEICHUH HHCIIEKIIUH
MHCIIEKTUPYEMOI'0 00beKTa
8. YIIOJIIHOMOYEHHBIH opras UMeeT IPaBo OCYLIECTBIIATH
MHCIEKTUPOBAHUE CHCTEM (DapMakKoHa30pa JieprkaTesield perucTpauioHHbIX
YAOCTOBEPEHUH B IIOOOH MOMEHT BpEMEHH B COOTBETCTBHH C THIIOM M
HENIMA MHCTIEKIMK. B MCKIIIOUNTENIbHBIX CilydasX AOMYCKACTCs TIPOBOMTE

HHCIICKIIU Oes HpEABAPUTCIIbHOIO  YBCAOMIICHHA, CCIIH '[‘pB6y€TCH
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BEITIOJTHATE MHCIICKTHPOBAHUE CUCTEMBbl (papMaKOHaI30pa TP BEISBICHUM
MHULUUpYIOMEro ¢akropa M IpU HEOOXOJUMOCTH He3aMeIIHTeIbHOM
OICHKM BAXHOTO pUCKA JUIs  OOLIECTBEHHOIO 3JI0POBBS  (3/(0pPOBbS
HaceseHus) WM (QYHKUHOHUPOBAHHS CHCTEMBI (GapMakoHaasopa jubo B
citydasx, Korja yBeJOMIIEHHE MOMKET MOCTABUThH I10JI YIPO3y JIOCTHKECHUE
LeJIel MHCIIEKIUH.

9. llpoBeieHre MHCIIEKTUPOBAHUSI TIPELyCMATPUBALT [IPEBAPUTEIBHOE
YBEIOMIICHHE  JIEpXKATEJ  PEruCTPalMOHHOIO  YIOCTOBEPEHHs OO
MHCIIEKTHPYEMOTO  00BEKTa 0 HAMEPEHHH YIOJHOMOYEHHOTO OpraHa
MPOBECTH  MHCUSKTHPOBAHWE CHCTEMBbl (apmakoHan3cpa. Bpems or
HallpaBjienus yBEIOMIIEHMS JIO0 Hayajga TIPOBCJCHUsI WHCIEKIIMM JIOJDKHO
OBITH JIOCTATOYHBIM JJISl BBIIOJTHEHHS HWHCTIEKTHPYEMBIM OOBEKTOM BeeX
JIOTUCTUYECKUX  (OpraHU3allMOHHBIX)  MEPOTIPUSITUH M IIOATOTOBKH
COOTBETCTBYIOUIMX [aHHBIX, OJHAKO €ro MPOJODKHUTENLHOCTL HE NOJDKHA
ObITh HEODOCHOBAHHO JnuTenbHON. [lpy MHHUUMALIAM [JIAHOBLIX WHCTIEKITHH
HEPHOJ HAMpaBJICHUs TMPE/IBAPUTEIILHOIO YBEAOMIIEHHS! COCTaBJISIET He
MeHee 45 KaleHJapHBIX JHEH JI0 [UIAHUPYEeMOH JaThl TIPOBEJCHUS
WHCTIeKInK. B ciyuae MHMUMUPOBAaHMM BHEIUIAHOBOH HHCIICKITHH TEPHO.I
HaMpaBICHUST  yBEJIOMJIEHMA  MOXKET OBITh  COKpAIleH ¢  yYeroM
UHUIMUPYIOLlero (akropa M PHCKA, CBI3aHHOIO C HEHAUISKALIUM
BBIIIOJIHEHUEM Jepxarenem PETUCTPAITHOHHOIO YAOCTOBEPEHMS
00si3aHHOCTEd MO  (QapMaKoOHAA30py. YIIOMHOMOYEHHBIE OpraHbl BIPaBe
UCIOJIb30BATh HHBIE TMOJAXOALI K  OIPEJEIIEHUI0 BPEeMEHH OT J1aThl
HAMpaBIeHUsS YBEJOMIICHHUS [0 JaThl IPOBEAEHWI HMHCIEKIHMH (ECiau 3TO
000CHOBAHHO).

10. VBegomnenne 0  IOPOBEACHWH  WHCICKIMH  (hOpMUDPYETCs
YIOJIHOMOYEHHBIM ~OpPraHOM Tocy/apcTpa-uieHa 10 (opMe  COIIacHO

npuioxkendro  Ne 1. B ypenommenmm  ykaswBaiorces — (haMHIMHA
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papmatieBTHUSCKIX MHCIIEKTOPOB, HaUMEHOBaHWE JiepaKaTelts
PETMCTPAUMOHHOIO  YJIOCTOBEPEHHUs, TeNMH U OOBEKTHl  MHCIEKLMHU
(nampumep, oLeHKa cucTeMbl (hapMakoHaa30pa B 1EIOM, MO0 B OTHOLUEHUH
ONpEICNIEHHBIX  JIEKAPCTBEHHBIX  NpenapaTroB),  THII UHCTICKITNH
(MoperucTpalMoHHas, TIAHOBAsl, BHEIUIAHOBAs, IOCTPErHCTPAIMOHHAS,
O0BsBICHHAS WJIMA BHE3AIHAsl, 1IOBTOPHAs, AUCTAHLMOHHAs), IpeiaracmMoe
MECTO BBITIOJIHEHUsT WHCIEeKUMH. JlonosnurenbHas WH(POPMAIMS COAEPIKUT
HOMep JICHCTBYIOLIRH Bepcuu Macrep-(aina cucTeMsl (hapMakoHas30pa,
ocoOble  yCJIOBUSL 110 PEerucTpaldM  JICKAPCTREHHBIX  IIpernapaTos,
[IOJUIeKALLHAX OIIEHKE.

11. YBenomiieHue o MpOBEJICHUM HMHCICKIIMM B IMCbMEHHOH (opme
HaIpaBJIAeTCs YMOJHOMOYEHHOMY JHIly IO (hapMakoHAJ30py JeprKaTes
PEerucTparoHHOTO YJIOCTOBEPEHUS B COOTBETCTBUU C IIPEJICTABICHHBIMH
JepKaTeneM PEerucTpalioOHHOr0 YAOCTOBEPEHMSI KOHTAKTHBIMY JIAHHEIMH, B
TOM YHCJIE MO JJIEKTPOHHOM 1o4Te. B yBEJIOMICHUH YKa3BIBAIOTCS YCIIOBUSI
00s13aTeILHOro [TOITBEPACACHUS BO3MOYKHOCTH BBITIOJIHEHMsI
HHCIIEKTUPOBAHMS B 3alVIaHMPOBAHHOM MECTE TIPOBENICHUSI HWHCIIEKIIUH,
NpeIocTaBienus JOCTyla KO BceM TpeOyeMbIM IOKYMEHTaM 1 0a3am JIaHHbIX
U IUIAHUPYEMbIH CPOK IIPOBEJEHUS HHCTICKIINY. B ciryuae ecnm ysepomienue
HANPABIIAETCS YMOJHOMOUCHHBIM OpraHoM 4epe3 KOHTAKTHOE JIHIIO,
KOHTAKTHOE  JIMIO  00s3aHO  IPOMH(OPMUPOBATL  COOTBETCTBYIOIIEE
YIOJITHOMOUYEHHOE JIAIO 1O (papMakoHaA30py AepiKarelist perucTpalnoHHoro
yJaocroBepenus. MucnekrupyeMbiit 00beKT HANPaB/IsieT B YITOJHOMOYEHHbIH
opraf MHUCHbMEHHOE [OATBEPHKACHHE COIJIACHS Ha TIPOBCJICHHUE WHCITEKI[MU
ymbo 3asBjleHUE Ha [IPOBEJEHHE MHCICKIWH B YKa3aHHBIC B YBEAOMIICHHMU
CPOKH (€C/IH 3TO NPEAYCMOTPEHO 3aKOHOATEIBCTBOM IOCY/IApCTBA-YJICHA).
B cnyyae eciam MHCHEKTHPYEMBIH OOBEKT HE MOKET IIPUHSATH HHCIIEKIHIO B

MPEINTOKCHHBIC CPOKH, YITOTHOMOYEHHBIA Opral ¥ UHCIEKTUPYEMBIH O0OBEKT
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COTTIACYFOT TIPHEMIIEMBIE CPOKHM HMHCIEKTUPOBAaHUS C y4eToM (HakTopoB
UHUITMMPOBAHUS MHCIIEKIIMHM, M PHCKOB, CBI3aHHBLIX C [EPEHOCOM CpoKa
BEITIOJTHEHUST HHCITEKITUH.

12. UncnexkrupyeMoMy OO0BEKTY B CpoK He MeHee 30 KasenjapHbix
JHed J10 IUIAaHUPYEMOM [aThl JIPOBEACHWSI HWHCICKITHMH JOJDKEH OBITh
HallpaBJIeH 3alpoc B IHMCbMEHHOH (opme (B TOM HHCIe TIO HIIEKTPOHHOM
Io4Te), Ha MM YIOJHOMOUYEHHOTO JHIa TOo (apMakoHaa30py B
COOTBETCTBHM €  [PEJCTABICHHBIMH  JIEpPXKaTelIleM  PErUCTPaldOHHOIO
YJIOCTOBEPEHHS] KOHTAKTHRIMH JAHHBEIMHM O IIpeNCTaBiIeHUd HH(POpMAIUH,
HEOOXOJAMMOM Il LOJAIOTOBKM — HMHCICKUMHM, B  COOTBETCTBHH ¢
TpeboBanusmu IIpasuir papmakonaizopa. B ciiyyae ecitu 3ampoc gepxarerto
PETMCTPALMOHHOIO  YAOCTOBEPEHUs  HANPaBIsACTCS  YHOTHOMOUYCHHLIM
OpraHoM  4epe3  KOHTAaKTHOe  JIMLO, KOHTAaKTHOE JHIO0  00s13aH0
IpOUH(OPMUPOBATL  COOTBETCTBYHOIIEE  YIOJHOMOUCHHOE — JIMIO 110
(apmakoHa30py JepIKATeNs] PETUCTPAITMOHHOTO YJI0CTOBEpeHus. Bupl
HEOOXOMMMOM JICKYMEHTAI[UU OTIPE/ICISIFOTCS] TUITOM WHCHEKIMK (MHCIEKIUS
B II€JIOM MJIH IO OTACIBHBIM JICKaPCTBEHHBIM l1penaparam). Bo Bcex cliiyyasx
TpeOyercs MpecTaBiICHUE JeHCTBYIOMEH Bepcur Mactep-(aiiia cucTeMBbl
papmakonagzopa. JlomoIHMTENLHO — YIOJHOMOYEHHBIH OpraH  BIpaBe
3AIIDOCUTH JOKYMEHTHI, II0ATBEPKAAOIINE MapaMeTpsl QYHKIHOHHPOBAHUS
¥ pesynbTarbl OLEHKH CUCTeMbl (DapMakOHaI30pa WM XapaKTepU3yIolue
crenupuyeckre acneKkTsl paboThl CHCTEMBI (hapMakoHaa30pa, ¢ yKazaHHEM
OTYETHHIX NMEPHOJIOB. B 3ampoce yKaswIBaeTcsi CpOK, B TE€YEHHE KOTOPOI'O
IOJDKHBI OBITE MPEJCTABICHBI 3alpaliiBaeMble JOKYMEHTHI, ¥ CII0COD HX
pPeJICTABICHHUSI.

13. B ciryyae HeOOXOAUMOCTH IIPOBEACHUS UHCIIEKLIIUH Ha TEPPUTOPHH
JPYyroro rocyjapersa-ujaena, yloJHOMOUEHHBIH OpraH 3TOTO rocyaapcTBa-

qjiena B JIMLIC  HHCIICKTOpaTa 110 (bﬂpM&KOH&I[BOpy JIOKeH  OLIThH
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pOUH(DOPMHPOBAH 0 POBE/ICHUN MHCIIEKIIMH JepaKaTens
PEerucTpaliiOHHOTO  YJIOCTOBEPEHHS WM MHCHEKTHPYEMOI'O  OOBEKTa,
pacrojloKeHHOI0  Ha  €ro  TeppUTOpHM. B 3TOM  Clly4ae  MOXKET
paccMaTrpuBaThCs  HPOBEJEHHUE COBMECTHOH HMHCHEKIMH C  y4JacTHeM
(papmaneBTHYECKUX HHCIEKTOPOB YIIOJHOMOYCHHBIX OPTaHOB 2 TOCYIapCiB-
4IeHOB MO0 NpPOBEJeHHe MHCIEKIUH (PapMaleBTHICCKUMH WHCIIEKTOpaMu
rocyapcTBa-4jeHa, Ha TEPPUTOPHH KOTOPOTO HAXOAUTCS JepikaTesib

PErMCTPALMOHHOTO YAOCTOBEPEHUS UITH MHCTICKTHPYEMBIN 00BEKT.

4. Iloaroroska K MHCITEKIIMH
(BBIIOJIHEHHE HEOOXO0JUMBIX JIOTHCTHUSCKUX (OpTraHU3aI[HOHHbIX )
MEPOIPHUATHH, OIpelesicHre 00beMa, MPOrpaMMbl, CPOKOB U MECTa
IIPOBEJSHUSI MHCIIEKINH )

14.TIpy mojAroToBKe K MHCHEKLMH (PapMaleBTUYECKUC HHCICKTOPEI
YHOJHOMOYEHHOIO OpraHa, Ha3HaYeHHbIE IS TIPOBCJICHUS HHCIICKI[MH,
OCYILECTB/ISAIOT  O3HAKOMICHHE €  JIOKYMGCHTAMH W JIaHHBIMHU,
XapaKTepU3yOLUMU CHUCTEMY papmakonazopa nepKaTess
PErucTPalMOHHOrO YAOCTOBEPEHHUS, TIPEJICTABIEHHBIMM UM [10 3aIIPOCy HIIH
MMEIOLUMHUCS B PACTIOPSIKEHNUH YITOJIHOMOYEHHOI'O OpraHa, B TOM Yucile:

a) JaHHbIE W JOKYMCHTBHI, IIPEJCTABJICHHbIE  MHCIEKTHPYEMBIM
00BEKTOM 10 3aIPOCy YIOIHOMOUYEHHOI'O OpraHa B COOTBETCTBHH C TTYHKTOM
12 nacrosyux Ipasui;

0) nepeyeHp paHee BBIIOJIHEHHBIX HHCTICKIWH, BKITFOUAs WHCIEKLIHH,
NpOBEJEHHbIE B TeUeHHE 3 MOCCIHUX JET YNMOTHOMOYCHHBIMH OpraHaMu
TPeTbUX CTpaH (IpU HATUYUH), U HHOOPMAIMIO O BBISIBIEHHLIX 110
pesy/ibraraM MHCTIEKTHPOBAHNSI KPUTHYECKUX U CYIIECTBEHHBIX HEJO0CTATKAX
(HEeCOOTBETCTBUSIX) CUCTEMBI (papmakoHazopa JiepKaTenst

PErucTpaloHHOro y1ocToBepenys (Ipu HAJlMYuH );
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B) NepeyeHb paHee BBHITIOJHEHHBIX WHBIX WHCHEKIUNA 110 HaJIeXKaldM
MPaKTHKaM, BKJIIOYAs WHCTEKIMH, TPOBEJCHHBIE YHOJHOMOYEHHBIMH
opraHamu, ¥ HMH(OOPMALMIO O pe3ysbTaraX HHCIEKTUPOBAHUS B Ciydyae
BbISIBJIEHUS] KPUTHUECKUX HEJIOCTATKOB (HECOOTBETCTBUIA);

r) unopmalMio O  [oKazarelsaX  (QYHKIIMOHHPOBAHUS  CHCTEMBI
(papmakonansopa  gepikarens — PErHCTPALMOHHOTO  yIOCTOBEpEHMS],
MMEIOLIYIOCS B PAaCHOPsDKEHHH YIIOTHOMOYEHHOTO oOpraHa (HampuMep,
fgokasarenu CBOEBPEMEHHOCTH NPe/ICTaRICHMUSI cooOIeHmi 0
HeXeJlaTeNIbHBIX pPeakiuaX M JAHHBIX 10 Oe30MacHOCTH JIEKAPCTBEHHBIX
MpenapaToB, pe3yiabTaTax OIEHKM KayecTBa JaHHBLIX, BBIIOJHEHUH
JICpXKATEICM  PETHCTPAIlMOHHOrO  YJOCTOBepeHds  00s3aTelbCTB 110
dapmakonazopy).

I5. Onpenenenne  o0beMa UHCHEKUUMU (KOMIOHEHTOB  CHCTEMEI
(papmakona30pa, KOTOphble HOMIEKAT UHCIEKTHPOBAHUIO) BBITOJIHICTCS HA
OCHOBaHMM THIIA W UeJIled HHCIEKIUH, PE3yJhTaTOB TIPEABAPUTEILHOM
OLEHKH JIOKYMEHTOB, XapakTepH3yIOIIHX CHUCTeMy (apMakoHaa3opa
JepXkKaTessl PEeruCTPallMOHHOTO YJIOCTOBEPCHMS, W B COOTBETCTBMHM €
nyHktamMu 168 — 171 Ilpasun dpapmakonanzopa. Jlokymentuposanue odbema
WHCIICKI[MK  YIIOJITHOMOYEHHEIM OpPTaHOM BBITIOJIHSETCS B COOTBETCTBUH
C €ro JIOKaJIbHBIMU AKTAMU U OTpa)KaeTcs B MHCIIEKIMOHHOM OTUETE.

16. Ilpu onpeaeneHun oObeMa MHCIEKUHWH YYUTBIBAIOTCS 0OBEM W
pe3ylibTaThl  NPeAbLAYIUMX  MHCIEKUMH  CcHCTEeMBI  (apMakoHaj30pa
BBIITOJIHEHHBIX  YIIOJHOMOYEHHBIMH OpraHaMd. B cnywasx, korja sro
[PEJICTABIIACTCS 00OCHOBAHHBIM, UCKITFOYaeTCs oyOnupoBanue
MHCIIEKTUPOBAHMS KOMIIOHEHTOB CHUCTEMBI (papMakoHa/130pa, MOABEPIHYTHIX
OIEHKE B XOJA€ NPEJABIAYIIMX MHCHEKIUHA HCKIIOYAeTCs, IMPH YCIOBHH
ycranosjienus ux coorsercrsus rpebosanuam Ilpasuin Gpapmakonanzopa. B

Cjiydac IIOBTOpHOIO BKJIIOYCHHMSA B MHCHEKIHK) KOMIIOHCHTA CHUCTEMBEI
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(Gapmakonagsopa, B  OTHOIIEHWM  KOTOPOIO  paHee  IIPOBOIMIOCH
MHCIICKTUPOBAHKUE  YIOJHOMOUYEHHBIM  OpraHoM, BBIIOJIHACTCS — Ooee
yriayOmennasl OLEeHKa [0 OJJHOMY WM HEeCKOJbKUM acleKTaM TaKoro
KOMIIOHEHTa CUCTEMBI.

17. IlogroroBKka K MHCIEKIMM BKIOYaeT B cebsi  paspaborky
HporpaMmbl  HMHCHEKIMM  CHCTeMBI  (hapMakoHaj3opa  JaepiKare’is
PErucTPaliMOHHOrO YIOCTOBEPEHHS HA COOTBETCTBUE TpeGoBanusm llpaBui
papmakonazopa (nanee — nporpamma uHcnekiun). [IporpaMmma HHCIEKIHH
BKJTIOYAET B ceOst CIIeTyFOIINE Pa3 el

a) LeJM, TUIl ¥ OOBEM UHCIIeKIUH;

0) onpeznenenne (QyHKUMH M pacipenereHre 00S3aHHOCTEH MeEXy
dhapmaleBTUUECKUMU UHCIIEKTOPAMH;

B) JlaTa U MECTO IIPOBEACHUS HHCIIEKIHH,

I) ykazanue (QYHKUMOHAIbHBIX MOIpa3AeicHUi, B KOTOpHIX Oyuer
BBITIOJIHATHCSI HHCTIEKTHPOBAHNC;

1) IepeyeHb JOKYMEHTOB, HHU(POBEIX CPEJCTB H HMHCTPYMEHTOB,
K KOTOPBIM JIOJTXEeH OBITE 0Oecneden JIoCTyll U KOTOpbie OYyT OLleHUBATHCS
B XO/JI¢ TTPOBE/ICHHS HHCIICKITHH;

€) TUTAHUPYEMOE BPEMsl BBITIOJHEHMSI HHCIIEKTUPOBAHMS 110 OTICIBHBIM
KOMIIOHEHTaM CUCTeMb! (hapMaKoHa130pa;

’K) IporpamMma 3aKkJIFOUHTENILHOTO COBEIIaHMs.

18. [IporpamMmma HHCIEKIMH, YKa3zaHHas B TyHKTe |7 HACTOALMX
IIpaBun, ¥ nepedeHs JTOKYMEHTOB, KOTOpPBIE BKIIIOYEHBI B MHCHEKIHOHHYIO
OLICHKY, HAIIPaBJIAIOTCS B IMUCBMEHHON (OpMe yNOJHOMOYEHHOMY JIHLY I10
bapMakoHai30py  JiepiKarenst  PerucTPalMoOHHOTO  YJIOCTOBEPEHHS B
COOTBETCTBMM C IIPEJOCTABIEHHLIMM JepxKaTeleM PerHCTPaAImoOHHOrO
YAOCTOBEPEHUA KOHTAKTHBIMM JAaHHBIMU (B TOM WYHCIE T10 3JEKTPOHHOM

o4re) B Cpok He MeHee yeM 3a 10 paboumx mHeH 10 Hawama NMpoBeLcHUS
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HHCTICKIIMU ¢ 1IebI0 obecnedyenus oCTyla K ePCOHANy M JIOKYMEHTALMH.
B ciyyae ecnm sampoc manpanisercs yHOJHOMOYCHHBIM OpPraHoM 4vepes
KOHTaKTHOE JIMII0, KOHTAKTHOE JIMLO 00s3aHO MPOWHGOOPMHUPOBATH
COOTBETCTBYIOIIEE YIOJIHOMOYEHHOE JIMIO 10 (hapMaKOHAA30py jdepiKaresis

PErMCTPAaLMOHHOIO YAOCTOBEPCHHS.

Mubie jorucTnyeckue u odLme OpraHu3aoHHbIe MEPOTIPUSTIAS

19. HeoOX0aMMO y0CTOBEPUTHES], YTO BBIOPAHHOE MECTO MPOBEACHHS
HHCIICKIINH SBIIAETCS] ONTHUMAJILHBIM JUJIi JOCTHIKEHMS 1€l WHCITeKIUY.
B cnywae eciu HeoOX0AMMO H3MEHUTH ITAHHPYEMOE MECTO NpPOBEIEHHUS
UHCIEKIMU MM BKJIIOYUTH B IPOIpaAMMY HHCTIEKIIHK JOMOJIHUTEiLHOE MECTO
IPOBEJICHUSI  MHCIEKUMH, COOTBETCTBYIOIISE HOBOEC YBEJOMJIEHHE O
NPOBEICHUN HHCIEKLUUH JIOJDKHO OBITh TOATOTOBIEHO U HAIIPABJIEHO
MHCIIEKTHPYEMOMY OOBEKTY B COOTBETCTBHY ¢ MyHKTamu 8 — 13 HacTosamux
[IpaBuii B cpoK He MeHee 4yeM 3a 45 Kanenjapubix AHeid 10 IUTaHHpyeMoit
JIaThl IPOBECHHUS UHCIIEKIIUA B UHOM MECTe.

20.B ciyyae ecmu TpM  TIpOBEJEHMH HMHCIEKIMH TUIAHHUPYETCs
MPUMCHCHHE CPEJCTB JIKCTAHIIMOHHOTO B3aUMOJEHCTBHS C 3KCIepTaMy,
MEPCOHATIOM JIepIKaTeNs PEruCTPALlMOHHOIO YAOCTOBEPEHMSI, HAXO/SIIMMCS
BHE MECTa IIPOBEACHUA UHCIIEKIIUH, HHCTICKTHPYEMEIA 00BEKT J0/DKEH ObITh
3apatee yBeJloMileH 00 9TOM MEepPOTIPUSITHH.

21.B ciyyae eciM MO COMJIACOBAHMIO C YIIOJIHOMOYEHHBIM OpPraHoM,
MHULIHUPOBABIIHM  MPOBEICHUE  WHCIEKIMH, MHPUHATO  pelIeHHe o
MPOBEICHUM WHCIIEKIIMM C  UCIOIb30BAaHUEM CPEICTB AUCTAHIMOHHOTO
B3aUMOJICHCTBHS, HEOOXOAMMO YBEJOMUTH MHCIEKTHPYEMBIH OOBEKT O
BBINIOJHEHHH ~ COOTBETCTBYIOIIMX — OPraHU3AIMOHHBIX  MEPONPHSTHIA.
MncnekrupyeMblidi 00beKT AOJDKEH TIPEJICTABHTL OINMCAHME WMEIOLIUXCS

SJICKTPOHHBIX CHCTEM KOMMYHHKaAIIUKW 1JIs obecrieyenuss BO3MOKHOCTH
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HpoBejieHus TaKoM HMHCHeKUMH. HeoOXoauMo BBITIONHUTH OIEHKY CUCTEM
KOMMYHHMKaIlMH U O0ECIeYUTh COBMECTUMOCTE DIIEKTPOHHBLIX B TEXHHYECKUX
CPEICTB, IIOCPEACTBOM KOTOPBIX OYJIET OCYIMIECTRISITHCS B3aMMOIEUCTBUE, U
IPH HEOOXOIUMOCTH TPOBECTH MX IPE/BAPUTEIILHOE TECTUPOBAHMUE.

22. Pacuer  TIPOJIOJDKUTENILHOCTH — HHCIEKTHPOBAHMSI  CHCTEMBI
dbapmakonazopa nepkarens PErHCTPALUOHHOTO Y0CTOBEPEHUSI
OCYIIECTBIISIETCS. HCXO0/Isl M3 PYKOBOJCTBA 10 KaYeCTBY (hapMalieBTHUECKOro
MHCIIEKTOpaTa B COOTBETCTBHM C IOAMYHKTOM «a» TyHKTa 16 O0mmx
TpeboBanuii K cucTeMe KauyecTBa (DApMAIeBTHUYCCKUX HWHCIIEKTOPATOB
rocynapeTs  —  4ieHos  EBpasuiickoro  95KOHOMHYECKOI'0  CO03a,
yrBepkaeHHbIX Pemmrennem CoBeta EBpaswiickoil SJKOHOMUYECKON KOMHCCHH

oT 3 HostOpst 2016 1. Ne §2.

IV. IlpoBereHne MHCTICKITAN

23. Mucnexkuusi  NPOBOAMTCS — COIVIACHO — TIpOTpaMMe  MHCIEKITHH.
Iporpammy MHCHEKLIMM JOILyCKAeTCsl OOTOMHSTH B IMPOIECCE MPOBENEHMS
MHCIEKUUM (Haupumep, B IHelaX oOecTleueHus JOCTHIKEHHUS Leleit
MHCIIEKLHHK). Bee M3MeHeHNs, KOTOpbIe BHOCSTCS B MIPOrpaMMy HHCHEKLMH,
[OJIEXKAT JOKYMEHTHPOBAHHUIO.

24. JlaHHbIe 0 cucremMe (papmaxoHa30pa epKaTess
PErHCTPALIMOHHOrO  YJIOCTOBEPEHMS. B XOJE€ HHCICKIMH  ITOIydaror
MTOCPEJICTBOM:

a) OIIEHKH COOTBETCTBYIOILEH JIOKYMEHTAIIHH;

0) OLIeHKH KOMIILIOTEPU3UDOBAHHBIX CHCTEM;

B) [IPOBE/ICHMS HHTEPBBIO C MEPCOHAIIOM;

T) OIIEHKH BHYTPEHHEH W BHeENIHEH KOPPECHOHJCHIHH (HANpHUMED,

peeCTpOB, PCrUCTPOB, TIEPEITHUCKHU C YIIOJIHOMOYEHHBIMHA OpraHaMy " T.,H.).
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25. OTKa3 B JIOCTYIE K 3aMUCsM MO0 MPeIoCTaBIeHUN JOKYMEHTALIKH,
KOTOPYIO (papMaleBTHYECKUH MHCIIEKTOP MMEET IIPABO 3alpPOCUTh C LIENbIO
OLIEHKH, JOKYMEHTHPYETCSl B HWHCHEKIIMOHHOM oOT4YeTe. B jajbHeliiiem
HEBBINOHEHUEe TpeOoBaHUH 110 obecrnedyeHuro J0CTyna K HeOOXOAMMBIM
JaHHbIM M JOKYMEHTALMU [HONJIEKHAT OOCYKACHUIO C YIMONHOMOUYCHHELIM
OpraioM, MHHIUUPOBABIIMM  MHCIEKLHMIO, C IeJbI0  OmNpeelenus
[OCJIEAYIOLMX JAeHCTBUI U PEILeHUs IO MOCIIC/ICTBUSIM.

26. C poxymeHTamu u uHpoOpMalmed, coOpaHHON TIpH TpOBeIEHUH
MHCIIEKIIMK, HeoOXoaumo obpamareess ¢ cobmoneHueM  TpeboBaHMii
3aKOHOJATENbCTBA TOCyAapcTBa-wiieHa B cdepe 3alMTH  [MePCOHATBHBIX

JIAaHHBIX U KOH(PUICHI{HATEHOH nHDOpMAIIH.

1. OTKpBITHE UHCTICKITUH

27.Jlo0 Hadana  BLIIOJHEHUS  HMHCHEKTHPOBAHHSA  TIPOBOIUTCS
coBellaHue MHCIEKIUMOHHOW IPYNIBl U INpe/ICTaBUTENIeH MHCTICKTHPYEMOI'O
oObeKTa 10 OTKphITUIO HHcnekuuu. llpencenarenem copemanus siBisercs
BeAyLIHH hapMalleBTUYECKHH HHCTIEKTOD MHCTIEKITHOHHOM Py IIIIbL.

28. llenbto coBeIanus MO OTKPHITHIO MHCIICKIIWH SBIISIETCSL:

a) MPe/ICTaBIICHNE UHCTICKITMOHHOM TPYIIIbI;

0) pazesicHeHue 3aKOHOAaTebeTBa rocyaapcTBa-4ieHa,
PEryJMpyIoLIero IMpoBeJeHrue HHCHEKLUMHM CUCTEMBl (papMakoHai30pa, B
COOTBETCTBUHU C KOTOPHIM HHULIMMPOBAHA UHCTICKITHSI;

B) pejcrasienne HHGpopmaunu o6 obdpeMe U 3a1auax HHCIICKITUN;

I) 00CyXeHHUE JTIOTUCTUYSCKHX ACTIeKTOB, BPEMEHHBIX PAMOK M MHBIX
OpPraHu3alMOHHBIX BOIPOCOB, BKIIFOYEHHBIX B TPOTPaMMY MHCIIEKIIUH;

J)TpeJICTaBlIeHne  HepcoHalia  Jepxareis — perucTpaldoOHHOrO

YAOCTOBEPCHYA, HPUHUMAIOIICT'O YHACTHE B MHCIICKLIMHU,
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€) BO3MOXKHOCTh MPE/ICTABICHNSI HHCHEKTHPYeMBbIM 00BEKTOM 0630pa
CHCTEMBI (papMaKkoHa130pa;

XK) 0OCYXKIIEHHE C TpPEACTABUTEISIMH JIepiKaTelld PEerMCTPaloHHOro
YIAOCTOBEPEHUs  HAJIMYMUSL  KAKUX-JIMOO  CIIOKHOCTEH, CBs3aHHBIX C

ITPOBCJICHUEM HHCIIEKLIMHA.

2. OneHKa oKy MeHTalk|, IPOLEeCCOB, CHCTEM

29. CocraB JOKYMCHTAIIMM U TPOIIECCH, KOTOPBIE MOJIEXKAT OICHKE
[IPH BBLITIOJIHEHUHM WMHCTIEKTHUPOBAHUSL, 3aBUCAT OT THIa, oObeMa W 1enei
WHCIICKIMKH. B ciyyae  npoBefieHMs HMHCHEKUHH TIPH  BBISBISHUH
WHUIHUPYIONIETO  (pakropa HMHCUEKUUS IPOBOJMTCS B  OTHOLICHHM
KOMITOHCHTOB ~ CHCTEMBI, BbI3bIBAIOWIMX omaceHus. [lpuw niposesenuu
MHCTICKIIMM  Ha MECTe OCYIUECTBICHUSA JIOKAIBHOH OESTENLbHOCTH 110
(Gapmakonanzopy o00beM MHCIEKUUH MOMXKET OTJIMYAThCs OT obbema
UHCIIEKIMM,  BBIIOJIHAEMOW IO  MECTy  OCYIIGCTBJIEHMS  OCHOBHOM
AEATeIbHOCTH MO (papMaKkoHaa30py.

IlepeyeHbE KOMITOEEHTOB CHCTEMBl (hapMaKOHAA30pa, [OJUICKAIINX
OLUCHKE B TMPOIECCe MHCNEKTUPOBAHMS, I[PUBOAMTCS B pasjerne B
MHCIICKIIHOHHOI0 oT4eTa. J[anubiil riepedens He SBIISETCS HCUSPITBIBAIOIIMM
¥ MOKET OBITh JIOIOIHEH st obeciieueHus TpebyeMoro o6beMa HHCHEKIMH

JUISL JOCTYDKEHHS 1eJied HHCIEeKLIUH.

3. Habuonenust u pe3yJibTaThbl HHCIEKITHH

30. Bce HaOmioJleHWst W pe3ynbrarhl  MHCHIEKLUMHM  [TOJUIe)KaT
JOKYMEHTHpOBaHWIO. [lpn HEoOX0MMOCTH NOKHBI OBITH C/IENTaHBl KOMHU
JOKYMEHTOB ~ WJIM  3allMCEH, COAEpXKALIMX WM JIEMOHCTPUPYIOI[HX

HEeJ0CTaTky (HECOOTBETCTBUA).
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4. 3akpbITHE HHCIIEKIMH

31.Tlo 3aBeplieHMM HMHCIEKLHH TPOBOJUTCS  3aK/IOYUTENIBHOE
COBCIAHKE C MHCIEKTHPYEMBIM OOBEKTOM. YIMOTHOMOYEHHOE JIMLO II0
(bapmaxkoHan30py HepKaTelsl PErMCTPAIHOHHOIO YAOCTOBEPEHUS JIOJIAKHO
IPUCYTCTBOBAThE HA  3aKIMIOYUTENLHOM  COBELIAHMU. 3aKIFOUUTETbHOE
COBELIaHKME IIPOBOJIUTCS C 1IENBIO:

a) OOBSCHEHHS  TIPEIBAPUTENLHOM  KHACCH(PHUKALMY  BBISBICHHBIX
HEJIOCTATKOB (HECOOTBETCTBUI);

6) 06bsICHEHUs TPOLELY B IPEACTABICHHS HHCICKIIMOHHOIO 0TYeTa |
CpoKa, B TeYEeHHE KOTOPOI'O MPEACTABNISCTCS HWHCIEKIMOHHLIA OTYeT H
IIMCbMEHHBIA  OTBET JIepKaTelld PEeTrUCTPAIMOHHOTO  YIOCTOBEPEHHS C
yKazaHueM IOC/IEAYIOIUX MEp 10 YCTPAHCHWIO BBISIBIIEHHBIX HELOCTATKOB
(eciu HEOOXOIUMO).

B) lIpe/icTaBieHuss  0000ImenHoW  uWHpOpMalMd 110 BbISIBICHHBIM
HelocTaTKaM  (HECOOTBETCTBMSIM) ¢ ODeCleYeHHEM  OJIHO3HAYHOIO
MOHUMAaHHUS Pe3yabTATOB MHCHEKUHMH JMOO0 HHpopMamud 00 OTCyTCTBUM
HEJIOCTATKOB (HECOOTBETCTRHH ),

T) IPe/IOCTaBNEHMS]  MHCIEKTHPYEMOMY — OOBEKTY  BOZMOXKHOCTH
KOPPEKTUPOBKMA  HELPABUIILHOM  MHTEPIpeTAllM¥ WM  HENpaBMIILHOIO
NOHUMAaHMsL B YACTH BBISIBIICHHBIX HEJIOCTATKOB (HECOOTBETCTBHM).

32. Mucnekuus npeaycMaTpuBaeT nocemienue OAH0ro Wik 0oiiee MecT
OCYLIECTBIACHUSA  WHCIEKTUPYEMOW  JCSTEIbHOCTH.  3aKIIOUHUTEThHOE
COBCII[AHME T[IPOBOAMTCSI B MECTE OCYIIECTBJIIEHHS IESTCIBHOCTH TIO
(papmakoHaz30py WIM B KaXKJAOM MHCIEKTUPYEMOM O0OBEKTE (eciu 510
0DOCHOBAHHO).

33. Ilpu UCKJIFOUUTEIIBHBIX obcTosTeNbCTRAX JOIIy CKaeTcst

Ipex/IEBPEMEHHOE 3aBepIlIeHNe HHCTIEKIUHU. B 3TuxX cityyasix OTKJIOHEHHE OT
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IporpaMmbl HMHCIEKLIMM M IIPUYMHA PAHHETO 3aBEPUICHUS WHCIEKIAK

OAICKAT JOKYMEHTHPOBAHUIO B MHCIICKITMOHHOM OTYCTEC.

V. CocraBiienue HHCHEKIHOHHOI0 0TYeTa
1. TTopsimok MOATOTOBKY MHCIIEKLIIMOHHOI'O OTUETa

34. Jlnga kaxzaoro wMecra IPOBEASCHUS HWHCOCKIIHU JOIDKEH ObITh
MOArOTOBIEH  HMHCIIEKIIMOHHBIH OTHYET 1o Gopme COLJIACHO
npunoxenuto Ne 2. B ciyuae ecnm mo 3ampocy yrnoiHOMOYEHHOIO CpraHa
BBITIOJIHSIETCS  MHCIIEKTUPOBAHUE  HECKOJIBKUX  MECT  OCYIIEeCTBIIEHHA
JEATENBHOCTH 110 (PApMaKOHA30Py, AONONHHUTE]bHO K HHCIEKIIHOHHOMY
OTYETY COCTaBigeTcs 0030p HEeNoCTaTKOB (HECOOTBETCTBHM) 1o dopme
coryiacHo npunoxernuio Ne 3 (pajee — MHCIEKLUHMOHHBIH 0030p), B KOTOPOM
OTPaKAIOTCSA  TOJIBKO ~ KPUTHYECKME W  CYIICCTBCHHBIC  HEIOCTATKH
{HeCOOTBETCTBUS) 110 KAK/IOMY MECTy MHCIEKTHPOBAHUS JIEATEILHOCTH I10
(apMakoHaa30py ¢ OLIEHKOH BIMSIHHS HEJOCTAaTKOB (HECOOTBETCTBHM) Ha
cucTeMy (hapMaKkoHaJ30pa ¥ PEKOMEHAAIHSIMU 110 MepaM, KOTOPbIE JOJIKHEI
OBITh TIPUHSTHL. B Xoje mpoBeneHUs] WHCHEKLMH, a TaKiKe I10AT0TOBKH
MHCTIEKITMOHHOTO OTYETa, B Cilydae HEOOXOAMMOCTH He3aMeJIMTENLHOr0
paccMOTpeHwUs KPUTHYECKHUX HEJ0CTATKOB (HECOOTBETCTBH)
(GapmaneBruyeckdue  MHCIIEKTOPHl  BIIpaBe MPHHMMATE  pelieHne 06
MHQOPMHUPOBAHUM  YIOJHOMOYEHHOTO OpraHa [0 MOATOTOBKM  WJIM
HalpasjIeHUs HHCIIEKIITAOHHOTO OTYETa HHCTIEKTHPYEMOMY 00BeKTY.

35.B HEKOTOpBIX caydYasix JIONMYCKACTCS COCTAaBJIEHHE OJHOID
HMHCIIEKI[MOHHOTO OTuYeTa mo 2 © 0OoJiee HMHCHEKTHUPYEeMbIM MeCTaM
OCYIIECTBIIEHUS ICITEILHOCTH 110 (apMaKoOHa/(30py, B TOM YUCIIE B Clyyae,
€CJIM OTH UHCIIEKLUU IIPEACTaBIIIOT COOOM OTJeIbHbIC WHCITCKITUN. JlanHbIi

NOAXOJ sBisercs OOOCHOBAaHHBIM, HampUMep, Korja Iiemecoobpasno
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COBMELLEHHUE PEe3YAbTATOB 2 WHCIEKIMI B OJIHOM UHCIEKIIMOHHOM oTdeTe. B
C/Iyyae NPUHATHS TaKOTO pellienus BeAyuid (apMaleBTHIeCKHI HHCIIEKTOD
MHOPMHUPYET 00 3TOM YHOJHOMOYCHHBIH OpPraH M YKa3bIBACT JAHHOE
pelleHNe B MHCIIEKIIMOHHOM OTYETE.,

36. MHcnekunyuoH b OTYET TTOJITOTABJIMBAETCH 4yjIeHAMH
MHCHEKIMOHHOW IPYINIEl H KOOPAUHUPYETCST BETyIUM (hapMaleBTHUYCCKIM
MHCIEKTOPOM. B (QopMy MHCHEKIIHOHHOTO OT4eTa MOIyT OBLITh BHECEHEI
H3MEHEHMS ¢ y4eTOM JIOKAJBHOW  mpoueaypbl 10 COCTABJICHHIO
MHCIIEKLIMOHHOIO OTYeTa YIOJHOMOYCHHOI'0 OpraHa. MHCIeKIMOHHBIH oTueT
JOJDKeH OBITh COTJacoBaH M IMOAIMCAH BCEMH UJICHAMH HWHCIEKIIMOHHOM
TPYTITTEL.

37. IHCNEKIMOHHBIH OTYeT JOJDKEH OBITh MOJATOTOBIAEH B TEYCHHE
30 pabGouux pHeH ¢ [arbl 3aBEPLICHHS HHCIEKIWH. [Ipy IOArOTOBKE
HHCTICKITHOHHOIO OTYeTa 10 pe3ylibTaTaM HWHCIEeKTHPOBAKUS HECKOJIbKHX
MECT OCYLIECTBJIEHHS AEeATENBLHOCTH 1o (apMakoHaA30py, JAaTOi oTcyera
BpeMeHHU I10 MOJAIOTOBKE OTYETAa CUMTACTCS IOCJEIHUMA JIeHb BBITOTHEHHUS
OCJICHEH MHCIEKUMH. MHCIeKIMOAHbIH OT4eT W CONPOBOMTENBHOE
HMChMO (B OJIGKTPOHHOM  BHJIE)  JAC/DKHO  OBITH  HANpaBlIeHo
(papMalEeBTHYCCKAM ~ HHCMEKTOPATOM  JAEPXKATeNt0  PErHCTPanmoHHOro
YZIOCTOBEpEHUs /10 3aBepLIeHHs IIOATOTOBKM OTYETa C 3alpOCOM O
MPE/ICTAaB/ICHUH KOMMEHTAPUEB (HApUMep, MO CYIIECTBEHHBIM OLIMOKAaM,
PACXOXKACHUSIM BO MHEHHMAX U KOPPEKTHPYIOIIUM M IpeaylpeduTelbHEIM
MEepOTpUsTHsM).  IlIaH  KOppeKTHpYIOIINX ¥ [peaylpelIuTelbHbIX
MEpONpUATHA (B Cilydae HeoOXONMMOCTH) JIOIDKEH OBITH [pe/ICTaBIcH
AepiKaTesieM PEerucTPalioHHOTO y/I0cToBepeHus B TedeHue 30 pabounx eii
C JaThl TONYYCHHUsS] WHCIEKLIMOHHOIO ordera. B cimywae ecmu co cropousl
JICPIKATEIsl  PEruCTPAllMOHHOIO  YJOCTOBEPEHHUs] OTBET HE II0JIyYeH B

yCTaHOBJIeHthﬂ CPCK, 3TO OTPAXKACTCA B MHCIICKIITMOHHOM OTUETE,
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38. OtBer JiepaKaTess PErACTPAIIUOHHOIO YZOCTOBEPEHUS
paccMaTpUBAETCsl WICHAMHM WHCIIEKIMOHHOM IPYIbl, BKIKOYAS OLICHKY
BIIMSIHYSI TIPEJCTABIICHHBIX KOMMEHTAPHEB HaA PE3yJIbTaThl WHCIIEKLUHH, a
TaKxKe COOTBETCTBUE pejjlaraeMbix KOPPEKTUPYIONTUX 15§
OpeAylIpesuTenbublX  MeponpusaTui. JlanHas oneHka JomkHa OBITH
BK/IIOYEHA B OKOHYATEIbHYIO PELAKIUI HHCHEKIMOHHOIO0 OTYeTa, KOTopas
bopmupyercs B rTedenre 10 paboumx aHedt ¢ jaThl MONYYEeHUs OTBETa
JepyKarenss PerucTpalMOHHOr0 yIoCcToBepeHus. OKOHYATENbHAs pPelaKius
MHCIIEKIITMOHHOTO 0T4YeTa IIOJMNHUCHEIBACTCS BCAYIMIAM (PapMaleBTHUECKHM
WHCIIEKTOPOM M YJIEHAMHM WHCHEKIMOHHONW TIpyIlibl B COOTBETCTBHH C
3aKOHOJATENIECTBOM TOCY/IapCTBa-wIeHa U CTaHAapTHLIMHU OllEePAllHOHHBEIMU
npore/lypaMu yIIoJHOMOYEHHOIO opraa. B ciydae eciii KOppeKTHPYIOIHe
U IPEAYIPESUTEbHBIE MEPOIIPUATUS HIIM CPOKM UX BBIIOJHEHUS HE MOTYT
OBITH COIVIACOBAHBI, MOCIEAYIOLINE HOUOJHUTENbHbIE MPOLEAYPHI TOJKHEI
ObITH ~ ONpElesieHbl U HalpaBlCHBl  JIEPKATENI0  PETHCTPAIMOHHOIO
YAOCTOBEPEHHUS B IUCBMECHHOM BH/JIC.

B ciryyae eCiTH TpejliiaraemMelce KOPPEKTUPYIOILIUE U
NPEAyNPEUTENEHEIE  MEPONMPHUSTUA  Jep)Karelss  PerucTpaliMoOHHOI0
YIOCTOBEPEHHUSI COTJIACOBAHBI, HHCIIEKI[USI MOXKET OLITh 3aKphITa.

39. MucuekuMoHHBIM  OTYeT NPEACTABISeTCs B YINOJTHOMOYCHHBIN
Oprad, KOTOpbIM ObLIO MHULIMHUPOBAHO IIPOBEJACHUE MHCHEKIWH. Jlanubie o
pesyibTaTax MHCIEKTHPOBAaHHSA CHCTeMbl (apMaKoHaI30pa Jaepikarelis
PEIHCTPALIMOHHOIO YAOCTOBEPEHHS TIPEJCTABISIOTCS O (hopMe CoriracHo

npunoxeruro No 4.

2. TpeboBanus K coAenKaHUIO UHCTIEKITMOHHOTO OTHETa

40. Knaccuuxanuss  HelocTarkoB  (HECOOTBETCTBHIH)  CHCTEMBI

dapmaikonagzopa  Jepkaresis PErHCTPALHOHHOIO YAOCTOBEPCHUS,
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BLISIBJIEHHBIX 10 Pe3yJibTaTaM WHCIICKITHH, OCYIIECTBIISETCS B COOTBETCTBUU
¢ npuinoxkendem Ne 5. Ilo kakgoMy yCTaHOBIEHHOMY HENOCTATKY
(HECOOTBETCTBUIO) JOKHO OBITH CCMAHO yKa3aHWe Ha COOTBETCTBYIONMIL
paszen [Ipaswit hapmaxonajzopa.

41. B WHCIEKIMOHHBII OTYeT BKJTFOUAFOTCS KOMMEHTAPUHA
(papmaneBTHYECKMX  MHCIEKTOPOB (IIpM  HAMWYMHK), a Takxke oblLiee
3aKJFOYEHHE O COOTBETCTBMM CHCTEMBl (apMaKoHaa30pa JepiKaTes
PErucTPalMOHHOIO YAOCTOBEPEHUS B IIeJIoM, JTHOO B YacTd KOMIIOHEHTOB
cucTeMbl  (DapMaKoHan30pa, KOTOPBIe MOBEPraliCh HMHCIIEKTHPOBAHHIO,

TpedoBanusM | Ipasun papmakonamzopa.

ABBIK UHCIIEKIIMOHHOI'O 0TYEeTAa

42. IHCIIEKIMOHHEBIA OTYET COCTaBIAeTCA Ha PYCCKOM si3biKe M (MI1H)
(np¥  HanMUMM  COOTBETCTBYIOLIMX TpPeDOBaHHM B  3aKOHOMATENIHCTBE
rocy/japCcrBa-4jieHa) Ha I'OCYJapCTBEHHOM S3bIKE TOCY/apCTBa-djleHa, B

KOTOPOM IPOBOAMIIOCH HHCIEKTUPOBAHHUE (WIJIH B TIEPEBO/IE HA TH S3BIKH).

Conepmaﬂﬂe HHCIICKOKMOHHOI'O O0TYETAa

43. IHCIEKUMOHHBIA OTUYEeT JOMKEH COJEPIKATh OLEHKY 3HAYMMOCTH
BCEX BBISBJIICHHBEIX HEJOCTATKOB (HECOOTBETCTBHH) W 3aKIIOYEHHUE 110
KPUTHYCCKUM M CYIIECTBEHHbIM — HEJOCTATKaM  (HECOOTBETCTBHSM),
WHCTIeKMOHHBIA  OTUeT  TaloKe JIODKEH CONEPATh  3aK/IIOueHue O
COOTBETCTBUM CHCTeMbl (hapMaKoHaa30pa JepKaTelds PerucTpaldOHHOrO
yaocrosepenust TpeboBanusM IlpaBun  dapmakonaizopa, TpeboBaHHAM
3aKOHOAATENILCTBA  FOCYNAPCTB-UNCHOB K  cucteMe  (apMakoHaazopa

ACPIKATCIIA PETHCTPAITHOHHOTO YJIOCTOBEPEHHA W OLEHKY IMOTeHIMala PHUCKA
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BBISIBJICHHBIX ~ HEJOCTATKOB  (HECOOTBETCTBUI) (IpH  HajWuum) 7S

OOIIECTBEHHOTI'O 3/I0POBBS (3MOPOBHS HACENEHM ).

OLleHKEl HHCIICKITHOHHOT'O OTYETa

44. OuenKa MHCIEKIMOHHOIO OTYETA BBIMOJIHSIECTCS YIIOIHOMOYEHHBIM
OpraHoM, HWHHIIMUPOBABIIAM IPOBEICHUE WHCICKIMH, B TEYEHUHE 5
KaleHIapHBIX JHEH ¢ Jatbl ero Joanucanus. [Ipu ornenke MHCIEKUHOHHOTO
OTUETA MPOBEPSIETCS] €70 COOTBETCTBHE:

a) TpeOOBaHUAM K IPOIIELypaM 10 (apMaKkoHaA30py, YCTAHOBICHHEIM
IIpaBunamu papmaxoHa 30pa;

0) TpeOOBaHUAM K TPOBEJIEHUIO UHCIIEKI{MH;

B) YBEIOMIICHHIO O TMPOBEJIEHUN UHCIEKIIUHU;

r) paspenam llpasun  Qapmaxonajzopa, Ha KOTOPHE HDUBOAATCS
CCBUIKA TIPW  OMpE/eNeHr HeJ0CTaTKOB (HECOOTBETCTBMI) CHCTEMBI
bapmakona;zopa.

45.B cilyuae BbBISIBIEHMSI HECOOTBETCTBHSI WHCIEKLMOHHOTO OTYETA
yKa3aHHbIM  TpeOoBaHUsIM  Benymuil  dapmaiieBTHYeCKHi  HMHCIIEKTOp
yBenomisiercs (B IMCBMCHHOW (opme) 0 HeoOXOJMMOCTH BHECCHMS
CCOTBETCTBYIOLIMX KOPPEKTHPOBOK B MHCIEKIMOHHBIM OTYeT MO0 MpuHsaTHS
UHBIX Mep ¢ YCTaHOBJICHMEM CpOKa, B TEUEHHE KOTOPOTO JONKHBI OBITh
yCTpaHEeHb! TAKHE HECOOTBETCTBHSI.

46. Benyrmuii (bapMalEeBTHUECKUH  HWHCIEKTOp B TeYCHHE
VCTAaHOBJICHHOTO B COOTBETCTBUHM € MyHKTOM 45 Hactosimux llpaBun cpoka
TMPEJCTABIISICT KOPPEKTUPOBKY MHCIEKIMOHHOTO OTYeTa WM IIPEINIOMKCHHSI
Mo HMHBIM MepaM, JHO0 (B ciydae HEBO3MOIKHOCTH IIPEACTABIICHMUS
KOPPEKTUPOBKH HJIM TPEATIOKEHUH) 0ObsICHEHHe MPUYMH HECOOTBETCTBUIA
MHCIICKIIMOHHOTO  OTYeTa MJIM IPOLEAYPbl HHCICKIHK TpeGoBaHUsAM,

yKa3aHHBIM B nyHKkTe 44 nacroswux llpasui. Pemenne o Bo3mMoxxHocTH



22

0J00peHMsl TNPEACTABICHHOW KOPPEKTHPOBKH WMHCIEKLHOHHOIO OTYera,
UHBIX KOPPEKTHUPYIOIMMX Mep IHbo o0bsicHenus: (apManeBTHIecKoro
MHCIICKTOpPA OTHOCHUTEIILHO TPHUYUH YKa3aHHBIX HECOOTBETCTBHI, a TaxKe
pereHue 0 JaIbHEHINUX JSHCTBHIX 110 J0pab0TKe HHCIEKIIMOHHOTO OT4eTa
MPUHKHMAET  YIIOJHOMOYEHHBIM OpraH, HWHHUiMUPOBABIINH TIPOBECHHUE
HHCHEKIUH.

47. Jlepxkareib perdcTpalOHHOTO YAOCTOBEPCHHST HH()OPMUPYETCs
YIOIIHOMOYCHHBIM ~ OpraHOM O TIEPECMOTPE  COIIACOBAHHOTO  ILJIaHa

KOPPEKTUPYIOLIUX U IPELYNIPEAUTEIEHBIX MEPOITPUATHIA.

HHcnekmoHHbIR 0020p

48. Bemymuii (hapManeBTHUecKuii HHCIIEKTOP BBIIOIHSACT TTO/ITOTOBKY
MHCTIEKIIMOHHOTO 0030pa, B KOTOPOM:

a) 000bmarTess  pe3yiabTarbl MHCIEKTHPOBAHUS HECKOIBKHX MECT
OCYILECTBIICHUs! JIEATEJIbHOCTH 110 (hapMaKoHaA30py (Tpr HEOOXOAMMOCTH);

0) BBIHOCHTCH 3aK/IIOYEHHE OTHOCHTENBHO MOTEHITMAILHOIO BIMSHUA
BCEX  BBIABJICHHBIX  HEJOCTATKOB  (HECOOTBETCTBMH) HA  CHCTEMY
(apmaxoHaa3opa;

B) IPUBOJATCS PEKOMEHJAIMM TI0 Mepam, KOTOpble JOKHBl OBITh
TIPUHSTEL B OTHOIIEHWH WHCIEKTUPYEMOro 00beKTa (HaIpumep, MpoBseacHue
KOPPEKTUPYIOIMX M HPEAYHPEJUTENIbHBIX  MEPONpPUATHH, TTOBTOPHOE
VHCIIEKTUPOBAHUE, MOHMTOPHHI COOTBETCTBHS MHCIICKTHPYEMOTO O0OBeKTa
TpeboBanuam Ilpasun GapmaxoHanzopa (HampuMep, B 4aCTH KadecTBa paboT
U (WJIM) CPOKOB UX BBIIIOJIHEHUS U . )).

49. MgcnekMOHHBIA 0030p cOCTaBASETCS HA PYCCKOM SI3bIKe W (M)
(Mpy  HaTWuUMM  COOTBETCTBYIOIMX TpeOOBaHMI B  3aKOHOATENLCTBE
roCyNapcTBa-yujeHa) Ha [IoCyJapCTBEHHOM S3blKe TOCyJapceTBa-diieHa B

KOTOpPOM HPOBOJHIIOCH HWHCIICKTUPOBAHUE., MHCIIGKIJ,HOHHBTC OTUCTEI 110
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OTICITBFHBIM MECTaM OCYIIECTBICHMS. AEATEIbHOCTH 10  (hapMakoHaI30py
NpUIararoTes K MHCHeKnuonnoMmy o0030py B dopMme TNpuioxkeHuii.
MHcneKnnoHneli  0030p npejcTaBisiercs B YIOJHOMOYEHHBIH oprad B
rTeyenue 80 pabouux JHEH ¢ JaThl 3aBEpINCHUS MOCHeHel MHCIEeKLHH,

BKJIIOYEHHOH B 0030p.



ITPHUJIOXEHUWE Ne 1

K IlpaBuiiam npoeefeHus
(papmaneBTHUCCKHX HHCITEKIUH Ha
cooTBeTcTBUC TpeboBanusM [Ipasui
HaUIeKallel MPaKTHKY (apMakoHaa30pa
EBpazuiickoro sKOHOMHYECKOI'0 COH3a

(bopma)

YBEAOMJIIEHUE
0 npoBejJeHuu hapmManeBTHYECCKOH HHCIIEKIIMHA HA COOTBETCTBUE
TpedoBannsam llpapua Haarexameld npakTuky papmMaKoHaazopa
EBpa3uiickoro 5KoHOMH1€CKOro cor03a

YIOJHOMOYEHHBIA Opral (3KCIepTHasi OpraHu3aiisi) rocyaapcTsa —

ujieHa EBpa3uiicKoro 3KOHOMHYECKOTO COI03a

(HAMMEHOBAHHUE)

coo0LIaeT O MPUHATOM PEHICHHH O IPOBEAEHUIO (LOPErucTparHoHHOMN,
IUIAHOBOM, BHEIUIAHOBOM, IOCTPErMCTPALMOHHOM, OOBABIICHHOW  Wiiu
BHE3AITHOH,  TOBTOPHOM,  JIACTAHIIMOHHOM)  (HY)KHOE  TTO/XYEPKHYTD)
MHCTICKIIMK Ha COOTBETCTBHE TpeboBauusm IlpaBun Haamexaneit npakruku
(apmaxkonazzopa EBpasuiickoro 3KOHOMHYECKOTO COF033, YTBEPI/IEHHBIX
Peinenuem Cosera EBpasuiickoil 3KOHOMHUYECKOH KOMHMCCHH OT 3 HOSOpS
2016 r. No 87 cucrempl (apMakoHam3cpa IepiKaTels PErdcTPALHOHHOTO

YZAOCTOBEPEHHUS JIeKAPCTBEHHOTO Mperapara

(HauMEeHOBaHKE)
.HHCHGK]_IHSI Ha3HaucHa B COOTBETCTBHH C [NYHKTOM HpElBH.H

HaJUiekalned npakTuku QapmakoHanzopa EBpasuiickoro sKOHOMHYECKOIo

COr03a.
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[Menpto  wHcneknmu Ha  coorBerctBHe  TpedoBanusm  [lpasun
HaJIexKanel npakTtukd (gapmaxoHa3opa EBpasuiickoro 3K0HOMMYECKOrO

COI03a ABIACTCs

WHCNEeKTUPOBAaHMI ~ HAa  cOOTBeTcTBHEe  TpeboBanmsm  Ilpasun
HaJUIeKalled INpakTUKH (apmakoHaazopa EBpasuiickoro 5KOHOMHYECKOTO

CO03a MOJIEKAT CICAYIONIHE OOBEKTH:

PpacnoJyIOXKEHHBIC MO a/Ipecy.

[Tnanupyemblii  CpOK IIPOBEICHHSI MHCIEKIIMM Ha COOTBETCTBHE
tpeboBanusam  IlpaBun  Hagnexamed — mpakTHKM  (papMakoHau3opa

EBpasuiickoro 59KOHOMUUYECKOTO COr03a —

B cocTtaB MHCIIEKUMOHHON I'PYTITTHI BKITFOUCHEL:
QapMarieBTHUECKUe  WMHCIEKTOPhl  YHOJIHOMOYEHHOrO  OpraHa

(oKCIIepTHOM Opranusaiym) (HanMeHOoBaHHe):

(BesylMii hapmMaleBTUYECKUH MHCIIEKTOD);

2

2

SKCHEPTHI:

[ToaTBepyKieHne CorlacoBaHus CpoOKa MPOBEACHHUS WHCIEKIMU Ha
COOTBETCTBHE TpeOOoBaHUAM IlpaBun HaJIeKaIeHn [IPAKTUKH
(hapmakonanzopa EBpasuiickoro 3KOHOMHYECKOTO COMO3a JIOJBKHO OBbITh

HalIPaBJIeHO B YIIOJTHOMOYCHHBIH Ooprau

(HauMEHOBaHHE)
110 ajpecy: B B CPOK J10
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HPHAJTOXEHHWE Ne 2

K IIpaBuiiam nposeneHus
(papmMaleBTUUECKHX MHCTIEKIUIT Ha
cooTBeTCTBUE TpeboranusM [Ipaswu
HaJUIeKaleH mpakTHKY PpapMakoHaa3opa
EBpazuiickoro s3KOHOMHYECKOI0 cOI03a

(hopma)
OTYET
00 HHCTIEKTHPOBAHUHU cHcTeMbl hapMakoHa 3opa

JepIKaATeIsl PericTPAIMOHHOI0 YA0CTOBEPEeHU
JIEKAPCTBEHHOI0 Iperapara

Hanmenosanue cuctemnl apmMakonagzopa:

(HAaMMEHOBAHHE OPTaHU3AIINH )
Mactep-daiin cucteMsl hapmakoHnanzopa:

HoMep uHcniekuny cucTemsl hapmakoHaazopa:

Howmep Bepcnn otuera:

JlaTa moAroTOBKH:

Paznen A. Aaxmunucrparupias uHQOpMALHSL.

Twuu nacnekyuu

Hanmenosaunue u aZlp€C MECTa HaXOXKIECHWA
HHCIICKTHPYEMOT'O OﬁLBKTa,
OCYILHCCTBJIAIOLICTO OCATSIBHOCTE 110

(dapMakoHa/[30py
KoHTaxkTHOE MHIIO TI0 TIPOBEICHHUIO 3ANONHACMCA 8 CYUAe, ecil
MHCIIEKI[U U KOHMAKMHOE JTUYO RO NPOBEOCHUIO

UHCNEeKYU He COBNadaem ¢
VHONHOMOUEHHBIM JUYOM 1O
thapmaronadzopy

HEITBI IIPOBCIACHUA MHCIICKIITHH

Benymuii ¢papmarieBTHIECKUH HHCIIEKTOP

dapmaleBTUYECKUH HHCIICKTOP,
OTBETCTBEHHBIH 32 HAITUCAHUE OTYETA
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DapMaleBTHUECKHE HHCIEKTOPBI
WHCIIEKLIMOHHON IPYIIILI U KCIEPTHI

IIpensiayiine HHCTICKITHH CHCTEMBI
(apmakoHa30pa JiepKaTes
PErUCTPALUOHHOIO YIOCTOBEPEHHUSI
JIeKapCTBEHHOT'O Mperapara:

(Oama u ynonHomouenmwviil opea,
NPOBOOUBLUU UHCNEKYUIO)

Llenb HHCTIEKITMH

HawumMeHoBaHms JleKapcTBEHHBIX NIPEIapaTos,
KOTOpbIE OBLIM UCIIOJIB30BAHEI B KAUCCTBE
IPUMEPOB IS OLICHKH CHCTEMBI
thapmakonazopa

®. U. O. u afpec MecTa HAXOXKIEHHUS
YIOJHOMOYEHHOT0 JTHIA 10
(hapmakoHaazopy

@. WM. O. u agpec MecTa HAXOXKIEHHSI
OTBETCTBEHHOTO NTUIIA 110 (hapMakoHaa30py
Ha TEPPUTOPUM I'OCyJlapcTBa — YieHa
EBpaszuiickoro 5KOHEOMHYIECKOI'0 COrO3a
(ipw HATTHwH)

JlaTa nepBOHAaYaNBHOTO MPECTABIEHHUS
WHCTICKIIMOHHOTO OTYETA JIEPHKATEIIO
PETUCTPALIMOHHOTO YI0CTOBEPEHHUS
JIEKapCTBEHHOIO Mpernapara

Cpok npejcTaBiieHus OTBETa AepiKkaTeieM
PErHCTPALMOHHOTO YIOCTOBCPEHHS
JICKapCTBEHHOTIO TIpernapara

Jlata mpeacTaBleHus OKOHYATEILHOMI
pellakiiii MHCIEKIIMOHHOTO OTYeTa

OTueT TOATOTOBIEH ®. Y. O,
IOIDKHOCTH

Paznen b. O0was undopmarnms

1. OcHOBaHUS MTPOBEJICHUS ¥ 00HEM HHCIIEKIUH

Vkasvisaiomess  ochoeanuss  npoeedenus — UHCHeKYuu  Cucmembl
papmaxonadzopa 6 yenom, i UHCNeKyuy no OmoenbHbIM 1eKapCHEEHHbIM

npenapamam, wiu UHCReKyuu, cosmewjarnujeli 8 cebe 0ba muna uHCnexyui.
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Hucnekyus modxcem 0v1Mb 00pecucmpayuoniou, niano6oil, 6HEnIaHo601,
HOCIMPeUCIMPAYUOHHOU, — OOBAGNIEHHOU — Uil 6HE3ANHOU,  HOGHOPHOIL,
OUCTNAHYUOHHOU. B ciayuae eciu 6blMOINAEMCs GHENIAHOGAs UNHCNEKYUS,
(6xnt0Yas 0opecucmpayuortsle UHCNEKYUU), VKA3bI8AIONCA OCHOBAHUE b0
UHUYUUPYIOWUE PaKmMOpbl, ROCIYHCUSUIUE NPULHUHOU NPOBCOCHUS UHCHEKYUN.

2. HopmarusHo-mpaBoBas 6aza

Yrasviearomes axmel opeanoé Lepazuiickoezo sKOHOMUHECKO20 col03d U
2ocyoapcme — unenos (0103, HA OCHOBAHUU KOMOPHIX ObLIA GbINONHEHA
UHCNeKYus Ccucmemsl (apmaronadsopa oepiicamens pe2ucmpayuoniozo
yoocmoseepenus. Buinonnenue uncnexyuu  cucmemvl  QapmaxkoHadopa
QO0JIJICHO OCHOBBIGAMBCS HA MPEOOBGAHUSIX:

[Ipasun  uaodnescawye npakmuky @apmaxonadsopa Eepasutickozo
IKOHOMUYECKO20 COo103a, ymeepoicoenvlx Peutenuem Cosema Lepasutickoi
IKOHOMUYEecKOU Komuccuu om 3 nosiops 2016 2. Ne §7;

lIpaeun npogedeHus papmayesmuyeckux —  UHCNEKYUIl Ha
coomeememesue — mpeboeéanusm  llpasun  waonedxcawen  npakmuxu
papmaronaozopa Eepasuiicko20 9KOHOMUUECKO20 COH3d, VIMBCPICOCHHBIX
Pewenuem Coeema Lepasuiickoii 3K0HOMUYECKOU KOMUCCUU OM 3 HOSOD
2016 2. Ne 83.

3. Obmas undopmanust 110 IPOBEICHUIO WHCIIEKITUH

Viasvieaemces  kpamkas unpopmayus 0 nposedeHuu UHCHEKYUl,
grmodawas 6 cebs o0bwyro uxpopmayuro 06 opeaHuzayul Cucmemol
papmaronadsopa u ecex CywecmeeHHsIX USMEHEHUAX U MEpax, NpPUuHsmblX
nocie 6binONHEHUA NOCTEOHel UHCHEKYULL.

lIpusooumcea ykasanue o NpPOGeOeHUU UHCHEKYUU 8 COOMBEMCMEUN C
nPOCHaMMOU  UHCHEKYUY, a MAKIHCEe  YKA3bI6Aemcs.  uHpopmayus o
KOPPEKMUPOBKAX UIU USMEHEHUSX NPOSPAMMbL (NPU HATUYUL).

Vkasvieaemes ungopmayus:
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0 dame u mMecme NnpoeeocHUsl 3aKNIOYUMENIbHO20 COBCUAHUS C YEIIbIO
obcysicoenust  pe3yibmamos  UHCHEKYull, BKIIOYUASL  HEOOCMAMKU
(necoomeemcemeust), npu Ux HANUYUlL,

0 NPUCYMCMBOBABUIUX HA COBCUYAHUU TULYAX.

Ilpusooumea  kpamkoe  OnUCAHUE — CUCHEMbL  (DAPMAKOHAD30pA
Oepocamenis — peUCMpayuoHHo20  YOOCmOosepenus ¢ yKazaHuem
NPOUZOUEOWIUX 3 Nepuod ¢ 0amvl GbINOIHEHUS NOCACOHEU UHCHeKYUU
UBMEHEeHUU (NPU HATUYUYU MAKUX USMEHECHUIL).

Paznen B. O030op xommnomenros cucremsl (apmakoHaj3opa,
[IOJIBEPTHYThIX UHCIIEKTUPOBAHUIO

Ipueoodumesn nepevens KOMNOHEHMO6 cucmemsl dapmarkonazopa,

Komopwvle Obliu  NOOGEePIHYMbl  UHCHEKMUPOBAHUIO 6 X00e NpPOGEOCHUs.

UHCHEKYUU.
Haumenosanue CrerecHb CrencHe HecoorBeTcTBHg
KOMITOHEHTA CHCTEMEI BBITOJTHEHHS BBIMTOJTHCHHS (na / Her)
(GapmakoHa130pa OLIEHKH OlIEHKH
KOMITOEEHTA KOMIIOHEHTA
* w
(y1a) (Her)

KommerTapuu

KPHTHYCCKHE
CYLICCTBCHHEIC

1. YoonxomoucHHOE JIHLO
o papMakoHaI30py

Kpanudukanus

JlomaHoCcTHRIE 0043aHHOCTH

KOHTPOITH CHCTEMBI
(bapmakonajizopa

PesepBible TPONECcH U
JIeJISrHPOBaHHE
00s3aHHOCTEH

Huoe

2. Mactep-dattn cuctemnr
(hapmakoHa3opa

Qopmar
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Hanmenosanue
KOMIIOHEHTAa CHCTEMBI
(bapmaxonauzopa

Crenenn
BBILICJITHCHHSA
OIIEHKH
KOMITOHEHTA
(na)’

Crenenn
BBIIIOJIHCHUS
OIICHKH
KOMIIOHEHTA

ETY
(mer)

HecooTsercTRUS
(1a/ net)

KpHTHYCCKHE
CVIIECTBCHHEBIC

Kommentapuu

Conepxarve

[Tognepxanne n
pe/ICTaBICHHE

Hnoe

3. CranyiapTHble
npoteypr! (CTaHIapTHEIE
OIIEPAIMOHHBIE [TPOIEYPBI
(COLI), pyxoBozcTBa u 1p.)

[Ipoueaypsl

PykoBojcrsa

[Tponieccrt mo obyueruro
CTaH/JapPTHBIM
Ol'[epﬂHPIOHHBIM
LpoLeypam

Wuoe

4. Jlorogopsl

Huoe

5. Ilepuoauyeckuii
0OHOBIIIEMBIH OTHET II0
OesonacuocTu

[[marmpoBanue
EPHOTAYECKOTO
0OHOBIIAEMOT0 OTYETA 110
0e300aCHOCTH

Qopmar u cogepxranue
TIEPHO(AIECKOI0
0OHOBIIAEMOTO OTYETA T10
0€e3011aCHOCTH

KonrpoJb xayecTsa
NMEPUOINHCCKOTO
00HOBIAAEMOTO OTUETA IO
0e30TMacHOCTH

CBOEBpEMEHHOCTH
pesICTaBIeHus

KommenTapuu B
SKCIIEPTHOM OTHETE 110
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Haumenopauue
KOMIIOHCHTA CHCTEMEI
Gapmakonaazopa

Crerenb
BBIITOJIHCHHUSI
OI[CHKH
KOMITOHEHTa
(na)’

Crenens
BLIIQJIHEHAS
OLICHKH
KOMDNIOHEHTA

3
(uer)

Hecoorrercreus
(ma / Het)

KPUTHYECKHE
CYINECTBEIIHEIC

KemvenTtapun

OLIEHKE TICPHOJAYECKOTr0
0OHOBIIEMOTO OTUETA TI0
Oe3onacHOCTH

Huoe

6. Cucrema ympaBrieHnus
pHCKaMH

CDopmaT " CONIEPIKaHHE
I11aHa yIpaBleHHs PUCKAMH

Bemonnenne

JIOIOJIHUTEJIbHBIX
MEpOIPUITHI 110
(apMakowazopy

Brinonaenue
JOMOJTHUTEITBHEIX
MEPOIIPUSLTHH 110 Mepam
MUHHMH3ALKAA PUCKA

HUuoe

7. Opragmnszanus padboThl ¢
WHUBUTY ATbHBIMH
COOOLIECHMSIMH O
HEKETATEIIbHBIX PCAKITHAX

(MCHP)

[Tonyuenue

HHIIHBHII}’ AITLHEBIX
cooOmenwii o
HEXKENATC/IBHBIX PEaKIIHsIX
M3 BCEX HCTOYHHKORB,
BeJICHUE ETMHBIX 0a3
JIAHHBIX

Onenka CCPLE3HOCTH,
HIPHHHHHO-CICACTBCHH (6}
CBiA3H W IIPCIBHACHHOCTH

Brmonnenne MeIuIMHCKOM
OLIEHKH U KOJMPOBAHKE B
MedDRA

IIponece KoHTpOIS
KayecTna




32

HanmenoBanue
KOMITOHEHTA CHCTEMEI
Gapmaxonazizopa

Crenenb
BRITOJIHEHHS
OTICHKHA
KOMIIOHEHTA

(na)”

Crenenn
BBIITOJIHCHH A
OIEHKH
KOMIIOHEHTA

%
(Her)

HecooTseTcTBUS
(ma / ner)

KPHTHYECKHE
CYIIECTBEHHBIE

KommenTapmuu

ITporiecc ripencTaBieHus
MHJMEBH1YJIbHBIX
coobImenni o
HEKETaTeTbHBIX PeaKIHAX

IIponecc nonyuerus
JOTTOJTHUTETHHGH
nudopmanum 00
MH/IMBU /Y AJIbHBIX
COODIICHHUAX O
HEIKEIATENLHBIX PEAKITHsIX

[Tpencrainenue coodmennit
0 HEXKEJIATEIIBHBIX PeaKIHsIX
(HP) B xoze
HEUHTEPBEHLUOHHBIX
MCCIICMOBAHIE B IPYTHX
HEeUHTEPBEHITMOHHBIX
porpamm

Brimonrenue
cucTemMaruyeckoro o03opa
Hay4JHOIt MEJIMIIMHCKOM
JTUTEPATYPBI

Unoe

8. KoMITBIOTEpH3HPOBAHHEBIC
CHCTEMBI ¥ Da3bl TaHHbBIX,
HCIIOJIB3YEMbIC CUCTEMOMR
thapmaxoHa30pa

[Tpouece oGecnevenus
paboThl
KOMIBIOTEPH3UPOBAHHBIX
CHCTEM U 0a3 JaHHbIX

HOJITBepJKI[EDHHe
COOTBCTCTBHS LM

PesepBHOE KOIIUPOBAHKE H
rapaHTHsi BOCCTAHOBJICHHSI
0a3 JaHHBIX B Cllydae
TTOBPEKTEHUSA

[Iporiece mepemernenmst
0asbl JIAaHHbIX
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Haumenosanue
KOMIIOHEHTA CHCTEMBEI
(papMakoHazopa

Cremeln
BBITOJTHEHHS
OLIEHKH
KOMIIOHCHTA
(na)”

Crernenn
BBIILO/IHEHHS
OTIEHKH
KOMIIOHEHTA

#%
(HET)

HecooTBeTCTRES

(ma / mer)

KPHUTHYECKHE

CYIITECTBEHHBIE

KommenTtapuu

WUnoe

9. Kitunnueckue
HCCJICJOBaHMA

IIpescranienue
Co0OIMEeHnH 0 Cephe3HbIX
HEIPEJIBUIEHHBIX
HEIKENATENLHBIX PEAKIHIX

CornacoBanHoCTh
HHGOpMAL UK
cojiepkanieiics B Opormrope
HCCIeoRaTeNns u odmei
XAPAKTEPUCTHKHU
JIEKapCTREeHHOTO TIpenapaTa
JUISL 3apEerucTpUpOBAHHBIX
JIEKapCTBEHHEIX IIPENapaToB

Caepka undopmaiim o
CEPBE3HBIX HEXKEIATCIILHEIX
ABJICHUSIX B XOJIC
KIIMHUYECKHX
HCCJICIOBAHUM 1
uHpopmaruu,
cojepskauleiics B Oase
JIAHHEBIX 110
dapmaxoHa3oOpy

Hnoe

10. YupasieHue CUruaioM

Herounukn undopmanin
110 He30I14aCHOCTH,
BKIIFOYAEMBIC B TIPOTIEAYPY
BBUIB/ICHUSI CUTHAJIA
(BxmoueHne HHOOPMAIIHK
U3 BCEX COOTBETCTBYIOITHX
HUCTOYHUKOB)

[TepuouumocTs
BBLIIIOJIHEHHS 0630pa
JAAHHEBIX

0O030p arperupoBaHHbIX
TTAHHBIX




34

HaumenoBauue
KOMITOHEHTAa CHCTEMEI
dapmakonamopa

Crenenn
BbIIOJIHCHHSA
OIEHKH
KOMIIOHEHTA

(za)'

CreneHn
BBIIOJIHEHUS
OICHKH
KOMTIOHEHTA

Lk ]
(Her)

Hecoorrercreus
(na / uer)

KPUTHYESCKHE
CYIICCTBCHHEIE

KommenTapun

Brrmosinenne npormeccon
00pabOTKH CHTHAIOB

CRroeBpeMEHHOCTD
00HOBIICHHS 00IIcH
XapaKTepHUCTHKH
JIeKapCTBEHHOTO IIpenapara
H HHCTPYKIHH 110
MEJINIHHCKOMY
TIPUMEHEHHTIO
JICKApCTBEHHOT'O [Ipelapara

Wnoe

11. KauecTrO
JIEKapCTBEHHBIX MPEapaTon

0O630p nanHbIx 006
OTKJIOHEHHSIX KadecTBa U
aHallM3 TCHICHIIHH

CornacoBaHHOCTb JAHHBIX
00 obpanieHusx 0
HECOOTBETCTBHH KayecTRa
JIEKApCTBEHHOTO IIpernapara
1 MHQOpMATIH,
cojiepkarnieica B 6aze
JaHHBIX 110 OE€3011aCHOCTH

Wnoe

12. ApxuBHpOBaHKE
JIAHHBIX CHCTEMBI
(hapmaxoHa/130pa

Yipasienue 3anucsamMu

Orenka cpencTs
obecrieyeHus
apXUBHPOBAHUS

Huoe

13. Cuctema ynpaBneHus
KaueCTBOM CHCTCMbI
thapmaxona30pa

CucreMa Ka4ecTBa CHCTEMEL
(hapmaxonanzopa u
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HamnmenoBanue
KOMITIOHEHTA CHCTCMBI
(apmakonajzopa

Crenenp
BBIIOIHCHHS
OIICHKHA
KOMIIOHEHTA

(na)’

Crernenn
BLIIOJHEHAA
OLICHKH
KOMITOHEHTA
(uer)™

Hecoorserereus
(ma / mer)

KPHTHYECKHE

CYIIECTBEHHEIE

Kommenrapun

yIpaBJIeHHe COOTBETCTBHEM
cucTeMBl GapMakoHa 30pa
TpeboBaHHUAM aKTOB
opranos Espasuiickoro
3KOHOMMYECKOIO COI03a H
3aKOHOAAaTEIIBCTBA
rocyJ1apcTB — YIIEHOB
Coro3a

Cpencrtpa 1 obopynoBanue
JUISL OCYILECTBIICHHS
JEATENBHOCTH I10

bapmakoHa130py

AyauT (BHYTpeHHWH U
BHCIUHHUM) CHCTEMBI
(hapmaxoHa130pa ¥ IpoLEece
KOPPEKTUPYIOIINX |
peAYIPEIUTEeNbHBIX
MEpOIPUATHIT

Huoe

14. Oby4enue o
(hapmakoHa30py

Brogroe u nocienymoliee
obydenme

Ornenka o0yyeHus

Benenue 3amnuceii mo
00yyYEHHIO

Hnoe

15. Perymsitopable BOpoch!
¥ B3aUMOJICHCTBHE €
YITOJHOMOYCHHBIM OpraHoM

Paspaborka u 0OHOBIICHHE
urdopmanmu o
JIEKapCTBEHHOM TIperapare

OTBeTHI Ha 3aIPOCHI
YIIOJITHOMOYEHHOTO OpraHa

Hnoe
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Haumenopanue Crenenn Creieunb HecoorBercreus
KOMITOHEHTA CUCTEMEI BEINOJIHEH UL BRIMTOTHEHAS (na / mer)
thapmakonamzopa OTIEHKH OLICHKH
KOMITOHEHTA KOMTIOHEHTA
3 ]
(na) (uet)

KommenTapun

KPHTHYECKHE
CYTHECTBEHHBIC

16. MenummHckas
uHpopmarus

Crepka Mex1y 3arpocaMmu
10 MEJMUMHCKOH
HH(pOPMAITAH |
nHpOpMaIuH,
cogepxauicics B daze
JaHHBIX 110 OE3011aCHOCTH

17. JlononHuTeIbHEE
KOMITOHEHTBI
(pu HaTHYHH)

¥ — BBITIOJTHEHHE OIEHKH JIAHHOTO KOMIIOHCHTA CHCTEMBI (apmaxonag3opa Ha TOCTATOYHOM, 110
MHCHHMIO (apMaLEBTHUIECKOTO WHCIIEKTOpa, YPOBHE JUIS OIPEACIICHHUS COOTBETCTRHS W
BBIABIICHWS  HEAOCTATKOB  (HECOOTBEICTBMH)  cucTeMBl  (hapMakoHamsopa  Jiepikarels
PErUCTPAIAOHHOTO YI0CTOREPEHHST,

"~ JaHHBIE KOMITOHEHT He 10JIBEprancd OILEHKE IPH BBIIOJIHEHUH HHCICKI[AH B CBA3H C
OTCYTCTBHEM HEOOXOAMMOCTH MCXOJs M3 0OBeMa W Iienedl WHemeKiwH JMO0 Ha OCHOBAHWH
YBEJIOMJIEHHS, COTIIAaCHO KOTOPOMY OCYILLUECCTBIISIIACH HHCIIEKITUSI.

Pasnen I'. BrisiBnennsie Hejtoctarku (HECOOTBETCTBUSA)

[.1. Knaccudukamust  HepgocratkoB  (HECOOTBETCTBHI)  CHCTEMBL
(apmakonanzopa

Hugopmayus 6 oannom paszdene unHCHEKYUOHHO20 omuema OONNCHA
OCHOBBIBAMBCS Ha OQHHBIX u paxmax, VCMAHOBNIeHHbIX
papmayesmuveckumu  UHCHEKMOpaMu 6 Npoyecce  NpoeedeHus
UHCNEKMUPOBAHUA — Mecinda ocyuecmenenus oesimenvHoOCmu 1o
papmaronadsopy (danee — nabmodenus Gapmayesmuiecko2o uHCneKmopa,).
B uncnexyuonneld omuem e OQONCHBI  GKAOYAMBCL  NPEONON0ICEHUS
papmayesmu4eckozo UHCNEKMoOpa OMHOCUMENbIO YOOBICMEOPUMETLHOSO
cocmostus  QOKyMenmayuy,  06opyooeanus,  cpedcms, NEPcoHana U

HpOL}é?()}»p, KOmopble He ?ZO@@QPE@’?HC{J oyenke 6 npoyecce UHCNEKMupoeaHus.
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Jist - kax)eoo2o  uz  HeoOCmamkog  (Hecoomeemcemeuli)  cucmemsi
hapmaxonaozopa, 6bIABTICHHBIX no umozaam Habno0eHu
papmayesmuieckoeo UHCHEKMOPA, YKAZbIGACCS KIACC DIN020 HeOOCAmKd
(Hecoomeemcmeus) 6 coomeemcmeul ¢ Kiaccupurayueti, npueedentol 6
npunoosicenuu Ne 5 k Ilpasunam npoeedenus dapmayeemuieckux uncnexkyull
Ha coomsemcmeue mpebosanuam Ilpasun  Haonedcawen  npakmuxy
papmaronadsopa Eepazuiicko2o 3KOHOMUYECKO20 coto3al.

Ilpu sanucu 6 OanHom pazdene HabRwOenull hapmayesmuyeckuil
UHCREKMOP 6npase  CONpOEoOUmMs UX NPeONONCCHUSIMU O NOGLIUUEHUTIO
Kawecmea cucmemvl apmaxonasopa o0epocamens PeSucmpayuonnozo
YOOCMOBEPEHUS UNU CHUICCHUIO BEPOSLMHOCINU B03HUKHOBEHUL OMKIOHEHUIL.

I'.2. PyKoBOJCTBO 1O TIPEJCTABIEHUIO OTBETA I10 BBISBICHHBIM B
pe3ysbTaTe HHCIIEKTUPOBAHUSI HejlocTaTKaM (HECOOTBETCTBHAM)

Omeem UHCNEKMUPYEMOT CMOpPOHBI no HeOOCIMAMKAM
(Hecoomeemcmeuam) — OondceH — Oblmb  KPAMKUM, — KOHCIPYKMUSHGIM
U 6KII0YAMb  Hpediazaemvie Oetcmeus no pabome ¢ GbiAGACHHLIMU
HeQoCmamKkamu — (Hecoomeememeuamy) U NHO  YCMAHOGAEHUIO  NPUYUH
GbIGNEHTIBIX HEOOCIMAINKOE (HECOOTNEEMCMEILIL).

Cneoyem makoice  onpedenumes  MEPONPUAMUS  HO  BBIAGIEHUIO
U NPeOOMEPauenUlo  UHBIX  NOMEHYUWIGHBIX — CXOOHLIX  HEeOOCHAmMKO8
(Hecoomeemcmeuil) cucmemsl hapmakonaozopa.

Hupopmayus  us  omeema  6KIOUAEMCs.  HENOCPEOCMGEHHO &
nodpasdenel 1.3.1 — I"3.3 uncnexkyuonnoeo omuema 6e3 KOppekmuposKi
DOpMYIUPOBOK  PAPMAYESULECKO20 — UHCREKmMopamd, — KACAIOUUXCH
GbLAGIECHHBIX HE00CMAMKOE (HECOOMBeMCHmEUiL).

Omeem dondicer codepacams credyouyIo UHPOPMAyuo 1o KavucooMmy

U3 HedOCMamKo6 (HecOOmEeMCmMEUlL).
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onpeodeneHie HPUYUHLL HEQOCMAMKA (HeCOOMBEMCmaesl)
(yKasanue npudunbl BbIABIEHI020 HEOOCMANMKA (HeCcoomeemcmesus), 4mo, 6
cryuae MpuHAmMus HAOTEHCQUx Mep No YCMPAHEeHUo, 6 NOCAeoyIouem
cnocobecmeyem — NpedoOmMBpPAeHUr)  GOSHUKHOGEHUS — OMKIOHeHus. B
ORMHOWIeHUI. OOHO20  HedoCmamKa  (Hecoomeememeus) nvo2ym — Obimo
YCMANo8IeHbl HECKONLKO NPUHUH €20 POPMUPOBAHUSA);

OanbHetUas OYyeHKa

(vinonusemes oyenka cmeneHu BbIPANCCHHOCU Heoocmamkda
(Hecoomeemcmeus) u e2o0 SIUAHUA HA CUcmeMy QapMaKoHaosopa u
nekapcmeenHoie npenapamot. [is 6bINOAHEH U, HAOAEHCAUJETE OYEHKU 8NUAHUA
Heococmamka — (Hecoomsememeus) — Ha - cucmemy  (PapmMaKoHadzopa
papmayesmuyeckuti  UHCHNEKMOpP — 8Npaee  cOenamo  YKA3aHUe,  KAKUEe
nocnedyioujue 0eucmsus 00JACHbL Obime NPEONPUHAMbL ULU OONOJHUMETBHO
3aniaHuposanvt (Hanpumep, mpebyemcs pempocneKmueHas OYeHKa OaHHbIX
OJ151 GvlsBJIeHUs. Bce20 0bbema 6030elicmelis);.

KOPPeKmupyroujue Meponpusimus

(npueodumes. demanvioe ONUcanue NPeOnPUHIMbIY UNU 3ANIAHUPOBAHHBIX
KOPPEKMUPYIOWUX. — MEPONPUAMULL, — HANPAGNEHHbLIX — HA  YCMpaHeHue
BLISBIEHHO20 HeOOCMAamKa (Hecoomeemcmeus));

npPedynpeounebHble MepOnPULIMUL

(npueooumcs. 0emanvHoe ONUCAHUE HPEONPUHAMbBIX UL 3ANLAHUDOEAHHBIX
npeodynpeoumenvHulX Meponpusmuli, HANPAeIEHHbIX HAd YCMPAHEHUE NPUYUHbL
Hedocmamra — (Hecoomeemcemsus) ¢ Yyenvlo  NpeoOmepaujeHuUs €20
BO3HUKHOGEHUS. 6 Oanvheliitem. Meponpuamus O00NNCHbI MAKICE GKAIOYAMD
oercmeuss No BbIABNICHUIO U NPEeOOMEPAYCHUIO CXOONUBIX HEOOCAMKO8
(Hecoomeemcmauii));

npakmudecKiue pe3yaLmamel

(npueodumea OemanbHoe ONUCAHUE pPe3yAbmAamos npediazaemulx aubo
3A6EPUICHHBIX  KOPPEKMUPYIOWUX U NPEOYNPEOUMEnsHblX  Meponpusmuill.
Hanpumep, snecenue coomeemcmeyrowjux usmMeHeHut 6 CcmaHoapmisie
onepayuonnbie npoyeoypul unt pabouue UHCHIPYKYUU, OOKYMCHMUPOBAHUE
BLINONHEHHO20 0OYUeHUs Nepconana, 6HeceHue UIMEHEHUNl 8 NPOSPaMMHOe
obecneuenue),

oamvl 86INOJIHEHUA MEPONPUAIMUL

(npuoodsames 3anianuposartvie 0amvl UL Oambl 3A6EPUICHUS EbIAOIHEHUS]
MEPONPUAMUTL C YKAZAHUEM, YN0 MEePONPUAMIUA GbINOJIHEHbL).

['.3. Hepocrarky (HECOOTBETCTBHUS), BBISBICHHBEIC 110 pPE3yllbTaTaM
UHCUEKIIUU

['.3.1. Kputrueckue nejocratku (HECOOTBETCTBMS)

IIpedcmasnsiemes:  unopmayusa 0 KpUMUYECKUX — HEOOCMAMKAX

(Hecoomeemcmeusx) co2nacno cOOmMeEemcmsyIouemy OnpedencHuo.
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Hetocrarok
(HecoorBetcTBHe) KH |
(KpuUTHYCCKUH
HEJIOCTATOK
(necoorsercrBue) 1)

Hcnonwzyromes kamezopuu (u nookamezopuu,)
coanacno npunodicenuro Ne 5 k llpasunam
nposedenUs (hapmayesmuteckux UHCHEeKyUN Ha
coomeemcmeue mpebosaruam Ipasun
Haonesicauiel! NpakmuKky Gapmakonadzopa
Eepasuiickozo 5KOHOMUHECKO20 COI03A ¢ KPAMKUM
HAUMEHOBAHUEM HeQOCHAamKa (HecoOmeememelist)

HUHCIIEKTOPOM)

Onucanue HemocTaTka (HECOOTBETCTBHMSI) (3amoiHsieTcs (apMaleBTHICCKUM

(VKasvleaiomes  OCHOGANUsS.  oMpedeneHus Heoocmamxka  (Hecoomeemcmeas)
cozanacno llpasunam naonesxcawel npakmux apmaxkonaozopa)

Onpenenenne IpHIAHBI Hej0CTAaTKA (HECOOTBETCTBHSA)
(3anoansiemes depoxcamenem DPeucmpayuonnozo
NeKapecmeenHo2o npenapamay

yoocmoeeperus

JlanbHelas oneHka

(3anonusemcs deporcamenem peucmpayuoHHo20
JIeKapcmeeHHo20 npenapama)

yoocmosepens.

Koppextupyroiye MeponpusiTHs
(3anoansiemcst depoicamenem DpecucmpaytioHHo20
JIeKapCmEEeHHO20 npenapama,)

yoocmoeepenus

IIpaxTutieckne pe3ysibTarhl
(3anonusemesa depaicamenem
PeuUCmpayuoHHo20 YOOCmoEepeHsL
JIeKapCmeeHnoc0 nPenapama,)

JlaTa BBIIOIHEHHUS
(3anonmnsemcs oepoicamesiem
pecucmpayiuokHo2o
yoocmoeepeHu
JIEKAPCMEEHHO20 NPEnapama)

IlpenynpenuTenbHble MEPOIPUSITHS
(3anoansemes oeporcamenem peaucmpayuoHHO20
NIeKapcmeeHHo20 npenapama)

yoocmogepeHus

IlpaxTrueckue pesyinsTarsl
(3anonnsemes depocamenem
PeUCMPAYUOHHO20 YOOCMOBEPEH U
NEKapCmeeno20 npenapama)

JlaTa BbIMoIHEeHU
(3anonvaemes depacamenem
PEe2UCPAYUOHHOZO
YOOCMOBEDEHUSL
NLEKAPCMBEHHO20 NPenapama,)

I".3.2. CymecTBeHHbIe HeloCTaTKH (HECOOTBETCTBHS)

[peocmasnsiemes

uHopmayus 0 CYUJeCmeeHHoix

HeOOCmamKax

(HBCOOMGQW?C!?’IGI!)’lX) COcNACHO coomeemcmeyroujemy onpedeﬂeﬂwo.

Henocratok Hcnonvsyromesa kamezopuu (1 nookame20puu) coenacho
(HecootBercTBHE) 1 | mpunooicenuro Ne 5 k Ilpasunam nposedenus
(CylIecTBeHHEIH hapmayesmuyeckux UHCNEKYUL HA COOMEEMCMEUe
HEJIOCTAaTOK mpebosanuam llpasun nadnexcawen npakmuxu
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(mecoorBercTBHe)]) | hapmaronadzopa Eepazuiickozo skoHomuteckozo
COI03A C KPAMKUM HA36AHUEM HEOOCHAnKA

| (Hecoomeemcmesus)
Ornmcanne HepocTaTka (HECOOTBETCTBUN) (3anonHaemea papmayesmudeckum
UHCHEKMOpPOM)
(Ykazvlearomea OCHOAHUA Onpedenetiis HedoCmamia (Hecoomeemcmes,)
coenacHo akmam opeanos Eepazuiickozo skoHomuueckoeo coiosa 6 cehepe
obpauerus 1eKapcmeeHHbIX CPeoCcme)

Ornpejienenye IPUYUHEI HeOCTATKA (HECOOTBETCTBHS )

(3anonHaemes Oeparcamenem PECUCMPAYUOHHO20 yoocmogepeHus
JIeKapcmeeHHo2o npenapama)

JlanpHeiias oneHka
(zanonnsemcs oepoicamenem PeCUCMPAYUOHHO20 yoocmoegeperiis
NIeKapCMeEeHHO20 NPenapama,)

KoppexkTupyroiue MeponpusTus
(3anonHaemes deporcamenem PecucmpayuOHHO20 yoocmogeperus
NeKAPCIMEEHHO20 NPEnapama,)

ITpakTutieckue pe3ynbraThl JlaTa BEITIOJTHEHUSI

(3anonmsemcs oepacamenem (3anonusiemest Oeporcamenem

PeUCMPAYUOHHO20 YOOCIO8epeHtius,) PecUCPAYUOHHO20
yoocmosepeHiusi)

lIpenynpenuTenbHbIe MEPOTIPHSITHS
(3anonmsemcs oepacamenem pecucmpayuoHHozo yoocmosepeHs
NIEKAPCMBEHHO20 npenapama,)

IIpaxTryeckue pe3yabTaThl Jlara BeITONHEHUS

(3anonnsemes deparcamenem (3anonnsemes depycamenem
PeSUCMPAYUOHHG20 YOOCMOBEPENHUS PecucmpayuoHHo20 yOOCmosepers
NeKapcmeenozo npenapama) NeKAPCMEEHHO20 NPEnapama)

I'.3.3. HecymecTBeHHbIe He/IOCTATKH (HECOOTBETCTBHSI)
LIpeocmaesnsemes uHgopmayus 0 HecyuecmseHnolx Hed0Cmamrax

(HQCOOI??BQ???CWGHEXJ COCNIACHO coomeemcmeyroujemy onpedaﬂemuo.

Henocrarox Hcnonvzyiomes xamezopuu (1 nookamezopuu)

(mecoorsercrBHe) 1 coanacro npunoxceruto Ne 5 x lpasunam

(necyliiecTBeHHhIN NposeoeHUs HapMayesmuUiecKux UHCHEKYUll Ha

HEJI0CTATOK coomeemcmeue mpebosanusm lpasun

(HecooTBeTcTBUE) 1) Haonedcawell NPakmuKu hapmakonao3opa

(HH 1) Espasuiicko2o akOHOMUHECKO20 COI03A ¢ KPAMKUM
HA36AHUEM HEOOCMAMKA (HECOOMBEemcmeusl)
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Onwucanue HejlocTaTKa (HECOOTBETCTBHA) (3aM0NHsIeTCs hapMaleBTHIECKUM
HMHCIIEKTOPOM )

(Yrasviearomes.  OCHOGAHUSL OMPeOeNenys. HeOOCMAamKa (Hecoomeemcmesl)
CO2NACHO HOPMATNUBHOMY OOKYMEHNTY)

Onpenenenne NpUUUHEL HefloctaTka (HeCOOTBETCTBHS )
(3anonnsemecs deparcamenem PeucimpayuoHHo2o yoocmoegepenus
JIEKAPCMEEHHO20 Npenapama)

JlanpHelas oneHkKa
(3anonusemcs depaicamenem Pe2UCMPAYUOHHO20 yoocmoseperus
NeKapCmeeno20 npenapama)

KoppekTtupyroniiae MeponpusiTus
(3anonmnsemcst oepoicamenem Pe2UCMPAyUOHHO20 yoocmoeeperuis
JleKapcmeeHHo20 npenapama)

[TpakTruueckue pe3yiabTaThl JlaTa BBITOJIHEHHUS
(3anonnsaemes depacamenem (3anonnsemes oeparcamenem
PecUCmMpayioHHo20 YO0OCmMO8epeHUs. PecUCMPAYUOHHO2O
NeKapCmeeHH020 npenapama) yoocmosepeHu
JleKapcmeeHHo20 npenapama,)

IpenynpeaurenbHbie MEPOTIPUATHSI
(3anonmsemcs deporcamenem pe2ucmpayuoHHo20 YOOCmosepeHus.
JIeKapcmeeHHo20 npenapama)

I [pakTHueckue pe’yabTaThl Jata BBITTOJIHEHMSI

(3anonxaemes depicamenem (3anonnsemcs depacamenem

peaucmpayuoHno20 Y00CmogepeHus Pe2UCPAYUOHHO2O

NIEKAPCMBEHHO20 NPpenapama,) yoocmosepeHus
NIeKapCmeeHHO20 nperapama)

['.3.4. KommenTapuu

Bonpocer, xomopwvie gapmayesmuieckuii. UHCNEKMOpam Cyumaen
HEeOOX0OUMBIMU  Q06eCTNU GO CECOCHUS UHCHECKMUPYEMO20 00beKma, HO
KOMopble He npeocimasiarm coboil HedoCcmamKu (HeCOOMEEemcmeus).

Paznen /1.

JI.1. 3akmovenue

.2, Pexomenganuu

M.3. Ouenka bapMaleBTHICCKUMHA HUHCIIEKTOpaMu OTBeTa

Hl‘lCHeKTpreMOﬁ CTOPOHBI



42

J1.4. 3akirounTenbHbIe BLIBOABI U PEKOMEHIAINN
Pazjien E. [lata n nognucy (papManeBTHUSCKHX HHCIIEKTOPOB, a TAKKe

TTOJIIMCH DKCIIEPTOB (B CiIydae, €C/Id OHH IPHHAMAIH YIACTHE B MHCIEKLIUH).




HPHIJTOXEHHWE Ne 3

K IIpaBunam nposenenwns
(papMaileBTUIECKUX UHCIIEKIUH Ha
cooTBeTcTBHE TpeboBanusaM llpapun
HaJuIeKanei npaktuku papmMakoHaazopa
EBpasuiickoro 5KOHOMUYECKOI'0 COH3a

(popma)

Ob30P
HECOOTBETCTBHH 110 Pe3yabTATAM HHCHEKTHPOBAKUS CHCTEMbI
(apMaKkoHai30pa iepKaTesIsl PErHCTPRIMOHHOI0 YA0CTOBEPeHUs
JIeKapcTBeHHOI0 mpenapara
Pasnen A. AgMuHHCTpaTHBHAS HHOOPMAIHS
A.1. HanMeHoBaHMs IeKapCTBEHHBIX [IPeNapaToB
A.2. JlaHHBIC O perucTpaIiu
Pasjien b. OcHoBanus n o0uwas unpopmarus
b.1. ObbeM HHCIIEKIIMK COTTIACHO IIPOrpaMMe HHCTIEKITH
b.2. IlpaBoBble OCHOBAHMS JUIsl [IPOBE/ICHUS HHCITEKITHH

Pasjen B. Onucanue Hel0CTaTKOB (HECOOTBETCTBUM) (KPHTHYECKKX M

CyLIJ;CCTBeHHbIX), BbIAIBJICHHBIX B ITPOLECCC HHCIICKTHPOBAHM I

HaunmeHoBanue KOMIIOHEHTA HecootBercTBus Kommenrapuu
CUCTEMEI (hapMaKkoHa)130pa

KPHTHYCCKHC CYHICCTBCHHLBIC

1. YnonmHoMO4YeHHOE JTUIO 110
(hapmakoHaazopy

Kpanudukarus

JlomKHOCTHBIE 00S13aHHOCTH

KonTpons cucremel
(hapmakonanzopa

PGBBPBHBIG IMpoHecchl U
HACNETUPOBaAHKEC




oo

HauMenosanue KOMIIoHeHTa
cucTeMsl (hapMakoHa/[30pa

HecoorsercTrus

KPpHUTHYECKHE CYILECTBCHHEIE

Kommenrapuu

o0s13aHHOCTER

Hnoe

2. Macrep-aiin cucrembl
(dhapmakoHaj30pa

Dopmar

CopnepxaHue

Ilognepxanue u
NIpeNICTABICHHE

Hnoe

3. CragmapTHbIC IPOLETY PhI
(cranmapTHBIE
OTIepPAIMOHHBIE MTPOLIE/YPHI
(COIT), pykoBozactBa u 1ip.)

ITpouenypst

PyxoBojcTsa

IIpoueccer 1o 0dy4eHuo
CTaHIapTHBIM
OIneparMoHHBIM IPoLEeaypam

Hnoe

4. Horosopsl

Huoe

5. llepuopnyeckuii
OOHOBIIEMBIN OTHET 110

6esonacuoctu (1100B)

ITnanupoBanue
MEPHUOUIECKOTO
0OHOBIIIEMOTO OTYETA I10
0Ee30IMacHOCTH

dopmat u comepxranme
MIEPUOJTUIECKOTO
O00OHOBJISIEMOT0 OTYETA 110
Oe3onacHoCcTH

KonTposb kauectna
[EPUOJIMYECKOTO
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HaumenoBanue KOMIIOHEHTA
cucTeMsl papmMakoHaA30pa

HecoorsercTBus

KPHTHYECKHE

CYIICCTBCHHBIC

Kommenrapun

00HOBIAEMOT0O OTYETA 1O
Oe3omacHocT

CBOEBPEMEHHOCTD
Npe/ICTaBIeHUs
HIEPUOJIAYECKOTO
0OHOBIIZIEMOI'C OTYETA 110
0e30I1aCHOCTH

KommenTapun B axcriepTHOM
OTYETE M0 OIEHKE
IEPUOHUUECKOTO
OOHOBIISIEMOT0 OTUYETA [10
Oe3011acHoCTH

Hnoe

6. Cucrema ynpapieHus
pUCKaMu

®opmaTt u conepkanue
IIJIaHA YIPaBIeHUs] pUCKaAMHU

Brmonsenue
JIOTIOJIHUTEJILHbBIX
MEPOIIPUATHHI 11O

(hapmakoHan30pYy

Bremonaenwne
JIOTIOJIHATEIIBHBIX
MEPOTIPUATHH 110 MepaM
MUHUMHA3ALHAHA PUCKA

Huoe

7. Opranusaius paboTsl ¢
VHJIMBU1Y AT5HBIMH
COOOIIIEHAAMHA O
HEXENaTeNbHBIX PeaKIUsiX

(MICHP)

[lonyuenue
WHIUBUIYAIBEHBIX
coo0IIEeHU 0
HEeXXEIaTeJIbHBIX PeakiiusixX
M3 BCEX UCTOYHHKOB,
BeJIeHHe eUHbIX 043 TaHHBIX
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HauMmeHOBaHME KOMIIOHEHTA
CHCTeMBbI hapMaKoHaI30pa

HecootrBercTBrs

KPHTHYECKHE CYLLIECTBCHHEBIC

Kommenrapuu

Onenka cepbe3HOCTH,
IIPUYUHHO-CIIEICTBCHHOH
CBSI3H U IIPEABUICHHOCTH

BrionHenye MeqUITHHCKOMN
OLIEHKH ¥ KOAMPOBAHNUE B

MedDRA

ITporiecc KoHTpOIISE KaveCcTBa

IIpowece npeacrapneHus
MHAUBUAYAIBHBIX
co0DINEeHnH 0
HEYKEeNaTelbHbIX PeaKiiusIx

[Ipotiecc nomyuenust
JOIIOJTHHUTEIILHOM
uHpopMaIuu 0o
WHJIMBU 1y aJIbHBIX
COODIICHUAX O
HEXKeJIaTeJIbHBIX PeakIusix

Ilpencrasnenue
UH/IUBUAYaJIBHBIX
COODILEHUH O
HEeXEJaTENbHBIX PeaKIiusIX
(HP) B xo11e
HEUHTEPBEHIMOHHBIX
MCCIIEIOBAaHUHA U APYTHUX
HEHUHTEPBEHIIHOHHEIX
IIPOTpamMm

Brinosinedue
CHCTEeMaTH4Ieckoro od3opa
HAYIHOM MEJUITHHCKOM
JIUTEePATYPhI

Unoe

8. KomnslorepusupoBaHHbIe
CUCTEeMBI U 036l TaHHEIX,
HCTIOTB3yEMBIE CHCTEMOM
(papmakonazopa

[Ipouecc obecnieueHus
padoTE
KOMIIBIOTEPU3UPOBAHHBIX




47

HaumMenoBanue XOMIIOHEHTA
CHCTEMBI (hapMakoHaa30pa

HecoorsercrBus

KPHTHYCCKHE

CYLLeCTBEHHEIC

Kommenrtapuu

CHUCTEM M 0a3 JaHHbIX

IlonrepxieHue
COOTBETCTBHS 11EJISIM

PesepBHOE KOnHpOBaHUE U
rapaHTHs BOCCTAHOBIICHUS B
Cllyyae MOBPEXICHUS

IIpouecc nepemernienus 6asnl
JTAHHBIX

Huoe

9. Kitmanueckue
KHCCHEI0BAHUS

[Ipencrasienue coobienuii
0 CePhLE3HBIX
HEIpe/[BUIeHHBIX
HEeXeJaTeJIbHBIX PeaKIIHsIX

CornacoBaHHOCTb
UH(POpPMallnH,
cozieprkalleicst B Opoitope
UccrepoBaTensd ¢ obiei
XapaKTepUCTUKOH
JIEKapCTBEHHOTI'O Ipenapara
JUIs1 3apEruCTPUPOBAHHBIX
JIEKAPCTBEHHBIX IIpenapaToB

Cgepra undopmaryu o
CEPBLE3HbIX HeXKeTaTeTbHBIX
SIBJICHHUSTX B XOJI€
KIIMHUYECKUX UCCIIEOBaHUMN
C uH(popManHei,
comepxauieiics B Hase
IOAHHEIX 110 (hapMakoHa30py

Hnoe

10. Ynpapnenue CUrHAIOM

Vcrounuku uadopmanuu no
DEe30IMacHOCTH, BKIIFOUYEHHbIE
B MPOIEAYPY BhISIBJIEHHS
CUIHana (BKIIOYEeHHE
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HanmenoBanue KoMIioHEeHTAa
cucTeMbl (hapMakoHan3opa

HecoorsercTBus

KPUTHYECKHE | CYLICCTBCHHBIC

Kommenrtapuu

HH(pOpMAaIMH U3 BCEX
COOTBETCTBYIOIINX
HUCTOYHUKOB)

IleproanIHOCT
BBLIIIOJIHEHUS 0030pa TaHHBIX

0O0630p arperupoBaHHBEIX
NAHHBIX

Brinonnenyre nporeccos
00pabOTKH CHUTHAJIOB

CBOEBpPeEMEHHOCTh
oOHOBNEHHA 00IIeH
XapaKTePUCTHKH
JIEKaPCTBEHHOIO Mperapara
¥ MHCTPYKIHH 10
MeIUITMHCKOMY
IPUMEHCHHUFO
JIEKaPCTBEHHOIO TIpenapara

Hnoe

11. KagectBo
JIeKAPCTBEHHbBIX [IPEMapaTon

O0G30p naHHBX 00
OTKJIOHEHUAX KauecTBa U
aHallu3 TeHJIEHITUH

CoriiacoBaHHOCTh JAHHBIX
00 obpanieHusx o
HECOOTBETCTBHH Ka4eCTBa
JIEKAPCTBEHHOT'0 Ipernapara
¢ HH(GOpMaLHeH,
colepxareics B baze
NaHHBIX 110 6e301acHoCTH

Hnoe

12. ApxuBupoBaHue 1aHHbIX
110 (hapMaKoHa30Py

YHpaBJIeHHe 3aIluCAMH

COOTBETCTBUE CPEJICTB
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HaumenoBauwe KOMIIOHCHTA
cucTeMsbl (hapmMakoHaI30pa

HecoorpercTaus

KPHUTHHECKHE CYILECTBEHHbIC

KommenTapun

obecrieuenus
apXUBHPOBAHHUS

Huoe

13. Cucrema ynpaBneHUs
Ka4eCTBOM CHUCTEMBI
(apmakoHa30pa

Cucrema KayecTBa CHCTEMEI
(papmakoHan3opa u
YIIPaBIIEHUE COOTBETCTBHEM

CpejictBa u 00opyoBaHue
JUTSE OCYITIECTBIIEHHS
JIeSITe/IbHOCTH 110
(bapMakoHaI30py

AyYJIHAT CHCTEMBI
(bapmakonamzopa
(BHYTPEHHHMH M BHEIIHUN) U
BBITIOJHEHUE TIaHa
KOPPEKTUPYIOILINX U
MPeAyNPEIHTeNbHBIX
MEPOTIPUSITHI

Uuoe

14. O6y4enue mo
hapmakoHaazopy

Bronxoe u nocneyroiiee
obyuenue

Onenka oOydenus

Benenue zanucei mo
00yUEHHTO

Hnoe

15. PerynstopHbie BOIIPOCHI
1 B3aMMO/IEHCTBHE C
YIIOJTHOMOUYEHHBIM OPTaHOM

Paszpabortka u obHoBiIeHKE
HHGOpMaLIUU O
JIeKapCTBEHHOM TIpernapare
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Haumenosanune KOMIIOHEeHTa HecoorrercrBus Kommenrapuu
CUCTEMBI (hapMaKkoHai30pa

KPHTHYECKHE CyliecTBEeHHbIS

OrBernl HA 3dlIPOChl
YIIOJIHOMOYEHHOT'O OpraHa

Unoe

16. Meaunrinckas
uHpopManus _
CBepka Mex 1y 3anpocamMu
110 MEJIMLUHCKOU
uHdopMaIuy U
uHGopMaImu,
cojepikalieiics B 6aze
JTAaHHBIX 10 0€30MacHOCTH

17. JlonoJIHUTe ILHEIE
KOMITOHEHTHI (IIPH HATHYHHN)

Paznen JI. OboOmennas uadgopmaius 10 HECOOTBETCTBHUAM, OIEHKA U

3aKITFOUYCHHE.

JI.1. O6o6wennas nHGOPMAIUS 1O HECOOTBETCTBUAM

J1.2. 3akimouyenue

J1.3. Pexomenqanuu

Pasnen E. [lognuces u gjata

Pazpen 2K. Ipunoxeunns

K.1. MHCOEKIMOHHEIA OTYET 110 MeCTY OCYILIECTBICHHS JIeSITeTLHOCTH
(Ons kadic0ozo Mecma OCywecmenenus OesmenbHOCY — COCMABIACICS

OMOEIbHBLY UHCNEKYUOHHDLI OMYeEn).
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[TPAJIOJKEHHME Ne 4

Kk ITpaBuitam mpoBeieHus
(papmarieBTHUECKIX MHCTIEKITMH Ba
coorBercTBHE TpeboBanusM [Ipasun
HaUIeKAIeH TIPaKTUKK (hapMaKoHai3opa
EBpasuiickoro s3KOHOMHYECKOI'0 COH3a

(hopma)

O6men JaHHBIMH
0 pe3yJibTaTaX HHCHEKTHPOBAHMS CHETEMBI (hapMakonax3opa
AepiKaTelisi perncTPANMOHHOIO YI0CTOBEPEHHS JIeKAPCTBEHHOI0
npenapara

. KonunuecTBO cTpaHmIL: _
PecdepenTtnsiii Homep: . Hara: nn/mm/rrrr
Konn4yecTBO IPHIIOKEHUH:

Crpana / yrioJJHOMOYEHHEIH opraH (IKcrepTHas OpraHu3aIys ):

KOMY:
|| Ynonwomouennsre opramst (3KCHEPTHRIE  OPraHM3alliH) TOCY/JApcTB —
4JIeHOB EBpa3suiickoro SKOHOMHYECKOTO COr3a

"] Wunie YIOJIHOMOYEHHBIE OPTaHbl:

|| Musle oprasmsanumy:

JIEKAPCTBEHHbBIM TTPETIAPAT / (MCCIIEJJOBAHUE) / JEPXATEJIb
PETUCTPALIMOHHOI'O YIOCTOBEPEHUSI JIEKAPCTBEHHOI'O
[TPEITAPATA:

Toprosoe HauMeHOBaHUE (HAUMEHOBAHUS ):

MexyHapoanoe HenaTeHToBaHHOE HanmeroBanue (MHH):
[lokazanus K IPUMEHEHHMIO JISKAPCTBEHHOTO TIpenapaia:

IIpoyedypa pezucmpayuu  (ykasxcume). npoyeoypa 63aumMHO20 HPUSHAHUS
(Oeyenmpanuzoeannas — npoyedypa, pesucmpayus 6 COOMEemcmeul ¢
3aKOHOOAMENLCMBOM 20Cydapemea — uiena Eepasuiicko2o 2KOHOMUHECKO20
cor3a)

HaumenosaHue 1 HOMep IPOTOKOIIA KCCIIE0BAHUSL:

OrnbIT HOCTPETUCTPALMOHHOTO IPHMCHCHH .




Hnoe:

Hepixatens (nepxareini) perHCTPalHOHHOTO YI0CTOREPEHU:
Cnoncop ucclieJoBaHuS:

KoHTpakTHO-KCCIe10BATENbCKAs OPTaHU3AIMS], HHasl TPEThS CTOPOHA:

Unoe (yxkaxxure):

PEKOMEH/IYEMBIE MEPBI U (MJTN) TIPUHSATHIE MEPBI:

[ ]/l undopmuponanms 1 (win) 06CyKicHuUS
[ ] JLts uCconb30BaHUs IPU IPOREICHUM CIICAYIOIIENH HHCIIEKIIMY

L] Jist MHUIManUK BHETUIAHOBOM MHCTICKIIMH B CBSI3H € HHUIIMUPYIOIIHAM
(bakTopoM

Unuoe (ykaxure):

OB'BbEM UMHCIIEKIIAUN:

OBOBIIIEHHAA MHDOOPMAILIU S I10 PE3VIILTATAM
UHCITEKTUPOBAHUSL:  (kommenmapuu no ocnoenvim pesynsmamam u
HEeCOOMBEMCMBUSIM)

HanmeHnoBaHne KOMIIOHEHTA KommenTapuu
_ HecootBercTBust
CHCTEMBI (hapMaKoHa [30pa (Hanpumep,
HE BLINONHANOCH
UNCHEKMUPOBAHUE

KOMRNOHeHma)

KPpHUTHYECKHE
CYIIECCTBCHHBIC

1. YIIoTHOMOYEHHOE JIUIIO 110
(papmakoHaIz0py

Ksanudukanms

JOIKHOCTHBIE 005A3aHHOCTH

KonTpons cuctemsl
(dapmakonaazopa

Pesepsuble nporiecchl 1
JIeIIeTUPOBaHUEC 00sA3aHHOCTEH

Hnoe

2. Mactep-haiiia CHCTEMEI
(dapmakoHaaz0pa




53

HaumenoBanue KOMIIOHEHTA

Kommenrapuu

HecootsercTBus
CUCTEMBI (papMaKoHa30pa ' (Hanpumep,
o © He 8bIMOJHANOCD
5 = UHCNEKMUPOBGAHUE
e § KOMNOHEHMA)
3 =
& 3]
< L
o, |
= =
9
Ddopmar
Cojsiepxanue

[Monnepxxanue u
npeJiCTaBlIeHne

Huoe

3. CranapTHbie Mporeayphl
(cTanjapTHbIE ONePalluOHHBIC
IpOLELYpPBl, PYKOBOICTBA U
ap.)

OtcyTcTBHE TpeOyeMblx
TIPOLEAYP

HecooTBeTcTBHE TIpoTIeIyp

IIporeypsl HE COOTBETCTBYIOT
TpeGoBaHUsIM aKTOB OPTaHOB
EBpazuiickoro
HKOHOMHYECKOT'0 COK03a B
chepe obparieHus
JIEKapCTBEHHBIX CPEJICTR

[lponecc 0byueHust
CTaHAAPTHLIM OTIePAllMOHHBIM
nporenypam

Huoe

4. loroBops!

OT1cyTCTBRUE IOPUAHIECKHA
0053BIBAIOLINX JIOTOBOPOB

B noroBopax 0TCyTCTBYOT
HeoOX0/IUMBIE IAHHBIE 110
obmeny uHbopMaiyei o
©e301acHOCTH JICKapCTBEHHOTO
Ipenapara
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HaumeHnosanue KoMnoHeHTa
CHUCTEMBI (papMaKoHa30pa

HecoorBercTBug

KPHTHYECKHE

CYLNICCTBCHHBIC

KommenTapun
(Hanpumep,
HE BbINOJIHANOCE
UHCHEKMUPOBAHUE
KOMNOHeHmMa)

Hnoe

5.1lepuonnueckuii
OOHOBIISIEMEIl OTYET 11O
6ezonacrocta (ITOOB)

[TnarupoBanue
[IEPUOIUYECKOTO
0OHOBIAEMOI0 OTYETA 110
0e30IacHOCTH

®Dopmar U copepKanme
IIEPHOJIMYECKOTO
O0OHOBIISIEMOT'O OTYETA M0
0e3011aCHOCTH COOTBCTCTBYIOT
pazneny VIII IMpasun

Ha UIeXallle pakTUKI
(papmakonamzopa
EBpasuiickoro
9KOHOMHYECKOI'0 COM03a,
YTBEPKJIEHHBIX Peltienuem
Cosera EBpazutickon
SKOHOMUYECKOH KOMUCCHH
oT 3 HostOps 2016 1. Ne 87

Kountpoub kauecTBa
IIEPHOIUYECKOTO
O0OHOBIIIEMOTO OTUETA 10
Oe3omacHOCTH

CBOEBPEMEHHOCTE
pe/ICTaBlIeHUs

KommeHTapuu B 3kcniepTHOM
OTYETE 110 OIEHKE
[IEPUOJIMYECKOTO
0OHOBIIEMOI'0 OTYETA 110
0€e30I1aCHOCTH

Huoe
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HaumenoBanue KOMITIOHEHTa |
CUCTEMBI (hapMaKoHai30pa

Hecoorsercrrusg

<P}
2 o
> o
9 5
5 2
= 3)

]
g, -
2 By

(&)

KommenTapuu
(nanpumep,
He BbINOJHSIOCH
UHCNEKMUPOBAHIE
KOMNOHEHMa)

6. Cucrema ynpapiaeHHUA
pUCKaMH

DopmMar U coaepKaHue riiana
YIIpaBIICHUS PUCKAMH

BrinonHeHue JOTONHUTENBHBIX
MEPOIIPHSITHH 110
apmakonazopy

BrinonneHue HONMONHUATETBHEIX
MEpPONPUATHH 110 Mepam
MHHUMM3AIMU pUCKa

Huoe

7. Opranuzauus paboTsl ¢
HMHIUBUAYaIbHBIMU
COOOIICHUAMHU O
HEXXeNlaTeNbHbIX peaKiUix

(VCHP)

ITony4yenue UHAUBUIY IILHbBIX
COO0IIEHNH 0 HEKENATENBHLIX
peakiusix U3 BCex UCTOYHHKOB,
BeJleHue eIUHBIX 0a3 HJaHHBIX

Onenka cepbe3HOCTH,
MPUYUHHO-CIIEACTBCHHOMN CBSA3H
U IPeABUICHHOCTH

BrinmonseHrE MEITAIIMHCKON
OIIEHKH M KOJMPOBaHUE B
MedDRA

IIpouecc KOHTpONIA KauecTBa

Ilpouece npencrasieHus
VH/IMBU1yaJIbHBIX COOOIIEHUI
0 HeXKeJlaTeNbHBIX PeaKIHIx

IIpouiece momyueHUs

JOIIOJTHUTENILHON uH(pOopMaIuu
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HaumenoBanuve KoMIIOHEHTA
CUCTeMBl hapMaKoHaI30pa

HecoorsercTBud

]
8 z
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5 i
5] w
o m
= 5
= 5]
2. 5
Z B

Q

Kommenrtapun
(Hanpumep,
He B8bINOAHALOCH
UHCHEKMUPOBGHUE
KOMNOHEHmMa)

110 WHJIMBU/TYalbHbIM
CO00IEeHUAM O
HEXKENAaTeNbHbIX peaKIInsIX

IIpencrasiieHue cOODLIEHUH O
HEeKeNIaTeIbHBIX PeaKLHsIX B
X0JIC HEMHTEPBEHITMOHHBIX
MCCJIEIOBAHUM U IPYTUX
HEUHTEPBEHI[UOHHBIX
IIPOTrpaMm

Breinonnenne
cucTeMaTHyeckoro ob3opa
HAay4YHOHU METULIHHCKOM
JTUTEpPaTypPBI

Hnoe

8. KoMIbIOTepU3UpPOBAHHBIE
CUCTEeMbl M 0a3bl TaHHSIX,
HCITOIB3YEMBIE CHCTEMOM
dapmakoramzopa

IIponecc obecnieueHust padboThHI
KOMIIBIOTEPH3UPOBAHHbIX
cucteM u 6a3 JIaHHbIX

[lorBepxeHHe COOTBETCTBUS
Le/1AM MHCOCKIMY CUCTEMBI
(bapmakoHa30pa

PezepBHOE KOIMpOBaHKC U
rapaHTHs BOCCTAHOBJIEHUS B
cilydae NoBpesk/ieHus 6a3
JIAaHHBIX

IIpouecc repemelens 6a3el
TAHHBIX

Huoe

9. KnuHuueckue UcciaenoBaHus




=]

Hammenosanue KomroHenTa Kommenrtapuu
HecoorsercTBus
CUCTEMBI (papMaKoHaI30pa (nanpumep,
He GLINOTHANOCH
UHCHERMUPOBAHUE

KOMHOHeHma)

KPHUTHYECKHE
CYILIECTBEHHBIE

[IpeacraBnenue cooOIIEHHH O
Cepbe3HbIX HelpeIBUICHHBIX
HEeXENaTeNbHbBIX PeaKIIHIX

CornacoBaHHOCTh
UH(OpMALK, COIepIKaLIEcs B
Opo11Irope Hccile/[oBaTels ¢
o0IIel XapakTepucTHKOM
JIEKapCTREHHOrO Iperapara
JULA 3aperuCTPUPOBAHHBIX
JICKaPCTBCHHBIX MPENapaTon

Caepxa uHbOpMAIHH O
CCPBE3HBIX HEXKEATETbHBIX
SBJIICHUSIX B XOJI€ KIIMHUYECKUX
MCCIIe0BaHUK ¥ HHQOpMaInH,
cojZiepxkarienics B basze JaHHbBIX
1o (papMakoHa130py

Hnoe

10. YpaBnenue curaanom

Vicrounuku nHGOPMaIHH 110
0e30macHOCTH, BKIIOYAEMbIe B
IIPOLIEIYPY BBISIBJICHHUS CUI'HANA
(BKIIIOUEHHE UHOOPMALIHH K30
BCEX COOTBETCTBYIOMIMX
HCTOYHHUKOB)

IIeproanIHOCTE BBITOITHEHUS
o030pa JIaHHBIX

O0630p arpernpoBaHHbIX
TMaHHBIX

Brinonuenue npoueccos
00padOTKH CUTHAJIOB

CBoeBpeMeHHOCTH 0OHOBJICHHUS
0011el XapaKTepHUCTHKH
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HaumenoBanne KOMIIOHEHTA
cucTeMbl (papmMakoHazopa

HecooTtBeTcTBUs
- QL
[Wal
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O jus)
[P] L
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) ~
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Kommentapuu
(Hanpumep,
He BbLINOAHANLOCH
UHCHEKMUPOBAHUE
KOMNOHEHMA)

JIEKapCTBEHHOTO IIpenapara u
HHCTPYKIMU 110 MEJIMIIUHCKOMY
IIPUMEHEHUIO JIEKAPCTBEHHOT'O
npernapara

Huoe

11. KagecTBO JeKapCTBEHHBIX
IIpernapaTon

O630p jaHHbIX 0O
OTKJIOHEHHUSIX KauecTBa H
aHanu3 TeHAeHIUH

CoracoBaHHOCTE JaHHBIX 00
OOpaleHUsIX 0 HECOOTBETCTBHH
Ka4ecTBa JIEKAPCTBEHHbIX
[IPEapaToB ¢ WHQOpPMaITHEH,
cozepKaleics B Gase JaHHBIX
o GezonacHocTy

Huoe

12. ApxuBUpGBaHUE TaHHBIX
110 (hapMaKoHaA30py

YrpaieHue 3alucaMu

CooTBeTcTBHE CPEACTB
obecreueHHs apXUBUPOBAHHMSI

Hnoe

13. Cucrema ynpasieHus
KauyeCTBOM CHCTEMEI
(hapmakonazopa

Cuctema xagecTBa CHCTEMBI
(hapmakonazopa u
ylpaBileHHEe COOTBETCTBHEM

CpeactBa u 000pyIoBaHue JiJist
OCYIICCTBIIEHHS JIEITEIILHOCTH
110 (hapMakoHa30py
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HaumenoBarre koMoHeHTa
CUCTEMBI (papMaKoHaRopa

HecooTtseTcTBus

2
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o |

Kommentapun
(Hanpumep,
He 8bINONHANIOCH
UHCneKmuposanue
KOMNOHEHmMa)

AYIHUT CHCTEMBI
(apmakoHa30pa (BHYTpEeHHHIMA
Y BHEILIHWN) W IpoLece
KOPPEKTUPYIOIIUX H
NperynpeanTeIbHbIX
MEPOTPUSITHM

Unoe

14. Obyyuenue o
(hapmakoHa30py

BBOAHOE U TMOCJIENYIOIIEe
obyyenue

OueHka oOydcHwsI

Benenue zanmceit no
00yYEeHHIO

Huoe

15. PerynstopHbie BOIIPOCHI 1
B3aUMOJICHCTBUE C
YHIOJIHOMOYEHHBIM OPIraHOM

Paspabotka u obnoBienue
MH(OPMALUH O ICKAPCTBEHHOM
npenapare

OTBeTHI Ha 3aIIPOCH
YIOJIHOMOYEHHOI'O Oprana

Hnoe

16. Meauuunckas HHGOpMaITs

Caepxka undopmarnu,
coaepxkaleiics B 3arnpocax rno
MEIHUITMHCKON MH(DOPMALIUMU U
UHQOpMaLUK coJiepIKalieics B
Oa3e JaHHEIX 110 OE30I1acCHOCTH
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HaumeHnoBaHHE KOMIIOHEHTA Kommenrtapuu
HecootBetcTBHs
CHCTeMBI (papMaKkoHa/130pa (Hanpunmep,
HE 8bINONIHANOCH
UHCREKMUPOBAHUE

KOMNOHENmMaA)

KPUTUYECKHE
CYIECTBEHHbIE

17. JlononmsErTenbHbIE
KOMITOHEHTH! (TIpH HAJIMUIHH)

OCHOBAHMA JJIST TIPEJICTABJIEHUS JAHHOW WHMOOPMALIMU:
(0bobugenue coomeememaywux OCHOGAHUTI OIS OUYEHKU HECOOMEEMCINGUIL KAk
SHAYUMDBIX, 4 MAKICE UX BAUAHUSL HA UHbIE chepbl OeAmenbHOCIU, GAICHOCINU
Ol UHBIX YRONHOMOYCHHDIX Op2aios; 6 cayuae yenecoobpasnocmi denaemes
DEeKOMEHOayUs 00 UHCNEKMUPOBAHUN HA HAYUOHALLHOM YPOGHE ¢ VKAZAHUEM
KOMNOHEHINOB cucmembl, KOmMOopble Heobxo0umo nooeepzrymo
UHCHEKMUPOBAHUIO NPU 86IAOIHEHUU HAYUOHATLHO20 UHCHEKMUPOSAH1UsL)

UCTOYHHUK MTHOOPMALIMUA: (yrazams)

|| Moxknuuuueckue nannmie

[ | BeirionHeHne OLEHKH TIPH TIpoLeaype perucTpanuu (MoATBepKIeHUH
pPErUCTpaLIIN)

] PesynpTaTsl MHCTIEKINH (MHCIIEKIMOHHBIH OTYET)

[ |Mudopmarms, upexcrasieHHas  epiareiem PErUCTPALUOHHOIO
YIOCTOBEPCHHSI B YIOJIHOMOYEHHBIH OpraH rocygapcTBa — dUJcHA
EBpasuiickoro 5koHOMHUECKOro coroza (DKCHepTHbli  KOMHTET Mo
JIEKAPCTBEHHBIM CPEJICTBAM )

[ [Tlepuomueckuii oGHOBISIEMEBIH OTUET 10 Ge30mMacHOCTH (OTYeThi)
(II0OB)

[ Toerperncrparnmorsie ganmbie 110 6e30MacHOCTH (curnan)
|| VionHomouennmiii opran (yxaxure)
__| Wnoe (yxaxwure)

KPATKAS MHOOPMALIMA 110 CTATYCY  KOppekTHpylomux u
OPSAYTPSKIAIONINX  MEPOIPUATHH (IS  KPATHYECKMX M CYIECTBEHHBIX
HEJI0CTATKOB (HECOOTBETCTBHUIA):

JlaHHbIe BOIPOCHI 3aTPAruBarOT MHTEPECH! APYIUX FOCYAAPCTB — WISHOB
EBpasuiickoro sxonomuveckoro corosa:l_|TA [ JHET
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3ATIPOIIEHHA S MTHOOPMALIMSL: (ipu Haimuunm)

®. M. O. 1 KOHTAaKTHBIC JaHHEIE BEIYILEro (hapMalieBTHIeCKOro HHCIEKTOpa:
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ITPUJIOXEHHE No 5
Kk ITpaBuiiam nposegeHus
(papmareBTHUECKUX HHCIIEKIUN Ha
COOTBETCTBHE TpeboBanusM [ IpaBun
Ha/[TIeXKallel NPakTHKX (papMaKoHaa30pa
EBpa3suiicKoro 3KOHOMHYECKOIo Co03a

Kiaccnduxanus He10cTATKOB (HECOOTBETCTBHIA)
cHcTeMbl PapMAaKOHA30PA AepKATENs] PerHCTPALMOHHOI0
YAOCTOBEPEHHUS JIEKAPCTBEHHOT'0 Npenapara

1. Kpurnueckuit HEJIOCTaTOK (HecoOTBETCTBHE) CUCTEMBI
(hapMaxoHaA30pa — NPUHIHATHATLHEIN HEJOCTATOK (HECOOTBETCTBHE) OJHOIO
MM  HECKOJIbKHX TPOIECCOB WIIM  BBINOJIHSAEMBIX IPOLEIYD CHCTEMBbI
(hapMaKoHa{30pa, KOTOpHIH ~ HETaTWBHO BIWsSIET HA BCIO  CHCTEMY
(hapMakoHaa30pa U (Man) npasa, 6e301acHOCTs M OGIaronoay e 1aiueHToB,
M (MITH) TIPEACTABNIAET OO0 NOTEHIUAIBHYIO YIPO3y 30POBLIO HACE/ICHHUS
u (MIM) cephesnoe Hapylienue TpeOOBaHHH akToB opranos EBpasuiickoro
3KOHOMHYECKOTO €0103a B chepe 0OpaIeHNS JTeKapCTBEHHBIX CPECTB.

2. CyniecrBeHHbIH HEeJOCTATOK (HeCOOTBETCTBHE) CHUCTEMBI
(hapmakonaj30pa — 3HAYATENLHBIA HEJOCTATOK (HECCOTBETCTBUE) OTHOTO
WM HECKOJBKHX TMPOIECCOB WIM  BBIUIOJIHAEMbIX MPOUEIYpP CHCTEMBI
(GapmakoHan3opa WM TPUHIMIKAILHEIA HEJLOCTATOK KaKoi-mmbo uacTu
O[AHOI'0 HIIM HECKONBKUX HPOLECCOB MM  BBITONHIEMBIX  [POLELYD
(apmakoHaz30pa, YTO OTPUIATENLHO CKa3biBAaCTCSs HA BCEM INPOLEcce H
(M) TTOTEHUMANBHO MOXET CKAa3aThCs Ha TpaBaX, OE30NacHOCTH |
Oyaronosryyuy NaLMEHTOB, W (MITM) MOXKET MPJCTABIATL II0TEHITHATBHYIO
OIIACHOCTH  JUIsl 3[I0POBBSI HAceleHWs, M (WIM) IIpeacTaBiseT coboii

HapyileHue TpeOOBaHMH aKTOB opraHoB EBpa3suiicKOro SKOHOMHUYECKOTO
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coro3a B cepe obpalleHus NeKapeTBEHHBIX CPEACTB, KOTOPOE, OAHAKO, He
CUMTAETCS CePhEe3HbIM.

3. HecymecrBennplii  HeOCTaToK  (HECOOTBETCTBHE)  CHCTEMBI
(hapmakoHaa30pa — HEOCTATOK (HECOOTBETCTBHE) KAKOro-Iu00 KOMIIOHCHTA
OJHOTO HIIM HECKOJIBKKX MPOLECCOB MIIM BBIMOTHIEMBIX IIPOLELYP CHCTEMbI
(hapmakoHax3opa, KOTOpPHIE, KaK OXMIAETCS, HEe MOIYT OTPHIATEBHO
CKa3aThCA Ha BCCH cucTeMe (papMaKkOHaI30pa MK IpoLecce ¥ (Hn) npaBax,

0e3011aCHOCTH U HJIATOTIONyYHH [IALHEHTOBY.




