EBPA3UMCKAS SKOHOMUYECKASI KOMUCCHS
COBET

PEINEHUE

«12» anpenst 2024 r. Ne 29 r. EpeBan

O BHecennu usmenenuii B Pemenue Cosera EBpasniickoii
IKOHOMHYECKOH KomHuccHHu oT 3 HosiOpst 2016 r. Ne 83

B cootBerctBUM co ctathsaMu 7, 10 u 12 CornameHuss 0 eIUHBIX
NPUHIMIAX W TpaBUIaX OOpaLIeHUs JIeKaApCTBEHHBIX CPEACTB B paMKax
EBpa3sHiCKOrO 5KOHOMUYECKOro cotoza oT 23 nexkabps 2014 roja,
nyHkramu 81 u 96 npunoxenns Ne 1 k Pernmamenty pabotsr EBpasuiickoii
OKOHOMMYECKOW  KOMHCCUU, yTBepxkaeHHOMY  Pemiennem  Bricmiero
EBpasuiickoro skonomuyeckoro cosera oT 23 pexabps 2014 r. No 98,
Coset EBpa3uiickoit 53KOHOMUYECKOH KOMUCCHH P € Il M JI:

1. Buectu B Peienne CoBeta EBpa3zuifickoit SKOHOMHUYECKOH KOMUCCHU
or 3 Hoa6pa 2016 r. Ne 83 «OO6 yrBepxuenuu IlpaBun mnposeneHus
(papmanieBTHYECKUX UHCIIEKIHI» U3MEHEHUS COTIIACHO MPHIIOKEHUIO.

2.Hacrosimiee  PemieHuwe  BeTymaeT B CHUIY 110 MCTEUEHUHU

30 xasleHAapHBIX JHEH C TaThl €ro O(QULUAIBHOTO OMyOIUKOBAHUS.

Yaensl Coera EBpasuiickoii 7KOHOMHYECKOH KOMHCCHH:

Ot PecityGucn - Ot PecryGitm

Y

0\ e o) N 1
/f{é\?fipmeﬂﬁﬂ\ﬁ? W4 \ /" «?\\
o/ \_W A\ 5
nng \5illE L | - \
o EHTOB 2| 33\ »VMEHRTOD (]I ERTOB [ o o ﬂﬂ? 3812
.,.\\Ol‘(\,rxf\ ¥ S \1;3\ QQNYL...L. A\ noKYMERTOR | 15 o EloK\,fMtHT(JB/g:J;
> TA< /
&\ ¢ "2/’ WO Qy
Mlerpu Sy \-Kac waa{i} B %Qae e/
N P = x 7 SNE D T x
= e \%“.&:M N e

e e———



[MTPAJIOXXKEHUE

K Pewrenuto Coera
EBpasulickoil 5KOHOMHUYECKOH KOMUCCHU
ot 12 anpenst 2024 r. Ne 29

USMEHEHMWS,
BHocuMble B Pemienue Copera EBpa3suiickoii DKkoHOMHYECKO#
KoMHuccHH 0T 3 HosiOpst 2016 1. Ne 83

. B nanmenoBanuu c¢j1080 «lIpaBriny 3aMEHUTE CIIOBOM «IIPABUIDY.

2.B mnpeamOyne cnoBa «ctathsiMd 7 ®u 10» 3aMeHMTBH clOBaMH
«erateamu 7, 10 m 12», cnoBa «myHKTOM 96» 3aMEHUTH CJIOBAMM
«ryHkTamu 81 u 96».

3. IIynxT 1 M3110KUTH B CIlIeyIOIIeH pelaKkIii:

«l. YTBepIuTh Npuiiaracmele:

Ilpasuna  mpoBeneHuss  (apMalEBTUUECKHX — HMHCIEKUMHA  Ha
coorBercTBUe TpeboBanusiM [lpaBun Hammexamieidd HpoOU3BOJCTBEHHOM
IpaKTUKU EBpazuiicKoro 3KOHOMHUYECKOTO COI03a;

[IpaBuna  mpoBenmeHust  (apMaleBTHYECKUX  HMHCIEKLUMHA  Ha
COOTBETCTBUE TpebOBaHUIM ITpaBu HaJIexalien PaKTHKH
papmakoHai3opa EBpazuiickoro 3KOHOMHYECKOTO COK3a. Y.

4.B llpaBunax mposegeHuss  GapMareBTHYECKHX  HHCIICKLUH,
YTBEPXKICHHBIX YKa3aHHbIM Perienuem:

a) HAUMCHOBaHWE  JIOTIOJHMUTH  CIIOBAMHM  «HA  COOTBETCTBUE
TtpeboBanuaM  IIpaBun  Hagnexameid  IPOM3BOJICTBEHHOW — IPaKTHKH

EBpazuiickoro saKOHOMHYECKOTO COH3a.
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0) B abzaue Bropom nyHkta 19 mudpsl «1 — 4» 3ameHuts nudppamu
«S — 7.

5. JlononHuTh [TpaBunamu [IPOBE/ICHHUS GapmareBTHIeCKHUX
MHCIIEKIIMI Ha COOTBETCTBHE TpeOoBanmsaM [Ipasun Hamexarieil IpakTHKU
papmakoHaa3opa EBpa3suiickoro 5»KOHOMHUYECKOTO COKO3a  CIIEAYIOLIEro
COJIEpIKAHUS:

«YTBEPXJIEHbBI

Pewennem Corera
EBpasulickoit 5KOHOMHYECKOH KOMUCCHH
oT 3 Hos10pst 2016 1. Ne 83

INPABUJA
upoBeneHust papMaleBTUYECKHUX HHCIEKIIHA HA COOTBETCTBHE
TpeboBanusam Ilpasuia Haanexameil npakTuku papmakoHazopa
EBpa3uiickoro 3x0HOMHYECKOT0 C0X03a

I. O0nme monoXeHus

1. TpeOoBanust k opranm3anue U (QYHKUHOHHPOBAHMIO CHUCTEMBI
(papmakonamzopa  Jepxkarened  perucrpairoOHHBIX yIIOCTOBEPEHU
JIEKapCTBEHHBIX IIpernaparoB (Jamee — JAepxareld PerucTpaldOHHBIX
yIoocToBepeHnii) —ompejensitorest  [IpaBunamMu  Hajmexarieldl  MpakTHKH
bapmakonanzopa EBpasuiickoro 3KOHOMHYECKOI'O COI03a, yTBEPKAEHHBIMA
Pemennem Cosera EBpasuiicKoli 3KOHOMHYECKOH KOMHCCHH OT 3 HOSIOps
2016 r. Ne 87 (nanee — [IpaBuiia papmaxoHanazopa).

2.B Lesx NOATBEPKICHUS COOJIICICHUS JiepKareieMm
PETHCTPAIMOHHOIO  YAOCTOBEpEeHHst TpeOOBaHMH K  OpraHm3aldd |
.(b}/HKHHOHHpOBaHI/HO CHCTeMbl  ()apMakOHAA30pa M BBIIOJHEHUS
00s13aTeNICTB 10 (hapMaAKOHAL30pY, YIIOJHOMOYCHHBIE HA BBINOJIHEHHE U

OCYLIeCTBISIIONME (QYHKIMKA IO (apMakoHaI30py OpraHbl TOCYHapcTB —
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4JICHOB (BKCIEepTHBIE opraHu3aiuu) EBpasuiickoro sKOHOMHUYECKOTO COI03a
(nanmee COOTBETCTBEHHO — YIOJIHOMOYEHHBIE OPraHbl, TOCYapCTBa-uiICHbI)
00s3aHBl TPOBOJUTH (PapMALlEBTUYECKHE MHCIEKIMH Ha COOTBETCTBHUE
CHCTEMBI (DApMAKOHA130Pa JIEPIKATEIS] PETUCTPALIUOHHOTO YIOCTOBEPEHHS 1
UHBIX OpraHu3alui, IPUBICUCHHBIX JIEPXKATeNIeM PerucTPaldioOHHOIO
yJAOCTOBEPEHHs JJI BBIIOJHEHHS 00s3aTelbCTB 10 (hapMaKOHAA30py,
TpeOoBanmsiM  [lpaBun  dapmakoHanzopa (namee  COOTBETCTBEHHO —
AHCIIEKLUK,  MHCICKTUPYEMBbIH  00BEKT  (MHCHEKTHpyeMasi CTOpOHA,
MHCIICKTHpYyEeMasi OpraHu3aius)).

3. Hacrosmue [Ipasuina onpenessitor TpeOOBaHUS K:

MHUIMHPOBAHUIO HHCIICKITHH,

[IPOBEACHUIO HHCIICKIIUH;

IOJrOTOBKE OT4eTa 00 MHCIEKTHPOBAHMHM CHUCTEeMbI (hapmakoHamzopa
JepoKaTellss PerucTPalMOHHOTO YJIOCTOBEDEHUsl (Jajiee — HMHCIEKIMOHHEIHA
OTYer);

OOMEHy JaHHBIMH O pe3ylnbTarax HHCIEKTHPOBAHKS  CUCTEMEI
Gapmakonaazopa.

OTBETCTBEHHOCTh 3a IPOBEINEHHE HHCICKIUH U  IOATOTOBKY
MHCIIEKIIMOHHOTO OTYeTa Bo3jaraeTcsl Ha (GapMaleBTHUYECKUX HHCIIEKTOPOB,
KOTOpble Ha3HAUYEHBl YIIOJHOMOYCHHBIM OpPraHOM JUISl  BELIIOJIHEHHS

HHCIICKUHH.

IT. Onpenenenust

4. IlonsiTus, ucnone3yemele B Hactosnmx llpaBuiiax, npuMeHsoTcsl B
3HAYEHUAX, onpe/ieneHHbIx Cornamennem O eIMHBIX IPUHIINIAX U TIPaBHIIaX
oOpalieHusl  JIeKapCTBEHHBIX  CPEJACTB B paMmkax  EBpasuifckoro
OKOHOMMYECKOro coro3a ot 23 gekadpss 2014 roma wu  IlpaBunmamu

(papmakoHa30pa.
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I11. IIporieaypsl MHUIIMKUPOBAHMSI HHCIICKIIMK
1. MauuuupoBaHme HHCIIEKIIHH

5.YCmoBUss M NOPAJOK Ha3HAYEHMs IUIAHOBBIX M BHEIJIAHOBBLIX
UHCIICKIMK onpeaesatores [pasunamu dpapmakonaizopa. YolHoMoueHHbIe
OpraHbl ~ OpPraHM3ylOT — pabOTy IO  HHCIEGKTHPOBAHUIO  jepxKarenei
perucTpanoOHHLIX YHAOCTOBEPEHUH € olecrieyeHHeM RB3aMMOJIEHCTBHUS HAa
dTamne INIAHAPOBAHMS M NPOBEAEHUS MHCICKIMH C IEIRI0 MUHUMH3ALUU
oyOIMMpOBaHUs BBINONHAEMBIX paboT M  ONTHMH3ALMU  HCHOJIH30BAHUS
HUMEIOLIMXCSL PeCypcoB B COOTBETCTBUM ¢ NyHKTamMu 179 u 180 [Ipasun
dapmakoHaizopa.

6.1Ipoueaypa HMHUIMHPOBAHUS WHCIEKIMH IPEACTABISET COOOM
ACHCTBUSI 110 OpraHU3allM¥ MHCICKTHMPOBAHUS CHCTeMBI (apMaKoHa[30pa
II0C/Ie OTIpeJieIeHUsT MHCIIEKTUPYEMOI0 0OBeKTa, KOTOphIe HAIPaBICHbl HA
IUTAHUPOBAHUE TIPEJICTOALIEH HHCIEKIMA W BKJIIOYAIOT B cebd, HO He
OTrpaHUYHUBAIOTCS 3THM, ClleyIOIIee:

OIpeJIelIEHNe COCTABA HHCIIEKIIMOHHOMN TPYIIIIEL;

YBCJICMIIEHHE O TIPOBELEHUN UHCIIEKIIMHM HHCIIEKTUPYEMOro 00beKTa;

BBITNIOJIHEHHE ~ HEOOXONMUMEIX — JIOTHCTHYSCKUX  (OpraHU3alHOHHbIX)
MEPOIPUSITHH;

ompenenerine 00bema, IPOrpaMMbl, CPOKOB H MECTa MPOBENEHHS
WUHCIEKITHH.

JlaHHbIE  JCHCTBMS  BBIMONHAIOTCS — YIOJHOMOYEHHBIM — OPraHoM,
OTBETCTBCHHBIM 3a IIPOBEJACHHE MWHCIEKIIMM, M TIPH HEOOXOIUMOCTH
BKITFOYAIOT B €0 B3aMMOJIEHCTBHE C MHCIIEKTUPYEMbBIM 00beKTOM. B cirydae
BBIIIOJIHEHHs MHCIIEKIMU [0 3alpoCy YIOJIHOMOUYEHHOTO OpraHa JIpyroro

rocyiapcTBa-diieHa BbIIIOJIHCHHE YKa3aHHBIX JICUCTBUM Ha JAaHHOM 3JTarie
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BK/IIOUaeT B ceOs  B3auMMOJEHCTBME C  YIIOJHOMOYEHHBLIM  OpPIaHOM,

HMHHITHHUPOBABIIKWM BhIITOJIHCHHUE HHCIICKITHH.

2. Onpenenenue cocTaBa MHCIEKIUOHHON TPYIIIIEL

7. Hasznayenune apmMaleBTHUYECKHX MHCIECKTOPOB U MX KBalM(UKaIMs
TULS BBITIOJIHEHMUSI WHCIIEKIIHH ONIPEEIISIFOTCS TpeOOBaHUSIMH,
yCTaHOBJICHHBIMU MyHKTOM 177 IlpaBun dapmaxoHag3zopa, W IpaBUIaMu
GopmMHupoBaHUs MHCIIEKIIMOHHBIX rpyImm B COOTBETCTBUHU v
3aKOHOJIATEIIbCTBOM ToOCydapcTBa-uneHa. PapManeBTHUECKHe HHCIEKTOPHI
JOJDKHBI  OBITh CHEHUATMCTAMHU  YIIGJIHOMOYEHHOTO HA BBLIIOJIHEHHE W
ocyllecTBIeHMe (YHKIHMH [0 ¢apMakoHa[30py oOpraHa, WIA JHIAMH,
Ha3HAYEHHBIMU B COOTBETCTBHM C 3aKOHOJIATEILCTBOM IOCYIapCTBa-UJIeHa.
@®opmupoBaHHE HHCIEKUMOHHOM TPYNIB  MOXET OCYLIECTBIATHCS ¢
nmpuBJIeYeHHEM  (papMaleBTHYECKHMX  HHCIEKTOPOB 2 W OoJjee
YIIOJIHOMOYEHHBIX OPraHoB.

dopmupoBaHre HHCIEKUMOHHOM TPYNNIBI U OIpE/C/ICHUE TIEPHOJIa
BBIMOJTHEHNST MHCIICKLUKA JOJDKHBI OBITH OPUEHTHPOBAHBI Ha obeclieueHue
BBIMOJHEHMs IIOCTABJICHHBIX TIepe/l HWHCIeKIWeHd 3aJad [0  OLEHKE
COOTBETCTBMA CUCTEMBI (apMakoHag30pa JepiKaTelsi PEerucTPalMOHHOIO

yaocrosepenus TpedosanusiM pasun gapmakonamzopa.

3. YBeoMIeHHE O IIPOBEICHUM HHCIIEKIIUH
MHCIIEKTUPYEMOTI0o 00beKTa
8. YIIONHOMOYEHHBIH ~ OpraH  UMeeT  IpaBO  OCYLIECTBIISITH
MHCIEKTHPOBAHKUE CHCTEM (papMaKOHaA30pa JiepKaTesiedl perucTparoHHbIX
YAOCTOBEPEHUN B JIFOOOH MOMEHT BPEMEHH B COOTBETCTBHH C THUIIOM H
[esiMA MHCHEKUUK. B MCKIIIOUMTEeNBHBIX Cilydasx AOIMYCKaeTes IIPOBOAUTH

MHCTIEKIMKM  O€3  NpeJBApDUTENBEHOIO  YBEJOMIICHHs, eciu  Tpedyercs
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BBINTOJIHUTh MHCIEKTUPOBAHKE CHCTEMBl (papMakoHaA30pa IpU BBIABICHUH
MHHULMUPYIOIIEro (akropa W NpU  HEOOXOZUMOCTH HEe3aMeIIUTEILHOI
OLEHKHM BAXKHOTO pPHUCKA JIIS OOINECTBEHHOI'O 3/I0POBBS  (310pPOBbS
HaceJieHus) WM (QYHKIHOHMPOBAHHS CHCTeMbl (apMakoHaa3opa IH6O B
cllydasx, KOTJa YBEAOMJIEHHE MOKET HOCTAaBUTH O] yIPO3y JOCTHIKEHUE
1ejed HHCIEKI[HH.

9. IlpoBejieHne MHCIIEKTUPOBAHUS IIPEyCMAaTPUBACT MPEIBAPUTENLHOE
YBEIOMJICHAE  Jieparesis  PEerucTPallMOHHOTO  YIOCTOBEpeHHs  JIHOO
WHCIICKTUPYEMOT0  00BEKTa O HAaMEPEHUM YIOJHOMOYEHHOTO OpraHa
MPOBECTH HHCUEKTHPOBaHWE CHCTeMbl (apmakoHam3cpa. Bpems or
HaIIpaBJICHUs] YBEJOMIIEHHMS 10 Hayala INPOBEJIEHUS HHCIEKLUHUH JIOIHKHO
OBITH JIOCTATOUHBIM JUISl BBHIITOJHEHHsI MHCIIEKTHPYEMLIM OOBEKTOM BCEX
JOIMCTUYECKUX  (OPraHM3alMOHHBIX)  MEpONPHUSTHH W MOATOTOBKH
COOTBETCTBYIOIIMX JAaHHBIX, OJHAKO €ro IPOJIOJDKHTEILHOCTE HE JICIDKHA
OBITh HEOOOCHOBAHHO JUIHTENIbHON. [Tpr MHUUMALMN TUIAHOBBIX WHCIIEKIMM
IICPHOJ HalpaBJIEHUs IIPEIBAPUTENILHOIO YBEJIOMIICHUS COCTABIISIET HE
MeHee 45 KaneHJapHbpIX [JHEH JI0 [JIaHUPYeMOW JAaThl NpOBENEHHS
VHCTIEKIIMM. B cilydae MHUIMUPOBAHMM BHEIUIAHOBOM WMHCIIEKIIMH ITIEPUO
HApaBICHUs  YBEOOMIIEHUS  MOXET OBITH  COKpAllleH ¢  y4eToM
HHHIMUPYIOLIEro (akropa M pHUCKA, CBS3aHHOIO C  HeHaIekKallluM
BBIIIOJIHEHUEM JiepKarenemM PErucTpalmoHHOTO YIAOCTOBEPEHHS
obs3anHOCTEH 110 (hapmMakoHan30py. YIOJHOMOYCHHBIE OpraHbl BIIPABE
HCIIOJIb30BAaTh MHBIE TIOJXOABl K OUPC/EICHUID BpPEeMEHH OT JATh
HalpaBJICHUsT YBEJOMIEHHS JO JAaThl IPOBEAEHMs HHCIEKIHUH (eCaH 5TO
00OCHOBAHHO).

10. YBemomiienue 0  NPOBEJIGHUM  UHCICKIMH  (OPMHUpYETCS
YIOJIHOMOYEHHBIM ~OpraHoM rocyJapcTBa-wieHa 1o (opme coriacHo

npunokennmio  Ne 1. B yBefloMieHMH — yKaseIBarOTCs — (haMUIMK



(apmalieBTHYECKIX MHCIIEKTOPOB, HAaUMEHOBaHHE JiepoKarerns
PETHCTPAIIAOHHOIO  YAOCTOBEPEHUs, 1edd W OOBEKTHl  MHCIEKIMU
(HanpuMep, OLIEHKA CUCTEMBI (PapMaKOHA/I30pa B 1IEJI0M, JINOO B OTHOIIEHUH
ONpENENIEHHBIX  JIEKAPCTBEHHBLIX  NPernapaToB),  THII UHCTICKI{NH
(moperucrpan@oHHas, IUIaHOBas, BHEIUIAHOBAs, MOCTPErHCTPAllMOHHAS,
00BsABJIEHHAS MM BHE3AIIHAs, HIOBTOPHAs], JIMCTAHIIHOHHASN), IIpe/laraeMoe
MECTO BBIMOJHEHHS MHCHEKUMH. J[oMONHUTENbHAsT WH(OPMAIUS COMEPIKUT
HOMEep JICHCTBYIOLICH BepcuM Macrep-(aiiina cucteMsl (apMaKOHAI30pa,
0coOble  yCJIOBUS 10 PErdMcTpallld  JICKAPCTBEHHBIX  IPeraparos,
MOJUIEKAIIX OIICHKE.

11. ¥YBenomilenue o IpoOBEAEHUN HMHCIEKIMH B NHUCHBMEHHON (opme
HAMPaBJIACTCs  YIOJHOMOYEHHOMY JIMIYYy II0 (papMakoHaJ[30py AepKaTelis
PEruCTPALOHHOTO YOCTOBEPEHUSI B COOTBETCTBUM C MPEICTaBICHHBIMU
JAEePIKaTesIeM PErHCTPAlIMOHHOTO YIOCTOBEPCHUSI KOHTAKTHBIMH JAHHLIMU, B
TOM 4YHCJIe 10 DJIEKTPOHHOM mouTe. B yBeloMIIeHUN yKa3BIBAIOTCS YCIOBHUS
00s13aTeNBEHOTO HOTBEPIK/IEHHUS BO3MOXKHOCTH BBITIOJIHEHUSI
HHCIICKTHPOBAHKWs B 3alNIAaHUPOBAHHOM MECTE IPOBEIEHHST HHCIIEKIIHH,
IIPeJOCTaB/IeH s JOCTyNa KO BceM TpeOdyeMbIM JIOKYMEHTaM B 0a3aM JJaHHBIX
1 IUTAHAPYEMBIH CPOK TIPOBENEHUS UHCIIeKIMU. B ciiydae eciu yBegoMienue
Hanpas/seTcs YIOIHOMOYEHHBIM OpraHoM dYepe3 KOHTAaKTHOE JIMIIO,
KOHTAKTHOE  JIALNO  0043aHO  NPOMH(MOPMHUPOBATH  COOTBETCTBYIOIEE
YIOJTHOMOYEHHOE JIMIO 0 (apMaKkoHa/[30py JAepiKaTels PEerucTparioHHOro
yaocTtoBepenus. MucnekrupyeMeiii 0ObeKT HapasisieT B yIIOJIHOMOYEHHbIH
OpraH IHUCHEMEHHOE IIOJATBEPXKJIEHNWE COTJIACHS Ha IPOBEJCHHE HHCIIEKIMU
JMOO0 3asBIICHUE HA MPOBEJICHUE HHCICKUIUH B YKA3aHHBIE B YBEIOMIICHUU
CPOKH (€CJIM 3TO NPeyCMOTPEHO 3aKOHO/IATEIbCTBOM TOCYIApCTBa-uiIeHa).
B ciyuae ecnn mHcnektupyemblii 0OBEKT HE MOMKET IPUHSITH HHCIIEKIHIO B

IPC/JIOKEHHBIE CPOKH, YIIOTHOMOUYEHHBIN OpraH U HHCIIEKTHPYEMBI 00BEKT
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COTNIaCyrOT IpHEMJIEMBIE CPOKH HHCIEKTUPOBaHHMS € ydeToM (akTopos
WHUITMAPOBAHUS HMHCIEKIMHA, M PHMCKOB, CBS3aHHBIX C IEPEHOCOM CpOKa
BBITIOJTHEHUS] MHCITEKIIHH.

12. UncnextupyeMoMy 00BEeKTY B cpok He MeHee 30 KalleHgapHBIX
IHEW [0 IUIAaHUPYEeMOH [Jarhl JIpOBE/IEHUSI WHCIHEKIHHM HOJDKEH OBITh
HampasjieH 3alpoc B MHCbMEHHOW (Qopme (B TOM YHCIe IO BJIEKTPOHHOM
I04T€), HA MMd YINOJHOMOYEHHOrO JHlIa 1o (apMakoHAA30py B
COOTBETCTBMM C  I[IPEJCTABIEHHBIMH JlepKaTelleM PEerucTPalmoHHOIO
YJIOCTOBEPEHMs] KOHTAKTHBIMM JaHHBIMUA O IPEACTaBICHUU WHGHOPMALIHH,
HEOOXOAUMOH It IOJIOTOBKM  HWHCIEKIHH, B  COOTBETCTBUHM C
tpeboBanusamu IIpasuit papmakoHagzopa. B ciiydae eciid 3anpoc JepKateinto
PEruCTPAlMOHHOIO  YJIOCTOBEPEHHS  HAIpPaBJSCTCH  YHOJIHOMOYCHHLIM
OpraHoM  4Yepe3 KOHTAaKTHOE JIMIO, KOHTAKTHOE JIMII0  00g3aHo
NpOUH(DOPMHUPOBATH  COOTBETCTBYIOINEE  YIIOJHOMOYEHHOE JIMIO 110
bapmakoHam3opy JIepiKaTelis PEerucTPalUOHHOTO YAOCTOBEPEHHs. Buupl
HEOOXOMMOH ICKYMEHTALUU OTIPe/IESFOTCS] TUIIOM UHCIICKIHK (MHCIEKIHS
B ILIEJIOM MJIH 110 OT/ENLHBIM JIEKapCTBEHHBIM lipenaparam). Bo Bcex cimyuasx
TpeOyeTcs NIpelcTaBlIeHUE JeHCTBYIOWIEH Bepcuu mactep-daiiia cucreMsl
(papmakxonanzopa. JlOIONHHUTENIBHO YHOIHOMOYEHHBIH Opram BIpaBe
3alIPOCUTEH JIOKYMEHTBI, [10ATBEPKIAoMe napaMeTpsl PYHKITHOHUPOBAHHS
U pe3ysbTarTbl OLEHKH CUCTEMb! (hapMaxoHaA30pa HIIM XapaKTepU3YIOIIHE
crienu(UUecKre acleKThl padoThl cUcTeMbl (GapMakoHAI30pa, ¢ YKa3aHueM
OTYETHLIX NEPHOI0B. B 3ampoce ykaswpIBaeTcs CpOK, B TEUCHHE KOTOPOIO
JOJDKHBI OBITH NIpeJICTABJICHBI 3alpallliBaeMble JTOKYMEHTBI, ¥ CIIOCOD UX
IIPEeACTABICHHUS.

13. B cinydae HeOOXOAMMOCTH IIPOBEJICHNS MHCIIEKIIMH Ha TEPPUTOPHU
JIPYyroro rocyjapcraa-ujieHa, yIOJIHOMOYEHHBIH OpraH 5TOr0 rocyaapcTBa-

HJICHa B JIMIOC HHCIICKTOpdaTa II0 (bapMaKOHa,z[?,opy JOJDKCH OBITE
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npouHpopMHUpOBaH 0 POBE/IEHUN HUHCIIEKI[ MU JlepKaress
PErMCTPAllMOHHOIO  YJOCTOBEPEHMsI MJIM  HHCIEKTHPYEMOro  O0beKTa,
pacHojIOXKEHHOTO  Ha  €r0  TeppUTOPUH. B 5TOM  cllydae  MOMKET
paccMarpuBaThCs  MPOBEJECHHE COBMECTHOH HWHCHEKIMH C  Y4YacTHEM
(papmaneBTHYECKUX MHCIIEKTOPOB YIIOJIHOMOYECHHBIX OPraHOB 2 TOCYIapCiB-
4IEHOB JMOO MPOBEIEHNE HHCHEKUUH (PapMaleBTHYECKUMHU MHCIIEKTOPaMK
rocysapcrpa-ujeHa, Ha TEPPUTOPUU KOTOPOTO HAXOAUTCS  JIeprKaTelh

PEruCTpauoOHHOTO YAOCTOBCPCHHU A UITH HHCHGKTI/IpyeMBIﬁ 00BEKT.

4. Iloaroroska K HHCIIEKITHH
(BBIITOJIHEHHE HEOOXOJUMBIX JIOTMCTHUECKHUX (OpraHU3allHOHHBIX)
MEPOIPUATHH, ollpenesieHne 00bema, MPOorpaMMBL, CPOKOB U MECTa
IPOBE/JICHUS] MHCTIEKITHH )

14.IIpy nmoaroToBke K MHCHEKIMM (papMalleBTHYECKUE HHCIEKTOPELI
YIIOJIHOMOYEHHOrO OpraHa, Ha3HaueHHBIE [UIsl TPOBEJICHUS HWHCIIEKLMH,
OCYLIECTB/IAIOT  O3HAKOMJIEHHE € JOKYMEHTAaMH W JIaHHBIMH,
XapaKTePU3YIOIUMU CUCTEMY papmaxonazopa Jepxaress
PEruCTPALMOHHOIO YJI0CTOBEPEHMS], TTPEICTABICHHBEIMU UM I10 3alpOCy HIIU
UMEIOLIMMUCS B PACIIOPSKEHUN YIIOTHOMOYEHHOT'O OpraHa, B TOM YHCIIE:

a) JaHHBIE W JOKYMEHTBHI, IpPEJACTABJIICHHBIE  MHCIEKTHPYCMbIM
0OBEKTOM IO 3aNIPOCy YIOIHOMOYEHHOI'O OPraHa B COOTBETCTBHH C IIyHKTOM
12 macrosux [1pasui;

0) mepedeHb paHee BBIIOJIHEHHBIX WHCIIEKIMH, BKIIIOUas WHCIIEKIIMH,
MPOBEJIEHHbIE B TeYeHHEe 3 IOCICAHUX JIeT YIOJTHOMOYEHHBIMU OpraHaMu
TPETBUX cTpaH (IpU HaIM4YMU), WU HHOOPMALUIO O BBLISBJIEHHBIX II0
pe3ysibTaTaM MHCIEKTHPOBAHMST KPUTHUECKUX M CYILECTBCHHBIX HET0CTATKAX
(HECOOTBETCTBHSIX ) CUCTEMBI danpmaxona3opa aeprKaTess

PErHUCTPALMOHHOIO YOCTOBEPEHHMS (TIPU HATTHMYHH );
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B) [IepeUeHb paHee BBIITOJHEHHBIX MHBIX MHCIEKLUUH 110 HajIeKallim
IpaKTHKaM, BKJIKOYas MHCHEKIHMH, IIPOBEACHHBIC YIMOJIHOMOUYEHHBIMU
OpraHaMu, M MHQOPMAIUIO O pe3y/bTaTax HHCICKTUPOBAHUS B CJIyyae
BBISIBJIEHUS] KPUTHUECKUX HEJOCTATKOB (HECOOTBETCTBHIA);

r) uHpopmMalnMio O [oKa3zaTelsIX  (YHKIHMOHUPOBAHHUSI  CHUCTEMBI
(papMakoHai30pa  AepXKarenast — PEerucTPalOHHOrO yOCTOBEPEHUSI,
HMEIOIIYIOCS B paclOpsDKEHHH  YIIOJHOMOYEHHOrO OpraHa (Hanpumep,
[oKasareiu CBOEBPEMEHHOCTH IIpECTaBIIEHHS cooOLIeHHH 0
HEJKEJIATe/IbHLIX PEaKkUMsaX M JIaHHBIX IO 0€30MacHOCTH JIeKapCTBEHHBIX
IIpernaparoB, pesylibTaTax OLCHKM KadecTBa JIAHHBIX, BLIIOJHEHHUH
JepikarelleM — PerucTpPallMOHHOIO  YAOCTOBEPEHHs]  00S3aTelbCTB 110
hapmMakoHaI30py).

15. Onpenenenne oObeMa MHCHEKIIUH (KOMIIOHEHTOB  CHCTEMBI
(apmaxoHan30pa, KOTOpBIE MOJIEKAT UHCIIEKTHPOBAHKIO) BLINOJIHIETCS Ha
OCHOBaHWM THIIA M Ielied HHCIEKIHUH, Pe3yJbTaToB I1PeJIBAPUTEIBLHOI
OLIEHKM JOKYMEHTOB, XapakTepM3yIOIIUX cHucTeMy (apMakoHaazopa
IepoKkaTelst PerucTpaldoOHHONO  yJOCTOBEPEHHs, W B COOTBETCTBHHM C
nynkramu 168 — 171 IlpaBun dpapmaxkonanzopa. JokymMeHTHpOBaHKHE 0ObeMa
UHCIIEKIMHM YIIOJIHOMOUYEHHBIM OPraHoOM BBIIOJIHSIETCST B COOTBETCTBHU
C €r0 JIOKAJIbHBIMU aKTaMH U OTpayKaeTcs B MHCIIEKIIMOHHOM OTYETE,

16. llpu ompenenenun oObema HMHCHEKIMM YUYHUTHIBAIOTCS 00bEM W
pe3ynbTarhl  NpeIblAyIIMX — HMHCHEKNWH  cucTeMbl  (dapMakoHau30pa
BBINTOJTHEHHBIX  YIIOJJHOMOYEHHBIMU OpraHamMu. B ciydasx, Korja 3To
Hpe,ILC’faBHHeTCH 000CHOBAHHBIM, UCKJIFOYaeTCs nyonupoBanue
MHCIIEKTUPOBAHUST KOMIIOHEHTOB CHUCTEMBI (papMaKoOHa/30pa, MO/IBEPrHYTEIX
OLIEHKE B XOJ€ NPEeIbIAYIIUX HHCIEKUUA WCKIOYaeTCs, IpPH YCIOBHH
YCTAHOBJICHUSI MX COOTBETCTBUS TpeboBaHusIM [IpaBun dpapmakonaizopa. B

cliydac IIOBTOpHOI'O BKIIIOYUCHHSA B HHCICKIHIO KOMIIOHCHTA CHCTEMEI
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(dapmaxoHan3opa, B  OTHOLICHHH  KOTOPOI'O  paHee  IIPOBOJMIIOCH
MHCIIEKTUPOBAHHUE  YIIOJIHOMOUYCHHBIM  OPraHoOM, BBINOJIHSETCS — OoJee
yroyOJleHHasl OLeHKa [0 OJHOMY HJIM HECKOJBKHUM aclleKTaM TaKoro
KOMITOHEHTA CUCTEMBI.

17. TlogroroBka K MHCIEKIMH BKIIOUaeT B cels  pa3paboTky
IporpaMMBbl  HMHCIEKIIMM  CHCTeMBl  (hapMakoHaa3opa  jepikareis
PErHCTPALMOHHOIO YAOCTOBEPEHUSI HA COOTBETCTBHE TpeGosanusM [lpasui
thapmakoHa/30pa (nanee — nporpaMma WHCIEeKuK). [IporpaMmma uHcIeKK
BKJIIOYAET B ceDsl ClIe/IyIOINe pa3/Ieibl:

a) LeJIU, TUIl 1 OObeM MHCIIEKI[UH;

0) onpeaenenue QyHKIMA M pacipeenenne 00s3aHHOCTEN MEKIY
(apMalleBTHUECKUMU UHCIIEKTOPAMH;

B) JlaTa ¥ MECTO MPOBEACHUS HHCIICKIUH;

I) yKa3anue (QYHKUHMOHAIBHBIX IOJpa3/ieliecHuH, B KOTOPLIX Oyier
BBIITOJIHSITHCS] HHCIIEKTUPOBAHUE;

1) IepedyeHb JOKYMEHTOB, HHU(QPOBLIX CPEIACTB M HHCTPYMEHTOB,
K KOTOPBIM JIOJIXKeH OBITh OOecnedet TOCTYIl U KOTopbie OyIyT OLleHUBATHCS
B X0/1€ MTPOBECHKS MHCIIEKIHH;

€) IUTAHAPYEMOE BPEMs BBIIIOTHEHHS MHCTIEKTUPOBAHMSI TI0 OTAEBHBIM
KOMIIOHEHTaM CHUCTeMb! (hapMaKoHAI30Pa;

’K) IpOrpamMma 3aKJIFOUUTEIbHOTO COBEIAHHSI.

18. IIporpamma MHCHEKUMH, YKa3aHHass B IIyHKTe 17 HacTOSNIMX
ITpaBuii, u nepeyeHb JOKYMEHTOB, KOTOPbLIE BKJIIOUEHB! B WHCIEKITHOHHYIO
OLEHKY, HAIIPaBJIAIOTC B MUCBMEHHON (DPOPME YIOJHOMOYCHHOMY JIHIIY 110
GapmaxkoHan30py  Jep)KareNs — PETUCTPALMOHHOIO  yJOCTOBEPEHHsS B
COOTBETCTBHUM C IIPEIOCTABICHHBIMU JIepXKaTelleM PerHCTPalMOHHOIO
YJIOCTOBEPEHMs] KOHTAKTHBIMM JAHHBIMU (B TOM 4YMCIE TO 3JIEKTPOHHOI

nouTe) B CpoK He MeHee ueM 3a 10 pabouux JHel 10 Hauaina MPOBeICHUs
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WHCIEKIIMU C 1ebI0 0DecneyeHus J0cTyna K TMepcoHany U JIOKYMEHTalHu.
B ciydae ecny 3ampoc HampaslisieTcs YIOJHOMOHYCHHBIM OpPraHoM uepes
KOHTaKTHOE JIMIO, KOHTAKTHOE JIMIO 0053aHO TPOUHGOPMUPOBATE
COOTBETCTBYIOIIEE YIOJTHOMOYEHHOE JIMIO 110 (hapMaKOHAA30PY JIepiKaTeIs

PETHUCTPAIHOHHOTO YICCTOBCPCHU L.

HHpIe noructuyeckue u 06I_U;I/Ie OpPraHu3alluOHHBIE MEPOIIPHATHS

19. HeoOX04MO YJI0CTOBEPUTHCSI, YTO BEIOPAHHOE MECTO NPOBE/EHHUS
MHCIICKIUK SIBIISIETCSI ONTHMAJIbHBIM JJIsl JIOCTHIKEHMS ILeJicH HHCITeKI[HH.
B ciayuae eciu HEOOXOAMMO H3MEHHTH [LIAHMPYEMOE MECTO IPOBEICHUS
UHCIICKLIMH WJIH BKIIOYHATH B IIPOIPAMMY HHCIEKIUU JIOMOTHUTENILHOE MECTO
IIPOBCACHUSI ~MHCIEKLIMM, COOTBETCTBYIOUIEE HOBOE YBEIOMIJIEHUE O
NPOBEJICHHM HWHCTEKIIMHA [OJ/DKHO OBITH MOJTOTOBJIEHO U  HAMPABJIEHO
MHCIIEKTUPYEMOMY OOBEKTY B COOTBETCTBHY C MYyHKTaMu 8 — 13 HacToAIMX
[IpaBuii B cpok He MeHee uyeM 3a 45 KalleHJapHBIX JHCH JI0 MTaHUupyeMoii
JaThbl IIPOBEICHUS MHCIIEKITHHA B MHOM MECTE.

20.B cnyyae ecnd IpM I[IPOBEICHUM HWHCHEKIWH TUIAHUPYETCH
OPUMCHEHHUE CPEJICTB NKCTAHIMOHHOIO B3aWMOAEHUCTBUSI C OKXCIIEPTaMHU,
MepCOHATIOM JepiKaTeNlsl PEruCTPAllMOHHOTO YAOCTOBEPEHUSI, HaXOUAMMCS
BHE MeCTa IIPOBEJACHUS UHCIIEKIMY, MHCIIEKTUPYEMBIH OOBEKT HOJIKEH ObITh
3apanee yBeJOMIIEH 00 3TOM MEePOTIPUSITHH.

21.B citydae eciu 10 COIJAacOBaHUIO C YINOJHOMOUEHHBIM OPIaHOM,
WHAIIUHPOBABIINM  IIPOBEJIEHUE  HHCIEKLMM, TMPUHSITO  pELIEHHE O
[IPOBCACHUHA MHCIEKHMM C MCIOJL30BAHUEM CPEICTB HUCTAHIMOHHOIO
B3aUMO/ICHCTBHS, HEOOXOOMMO YBEAOMUTH MHCIEKTUPYEMBIH OOBEKT O
BBIMOJTHEHWH  COOTBETCTBYIOIIMX  OPraHM3alMOHHBIX  MEPOIIPHSTHIA.
Mucnektupyemsli 00BEKT HOJDKEH TIPECTABUTL OIIMCAHUE WMEIOIIUXCS

JJICKTPOHHBIX CHCTEM KOMMYHHKAIHH [JIsI obecrieueHuss BO3MOXKHOCTH
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NpOBEJIEHNs TaKOW HMHCIEKIMH. HeoOXoauMo BBIOIHUTH OLEHKY CHCTEM
KOMMYHHUKaIMH ¥ 00ECIIeYdTh COBMECTUMOCTD AJIEKTPOHHBIX U TEXHHYECKUX
CPEJICTB, IMOCPENCTBOM KOTOPLIX OyAeT OCYINECTBISATLCS B3aMMOIeACTBIE, U
pH HEOOXOJUMOCTH IPOBECTH UX MPEABAPUTEIIEHOEC TECTHPOBAHHE.,
22.Pacyer  NPOMOJKUTENILHOCTH  HMHCIIEKTHPOBAHUSI  CHCTEMBI
(papmaxonamzopa nepoxaress PETUCTPALUOHHOTO YAOCTOBEPEHHUS
OCYIICCTBIIACTCS MCXOJs M3 PYKOBOZCTBA 10 KayecTBY (hapMarieBTHYECKOTO
MUHCIICKTOpaTa B COOTBETCTBHHM C IIOJIYHKTOM «a» MyHKTa 16 OO0mmx
TpeOOBaHMi K cucTeMe KaudecTBa (apMaleBTHUECKUX HHCIEKTOPATOB
rocygapcTs  —  WICHOB  EBpasMHCKOr0  HSKOHOMHYECKOIO  CO03a,
yTBepakaennbix Pemennem Coseta EBpasuiickoli 2KOHOMUYECKOH KOMUCCHN

oT 3 HostOpst 2016 1. Ne 82,

IV. IlpoBerenure HHCTIEKITHH

23. MHcneknuss NPOBOJUTCS  COIMIACHO  IIPOIPAMME  MHCIEKIIHH.
[IporpaMmy HMHCHEKIMM JIOIIyCKaeTCs JOLOJIHSATH B IPOIECCE IPOBEIEHHMS
WHCIIEKIIMKA  (HampuMmep, B Helisix oOecrleueHus HJOCTHXKEHUs Leseit
UHCIEKIMK). Bee M3MEHeHHs, KOTOpble BHOCSTCS B MPOrpaMMy HHCIIEKIUH,
MOJJIEXAT TOKYMEHTHPOBAHHUIO.

24. Jlannbie 0 CUCTEME (papmaxonazopa JiepaKaresis
PEeruCTPAMOHHOIO  YAOCTOBEPEHMS B XOJ€ HHCHEKIUH  MOJyd4aroT
IIOCPEICTBOM:

a) OLIGHKH COOTBETCTBYIOIIEH TOKYMEHTALUY;

0) OLIEHKH KOMITBIOTEPHU3UPOBAHHBIX CUCTEM;

B) IPOBEJIEHMSI UHTEPBbBIO C IIEPCOHAIIOM;

I') OUEHKH BHYTPEHHEH W BHEUIHEH KOppecHoHJCHIMK (Harpumep,

peccTpoOB, PETUCTPOB, NEPEITUCKU € YIIOJHOMOUCHHBIMH OpraHaMH | T.,[[‘).
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25. Orkas B 1OCTYIIE K 3aMUCsAM JTH00 MPeoCTaBICHHH JJOKYMEHTAIUH,
KOTOPYIO (papMaleBTUYECKHI MHCIIEKTOP MMEET IIPaBO 3AlPOCHTH C IENLIO
OLICHKH, JIOKYMEHTUPYETCSl B MHCHEKIIHOHHOM oOT4eTe. B janbHeleMm
HEBBIIIOJIHEHNE TpPeOOBaHUH 1O oOeclneueHHI0 NOCTyna K HeoOXOMMBIM
JAHHBIM M JIOKYMEHTAIlMM TOJJIEKUAT OOCYKICHHIO C YIOJHOMOYEHHBLIM
OpraHoM, MHUUMUPOBAaBUIMM  MHCIEKIHUIO, C LEJIBK  ONpeeIeHus
MOCIEAYIOIINX JICHCTBUUA M PEIIEHUS 110 MOCJIC/ICTBUAM.

26. C moxymenramMu W uH(popmalnuei, coOpaHHOW TPH MPOBEIECHUH
MHCIEKIIHY, HeoO0XouuMo ofpauarecsi ¢ coOmomeHueM TpeboBaHuii
3aKOHOJATENBCTBA TOCyJapcTBa-wieHa B cdepe 3aluThl MepCOHALHBIX

JIaHHBIX U KOH(QUIEHI{HAIEHOH nHbOpMAIUH.

1. OTKpbITHE UHCTIEKITUH

27.]Jlo Hayajla  BBINOJIHEHUSI  MHCIEKTHPOBAHUS  IPOBOJAMTCS
COBELIAHKE MHCIEKIMOHHON IPpyNIBl M IpeICcTaBUTeNIeH HHCIIEKTUPYEMOT'o
00BeKTa IO OTKPBLITUIO HMHCHEKIuH. llpejicenaTenieM cCoBelaHus sBISETCS
BeAyHi (hapMaleBTUYECKUI MHCIIEKTOP HHCIIEKITHOHHOM IPYIIIIbI.

28. Llenbro coBEIaHMs MO OTKPHITHIO HHCITEKIIUH SBIISIETCSI:

a) Mpe/ICTABIeHUe WHCTICKIIMOHHOM TPYIIIIbI;

0) pazbsicHeHHE 3aKOHOJIAaTEeIILCTBA rocyJjlapcTpa-1iieHa,
pETYIUPYIONIEro IMPOBEJAEHHEe HMHCIEKIUH CUCTEeMBl (QapMakoHa)30pa, B
COOTBETCTBUU C KOTOPBIM HHHIIUUPOBAHA UHCIICKITHS;

B) IpejcTaBieHne uHdopmauu o6 obbeMe U 3a/1auax WHCIIEKIUY;

r) o0CyXIeHHE JIOTMCTUYECKUX ACIIEKTOB, BPEMEHHEIX PAMOK M MHBIX
OpraHU3aLMOHHBIX BOIIPOCOB, BKIIFOUEHHBIX B IPOTPAMMY HHCIIEKIHH;

I)IpeJICTaBlIeHne  IepcoHalia  JIepiKaresiss  PerucTpaldoHHOIO

YAOCTOBCPCHUSA, IPUHUMAKOIICTO YUYACTHE B HHCIICKIIHH,
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€) BO3MOXHOCTb IPEJICTAaBIEHUs] NHCICKTHPYEMBIM O00BEKTOM 0030pa
CHUCTEMBI (papMaKkoHaI30pa;

XK) 0DCyXKIeHKe C NPeNCTaBUTEINISIMU JIepKaTeslss PErucTpandoHHOro
YAOCTOBEPEHUs  HAIWUMS  KaKUX-JIMOO  CIIOXKHOCTEH, CBA3aHHBIX ¢

ITPOBCACHUEM WHCIIEKITMH.

2. OneHKa TOKyMEHTAI[|H, TIPOIIECCOB, CUCTEM

29. CoctaB JOKYMEHTAIlMM M TIPOLECCHI, KOTOPhLIE MOJUIEKAT OLICHKE
IIPH BBIIOJIHEHWM WHCIEKTUPOBAHUWS, 3aBHCSAT OT THIA, o0bema U Iieseit
UHCIeKnuu. B cioydae npoBeaeHMss HMHCHOEKIUH OPH  BBEIABICHUM
VMHULMEPYIOIEro  (akTopa HWHCIEKIHMS POBOAMTCH B OTHCLICHUH
KOMITOHEHTOB ~ CHUCTEMBI, BBI3BIBAIOIIMX onaceHus. [lpu  1nposeeHun
MHCUEKIIMM Ha MeCTe OCYIIECTBIEHUSl JIOKATbHONW AESTENIbHOCTH 110
GapmakoHan3opy 00BEM MHCHEKIMM MOMXKET OTIHYaThes OT obbeMa
HHCIEKIMH, BBIIOJHSIEMOM IO  MECTYy  OCYIIECTBIEHHS  OCHOBHOM
JESATEIBHOCTH 110 (papMaKkoHaI30py.

IlepeuecHp KOMIIOHEHTOB CHUCTeMbI (GapMakOHaI30pa, IIOJIeKAIINX
OLICHKE B [pOlecce HWHCIEKTUPOBaHMsA, INPUBOJUTCS B pasaeine B
MHCIICKIIMOHHOIO oT4eTa. J{aHHblii IepedYeHb He SIBJISIETCS HCUEPIIBIBAIOIIHM
¥ MOJXET OBITh JTOTIOJHEH i obecrieueHus TpebyeMoro o0beMa MHCIEKLINH

IS JOCTHUKEHU A ueﬂeﬁ HHCIICKIIHMH.

3. HabnroieHust v pe3yabTaThl HHCIIEKIH

30. Bce  nabmopeHust M pe3ysibrarbl  MHCHEKIMH  IOJJIeKaT
JOKYMEHTHpOBaHMIO. [Ipn HEOOXOAMMOCTH JIOMKHEI OBITHL CliCiIaHbl KOITHU
AOKYMEHTOB ~ WJIM  3alMCell, coaecpKallux HIH  JeMOHCTPUPYIOLUX

HEJ0CTaTKH (HECOOTBETCTBHS).
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4. 3akpbITHE HHCIICKIIUN

31.1lo 3aBeplIeHMM HWHCHIEKIIMM IPOBOJAMTCS  3aKIIOYUTETHHOE
COBCILAHME C MHCIEKTUPYEMBIM OOBEKTOM. YIIOJHOMOYEHHOE JHIO 110
(papMakoHaN30py JepKaTelsl PErMcTPAHOHHOIO YIOCTOBEPEHHS JIOIKHO
IPUCYTCTBOBAThE HA  3AKIIOYMTEIIBHOM  COBEIIAHHUM. 3aK/IIOYMTENbHOE
COBELLAHKE ITPOBOJIUTCS C IETBIO:

a) OObACHEHMsI  TPEIBAPUTEIBHON  KIaCCH(MUKALIMA  BBISBICHHBIX
HEJJOCTATKOB (HECOOTBETCTBHUI);

6) OOBICHEHHMS IPOLIEYPHI TIPE/ICTABICHHS HHCIICKIIMOHHOTO OTYeTa 1
CpOKa, B TEYEHHUE KOTOPOIrO I[PEIACTABISIETCS HHCIEKIMOHHBIA OTYeT W
MUCBMCHHBIM  OTBET JepiKaTelisi PEruCTPALMOHHOIO  YIOCTOBEPEHHS ¢
yYKa3zaHHeM TOCHEAYIOIUX MEp 10 YCTPaAaHEHMIO BBISBJICHHBIX HEIOCTATKOB
(ecnu HEOOXOIUMO).

B) IIpeJICTaBlIeHUs: 0000IIeHHONH WH(GOPMAlMKM 10  BBISBICHHBIM
HeJoCTaTKaM  (HECOOTBETCTBUSAM) ¢ oDeCleYeHWeM  OJIHO3HAUYHOTO
MOHUMAHHS Pe3yNLTATOB HHCHEKUUU 00 HMH(OpMauuu o0 OTCYTCTBUM
HEJIOCTAaTKOB (HECOOTBETCTBHUH );

I) IPEJOCTABICHUS!  MHCTIECKTHPYEMOMY  OOBEKTY  BO3MOIKHOCTH
KOPPEKTHPOBKMA  HENPAaBHILHOM  HMHTEpIpETaluyd WIH  HEIPaBHILHOTO
IIOHUMAHHUS B Y4CTH BBISBJIEHHBIX HEJJOCTATKOB (HECOOTBETCTBUN).

32. Mucnexkuus npeaycMaTpuBaeT MOCCIICHUE OJHOT0 W 0oJiee MecT
OCYLIECTBJICHUS ~ HMHCHEKTUPYEMOH  ACSATENILHOCTH.  3aKIOUYHUTENHHOE
COBEIIAHME TIPOBOJUTCS B MECTE€ OCYUIECTBICHHS JEATEILHOCTH 110
(GapMakoHa 30py MIH B KaXXAOM MHCIEKTHPYeMOM 00bekTe (ecid 3To
000CHOBAHHO).

33. Ilpu HCKJTFOYHTENBHBIX obcTosATeNhCTRAX JOITy CKaeTCst

MMPpEXKICBPEMCHHOC 3aBCPILICHHEC HHCIICKITUH. B stux CllydasaX OTKJIIOHCHHE OT
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nporpaMmMmbl  MHCIICKIIUM M IIpUYHHA PAHHCI'O 3aBEPUICHMs HMHCICKIIHU

nmogjexar JOKYMCHTHPOBAHHIO B HHCIICKIITMOHHOM OTYETE.

V. CocraBnenue MHCIEKI{MOHHOI0 OTUYEeTa
1. Ilopsimok MOATOTOBKK MHCIICKIIMOHHOT'O OTYeTa

34. JIng  KaxIoro mecra IPOBEJCHUS HWHCICKIHH JOJ/DKEH OBIThH
IOJICOTOBJICH UHCITEKIIUOHHBIN OTYeT 1o dbopme COIIacHO
npunoxenuio Ne 2. B ciyvae ecim mo 3ampocy YIOJIHOMOYEHHOTO cprama
BBIITOIHAETCS  MHCIEKTUPOBAHME  HECKOJIBKMX  MECT  OCYIIECTBIICHHA
IEATEeNIbHOCTH 110 (hapMaKoHa/[30py, JONOJHUTEIHHO K HHCIEKIIMOHHOMY
OTYETY COCTaBiseTcs 0030p HEAOCTATKOB (HECOOTBETCTBHU) 1O (opme
coryiacHo npunoxernro Ne 3 (manmee — HMHCIEKLMOHHBINH 0030p), B KOTOPOM
OTPAXKAKOTCSl  TONBKO  KPUTHYECKME W  CYIIECTBCHHBIE  HEIOCTATKH
(HECOOTBETCTBUS) MO KKIOMY MECTY MHCIEKTHPOBAHUS NEATEIBHOCTH I10
(papMakoHan30py € OLEHKOW BIMSHHUS HEAOCTATKOB (HECOOTBETCTBHM) Ha
cucreMy (apMaKOHaJ30pa U PEKOMEHAALUIMH 110 MepaM, KOTOPBIE TOJIKHEI
ObITH NpUHSTH. B Xome mpoBeneHUs] WHCICKUIWH, a TakKe IOJIOTOBKH
MHCIEKIIMOHHOTO OTYeTa, B ClIydae HEOOXOMMMOCTH He3aMeIIMTEILHOI0
paccMOTpeHuUsI KPUTHUECKUX HEJ/I0CTATKOB (HecoOoTBeTCTBHIA)
(papManeBTHYECKHE  MHCIEKTOPHI  BIpaBe MPUHMMATE  pelieHue 00
MHPOPMHUPOBAHUHU  YIIOJHOMOYECHHOTO OpraHa Jio TOJCOTOBKH — WIIH
HallpaBJIeHUs UHCIIEKIIMOHHOIO OTUeTa UHCTIEKTUPYEMOMY OOBEKTY.

35.B HEKOTOpBIX ciyyasix JOMYCKaeTCs COCTaBJIEHHE OJHOIO
MHCIIEKMOHHOIO oTueTa Mo 2 ©W 0olilee HHCIEKTUPYEMBIM MeCTaM
OCYIIECTBJIEHHUS JIEATEIBHOCTH 10 (PapMaKoOHa/130py, B TOM HHCIIE B Cllydae,
€CIIM 3TU UHCIEKUUH [IPEeACTaBIIsItoT cOO0U OTJIe/bHBIE MHCTIEKIMK. JIaHHBIH

noaxon  SABJISIETCS O6OCHOB8,HHBIM, HallpuMep, Korjia LLGHGCOO6pa3H0
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COBMEIEHUE PE3YJIbTATOB 2 MHCIEKIUI B OJITHOM MHCIIEKLHOHHOM OT4eTe. B
CIIy4ae NPUHATHS TAKOTO PeIleHus BeAy i (apMaLeBTHYCCKU HHCIIEKTOP
uHpOpMUpPYeT 00 3TOM YIOJIHOMOYEHHBI Opran M YKa3hlBaeT JaHHOE
peuieHue B MHCIIEKIIHOHHOM OTYETE.

36. MHCIIEKIIMOHHBII OT4eT IOATrOTABJIMBAETCS YJleHaMu
MHCIICKIIMOHHOM TPYIIEI ¥ KOOPAMHUPYETCS BEIyIUM (apMareBTHUeCKUM
MHCIEKTOPOM. B (opMy MHCIEKIIMOHHOrO OTY4eTa MOTYT OBITH BHECEHHI
U3MEHEHHsI ¢ Y4YETOM  JIOKaJbHOH  HpOLEAYypbl IO  COCTABIEHHIO
MHCTICKIIMOHHOT'O OTYETa YIIOJIHOMOYEHHOr 0 opraHa. MHCIIeKIMOHHBIH oTYeT
JOJDKEH OBITH COTJIacOBaH M IOJIMHCAH BCEMHM YJICHAMH HHCIEKIIMOHHOM
TPYIIIIEL.

37. UHCIIEKIMOHHBIH OTYeT JO/DKEH OBITh IMOATOTOBICH B TEUeHHE
30 paboumx JHeH ¢ JarThl 3aBepLICHUs HHCIEKIHH. [Tpr monprorosxe
HHCIICKIMOHHOIO OTYETa IO pe3ylbTaTaM WHCIEKTHPOBALHUS HECKOJBKUX
MECT OCYILICCTBJICHHUS JEATENLHOCTH 110 (apMaKoHAI30py, Aaroil oTcyera
BPEMEHH I10 IOATNOTOBKE OTYETA CUMTACTCS IMOCIE/AHUH JI€Hb BLIITOJHEHHS
NOCHeIHEH HMHCHEKUMK. MHCIEeKIIMOHHBIA OTYeT #  CONPOBOAMTEIHHOE
ODUCEMO (B OJIEKTPOHHOM  BHJIE)  JACIDKHO  OBITh  HamIpaBIIeHO
(hapManEeBTHYECKUM — HHCIEKTOPATOM  JIEPXKaTell0  PErMCTPallMOHHOrO
YIOCTOBEpEHUsT 10 3aBEPLUCHMA IOATOTOBKM OTHYETa € 3alpocoM O
NPCJICTABJICHUH KOMMEHTAapueB (HampuMep, IO CYIIECTBEHHBIM OIIUOKAM,
PACXOX/ICHHUSIM BO MHEHHSIX W KOPPEKTHUPYIOIIUM W TPEeAyNpeauTeIbHBIM
MepornipuaTHsM).  Ilman  KOppeKkTHpYImUX W [peaynpeanTelbHbIX
MeponpusTHi (B cllydac HEOOXOMMMOCTH) JOJDKEH OBITH [PEJ/CTaBIeH
AepiKaTeNieM PEruCTPalHOHHOr0 y0CcTOBepeHus B Teuerne 30 pabouux nHei
C Jarhl IOJIyYCHHUsS] MHCIIEKIIMOHHOrO oryera. B ciaydae ecim co ¢cTOpoHBI
JCPIKaTeNsl  PErCTPAllMOHHOTO  yIOCTOBEPEHUS! OTBET He I[OJdyYeH B

yCTaHOBHeHHbIﬁ CPOK, 3TO OTPpaXa€TCAd B HHCIICKIITHOHHOM OTUYCTE.
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38. OtBer JIepIKaTeIsT PEruCTPallHOHHOIO YJIOCTOBEPEHUSI
paccmaTpuBaeTCs 4JIEHAMM MHCIIEKUMOHHOW IpYIIbI, BKIHOYAST OIEHKY
BIIMSIHUS TIPEJCTABIEHHBIX KOMMEHTApHEB Ha pe3yJIbTaThl WHCIEKIMH, a
TaK)Ke COOTBETCTBHE npeJiiaraeMbix KOPPEKTUPYIOITUX u
NpeaynpesuTeNbHblX  Meponpusatuid. Jlannas oreHka JOJDKHA  OBITEH
BKJIFOUEHA B OKOHYATENIBHYIO PeNakLUIO WHCIEKLIHMOHHOTO OTYeTa, KOTopas
popmupyercst B Teuenue 10 paboumx JHedl ¢ JaThl MONMYUYEHHS OTBETA
JiepaKaTess PerucTpalMoOHHOrO yJIOCTOBepeHus. OKOHYaTeNnbHas peJaKi(ust
UHCIIEKIIUCHHOIO OTYeTa IOJAMMCHIBASTCS BEAYIIEM (papMaleBTHUECKUM
MHCIIEKTOPOM M YIeHAMHM HHCIEKLUUOHHOW TIpYIIibl B COOTBETCTBHU C
3aKOHOAATENIECTBOM IOCyJapcTBa-wiCHa U CTaHIAPTHBIMH OIlepaldOHHBIMU
IpoLesypaMi YIIOJIHOMOYEHHOI'O opraHa. B ciyuae eciu KOppeKTHpYOIue
U TIPEAYIIPEANTEILHEIE MEPOIIPUATHA MM CPOKM MX BBIIOJHEHHS HE MOIYT
OBITH COINIacOBaHbl, MOCIEAYIONINE JIOTOTHUTENbHBIE TPOLEAYPhl JTOJIKHEI
ObITH  OmpejeneHbl M HalpaBieHBl JAEPXKATEII0  PErUCTPAlMOHHOIO
YIOCTOBEPEHHUSI B IUICBMEHHOM BH/IC.

B ciyyae €CIIU npejJiaraeMole KOPPEKTUPYIOLINE 14
NPEAYNPEAUTEIIEHBIE  MEpPONpUATHs  JepKaTelis  PEerucTparMoHHOTO
YIOCTOBEPEHHUS COTJIACOBAHBI, MHCIIEKIUS MOKET OBIThH 3aKPhITA.

39. MHCIEKIIMOHHEIM  OTYeT NIPEACTABISCTCS B YIOJHOMOYEHHBIH
OpraH, KOTOPhIM OBUIO MHULMUPOBAHO IMPOBEJCHUE WHCIEKIMU. Jlannsie o
pe3ynbpTaTax MHCIEKTHPOBAHMS CHCTEMBbl (apMakoHaa30pa JepiKaTelis
PETUCTPALIMOHHOIO YIOCTOBEPEHUS IPEJCTABISOTCS 1O (GOpMe COrjracHo

IpuiIoxKeHuto Ne 4.

2. TpeboBanus k cofiepKaHUIO HHCIIEKIIMOHHOI'O OTYETA

40. Knaccudukanmst ~ HegoCTaTKOB  (HECOOTBETCTBHH)  CHCTEMEI

bapmaikoHaq3opa  JiepKarens PErucTPauOHHOTO YAOCTOBEPEHUS,
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BBISIBJIEHHBIX TI0 PE3yJIbTaTaM MHCIEKIIMH, OCYIECTBISETCS B COOTBETCTBUU
¢ mpunokendem Ne 5. [lo KaxIooMy YCTQHOBIGHHOMY HEJOCTATKY
(HECOOTBETCTBUIO) HOJDKHO OBITh CAENAHO yKa3aHHe HA COOTBETCTBYOINIMIA
pazgen [Ipasui papmakonagzopa.

41.B  WHCHEKUMOHHBIH  OTUET  BKIIOYAKOTCS  KOMMEHTAPHH
(apManeBTHUECKUX HHCHEKTOPOB (IIPU  HANMYUM), a Takxke obinee
3AKJIFOYCHUE O COOTBETCTBMM CUCTeMbl (apMakoHAN30pa JiepiKaTes
PEruCTPaMOHHOI0 YAOCTOBEPEHUS B 1I€JIOM, JTHOO B YaCTH KOMIIOHEHTOB
CUCTEMBl  ()ApMAKOHAI30pa, KOTOPBIE IIOJIBEPrajuch WHCIEKTUPOBAHHUIO,

TpedoBanusm Ilpasun papmakoHamgzopa.

A3BIK HHCIICKIIHOHHOTO OTYETa

42. IHCTIEKIIMOHHBIH OTYET COCTAaBMIAETCS HAa PYCCKOM sI3BIKE U (MJIK)
(Ipy  HaATMUUM  COOTBETCTBYIONIMX TpeOOBaHMI B  3aKOHOMATEIIHCTRE
rocyiapcTpa-4jeHa) Ha I'OCYJapCTBEHHOM s3bIK€ I'OCYIdpCTBa-ujieHa, B

KOTOPOM IPOBOJHJIOCHE HHCIICKTUPOBAHHUE (I/IHI/I B IIEPCBOAC HA 3TH HBI)IKI/I).

ConeprxaHne MHCIIEKITMOHHOI'0 OTYeTa

43. IHCHIeKIMOHHBII OTUeT JOIDKEH COAEPIKaTh OUEHKY 3HAYMMOCTH
BCEX BLIABJICHHBIX HEJOCTAaTKOB (HECOOTBETCTBUI) M 3aK/IOYEHHE 110
KPUTUYCCKUM W CYIIECTBEHHLIM  HeJOCTaTKaM  (HECOOTBETCTBHSIM).
WMHCIIEKIMONHEIA  OTYET TakKe JIOJDKEH COJEPIKATh  3aKIIOYeHHe O
COOTBETCTBHM CHCTEMBI (DapMaKkoHaj30pa JepikaTelsl PerHCTParMOHHOIO
yhaocrosepenus TpebosanusaM IlpaBun  dapmakonanzopa, TpeboBaHUsIM
3aKOHOJIATeNILCTBA  TOCYJIapCTB-UIEHOB K cHCTeMe  (apMakoHaazopa

ACPKATECIIA PETUCTPALlHOHHOTIO YIOCTOBEPECHUA M OLICHKY IMOTeHIIHaia pHUCKa
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BBUSIBJICHHBIX ~ HEJIOCTATKOB  (HECOOTBETCTBUH) (NMpW  HaMuuM)  UIs

OOLLECTBEHHOTO 3/I0POBLSI (3I0POBES HAaCEICHUS).

OL[GHKH HHCIICKIOHOHHOT'O OTYEeTa

44. OueHKa MHCIIEKLIMOHHOTO OTYETA BBIMOJIHACTCS YIIOJHOMOUYEHHBIM
OpraHoM, HHHIMHPOBABIIUM IPOBEACHUE WHCIEKIHH, B TeueHue 35
KaleHapHBIX JHEW ¢ JaThl ero noAnucanus. [Ipu olenke MHCIEKIIMOHHOTO
OTYeTa IIPOBEPSIETCS €r0 COOTBETCTBUE:

a) TpeDOBaHMAM K IPOLEaypaM 10 (hapMakOHA30Py, YCTAHOBIEHHBIM
IpaBunamu papmakonazopa;

0) TpeboBaHUSIM K TPOBEAECHUIO MHCIIEKITUH;

B) YBEIOMJICHUIO O MPOBEAEHUN HHCTIEKITHH,

r) pazjaenam Ilpasun  dapmakoHamgzopa, Ha KOTOPEE MDHBOJSTCS
CCBUIKM IpU  ONpeNeNieHH HEJOCTATKOB (HECOOTBETCTBUM) CHCTEMBE
bapmakonanzopa.

45.B ciyyae BBIBICHHS HECOOTBETCTBHS MHCIEKIIMOHHOIO OTYeTa
yKa3aHHbIM — TpeOOBaHWsIM  BeAylmui  (apMaLeBTHYECKHI  MHCIEKTOp
yBenomnsgercss (B IUCbMEHHOW ¢dopMe) O HeoOXOAMMOCTH BHECEHHs
COOTBETCTBYIOIIUX KOPPEKTHPOBOK B HHCHEKLMOHHBIN OTYET JINOO MPUHATHS
MHBIX MEp ¢ yCTAHOBJIEHHEM CpOKa, B TECUCHHE KOTOPOI'O JIONKHBI GBITH
YCTPaHEHBI TAKKEe HECOOTBETCTRUS.

46. Begymuii (apmarieBTHIECKH i HHCIIEKTOD B TEUCHHUE
YCTAHOBJICHHOI'O B COOTBETCTBHHM C IIyHKTOM 45 HacTosiumx [IpaBui cpoka
IPEACTaBISICT KOPPEKTUPOBKY MHCHEKIMOHHOTO OTYeTa WU IIPEIJIOKEHUs
MO HWHBIM MepaMm, Jubo (B ciiyyae HEBO3SMOIKHOCTH IIPE/CTABICHHS
KOPPEKTUPOBKU MJIH IPEAJOKEHUHI) OOBsICHEHNE NPHYMH HECOOTBETCTBUIA
HHCIICKIMOHHOIO ~ OTYETa WM IPOLEAYPEl MHCIEKIMH TPeOOBAHHUSIM,

yKasaHHbIM B nyHKTe 44 mactosimux llpaBumi. Pemenne o Bo3MokHOCTH
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0J00peHHsT HPEACTAaBICHHOW KOPPEKTHPOBKH HHCIEKIMOHHOTO OTYera,
HHBIX KOPPEKTHPYIOLMX Mep b0 0ObICHeHUs (hapMaleBTHYECKOro
HHCIEKTOpa OTHOCHUTENILHO TIPUYMH yKa3aHHBIX HECOOTBETCTBHM, a TaxkKe
pelieHkre O JalbHEeHINX JEHCTBUSIX 110 JIOPabOTKe MHCIEKITMOHHOIO 0TYeTa
MPUHEMAET  YIIOJHOMOYEHHBIH OpraH, WHUIIMMPOBABIIUN IIPOBEACHHUE
WUHCIICKLIUH.

47. Jlepxkarenb perueTpalHoOHHOIO YAOCTOBEPEHUS HH(DOPMUpYETCS
YIOJTHOMOYEHHBIM  OpraHoM O IepecMOTpe COTJIaCOBAHHOIO  IUIAHA

KOPPEKTUPYIOIIHUX U IIPELYIPEAUTESIIbHBIX MEPOITPUSITHIA.

MucnexunonHeiit 0620p

48. Benymuii GapManeBTHYeCKHH UHCHIEKTOP BBIIONHSET MOATOTOBKY
MHCTIEKIIMOHHOTO 0030pa, B KOTOPOM:

a) 0000IArOTCsT  Pe3yIbTaThl MHCIEKTHPOBAHUS HECKOIBKHUX MECT
OCYLIECTBIICHUS AESTEILHOCTH 110 (papMaKoHaA30py (Mpu HEOOXOAMMOCTH);

0) BEIHOCHUTCSI 3aKJIIOUEHUE OTHOCHTENBHO MOTEHIHMAILHOIO BIUSHUS
BCEX  BBIABJIIEHHBIX — HEJOCTATKOB  (HECOOTBETCTBHUH) HA  CHUCTEMY
(papmaxonaazopa;

B) IIPUBOJIATCS PEKOMEHMAIMHA TI0 MepaM, KOTOphIe IOJDKHEI OBITh
IPUHATEI B OTHOIIEHUH MHCIEKTUPYEMOro oGbeKTa (HarnpuMep, MpoBeieHue
KOPPEKTUPYIOIIMX W TPEAYIPEIUTEIIHBIX  MEPONPHITHHA, IIOBTOPHOE
WHCIIEKTHPOBAHUE, MOHUTOPHHI COOTBETCTBUSI MHCIEKTHPYEMOI0 OObLEKTa
TpeboBanusam IIpasun papmakoHanzopa (HanpuMep, B 4aCTH KayecTBa paboT
1 (MI1) CPOKOB MX BBIITOJIHEHUS | JIP.)).

49. MncneknuonHbIi 00630p cocTaBisercss Ha PycCKOM si3bike U (TTH)
(Ipy ~ HAJIMYUM  COOTBETCTBYIONIMX TpeboBanuii B  3aKOHOMATEIILCTBE
rocynapcrBa-uieHa) Ha rocyJapCTBEHHOM SI3BIKE I'OCYAapCTBa-ujeHa B

KOTOPOM IIPOBOOMIIOCH HHCIICKTHPOBAaHHE, HHCH@KHHOHHHG OTYECTEBL II0
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OTHETBHBIM MeCTaM OCYILIECTBICHUS JAEATeNBHOCTH 110 (dapMakoHaI30py
OpUIararoTea K MHCHEKOMOHHOMY 0030py B dopMmMe MpHIOKCHHM.
WMucneknnonnbii  0030p HpejicTaBisieTcss B YIOJIHOMOYEHHBIM OpraH B
TeueHre 80 paboumx JHEH C AaThl 3aBepIICHHS IIOCIeAHEH MHCIEKIHH,

BKJIIOYEHHOH B 0030D.



[TPHJIOXEHWE Ne |

K IlpaBuinam npoeeneHus
(apMaleBTHYECKUX UHCITEKITHH Ha
cooTseTcTBHE TpeboBanusM Ipasui
Ha/UTeKaIle NpakTUKM (apMaKkoHaa3opa
EBpasniickoro saKOHOMHUYECKOT0 COI03a

(popma)

YBEJAOMJEHUE
0 nposeleHny GpapmManeBTUYECKOH HHCIEKIHH HA COOTBETCTBHE
TpedoBanusam llpaBun Hapesxameid npakTHKHA apMaKkoHaazopa
EBpa3suiickoro 5»KoHOMUYECKOr0 cOK3a

YIONHOMOYEHHEIH opraH (9KCrepTHas OpraHu3alus) rocynaperpa —

yieHa EBpa3zuiCKOro SJKOHOMHUUYECKOTO COI03a

(HAauMEeHOBaH¥UE)

COOOINAeT O MPUHATOM PEIIEHHH 10 INPOBEACHHIO (JOPErMCTPalMOHHOM,
IUIAHOBOW,  BHEIJIAHOBOM, IOCTPEIMCTPAIIMOHHOH, OOBSBIIEHHON WU
BHE3alHOHM,  MMOBTOPHOM,  JHUCTAHUMOHHON)  (HYKHO€  ITOJTYEPKHYTD)
MHCIICKIIMU Ha COOTBETCTBHE TpeOoBaHMaAM llpaBui naanexaniei npakTuku
t(bapmaxonanzopa EBpasHicKoro 3KOHOMHUYECKOIO COKO3a, YTBEPHIEHHBIX
Pemennem Cosera EBpasuiickolf 5KOHOMHYECKOH KOMHMCCHH OT 3 HOSIOps
2016 r. Ne 87 cucrembl (hapMakoHam30pa JAepiKaresss PerMcTPaliOHHOTO

YAOCTOBEPECHM: JICKAPCTBCHHOT'O Npenapara

(manMeHoBaHuE)
HMucnexuus HazHauyeHa B COOTBETCTBUH C IMYHKTOM [IpaBun

HaJijIeallel NpakTHKKA (apmaxoHaa3opa EBpasuiickoro 3KOHOMHYECKOTO

CO1034a.
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[lenpto  WHCHEKUWM Ha  cooTBeTcTBHEe  TpeboBaHusam  IIpasun
HaUIeKalled MpakTUKK (papmakoHan3opa EBpasuiickoro sKOHOMHUYECKOTO

COIO34a ABJIACTCs

WHCIeKTHpOBaHKIO  Ha  cooTBeTcTBHE  TpeboBaHusM  llpaBum
HaJUIeXKaled MpakTUKK (apmakoHan3opa EBpasuiickoro sKOHOMHYECKOTO

COr03a IIOIJICXKAT CICAYIOUIHE 0OBEKTHI:

pacnoJIOKEHHBIC 110 a/IPpECY:

IInanupyeMelii  CpOK IpOBEACHUS MHCIEKIMH Ha COOTBETCTBHE
tpeboBanuam  Ilpapmn  majnexamed — npakTukd  (dapMmakoHamzopa

EBpasuiickoro sSKOHOMHYECKOIo coro3a —

B cocraB HHCIIEKIIMOHHOM IPYIITEI BKITIOYEHEL:
(bapManeBTHYECKHe  MHCHEKTOPHl  YIOJHOMOYEHHOTO  OpraHa

(9KcIepTHOU OpraHn3anyn) (HauMEHOBaHUE):

(Beaymuii papMalieBTUYeCKUi HHCIIEKTOD);

3

2

IKCIIEPTHI:

[loaTBepKkIeHHe COIJIACOBAHUS CpOKA MPOBEJCHUS MHCIIEKLUH Ha
COOTBETCTBHE TpeOOBAHUSIM [ IpaBuir HaJ[JIe)KaIen [IPAKTUKH
(apmakonayzopa EBpa3uiickoro SKOHOMHYECKOTO COKO3a JOJDKHO OBIThH

HallpasJIEHO B YIIOJIHOMOYEHHBIH Opran

(mauMeHoBaHue)

o aApecy: B CPOK 110
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[PHUITOXEHUE Ne 2

K IIpaBunam nposejieHus
(apmalleBTHUECKNX WHCTEeKITHH Ha
cooTBeTcTBUE TpeOoBaHusM | IpaBui
Ha[JIeXkKalleld IpakTUKU (papMakoHa 30pa
EBpazuiickoro s3KOHOMUYECKOT0 COI03a

(bopma)

OTHET
00 MHCIIEKTUPOBAHHM cHcTeMblI hapmaxoHa3opa
JAePKATESI PErHcTPAIHOHHOI0 Y/I0CTOBEPeHHs
JIEKAPCTBEHHOI'0 penapara

HamMenoBaHme cucTeMbl qoapmaKOHaﬂsopa:

(HaMEHOBaHME OPraHU3alliy )
Mactep-daiin cucremsl hapmakonaazopa:

Homep uucnekuuu cucremsl GapMakoHaazopa:

HOMep BEPCHUHN OTHETA!:

Jlata moATOTORKH:

Paspen A. AgMunucTpaTuBHas HHGOpMAITHSL.

Twuu uHCcneKIIMK

HammenoBanue u ajpec Mecta HAXOXKICHUS
MUHCIIEKTUPYEMOro 00beKTa,
OCYIIECTBISIONUIET0 AeATeILHOCTE 110

(hapmakoHaa30py
KoHTakTHOE JTHII0 TI0 TTPOBEICHHIO 3aNONHAECMCA & Cydae, eciu
HUHCIIEKIIUH KOHMAKMHOE TUYO NO NPOEEOCHUIO

UHCHEKYUi He cO8nadaem ¢
VHOIHOMOYEHHBIM TUYOM NO
papmaronadzopy

ﬂ;aTBI MpOBEACHHUA MHCIICKITHMH

Benymuii dhapmalieBTUUeCKUid HHCIIEKTOP

DapmMaleBTHHECKIH HHCTIEKTOP,
OTBETCTBEHHBI 3a HallMCaHUE OTYeTa
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(DapMalleBTH’-IeCKHG HHCICKTOPbI
HHCHEKIHMOHHOHU I'PyIIbl M SKCIIEPTEI

Ilpenpiayiiyie HHCIIEKIIUKA CHCTEMbI
(GapmakoHa30pa AepKaTens
PETUCTPALIMOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOT'0 TIperapara:

(dama u ynonnomouenmwiil opearn,
NPOBOOUBUIUL UHCHEKYUIO)

Llenp uHCHIEKIIUHT

HaumenoBanus JICKAPCTBCHHLBIX ITPEIIapaTos,

KOTOPbIE OBLIM UCIIOIB30BAHBI B KAYECTBE
HPUMEPOB JUISI OLEHKH CHCTEMBI
thapmakoHamg3opa

@. M. O. u agpec MecTa HAXOXKJICHHS
YIIOJITHOMOYEHHOTI0 JIUIA 10
(hapmakoHaI30py

@. M. O. u anpec MecTa HaX0XJICHHUSI
OTBETCTBEHHOT0 JIALIA 110 (hapMaKOHAI30Py
Ha TEPPUTOPUHU FOCYyIapCTBa — YieHa
EBpazniickoro 3KkOHOMHYECKOTO COr03a
(npy Hanu4yum)

JlaTa nepBoHa4YaNBHOTO MPECTABICHUS
WHCIIEKIIMOHHOIO OTYETa JACPIKaTeNO
PErMCTPALIMOHHOTO YIOCTOBEPEHHUSI
JIEKapCTBEHHOTO Mperapara

Cpox npencTaBineHus OTBETa JepiKaresieM
PETHCTPANMOHHOTO YIOCTOBEPEHMUS
JIEKapCTBEHHOTO TIperapara

Jlara npejcrapiedust OKOHYATETBHOM
pelaKIiii HHCIIEKITMOHHOI'O OTYEeTa

Otuet IMOAT0OTOBJIIEH

@. 1. O.
TOJDKHOCTh

Paznen b. O0mas nadopmarus

1. OcnoBanusi mpoBeeHUS B 00HEM HHCIIEKLUH

Vrazwvisaromes OCHOBAHUA HpOBé‘ath{ﬂ UHCNEKYUU cucmemMbvl

hapmaxonadsopa 6 yenom, wiu UHCHEKYUU NO OMOETbHBIM NeKAPCINEEHHBIM

npenapamam, wiu UHCNeKyuu, cosmeujanujei 6 cebe oba muna uHCnexkyuil.
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Hucnexyus mooicem Ovlms 00pe2ucmpayuonioil, niaHoeol, 6HEenIaHo60l,
NOCMPe2UCMPAYUOHHOU,  O0BABNEHHOU — Wi — BHE3ANHOU,  NOGMOPHON,
OUCMAHYUOHHOU. B ciyuae eciu 6vinonnsemcsi 6HeNIAHOB8AS. UHCHNECKYUA,
(6KNIOYAS DOpe2UCMPAYUOHHbIE UHCREKYULL), YKA3bIGANOMCS OCHOBAHUE NUDO
UHUYUUPYIOWUE (PAKMOPbl, NOCTYIHCUBULUE NPUYUHON NPOBEOCHUS UHCHEKYUI.

2. HopmatuBHO-1ipaBoBas 0aza

Vkazviearomes akmer opearnos E6pazuiicko2o 9KOHOMUYECKO020 coi03a U
eocyoapcme — 4dnenog Coio3a, HA OCHOBAHUU KOMOPbHIX ObLIA GbINONHEHA
UHCNEKYUs cucmemvl  (apmMakoHaosopa oepacamens pecucmpayuoHHO20
yoocmoeepenus. Buinonnenue uncnekyuu — cucmemvl  hapmaxonadsopa
OO0JIDICHO OCHOBBIBAMBCS HA MPeOOBAHUSIX.

Ilpasun wmaonescaweni npaxmuxu @apmaxonadzopa FEepasuiickozo
OKOHOMUYECK020 co103a, ymeepacoenHvix Peutenuem Coeema FEepaszuiickoil
IKOHOMUYECKOU Komuccuu om 3 Hosabps 2016 2. Ne 87,

Ipasun npoeedeHis papmayesmudeckux UHCHEKYU Ha
coomeemcmeue — mpebosanusm  Ilpasun — Haonescawjen  npakmuxu
papmaronaozopa Eepasuiickozo 5KOHOMUHECKO20 COH3d, VIBEPICOCHHBIX
Pewenuem Cosema Eepasuiickoil 3KOHOMUYECKOU KOMUccuu om 3 HosOps
2016 2. Ne 83.

3. O61mas nadopmalus no NpoBeICHUI0 UHCITEKITHH

Ykasvieaemca xkpamxas uHpopmayus 0 NpoeeoeHuu UHCHEeKyUul,
graOUaIOwas 6 cebs 00wy uHpopmMayuilo 06 opeaHuzAyUL  CUCINEMDbI
papmaxonadzopa u 6cex CyueCmeennvlX USMEHEHUSX U Mepax, NPUHAMbIX
nocie 8bINONHEHUA NOCeOHel UHCHEKYULL.

IIpusodumcsa yrazanue o npoeedeHuu UHCHEKYUU 68 COOMBEMCMEUL C
npocpamMmon  UHCHeKyuu, da MmaxKdce YKA3uledemcs — UH@QOpMayus o
KOPPEKMUPOBKAX UNU USMEHEHUAX NPOSPAMMbL (MPU HATUYUL).

Vrkasvieaemcs unghopmayus:
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0 dame u mecme NpoeedeHUs 3aKTIOUUMETbHO20 COBCUANUS C YelblO
o0bcydxcoenuss  pe3yivimamos — UHCHeKyul, GKAIOYAA  HEOOCHAMKU
(Hecoomeemcmeus), Npu Ux HATUYUU,

0 NPUCYMCIMBOBASUIUX HA COBCUJAHUU TULAX.

IIpusooumcss  kpamxoe  onucanue  cucmemsl  hapmakoHadzopa
oeporcamens  peUCMPAayuoOHHo20  YOOCIMOBEPeHsl C  YKazGHuem
NPOU30UEOUIUX 30 Nepuod ¢ Oamvl GblNOJHEHUS NOCACOHEU UHCHEeKYUU
UsMeHeHUll (Npu HATUYUU MAKUX USMEHEHU).

Pazmen B. OO630p KOMIOHEHTOB cUCTEMBl (hapMaKOHAI30pa,
OJIBEPIHYTHIX UHCIICKTUPOBAHMIO

Ilpusooumces nepeuenv KOMNOHEHMOG CUCMEMbl hapmakonadszopa,

Komopeie OblIu  NOOGEPIHYMbl  UHCHEKMUPOBAHUIO 6 X00€ NPOGedeHUs.

UHCHEKYUUY.
HammMeHnosanue CreneHn Crenienn HecoorBercTBHg
KOMIIOHEHTA CHCTEMEL BBITTOJIHEHUSA BBIIIOJHEH U (na / Het)
(dapmakoHazopa OIICHKH OLIEHKH

KOMITOHEHTA KOMIIOHEHTA
(na)’ (wer)”

KommerTapuu

KPHTHYCCKHEC
CYLICCTBEHHBIC

1. YonsoModeHHO0E JTHILO
o apMaxKoHan30py

Kpamuduxarms

JlomxHocTHRIC 00A3aHHOCTH

KoHTpoIb cHCTEMBI
thapmaxonamzopa

PesepBHEIE ITPOIECCH 1
JIeNIeTHPOBAHHE
o0s3anHoCcTeH

Unoe

2. Macrep-daiin cuctemsr
(dapmakonajzopa

dopmat
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HammeHoBaHue Crenesp Crenenn HecootBeTcTBHS
KOMIOOHEHTA CHCTEMEI BEITOJIHEHHS BRIIIOJIHEHHS (ma / Her)

(papmaxoHazopa OIEHKH OIICHKH
KOMITOHEHTA KOMIIOHEHTA

(ma)’ (rer)”

KPUTHUCCKHE
CYILECTBEHHEIE

Conepxanue

[Tognepxanne u
npe/cTaBlICHHE

Huoe

3. Crannaprusie
[pole/lypsl (CTaHIAPTHRIE
OlEPaIMOHHBIE IPOIELYPHI
(COII), pykoBojicTBa | 1Ip.)

[Tpouiemypsr

PykoBojcTsa

[Ipomneccr o oOydeHHIO
CTaHJIapTHBIM
OIlEepaLHOHHLIM
IpoIeypam

Huoe

4. Jlorosopsl

Huoe

5. llepuoaruecknit
06HOBHH€MbeI OTHET 110
Oe3011acHOCTH

[InanupoBanue
IEPHOJITIECKOTO
OOHOBIISIEMOT'O OTUETA IO
Oe30macHOCTH

DopMaT u comepKaHne
[IEPHOIYECKOT0
00HOBIISIEMOT0 OTYETA I10
6e301aCHOCTH

KonTpons kagecTra
HEpHO,HHqBGKOFO
O0OHOBIISIEMOI'0 OTYETA ITO
Oe3omacHoCTH

CBOEBPEMEHHOCTE
IPEe/ICTARTICHUS

KommenTapuu B
DKCIIEPTHOM OTYETE 10

KomMmmenTapuu
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Haumenorsanue
KOMIIOHCHTd CUCTEMBI
(apmaxkoHa3opa

Crenens
BBITOJIHEHHS
OIICHKH
KOMITOHEHTA
(na)”

CremneHn
BEITOHEH IS
OIlEHKH

KOMIIOHEHTa
(mer)™

HecooreeTcTBHS

(ma / ver)
Q

2 =
> =
I3 o]
O QL
5 A
= =
= Q
= e
o, =}
= B,
[&]

KommenTtapuu

OIIEHKE IEPHOJIMYECKOTO
00HOBIILEMOTO OTUETA 1O
0e30I1acCHOCTH

Huoe

6. Cictema yrpapieHus
pPHCKaMH

dopmMar U cojieprKanue
I1aHa yIpaBlIeHus pHCKaMHu

Bremonuenue

JOTIOTHUTEBHBIX
MEPOIPUATHH 11O
(hapmaxkoHa30py

Brimonsenue
JIOTIOTHHUTENLHEIXK
MEpOIIPUATHH 0 Mepam
MHHHMHA3AIIHH PHCKa

HWnoe

7. Opranuzanus paboTsl ¢
HHIUBHYAJIIbHBIMIH
COODIEHUAMH O
HE)KEIaTeNbHLIX PeaKIusaxX
(MCHP)

Ilonyyerue
VIHJIUBU Y QJIBHBIX
CO0DIIEHNH 0
HEKENATENLHBIX PeaKIHsIX
13 BCEX HUCTOYHHKOB,
BEJICHHE eJIUHBIX 0a3
JIAHHBIX

OneHka cepbe3HOCTH,
IPUYHHHO-CIIEICTBEHHOMI
CBA3HU U IPECABHIACHHOCTH

Brinonnenue MeUIMHCKOR

OLIEHKH H KOJIHPOBAHHUE B
MedDRA

ITporecc xouTpoOIS
KauecTBa
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HanmmernoBaune
KOMIIOHEHTA CHCTEMBL
hapmaxonazopa

Crenenn
BBITTOTHCHHS
OIIEHKH
KOMITOHEHTA
(ma)”

Crenenn
BBITTOJIHCHH S
OIEHKH
KOMIIOHEITA

w5
(uer)

HecoorBetcTBus
(ma / Her)

KPHTHYECKHEC
CYHICCTBCHHEIC

KommenTapuu

ITponecc npencrasnesus
HHIMBHYaIbHBIX
coodmeHu# o
HEMCJIATEIIbHBIX PEAKITHAX

[Iporiecc monyueHust
JIOTIOJTHUTENBHON
nudopMauu oo
HHIUBUIYIbHBIX
COOOIIEHUAX O
HEKENATeIbHBIX PeaAKITHIX

IIpencrarienue cooOueHni
0 HEXKEeNaTeJbHbIX PEaKIHsIX
(HP) B xome
HEUHTEPBECHITUOHHBIX
HCCIIC/IOBAHMH U APYTHX
HEUHTEPBEHITHOHHBIX
nporpamMmm

Brimonaenue
CHCTEMAaTH4YeCKoTo 0030pa
Hay4HOH MEJHIHHCKOH
JILTEPATYPBI

Hnoe

8. KoMIpIoTepru3upoBaHHbe
CHCTEMBI U Da3bl JdHHBIX,
HCIOJIB3YEMBIE CHCTEMON
bapmaxonagzopa

[Tponece oCecneueHus
paboThI
KOMITBIOTEPH3HPOBAHHBIX
CHCTEM H 0a3 ITaHHBIX

[onreepxienue
COOTBETCTBHS LIEIISIM

PesepBHOE XOMHpOBaKHE H
[‘apaHTHH BOCCTAHOBIJICHHS
0a3 JaHHEBIX B ClIyuae
TIOBPEIK/ICHHUS

[Iponiecc rrepemerieHus
0a3pl JAHHBIX
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Hanmenosaue Cremnens Crenenn HecooTBeTcTBUS

KOMIIOHEHTA CHCTEMBI BEUTOJIHEHH S BELIIOTHEHHS (ma / HeT)
. =
(papmMaxoHaz0pa OLICHKH OIIEHKH =

(D]
KOMIIOHEHTA KOMIIOHCHTA 2 A o
® ok & jas) e
(1a) (mer) 3 = o

faa]
| B s
& (3 S
| 0§ |

o =

Q

Wnoe

9. Knunuyeckue
HUCCICIJOBaAHHUA

[Ipencrapnenue
COODINEHHH 0 Cephe3HbIX
HEIPpEIBUACHHBIX
HEKeJIaTeIbHbIX PEaKIIuIX

CornacoBaHHOCTH
HH(}OPMAITHH
coJiepakalieiicst B Opornrope
HcclienoBaress 1 00mei
XapaKTEPUCTUKH
JIEKapCTBEHHOTO IIpenapara
JUTSL 3aperHCTPHPOBAHHEIX
JIEKapCTBEHHEIX MIPENapaToB

Crepka undopmarmu o
CepPBE3HBIX HEXKEJIATEeIbHBIX
SIBJICHHSX B XOJIC
KITHHHYCCKIX
HCCIICJIOBAHUHA H
uH(OpMaITIH,
cojiepkareics B 6aze
TAHHBIX 110
(hapmakoHa3Opy

Huoe

10. Yipasnenue curaaiom

VcTounuky uHpOpMAIIH
110 0E301aCHOCTH,
BKJIKOYAEMBIE B IIPOLEAYPY
BBIIBIICHHS CHTHAIA
(BKItOYeHHE HH(POPMAIIUH
M3 BCEX COOTBETCTBYIOUTHX
HCTOYHHKOB)

[lepuojuuHOCTh
BEIIOJIHEHHS 0030pa
JAHHEIX

0630p arperupoBaHHbIX
TaHHBIX
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HaumeHnoBanue
KOMIIOHEHTA CHCTEMBI
dhapmakonazopa

Crenenn
BBIITOJIHEHUW ST
OLICHKH
KOMIIOHEHTA

(ﬂ.a) ¥

CreneHn
BBITOJIHEHHS
OICHKH
KOMIIOHEHTA
(ger)"”

HecooTsercTBus
(na / mer)

KPUTHYCCKHE
CYIIECTBEHHEBIC

KomMmenTapun

Beiosiense npoieccos
00pabOTKH CHTHAJIOB

CroeBpeMEHHOCTH
00OHOBIEHUs 001IeH
XapaKTePUCTHKH
JIeKapcTBEHHOTO IIperapara
H HHCTPYKIHH 110
MeJIHIITHCKOMY
ITPUMEHEHHUTO
JIEKapCTBEHHOTO IIpernapara

Wnoe

11. Kauectro
JIEKapCTBEHHBIX NIPENAPATOR

00630p avHBIX 00
OTKJIOHEHHAX KAYeCTBA H
aHaINu3 TeHICSHIIUH

COTJIaCOBaHHOCTB JAHHBIX
00 obpalieHusx o
HECOOTBETCTBHH KadyeCcTBa
JIEKapCTBEHHOTO Ipernapara
1 nHbOpPMAITHH,
cojiepxkareiics B 6aze
JIAHHBIX 110 0€301TacCHOCTH

Hnoe

12. ApxuBupoBaHue
JIJAHHBIX CHCTEMEI
dapmaxonazopa

V]'IpaBJ'ICHHG 3arrcAaMHu

OreHka cpescTB
obecneyeHus
anXUBHPOBAHUS

Huoe

13. Cuctema ympaBiIcHHS
Ka4eCTBOM CHCTEMBI
(dhapmakoHazopa

CHcTemMa KayecTBa CHCTEMBI
(hapMakoHa/[30pa u
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HaumeHnoBanue
KOMIIOHEHTa CHCTEMBI
(apmakonazopa

Crenenn
BBIIIQJIHEH M
OIICHKH
KOMITOHEHTA

(na)”

Cremenp
BLIIOJIHCHHS
OIICHKH
KOMIIOHEHTA

T
(meT)

HecoorsercTrHs
(ma / mer)

KPHUTHYECKHE
CyIIECTBEHHEIE

KoMmmenTapun

YIPABIIEHHE COOTBETCTBHEM
cucTeMsl (hapMakoHaa30pa
TpeOOBAHHAM AKTOB
opraioB EBpazuiickoro
9KOHOMMUYECKOT'0 COI03a H
3aKOHOJIaTEeNLCTBA
roCy/IapcTB — YJIEHOB
Coroza

CpenctBa 1 0bopylI0BaHKE
JUISL OCYILECTBIICHHS
JIeSITENBHOCTH 110
bapmakonazopy

AynuT (BHYTPEHHHH K
BHEIIIHHUH) CHCTEMEI
(hapMaxoHa/I30pa ¥ IPOIEce
KOPPEKTHPYIOMUX H
HIpeTyIPeTATeNEHBIX
MEPOUPHATHH

Huoe

14. Obyuenie 1o
(bapMakoHa/130py

BrojiHOE B nocenyroree
o0yJeHmHe

Orenka o0ydeHuUs!

Benenwue 3amnuceii mmo
00y9eHuro

Wuoe

15. PerynisstopHble BOIIPOCHI
H B3aHMOJIEACTBHE €
YIIOJTHOMOYEHHEIM OpPraHoM

Pazpaborka u oOHOBIIEHHE
HH(pOPMALIHHU O
JNeKapCTBEHHOM IIperapare

OTBeTH Ha 3alPOCHI
YIIOJJHOMOYEHHOI'O OpraHa

Huoe
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Haumenosanue Creness Crernenn HecooTrBercrrug

KOMITOHEHTA CUCTEMBI BBIIOIHEHUS BBIIOJTHEHHS (ma / ner) o
dapmakonazopa OIIEHKH OIIEHKH 5

[P
KOMIIOHEHTA KOMIIOHEHTa g g =

* &k

(na) (er) & £ g
& a g
= & 2
=i ) o
L |8 |

= =

(&)

16. Menuiiamnckas
HHpOpMAaIHs

Ceepka Mex1y 3aupocamMmu
10 MEIUITMHCKOI
uHbOopMaIul |
HH(OpMAITHH,
conepxkanieiics B 0aze
JIAHHBIX 110 OE30MaCHOCTH

17. JJononHUTEILHEIC
KOMTIOHCHTEI
(Ipy HATTUYHH)

" — BBINOJIHEHHE OIEHKH JAHHOTO KOMIIOHEHTA CHCTEMEL tapmakoHaa3opa Ha JOCTATOYHOM, 10
MHEHHIO (apMaleBTHYECKOr0 HWHCIIEKTOPa, YPOBHE JUIsd ONpEJEeIeHHS COOTBETCTBHS H
BBUIBJICHHSI ~ HEJIOCTATKOB  (HECOOTBETCTBHM)  cucTeMbl  (dapMakoHAI30pa  JlepsKaTens
PETHCTPAIIMOHHOTO YJIOCTOBEPEHHST;

" — JaHHBIi KOMITOHEHT He TOIBEpraics OLEHKE IIPH BBHIIONHECHWM WHCHEKIHH B CBSI3H C
OTCYTCTBHEM HEOOXOJMMOCTH MCXOJI M3 00beMa W IeNiei MHCIEKIHH JTHOO HA OCHOBAHUM
YBEIOMIIEHHS], COITIACHO KOTOPOMY OCYIIECTRISIIACH HHCIIEKIIMA.

Paznen I'. BeisiBieHHBIE HEOCTATKH (HECOOTBETCTBYS)

I'.1. Knaccudukanuss ~ HejoCTaTkoB  (HECOOTBETCTBHUM)  CHCTEMBI
papmaxonazopa

Huopmayus 6 0annom pazoene uncneKyuoHHo2o omyema OOANCHA
OCHOBBIBAMbCSL Ha OGHHBIX u Garxmax, VCMAHOBNEHHbIX
(papmayesmuyeckumu  UHCNEKMOpAMU €  npoyecce  NpPOBeOeHuUs
UHCNEKMUPOEAHUs — Mecmd ocyujecmeneHus OessmenbHOCHuU no
papmaronadsopy (danee — nabnwOeHUs GAPMAYEEMULECKO20 UHCREKMOPQ).
B uncnexkyuonnviii omvem He OOIJICHbL BKIIOYAMBCA  NPEONONOINCENUS
papmayesmudecko20 UHCNEKMOPA OMHOCUMETLHO YOOEIeMEOPUMENLHOZ0
cocmosnus  QOKymenmayuy, —000pyoosanus, cpeocms, nepcoHand u

npoyedyp, Komopble ne nN00Gep2aniucy OYeHKe 8 NPOYecce UHCHEKMUPOEAHSL.



37

Hns xaxcoozo  uz  He0OCMamro8  (HeCcOOmMEemcmeui) Cucmembl
papmaronadsopa, 6bISI6/ICHHBIX no umoaam nabnodenul
papmayesmu4ecko2o UHCNEKMopa, YKA3uleaemes KIace 3mo20 HedoCmamKd
(Hecoomeemcmeus,) 6 coomeemcmeuu ¢ KIACCUQUKRayuet, npueedentoli &
npunodcenuu Ne 5 k [lpasunam npoeedenus papmayesmudeckux uncnexyuil
Ha coomeemcmeue mpeboeanuam llpasun Haonedcawen  npakmux
papmaronadsopa E6pazuiicko2o sKOHOMUYECKO20 COI03A.

IIpu 3anucu 6 Oannom pasdene HAOMIOOCHU (DaAPMAYEEMULECKIUT]
UNHCNEKMOp 6npaee CONPOOOUMb UX NPEONONCeHUSMU MO  NOGBLIUEHUIO
Kasecmed cucmemvl Hapmaxkoraoopa 0eprcamens peucmpayuoHHo20
YOOCMOBEPEHUs UTU CHUICEHUIO 6EPOSIMHOCTNU 803HUKHOBEHUSA OMKIOHEHUT.

['.2. PyKoBOJACTBO IO MIPEJCTABICHHIO OTBETa II0 BBISBIEHHBIM B
pe3y/ibTare MHCIIEKTUPOBAHMS HEAOCTATKAM (HECOOTBETCTBUM )

Omeem UHCHEKMUDYEMOU CMOPOHBL 1o HeO0 CMAamKam
(Hecoomeemcmeusm) — Oondicen  OblMb  KPAMKUM, — KOHCHIDYKIMUGHbIM
U 6KIIOYamMb  npeonazaemvlie  Oelcmeus No  padbome ¢ 6blAGIEHHLIMU
HeJOCMAmMKaMu  (HeCOOMBEMCMBUAMY) U N0 YCMAHOGICHUN)  APUHUH
6bIAGNCHHBIX HEOOCMAMKOE (HeCOOMBEMCmeEu).

Cnedyem  maxoice  onpedenums  MEPONPUAMUS N0 BbIAGICHUIO
U Npedomepauientio  UHbIX  NOMEHYUWIEHBIX — CXOOHBIX — HEOOCMAMKOS
(necoomeememeutl) cucmemol hapmaKonao3opa.

Hugopmayuss  uz  omsema  exiodaemcs — Henocpeocmeenno 6
noopasdenvr 1'.3.1 — I'.3.3 uncnexyuonnozo omuema 6e3 KOppekmuposxis
Qopmynupoeox  apmayeemuueckozo  uHcnekmopama, — KAacaUuxcs
6bIAGNCHHBIX HEOOCMAMKOE (HECOOMBEMCMEUIL).

Omeem donicen cooepacame Creoyouyio uHphopmMayuo no Kaxrcoomy

U3 HeOOCMAMKO8 (HECOOMBEMCmeauil).
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onpeoeneHue nNPULUHsl HedoCmamra (HecooOmeememeasi)

(yrasanue npuduHbl BbIABICHHO20 HeAOCMAMKA (HeCOOMEEmemes), umo, 6
cayuae NPUHAMUAL HAOIeHCaujux Mep No YCMPAHEHWO, 6 NOCAeOVIoulem
cnocobcmeyem — NpeooOmEpAUieHUI0  BOSHUKHOGEHUS — OMKIOHeHUusA. B
OMHOUIeHUU ~ OOHO20  He0OCMmAamKa — (HeCOOMBEemMcmeus) mMo2ym  bolmb
VCMAHOBNIEHbI HECKONbKO NPUNUH €20 (DOPMUDOBAHUL);

danvHeuuas oyenKka

(6vinonnaemes OYeHKa cmeneHu BBLIDANCEHHOCHIU HeOdOCmamka
(Hecoomeemcmeus) U €20 SIUAHUA HA cucmemy apmaxkonadzopa u
nexapcmeennsie npenapamol. [ 8binoaHeHus: HA0Nexcauell OYyeHKU eaUsHUA
Hecocmamka — (HeCOOMEEmMCmes)  HA — cucmemy  (PapmMakoHadzopa
papmayeemuneckull  UHCNEKMOp — 6npase  coenams  yKasamue, — KAaKue
nocreoyowue 0etcmeus 00aACHbL Dbimb NPeONPUHAMBL UIU OONOTIHUMETLHO
3anIaHUPOBaHsl (Hanpumep, mpeoyemes. pempoCcnekmueHas OYenKa OaHHbIX
015 BbIABNEHUSL 8CE20 0OBbEMA 8030€LCMElU);.

KOPPEKMUPYIOUUE MEPONPUAINUS

(npusodumcs demanvHoe ONUCAHUE NPeONPUHSIMBIX UNU 3ANAAHUPOGAHHLIX
KOPPEKMUPYIOWUX — MEPONPUAMUL, — HANPAGNEHHbIX — HA — YCMpaHeHue
8bLABNIEHHO20 HEOOCMAMKA (Hecoomeemcmeus));

npeodynpeounenbrvle MeponpPUAMUL

(npueooumes. 0emanbHoe ONUcanue NPeONPUHAMBIX W 3ANIAHUPOSAHHBIX
npeoynpeoumenbHelX MeponpUsmuUll, HANPAGIEHHBIX HA YCMPAHEHUE NPUYUHB]
neoocmamka — (Hecoomeemcmsus) ¢ yeiblo  NPeOOMEPaueHUs.  e20
603HUKHOBEeHUA 6 Oanvheuuem. Meponpusmus 0odCHbL MaKice EKIIOYAMD
Oetucmeus, no BbIABNEHUIO U NPeOOMEPAYECHUIO CXOOHBIX HeOOCHAmKOs
(necoomeemcemaeuii));

npakmuyecKie pe3ynsmanivl

(npusodumcs.  0emanvHoe ONUCAHUE Pe3VIbMAmos Npeodzaemvlx aubo
3A6EPUIEHHBIX  KOPPEKMUPYIOWUX U FPedYNpeOumenvHblX  Meponpusmull.
Hanpumep, enecenue coomeemcmeyowux usMeHeHull 6 CmanoapmHvle
onepayuoxmeie npoyedypevl N pabouue UHCMPYKYUY, OOKYMCHMUPOEAHUE
BLINONHENH020 00YUEeHUA NePCOHAd, BHECeHUe UMEHEHUN 8 NPO2PaAMMHOE
obecnevenue),

0amol 8bINONHEHU MEPONPUAIMULL

(MpusoOAMCs 3aNAAHUPOBAHHBIE OAINbL UL OAMbL 3A6CPULCHUSL EbINOIHEHLSL
MEPONPUAMULL C VKASAHUEM, YN0 MEPONPULMIUS 6bINOJIHEHbL).

['.3. HemocraTkn (HECOOTBETCTBHUS), BBISIBICHHBIC 110 PE3yJLTATAM
MHCIIEKI[IU

['.3.1. Kpurnueckue HejocTaTKH (HECOOTBETCTBHS)

IIpedcmaenaemca  unopmayusi 0  KPpUMUHYECKUX — HEOOCMAMKAX

(Hecoomeemcmeusx) CoO2NAcHO COOMBEMCMBYIOUIEMY ONPEVICHUIO.
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Henocrarox Hcenonvzyiomea kamezopuu (1 nookamezopuu)
(necoorserctsue) KH 1 | coznacro npunoscenuio Ne 5 x Ipasunam
(KpUTHYECKUH nPOGeOeHUA PaPMAYeEmMUYecKux UHCHeKyull Ha
HEJIOCTaTOK coomeemcmeue mpebosarnuam Ilpasun
(mecoorBeTcTBHE) 1) Haonejcauel NPaKmuky (hapmakonaozopa
Espasuiicko2o 3KOHOMUHECKO20 COI03A C KPAMKUM
HAUMEHOBAHUEM HedOCmamKd (Hecoomeemcme!s,)

Oncanue Hepocratka (HECOOTBETCTBHMSI) (3amONHSETCS (BapMaleBTHYECKHM

HHCIIEKTOPOM)

(YKazel6aiomes.  OCHOBAHUA  Onpedenenus, HedOCMAamKa  (Hecoomeemcmets)
coenacro lpasunam naonedcaujeni Npakmuxy apmaxonad3opa)

Onpenenenne IPpHUMHBI HEIOCTATKA (HECOOTBETCTBHISA )

(3anonnsemes depoicameinem
JIeKapcmeennozo npenapama,)

pe2ucmpayuoHHO20 Y0ocmoeeperus

JanpHelmast oleHKa
(3anonnsemcs oepoicamenem
NIeKapcmeenHo20 npenapama)

pPecucmpayuoHHo2o yoocmosepenus

Koppexrupytotge MeponpusThs
(3anonmsemcst oepoicamenem
JIEKAPCMBEHHO20 Npenapama)

PecUCMPAYUOHHO20 yoocmosepeHus

IIpakTutieckue pe3ybTarhl
(3anonnaemes depaicamenem
PecUCmMPayuoOHHOZ0 YOOCMOBEPCHUA
NIeKapCmeenHoz20 npenapama)

Jlara BeImOTHEHMS
(3anonmnsemecs depacamenem
pecuUCmpayuorHo20
yoocmoeepeHus
NIeKapCmeenHo20 npenapama)

lIpenynpenuTenbHbie MEPOIIPUATHS
(3anonnsemcs oepoicamenem
JIeKAPCMBEHHO20 RPENnapama)

DpeucmpayuoHHo20 yoocmogepenst

ITpaxTuyeckue pe3ynbTaThl
(3anonmsiemest depaicamenem
DE2UCMPAYUOHEO20 YOOCMOBEPEHUsL
JIEKAPCMEEHHO20 npenapama)

Jlata BeIMOJTHEHHU
(3anonusemes depaicamenem
Pe2ucmpayuoHHo20
VOOCmogepeHus
JIeKapcmeento20 npenapama,)

['.3.2. CymecTBeHHBIE HEJOCTATKH (HECOOTBETCTBHS)

IIpedcmasnsemes  uHgopmayus 0 CYWecmeeHnslx HeooCmamKax

(Hecoomeemcmeusx) co2nacHo coomeememeyiouiemy onpeoeneHuio.

Henocrarok Hcenonvsyromes kamezopuit (U noOKame2opuu) co2nacto
(necootBercTrue) 1 | mpunooicernuio MNe 5 k Hpasunam nposedenus
(CylLIECTBEHHEIH papymayesmuueckux UHCNeKYull Ha CoOOmeemcmeue
HEJIOCTATOK mpebosarnuam [lpasun naonexcaweli npaxmuxi
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(necoorBercTBre)]) | papmaronadsopa Eepazuiickozo sxoHoMutecko2o
COI03a C KPAMKUM HA3BAHUEM HeOOCMamKa
(Hecoomeemcemeus)

Onmcandne HemoCTaTKa (HECOOTBETCTBUS) (3ANOANACHIC PapMayesmuieckim
UHCHEKMOPOM)

(YKQ3616A10MCA OCHOEAHUA ONPEDeNeHUs HEOOCMAMKA (HECOOMEEMCmMEUs)
coenacro akmam opeanos Espazuiickozo sxonomuueckoeo coioza 6 cghepe
obpauyenus 1ekapcmeeHHblx cpedcms)

Omnpenenenyie TPUUKMHBI HEJOCTATKA (HECOOTBETCTBHA)

(3anonnsemcs oeparcamenem PeCUCMPAYUOHHO20 yoocmoeeperus
JIEKapCMBEHHO20 NPenapama)

JlanbHeHnasg oneHKa
(zanonnsemcs oepoicamenem PecucmpayuoHHo20 yoocmosepeHus
JIeKapCmeeHHo20 npenapama)

Koppektupyromue MepornpusThs
(3anonnsemcs oeparcamenem PEe2UCMPAYUOHHO20 yoocmosepeHus
JIeKapCmEeHH020 npenapama)

ITpakTHyeckue pe3ynpTaThl Jlata BeImOTHEHMS

(3anonusemcs depocamenem (3anonmsiemcs depoicamenem

DPEUCPAYUOHHO20 YOOCHOBEDEHUSL) PecuUcmpayuonio20
yoocmosepenus)

lIpenynpenuTesbHEIE MEPOITPUATHS
(3anonmnsemcs depoicamenem pecucmpayuoHHo20 YOoCcmogepeHus
JIeKapCmeeHHo20 npenapama)

[IpakTHyeckue pe3yiabTaThl Jara BeImogHeHUS

(3anonnsemcs depaicamenem (3anonusemcst deprcamenem
PeUCmpayuoOHHC20 YOOCMOBEePeHUsL Pe2ucmpayuoHHo20 YO0CmoGepeHUs
NeKAPCMBEHHO20 NPEenapama) JIeKapCmeeHHo20 npenapama,)

I'.3.3. HecyuiecTBeHHBIE Hel0CTATKH (HECOOTBETCTBHA)
IIpeocmasnaemea ungopmayusi 0 HecyuecmeeHuvlx HeoOCmMamrdax

(Hecoomeéemcmeusax) co2nacHo coomseememeyouemy onpedeneHuio.

Henocrarok Hcenoneszyiomea kamezopuu (u nookamezopuu)

(HecooTBeTcTBHE) | coznacno npunodceruro Ne 5 k Ipasunam

(HecylecTBeHHRIH npoeeder s hapmayesmuieckux UHCHeKyull Ha

HEJIOCTATOK coomeemcmeue mpeboeanuam lpaeun

(necoorBetcTBHE) 1) Haonescauyeli nPakmuKy Gapmakornadzopa

(HH 1) Eepazutickozo sxoHomuueckozo cosza ¢ Kpamum
Haseanuem Hedocmamra (HeCoOmMeencmeust)
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Onucanne HeocTaTKa (HECOOTBETCTBUS) (3aM0NHAeTCs apMalleBTHYECKUM
UHCIIEKTOPOM)

(YKA3bLI16AIOMCA  OCHOGANUA  ONpedeNeHus, HedOCmamKka (Hecoomeemcmeus,)
CO2NACHO HOPMAMUBHOMY OOKVMEHMY)

Onpenenenne NpUIMHBI HeJOCTATKA (HECOOTBETCTBUS )
(3anonmnsaemcs oepacamenem pecucmpayuoHHo20 YOocmoseperus
NeKapCmeeHHO20 NPenapama)

JlanpHeWas orneHKa
(zanonusemcs deporcamenem pecucmpayuoHHo20 yoocmoseperius
JIeKapCmeenHo20 npenapama,)

Koppektupyroliue MeponpusTus
(3anonnsemcs oeporcamenem PecUCmMpayuoHHO20 yoocmosepenus
NIeKapcmeerHo20 npenapama)

IIpakTudeckuie pe3ynbTaThl ara BeinoiaHeHms
(3anonnaemcs oepocamenem (3anonusiemest depacamenem
PecuUcmpayuoOHH020 YOOCMOBePeH s Pe2UCMpayUuoOHHO20
NEKAPCMEEHHO20 NPENAPama) yoocmosepenus
NIeKapCcmeeHH020 npenapama)

IIpenynpeaurenbHble MEPOTIPUATHS
(3anonnsemcs oeporcamenem DPeucmpayuoHHo20 yoocmogeperus
JIeKAPCMEEHHO20 Npenapama,)

[TpakTagecKkue pe3yIbTaThl JaTa BBITTOJHEHMUSI

(3anonnaemcs oepacamenem (3anonnsemcs Odeporcamenem

PecucmpayuoHHo20 Y0OCmosepeHs PecucmpayuonHoz0

JIEKAPCMEEHHO20 Npenapama,) yoocmosepenus
JIeKapcmeenHoz20 npenapama)

['.3.4. KommeHnTapumn

Bonpocel, komopwie apmayesmuneckuii  uncnekmopam cuumaem
HeobxX00UMbIMU  008eCMU Q0 CBEOeHUsl UHCHEeKMUPYeMo20 00bekmd, Ho
KOmopble He Npedcmasianm coboi nedocmamry (HecoOmeemcmes.,).

Paznen /1.

J.1. 3akimouenue

J1.2. PexomeHnpauumn

J.3. Ouenka hapmaleBTHUeCKUMH UHCIIEKTOPAMHM OTBETa

MHCIIEKTUPYEMOH CTOPOHBI
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.4, 3akinouuresbHbIe BBIBOIB H PEKOMEH AU
Pasyen E. [lata u nognucu GpapManeBTHYECKHX HHCIIEKTOPOB, a TAKKe

ITOATIIHCH DKCIIEPTOB (B Cliydae, €CJIM OHH IIPUHUMaJIM Y4acTHUC B I/IHCHCKLI,HH).
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[TPWJIOXKEHHE Ne 3

K [IpaBuiam nposeieHus
(papMaileBTUUECKUX UHCITEKITHH Ha
coorseTcTBHE TpeOOoBaHMsM | IpaBmi
HaJUIe)KaIlled IPakTUKK (papMakoHai30pa
EBpazuiickoro a3KOHOMHUYECKOI'0 COI03a

(bopma)

Ob30P
HEeCOOTBETCTBHIM 10 Pe3yJIbTaTAM UHCHEKTHPOBAKKS CHCTEMBbI
¢apMakoHai30pa AepKaTeasi PeruicTPRIUHOHHOI0 YA0CTOBEPEeHUSsI
JeKapCTBEHHOI'0 Npenapara
Pasnen A. AxMuHKMCTpaThBHAS HHOOpPMALKS
A.1. HanmeHOBaHMsI IEKAPCTBEHHBIX [IPEHIAPATORB
A.2. JTaHHBI€ O pEruCTpaIAU
Paznen b. OcHoBanus u obuas undopmariust
b.1. O06beM HHCIIEKIIMH COTJIACHO TIPOTPaMMe HHCIIEKIIUN
b.2. IIpaBoBbIE OCHOBaHUS JJISI IPOBEACHUS HHCIIEKIIUH

Pazjien B. Onucanne HeToCTaTKoOB (HECOOTBETCTBUM) (KPUTUYECKUX U

C}/H.[CCTBGHHBIX), BBISIBJICHHBIX B [TPOLECCE HHCIICKTUPOBAHUA

HanmeHoBaHMe KOMIIOHEHTA HecooTBeTcTBUS KKommenTapuu
cucreMsl (hapMakoHaI30pa

KPHTHYCCKHC CYIIECTBCHHEIC

1.¥YnosHOMOYEHHOE JIAIIO T10
hapmakoHaI30py

Kpanudukauus

JIoIKHOCTHBIE 00S3aHHOCTH

KoHTpons cuctemsl
(Gapmakonanzopa

PezepBHEIe IIpoLiecchl U
JlelleTHpOBaHue
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HaumeHoBaHHE KOMITOHEHTA
cucTemsl (papMaxkoHaI30pa

HecoorsercTBUsg

KPHUTHYCCKHE CYIIECTBCHHbIC

KommenTapuu

00s3aHHOCTEH

Hnuoe

2. Macrep-daiin cucTeMsl
dapmaxonanzopa

®dopmar

Conieprxanue

ITojiepxkanue u
[peCcTaBIeHNUE

Huoe

3. CranapTHbIE TPOTIETYPBI
(cTammapTHBIE
OIlepallMOHHBIC MPOIISTYPBI
(COII), pyxoBojictBa u jip.)

ITpouenypnl

PyxoBojcTBa

IIponeccel no 0dy4eHno
CTaHAaPTHBIM
OIepallOHHBIM IPOLIE/ypamM

Huoe

4. JloroBopsI

Huoe

5. Ilepuojimueckuit
OOHOBIISIEMBIN OTYET 110
oezonacuoctu (I10OB)

ITnanupoBanue
MEPUOTAIECKOT0
0OHOBIIIEMOI'0 OTUETA II0
Oe3omacHoCTH

dopMart u comeprkaHue
TIEPUOJIUUECKOTO
0OHOBIIZEMOTO OTUETA 110
Oe30macHOCTH

KonTpouns kauectsa
[IEPUOJUYECKOTO
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HaumeHOBaHME KOMIIOHEHTA
cucTeMbl (hapMaKkoHa/30pa

Hecootsercreus

KPUTHYECKHEC CYIMICCTBCHHBIC

KommenTapuu

0OHOBIISIEMOI'0 OTYETA 110
Oe3omacuHocTu

CBOEBpPEMEHHOCTE
peACTaBICHUS
MEPUOTUYLCKOI0
00OHOBJIAEMOTO OTYETA 110
Oe30macHoCTH

KoMMeHTapuu B sKCIIepTHOM
OTYeTe II0 OL[EHKE
MePUOLHIECKOIO
00HOBJIIEMOTO OTYETA 10
0e301acHOCTH

Hnoe

6. Cucrema yrpapicHus
pUCKaMHu

dopmar u conepkanue
IIJ1aHa YIIpaBIeHUs PUCKAMHU

Brmonuenue

JIOIIOJTHATENBHBIX
MEPONPHUATHHN 110
bapmakonanzopy

Brinonuenwne
JIOTIOJIHATEIBHBIX
MEPOIPUATHH 110 MepaM
MHUHHUMM3AIUU PUCKA

Huoe

7. Opranuzanus paboTel ¢
WHJVBUTY AI5HBIMA
COODIIEHHIMH O
HEXKeIaTeNIbHBIX PeaKIHsIX
(MCHP)

[Tonyyenwne
WHIUBUAYAIBHBIX
COOOIIEHHH O
HeXXeJlaTelbHbIX PeaKIUsIX
W3 BCEX MCTOUYHHKOB,
BEJICHHE CMHBIX 0a3 JJaHHBIX
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| HamMeHOBaHKE KOMIOHEHTA
CHCTEMBI (hapMaKoHa130pa

HecoorsercrBus

KPAUTHYECKHE CYIIECTBCHHbIC

KommenTapuu

OueHka cepbe3HOCTH,
IIPUYUHHO-CIIEICTBEHHOH
CBSI3U M IPEBUJIEHHOCTH

BrlmonaeRME MeTUITMHCKON
OIIEHKHU U KOAMPOBAaHUE B
MedDRA

ITporecc KoHTpoONST KauecTBa

Ipouiece nmpencrasnenus
VHIMBHTy QJIbHBIX
CcO00IUEHHN 0O
HEKENATEJIbHBIX PEaKIMsIX

IIpoiiecc nomyueHus
JOIIOIHUTEIIEHOU
uH(bopmaluu 0o
WHVBUIYaIBHBIX
COODIIEHUIX O
HEeXeJaTeIbHbBIX PeakiUsIX

IlpencraBnenue
WH/IMBAIY AJTbHBIX
COODIIEHHN O
HEXKEeIaTeIbHbBIX PeaKlrsIX
{HP) B x0o11¢e
HEUHTEPBEHIIMOHHBIX
HCCIIEIOBAHUM U APYTHUX
HEUHTEPBEHITHOHHERIX
nporpamMm

Brmmonnenune
CHCTEMATHYECKOro 0030pa
HAYYHOH MeUIIHMHCKOH
JUTEpaTyphl

Hroe

8. KomIerorepu3upoBaHHbIe
CHUCTEMEI M 0a3bl TaHHEIX,
HCTIOJIb3yEeMBIe CUCTEMOM
bapmakonajz0pa

IIponecc obecnevyeHus
paboTHI
| KOMIIBIOTEPU3UPOBAHHBIX




47

HaunmenoBanue KkoMmnoHeHTa
CHCTeMBI (papMaKoHa[30pa

HecoorsercrBus

KPHTHYCCKHEC CYIIECTBCHHbIC

KommenTapuu

cucTeM M 0a3 JaHHBIX

ITonTeepxienne
COOTBETCTBHS LEJIAM

PGSSpBHOG KOIIMPOBaHUE U
rapaHTHda BOCCTaHOBJIICHUS B
ClIydac [MoBpeXKACeH A

IIponece mepemerienus 6aspl
AHHBIX

Uioe

9. Kinuauueckue
HCCJIEIOBAHMS

[IpencraBnenue cooOIIEHMHA
O CePBhE3HBIX
HeTPeaBUICHHBIX
HEeXeJaTelbHbIX PeaKIUsIX

CornacoBaHHOCTE
uH(popManuy,
cozepxkareiicsi B Oponmope
HccaenoBaTelns ¢ o0en
XapakTepUCTUKOH
JIEKapCTBEHHOTIO TIperapara
IUISL 3apEeTrUCTPUPOBAHHBIX
JIEKapCTBEHHBIX MIPETapaToB

Caepra undopmanuu o
CEpPBE3HBIX HEXeNaTeIbHbIX
SIBIIGHUSIX B XOJIE
KJIMHUYECKUX UCCIICIOBAHMM
¢ mHpOpMaIHeH,
cojieprkalneiics B 6aze
TAaHHBIX 110 (hapMaKoHaa30py

Hnoe

10. Yipagienue curaaiom

VcTtounuku uHbOpMALIMU 10
©e301acHOCTH, BKIIFOYEHHBIE
B TIPOIIEIYPY BLISIBICHUS
cUrHasa ( BKJIIo4eHue
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HaumeHoBaHue KOMIIOHEHTA
cucTeMsl (hapMakoHa/[30pa

HecoorBeTcTBUS

KPHTHYCCKHE CYIICCTBCHHEBIC

KommenTapum

UH(POPMAIIMK U3 BCEX
COOTBETCTBYIOIINX
HUCTOYHHUKOB)

IlepuoauvaHoCTE
BBITTOJTHEHHSI 0030pa JIaHHBIX

00630p arperapoBaHHBIX
JIAHHBIX

BrITIOTHEHHE TTPOLIECCOB
00pabOTKKU CUI'HAIIOB

CBOEBPEMEHHOCTh
obHOBNIeHUS 00IIIEH
XapaKTEPUCTHKH
JTeKapCTBEHHOIO IperiapaTa
¥ UHCTPYKITHH 10
MEJTUITHHCKOMY
MPUMEHEHHUIO
JIEKapCTBEHHOI0 TIpeliapara

Wuoe

11. KagecTBO
JEKapCTBEHHBIX MpPernapaToB

OG30p 1aHHbBIX 00
OTKJIOHEHHSAX KauecTBa U
aHaJu3 TeHAeHIIUU

CornacoBaHHOCTE JIaHHBIX
00 obpaleHusx o
HECOOTBETCTBHUH KayecTBa
JIeKapCTBEHHOTO Iperapara
¢ uHdopmanmei,
cofepxarteics B 0aze
JAHHBIX 110 OE30IIaCHOCTH

Hnoe

12. ApxvBHpOBaHHE JaHHBIX
1o (hapMaKoHal30py

praBHGHHB 3allUCAMH

CoOTBETCTBHE CPEJICTB
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HaumeHoBaHue KOMITOHEHTA
cucTeMbl (hapMaxKoHaI30pa

HecoorsercTaus

KPHTHYCCKHC CYIIECTBCHHLIC

KommenTapun

obecrneueHus
apXUBHPOBAHHSI

Huoe

13. Cucrema yrpaBieHus
KaueCTBOM CUCTEMBI
dapmakoHag30pa

Cucrema Ka4ecTBa CHCTEMBI
bapmakonanzopa u
yIpaBJI€HUE COOTBETCTBUEM

Cpezcra 1 000pyi0BaHAE
JUIS OCYIIIECTBIIEHHUS
IeSITeITBHOCTH 110
(GapMaxkoHnaazopy

AYJIAT CUCTEMBI
(dapmakoHagzopa
(BHYTpEeHHHI U BHEIIHWN) U
BBINOJIHCHUE TIJIaHa
KOPPEeKTUPYIOILIUX U
MpeaynpeuTelbHbIX
MEPOIPHUATUN

Wuoe

14. Ob6y4denue mo
(hapmakoHaa30py

BBonHOE U nocieayroiee
obyueHue

Onenka oOy4eHuUst

Benenwe 3anucei mo
00yYCHHUIO

Huoe

15. PerynaropHsie BOIIPOCHI
¥ B3aUMOJICHCTBHE C
YIIOJTHOMOYEHHbBIM OPraHoOM

PazpaboTka u ob6HOBIICHHE
HHpOPMALIHH O
JIEKapCTBEHHOM TIpernapaTe
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HauMmeHnoBaHne KOMITIOHEHTA HecootsercTsus KomMenTtapuu
cucrembl (hapMakoHanzopa

KPHTHUYCCKHE CYIIECTBEHHbIC

OTBeTHI Ha 3aIPOCEI
YIOJTHOMOUYEHHOTO OpraHa

Hnuoe

16. MenuunHCcKas
uH(popManus

Caepka Mex [y 3armpocaMu
110 MEIUIIUHCKOM
HHOOPMAITUH |
HHOOPMAITIH,
coJiepkalleiics B 0aze
JI@HHBIX 110 0€30MacHOCTH

17. JlomoTHUTENBHBIE
KOMITOHEHTHI (ITpU HaJTUYHHN )

Paznen /1. O6o0mennas nHGopmaius mo HECOOTBETCTBUSM, OLIEHKA U

3aKJIFOYEHHUE,

J.1. O6o61ennas nuGopmariys mo HecOOTBETCTBUIM

J1.2. 3akimoueHue

J1.3. Pexomengamun

Pazgen E. [Tonmnuce 1 nara

Paznen XK. Ipunoxeuus

K.1. MHCcneKkuuoHHBIN OTYET 10 MECTY OCYIIECTBIEHHS JeSTEIbHOCTH
(Ona  Kaxco020 Mecma OCyujecmelenus O0esmenvHoCmy  COCMABIACCSL

omoenvHbll UHCNEKYUOHHBIL Omyem).
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IHPUJIOXEHUE Ne 4

K IlpaBuiam nipoBeieHus
(apmareBTHUECKHUX HHCIIEKINH Ha
COOTBETCTBUE TpeboBanusMm llpasuin
HaJUIeXKAIIEed IPAKTUKH (papMakoHaa30pa
EBpasuiickoro sKOHOMHYECKOro cOr03a

(Gopma)

O0mMeH JaHHBIMHA
0 pe3yJibTaTaX HHCHEKTHPOBAHMS CHCTEMbI (papMaKoHa30pa
Aep:iKaTesisi pErucTPALHOHHOI0 YA0CTOBEPEHHS JIEKAPCTBEHHOT0
npenapara

. KomnuuecTBo cTpaHHII:
Pecdepentusiit HOMep: . Hara: no/mm/rrrr
KonuuecTBo npuinoskeHuii:

Crpana / ynmoJHOMOYEHHEIH opraH (9KCIepTHas OpraHu3alus):

KOMY:

|| YnomsomoueHHble  oprawsl (5KCHEpTHEIE OpraHU3allMd) TI'OCYJapcTB —
4jIeHOB EBpazuiickoro 3KOHOMHYECKOT0 COI03a

D Hurie YHOJIHOMOYCHHBIC OPraHsbl:

|| Muwre opranusanun:

JIEKAPCTBEHHBIM IIPEIIAPAT / (MCCJIIEJOBAHUE) / JTEPXATEJIb
PEITMCTPALIMOHHOI'O  YJCCTOBEPEHUA  JIEKAPCTBEHHOI'O
IIPEITAPATA:

Toprosoe HauMeHOBaHKE (HAUMEHOBAHMS ):

MexnyHnapoaHoe HenaTeHToBaHHOe HanMmeHoBanue (MHH):
ITokazanus K MpUMEHEHHIO IEKAPCTBEHHOTO IIpenapara;

Ipoyedypa pesucmpayuu  (ykasxcume): npoyedypa 63aumHOZ0 NPUSHAHUS
(OeyenmpanuzoeanHas — npoyedypda, pesucmpayus € COOMBEMCMEUN — C
3aKoHodamenbcmeom 2ocyoapemea — uiena Eepaszuiickozo axonomuueckozo
cor3a)

Haumenosauue u HOMEP IMMPOTOKOJIA KCCIIEOOBaHUS:

OIBIT NOCTPErUCTPALIMOHHOTO IPUMEHEHHS :




Hnoe:

Hepxarens (aepKaresn) perucTPaloHHOrO YI0CTOBEPEHHUS:
CrioHcop HCcleIoBaAHMS:

KoHTpakTHO-HCCIEI0BaTENbCKAs OPraHU3aLHsl, HHASI TPEThs CTOPOHA:

Wnoe (ykaxwure):

PEKOMEH/IYEMbBIE MEPLI 1 (MJIN) ITPUHSATBIE MEPEI:

|| Jlns undpopmupoBanus 1 (1im) 06CyKASHUS
[ ] Iins mcmoms30Bamust npy IpOBENEHUN CITEYIONIEH HHCTICKITHE

L] Jist MHULHALAY BHETITIAHOBOK MHCIIEKIIHK B CBA3H C HHULIMHADPYIOILUM
pakropom

Huoe (yxaxwuTe):

OB'BbEM MHCTIEKITHHN:

OBOBIIEHHA NMHOOPMALIMA I10 PE3YJIbTATAM
UHCIEKTUPOBAHWSA:  (kommenmapuu no ocnosneim pesynomamam u
HEeCcoomBenCcmeLaIm)

HanmeHoBaHMe KOMITOHEHTA KommenTapun
HecooTBeTcTBus
CHUCTEMBI (papMaKoHa[30pa (Hanpumep,
He GbINOIHANOCH
UHCNEKMUPOBAHUE

KOMNOHEHma)

KPHUTHYECKHE
CYIIECTBECHHBbIC

1. YonsHoMoOYeHHOE JITHIIO T10
(apMakoHaI30py

Kpamudukarpst

JomxHoCcTHRIE 00S3aHHOCTH

KoHTpoJib cucTeMsr
dapmakonazopa

Pezepsubie npoiecchl u
JleTIeTHpOBaHUe 00s3aHHOCTEH

Huoe

2. Macrep-¢aiin cucteMsl
apmakoHaI30pa
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HanMeHoBaHWe KOMIIOHEHTA KommenTtapum
HecooTtBeTcTBHS
CUCTEMBI (hapMaKoHaI30pa (nanpumep,
" o He 8bINONHANOCH
O
5 = UHCNEKMUPOBAHUE
3 § KOMNOHEHMa)
sp)
S 3)
g )
s, =
e 5
Dopmar
Copnepxanue

ITojiepxanue u
npeacTaBIeHue

Huoe

3. CranjiapTHble IPOLEeaYPEI
(cTaEmapTHEIE OITepaIMOHHBIE
IIPOIEAYPhI, PYKOBOJICTBA U

mp.)

OrcyrerBue Tpedyemblx
IIponenyp

HecooTBeTcTBHE Iporenyp

[ Iponeiypbl He COOTBETCTBYIOT
TpeOOBAHUAM aKTOB OPTaHOB
EBpazuiickoro
HKOHOMMYECKOT'O COI03a B
chepe obpareHUs
JIEKAPCTBEHHBIX CPEJICTR

Ipouecc obyuenus
CTaH/IAPTHBIM ONEPAIAOHHBIM

nporeaypam

Huoe

4. JloroBopsl

OTcyTCTBHE FOPHIMUECKH
00513bIBAIOLINX JOTOBOPOB

B norosopax oTcyTCTRYIOT
HeoOXOIUMBbIe JaHHBIE 110
oOMeHy MH(pOpMaILMeH 1o
©e30MacHOCTH JeKapCTBEHHOTO
Ipenapara




54

HaumeHoBanue komMronenTa
CUCTEMBI (hapMaKoHAN30PA

HecoorsercTBus
& L
S 2
M el
5) an
() Q
B &
= Q
= 19}
= g
= =y

Q

KommenTapun
(nanpumep,
He 6bINONHANOCh
UHCNEKMUPOBAHUE
KOMNOHeHma)

Mnoe

S.Ilepruonuueckuii

0OHOBIIIEMEI OTYET 10
oezonacuocta (ITOOB)

[ImarupoBanue
IIEPUOIMYECKOTO
O0OHOBJIIEMOTO OTYETA 110
0e30MmacHOCTH

Popmart u comepKanue
NEPUOHUIECKOTO
O0OHOBIIIEMOTO OTUETA 110
0e30I1aCHOCTH COOTBETCTBYIOT
pasneny VII [Ipasun
HaJJexalen mpakTHKy
dapmakoHa30pa
EBpasuiickoro
DKOHOMHYECKOI'0 COI34a,
YTBEPK/IEHHBIX Pelnennem
Cogera Erpazuiickoi
SKOHOMHYECKONH KOMUCCHHU
ot 3 HOosi6pst 2016 1. Ne 87

KonTtpous xauecrBa
IIEPHUOIUUECKOTO
OOHOBISEMOI0 OTYETA 110
6e30I1acHOCTH

CBOEBpPEMEHHOCTE
[IpeICTaBICHMS

KommeHnTapuu B 9KCIEpTHOM
OTYETE 10 OIEHKE
MEPHOIMICCKOTO
0OHOBIIIEMOTO OTUETA I10
0e30macHoCTH

Huoe
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HanmeHoBanue KOMIIOHEHTA
CUCTEMEI @apmaKOHamopa

HecoorBercTBUS
Q
= 0
> =
9 5
z 2
= )
s 5
o
& B
Q

KommenTapun
(nanpumep,
He BLINONHANOCD
UHCNEKMUPOBAHIUE
KOMNOHEHMA)

6. Cucrema ynpaBieHus
pUCKaMH

dopmMart u coaepikaHue rjiaHa
yHpaBJIeHUs] PUCKaMH

BEIToTHEHUE JIOTIOIHUTEIILHBIX
MEPOIPUATUH MO
dapmaxkonaazopy

Beinonsenue 10N0MHUTETBHBIX
MEPOIPHUATHH IO Mepam
MUHUMH3AIIAK PUCKA

Huoe

7. Opranuzauus paboTsI ¢
UHIUBHUIYATBHBIMH
COODIIIEHUAMHE O

HeXellaTeJIbHBIX peaKnnAax
(VICHP)

ITonydeHue UHIUBUIYATBHBIX
COOOIIEHUH 0 HEXKEATEIbHBIX
peaknMax U3 BCeX MCTOUYHHKOR,
BeJleHHe eIMHbIX 0a3 JaHHbBIX

OHGHKH CCPBE3HOCTH,
HpH‘IHHHO—CHeﬂCTBeHHOﬁ CBA3H
H DpPEABUACHHOCTH

BrimonHenne MeTAIIMHCKON
OLIEHKU U KOJMPOBaHHE B
MedDRA

IIpouecc KOHTpOIST KauecTBa

IIpornecc npejcrapiaeHus
UHIAUBUALYABHBIX COOOIIEHNH
0 HeXKeJlaTelbHbIX PeaKIHsIX

ITpouecc nomyueHus
JOTIOIHUTEIbHON MH(OPMAITTH
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HaumMeHoBaHHe KOMITOHEHTA
cHCTeMbI (hapMaKoHaa3opa

HecooTrseTcTBHY
o
o 0
> i
3 o
(0] [<P]
ol m
= H
Q
= )
2. =
=z 3
O

Kommenrtapum
(Hanpumep,
He 8bINONHANOCH
UHCNEKMUPOBGHUE
KOMHOHenma)

0 WHJIMBHTYaIbHBIM
COOOIEHUSIM O
HEXKeJlaTeJIbHBIX PeaKITHIX

IIpencraBnenue cooOIIeHHH O
HEe)XeJaTelbHbIX PeaKilHsIX B
X0/1€ HEUHTEPBEHITMOHHBIX
MCCIIEN0BAaHUN U IPYTUX
HEWHTEPBEHIIMOHHLIX
IIporpamMmm

Beimnoninenue
cucTeMaTu4yeckoro ob3opa
Hay4YHOW MEUIIMHCKON
JIUTEPATyPBI

Nuoe

8. KoMIibloTepr3npOBaHHbIE
CHCTeMBI U 0a3bl JaHHBIX,
HCIIOJIb3yEeMble CUCTEMOM
dapmakonazopa

IIponecc obecnederus paboTh
KOMIIBFOTEPH3UPOBAHHBIX
CHCTEM U 0a3 TaHHBIX

[ToaTBepxaeHre COOTBETCTBHUS
LENsIM UHCTICKIINY CHCTEMBI
(hapmakoHaI30pa

PesepBHoe konupoBanue u
rapaHTHUsI BOCCTAHOBJICHUS B
cillydae IoBpexxaeHus 0a3
JAHHBIX

IIpouecc nepemeriennst 6a3ml
TaHHBIX

Huoe

9. Knunmueckme vccie0BaHus
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HanmMenosanue koMIioHeHTa
CHCTEMBI (hapMaKoHaa3opa

HecoorsercrBus
Q
(D] e
= i
i
IS jan
5] Q
o A
= Q
= O
= =|
& >
Q

KommenTapuu
(nanpumep,
He @bINONIHSIOCH
UHCHEKMUPOBAHUE
KOMNOHeHma,)

IIpencraBneHue cOOOIIEHHH O
Cepbhe3HbIX HENPeIBHICHHBIX
HEeXeIlaTeIbHBIX PeaKITHIX

CornacoBaHHOCTh
UH(OPMAIIUH, COIepPIKALIENCs B
Opourope ucciiegoBaTens ¢
o01Iel XapaKTepUCTHKOMH
JIEKapCTREHHOTO TIperapara
JUIS 3aperuCTPUPOBAHHEIX
JICKapCTBEHHBIX TPErapaToB

Ceepka undopmalium o
CEPBbE3HBIX HEeXKeJATEeIbHBIX
ABIIEHUSIX B X0JI¢ KITHHHYECKHUX
UcclleoBaHUM ¥ HHpOpMaIiH,
coziepxkalneiics B 0a3e TaHHbBIX
110 (hapmMakoHaaA30py

Hnoe

10. Yiipasnenue curaanom

Hctounnky uHdopmMaluu mo
0e30macHOCTH, BKIIOYAEMbIE B
[IpOLIEAYPY BBISIBICHHS CHUIHANA
(BKImIOYeHME UHMOPMALIUU H30
BCEX COOTBETCTBYIOIIHX
HUCTOYHHKORB)

[leproaUYHOCTE BBITOITHEHUS
0030pa JJaHHBIX

O630p arpernpoBaHHBIX
JTAHHBIX

BeinonHeHe nponeccos
00pabOTKH CUTHAJIOB

CBoeBpeMeHHOCTh OOHOBIICH U
ob1el xapaKTepuCTHKH




HaumeHoBaHHe KOMITOHEHTA
cHcTeMbl (hapMakoHaI30pa

HecoorBercrBust
n L
¥al
> T
) jan
O O
oy /M
o~ =
= Q
~ Q
o, a
= (&}

KommenTapun
(Hanpumep,
HE BLINONHANOC
UHCREKMUPOBAHUE
KOMNOHEHMA,)

JICKapCTBCHHOTO IIpEIliapara u
HHCTPYKIKUH 11O MEAHIHHCKOMY
IIPUMCHCHUIO JICKAPCTBEHHOI'O
IIperapara

HMuoe

11. KauecTBO TekapCTBEHHEIX
npernaparon

O630p MaHHEBIX 0O
OTKJIOHEHUSIX KAYecTBa U
aHallM3 TeHIeHIMH

CornacoBaHHOCTE JaHHBIX 00
oOpaIeHus X 0 HECOOTBETCTBUH
KayecTBa JeKapCTBEHHBIX
IpernaparoB ¢ HHPOPMAITHCH,
copepxaieics: B 6a3e JJAHHBIX
1o 0e301acHOCTH

Huoe

12. ApxusupoBanue JaHHBIX
110 (hapMakoHaa3opy

praBHEHHG 3aIIUCAIAMH

CooTBeTcTBHE CPEACTB
obecneueHus apXUBHPOBAHHMS

Hnoe

13. Cucrema ynpapieHHsS
Ka4eCTBOM CUCTEMBI
(apmakoHa30pa

Cucrema xadecTBa CUCTEMBI
(hapmakonamzopa u
YIIPaBIEHUE COOTBCTCTBUEM

CpenctBa u 0bopy0BaHHE [IIsT
OCYIIIECTBIEHHS JICATCIIBHOCTH
110 (hapMaKoHa30py
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HaumeHoBaHme KOMITOHEHTA
CUCTEMBI apmMaKoHaI20pa

HecoorsercTBHs
- o
S =
o
O I
O Q
. =
= O
= )
S, =
> 2

(@]

KommenTapuu
(Hanpumep,
He §bINONHANOCh
UHCNEKMUPOGAHUe
KOMNOHEeHma)

AyJIUT CUCTEMBI
bapmarkoHa30pa (BHYTPEHHHMA
Y BHEILHUH ) U TIPOIECC
KOPPEKTUPYIOIIHX H
penypeauTeNEHEIX
MEPOIIPUSITUHA

Hnoe

14. Obyuenue 110
(papmakoHaI30py

BBOAHOE U MOCIIeNYIONISE
obyueHue

OueHka o0ydeHHsI

Benenwne 3anuceii mo
00yUeHHIO

HMuoe

15. PerynsTopHble BONIPOCH U
B3aHMOJIEUCTBUE C
YIIOJIHOMOYEHHBIM OPTaHOM

PazpaboTtka u obHOBIIEHHIE
UH(pOpPMALIMY O JIeKapCTBEHHOM
mperapare

OTBeThI HA 3aIIPOCH
YIIOJJHOMOYEHHOI'0 OpraHa

Huoe

16. Menunutckas undopMarius

Cgepka wHbOpMaITWH,
coJiepskallieics B 3ampocax 1o
MEIMLUHCKOW HHpOpMAIIMY U
HUH(pOPMAIUH CoJlepiKaleics B
Oaze jlanHbIX 10 6e30MacHOCTH
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Haunmenosanue koMmoHeHnTa KommenTapuu
HecootrercTBus
cucTeMBI (hapMakoHa3opa (nanpumep,
He 8bINOIHALOCH
UHCNEKMUPOBAHIE

KOMNOHEHmMa)

KPUTHYECKHE
CYIIeCTBEHHEIE

17. JonomuuTeNbHbIE
KOMIIOHEHTHI (IIPY HAJIMYHH )

OCHOBAHMS IJIST TIPEACTABJIEHMST JIAHHOWM WMHOOPMAILIMU:
(0bobwenue coomeememeyowux 0OCHOBaHUIL OIS OYCHKU HECOOMEEMCIMBILL KaK
BHAYUMbLX, A TMAKIHCE UX GIUAHUA HA UHbLE Chepbl DesmenvHOCmU, 8aNCHOCI
OISt UHBIX YRONIHOMOUEHHLIX OP2aHO8, 6 CIyuae yenecoobpasHocmu Jenaemes
pexomenoayus 00 UHCREKMUPOBAHUN HA HAYUOHATLHOM YPOSHE ¢ YKAZAHUEM
KOMNOHEHINO8 cucmemoi, KOmMOopble Heobxooumo noosepziymo
UHCHEKMUPOBAHUIO NPU 8bINONHEHUL HAYUOHWILHO20 UHCHEKMUPOGAH)

NCTOUYHUK MHOOPMAIIUWN: (ykazamw)

[] Jloknunuyeckue JaHHEBIE

|| BhlioniHe e OLEHKH NpU MPOTIEYpe PerkcTpaLii (ITOATBEPMHJICHUH
perucTpanuu)
[ 1Pesynbrars nucexmmn (MHCIIEKIIMOHHBIN OTYET)

[_|WMudopmanms, mnpejcTaBneHHas — jepxareleM — PETHCTPALUOHHOTO
YAOCTOBEPEHUsI B YNOJHOMOYEHHBIM OpraH rocyjapcTBa -- ujeHa
EBpasuiicKOro 5KOHOMHYECKOro cow3a (DKCHEepTHHIH KOMHTET 110
JIEKapCTBEHHLIM CPEJICTBaM)

| ITlepnonuyecknii obHoBiusiemslii oTyeT 1o GesomacHocTH (OTUeT)
(MMOOB)

[ TlocTperucrpanmontsie gaHHbIe M0 6e30MaCHOCTH (curnai)
|| ViionnomouenHsIi opran (YkaxuTe)
| Vnoe (yxaxure)

KPATKAS HMHOOPMALUS 110 CTATVYCY  KOPPEeKTHPYIOLIHMX 1
NPSAYNPEKIAIOMAX  MEPOIPUATHA  (JUIst KPUTUYECKHX M CYIIECTBEHHBIX
HEJO0CTaTKOB (HECOOTBETCTBHH):

JlaHHbIe BOIIPOCHI 3aTParnBalOT HHTEPECH! JIPYTUX FOCYAPCTB — WICHOB
EBpasutickoro skonomuveckoro coroza:l | JIA [ JHET
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SAITPOIIEHHA S MHOOPMALIMA: (pu Haimuum)

@. M. O. ¥ KOHTAKTHbIE JAaHHEIE BEAYIIEro (papMalueBTHIecKOro HMHCIIEKTOpA:
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HPHJIOXXEHHE Ne 5
K IIpaBuiam npoBeaenus
papmaleBTHYECKUX HHCIIEKLUI Ha
COOTBETCTBUE TpeOOoBaHUsIM [IpaBui
HaUIeKaIlel [IPAKTUKH (papMaKkoHaI30pa
EBpasuiickoro s5KOHOMHYECKOI0 cor3a

Kunaccupukanua HegocTaTKOB (HECOOTBETCTBHIA)
cucTeMbl GapMaxKoHaA30pa JIepaKaTesl PErHCTPACHHOI0
YA0CTGBEPEHNs JIeKAPCTBEHHOI0 Ipenapara

1. Kputnueckuit HEJ0CTaTOK (HECOOTBETCTBHE) CUCTEMBbI
papmakoHag3opa — HPUHLUITHAILHEI HEJOCTATOK (HECOOTBETCTBHE) OJHOIO
MM HECKOJBKUX MPOLECCOB WM  BBIIOIHAEMBIX MPOLEIYD CHCTEMbI
(hapmMakoHAI30pa, KOTOPHIH — HETATUBHO BIMSET HA BCK  CHCTEMY
(papmaxonazopa u (1K) mpasa, 6e30macHOCTh U GIAroNnoNyUne MaHeHTOB,
W (WIIM) TIPEICTaBIAET co00H MOTEHIHATILHYIO YIPO3y 340POBbIO HACECHHUS
v (WIM) CEphe3HOe HapylleHHe TpeOOBaHWil akTOB OpraHos EBpasuifckoro
BKOHOMHYECKOTI'0 €0103a B ¢(hepe 0OpalLeHns TeKapCTBEHHBIX CPEJICTB.

2. CymecTBeHHbBIH HEJOCTATOK (HECOOTBETCTBHE) CUCTEMBI
(hapMaxoHa/30pa — 3HAYMTENBHBIA HEJOCTATOK (HECOOTBETCTBHE) OJIHOTO
UM  HECKOJIBKMX IPOLIECCOB MM  BBHIIIOMHSEMBIX MPOLEAYpP CHCTEMEL
(GapMakona3opa WM TPUHIUIHAIBHBIA HEIOCTATOK KaKOH-THOO vacTH
OJHOTO WM HECKOJBKUX IPOLECCOB MM  BBIIOJHSIEMBIX POLENYP
(hapmaxonaa30pa, YTO OTPUIATENHHO CKA3LIBACTCS HA BCEM MPOLECCE W
(M) TMOTEHLMANBHO MOXKET CKa3aThCs Ha IpaBaX, OE30IMACHOCTH U
OnaromnosyYnn MaMeHTOoB, U (MIH) MOXET MPEeACTaBIsTh MOTEHIHAIBHYIO
OMacHOCTh I 3J0pOBbA  HacelleHWs, W (WIM) Mpeacrasisier coboil

HapylleHue TpeOoBaHMH aKTOB OpraHoB EBpasuiCKOro 3KOHOMHUECKOIO
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coro3a B chepe 0OpallieHus TeKapCTBEHHbIX CPEICTB, KOTOPOE, OLHAKO, He
CUMTAETCS CePhEe3HBIM.

3. HecyluecTBeHHBIH  HEJOCTATOK (HECOOTBETCTBHE)  CHCTEMBI
(hapMaKoHa30pa — HeJIOCTATOK (HECOOTBETCTBHE) KAKOTO-THO0 KOMITOHCHTA
OJTHOTO MIIK HECKOJILKKX IIPOLECCOB MIIM BBINOTHAEMbIX MPOIELYD CHCTEMBI
(hapMakoHa30pa, KOTOpBIE, KaK OKUIACTCS, HE MOTYT OTPpHULATEIILHO
CKa3aThCs Ha BCeH crucTeMe (apmMakoHaj30pa MM Ipolecce W (Wiu) npapax,

0e30IacHOCTH U OJ1aroIoJIyYrH ITalueHTORY.

-




