EBPA3UMCKAA SKOHOMUYECKASI KOMUCCHUSI
COBET

PEINEHUE
«03» Hos10ps 2016 r. Ne 83 r. Acrana

06 yrBepxaenun IlpaBun nposeaeHus
hapmaneBTHYECKHUX HHCIIEKLIHI

B cootBerctBuu co crateedi 30 JoroBopa o EBpa3zuiickom
DKOHOMHUYECKOM coro3e oT 29 mag 2014 rona, ctatbssmMu 7 1 10 Cormnamrenus
O CIMHBIX IPHUHLHUIAX U IpaBwiax oOpallleHusi JEKapCTBEHHBIX CPEJICTB
B paMKax EBpasuiickoro skoHoMH4eckoro corosa ot 23 nekabps 2014 roja,
nyHkToM 96 mnpunoxenuss Ne 1 k Permamenty pabotel EBpasuiickoit
DKOHOMUYECKONM  KOMHCCUHM, yTBepxIeHHoMy Pewmennem  Beicuiero
EBpazuiickoro skoHoMHYecKoro coBeTa OT 23 mekabps 2014 r. Ne 98,
u Pemenwem  Beicmiero  EBpasuiickoro  3KOHOMHYECKOTO  COBETA
ot 23 nexabps 2014 r. Ne 108 «O peanuszauuu CornameHus: 0 eIMHBIX
NPUHIMIIAX W TpaBUiIax oOpallleHHs] JEeKapCTBEHHBIX CPEACTB B paMKax
EBpazuiickoro SKOHOMHYECKOTO COK03a» Coget EBpazuiickoii
SKOHOMHUYECKONH KOMUCCHH P € LI M JI:

1. YTBepauts npuiiaraemele [IpaBuna npoeaeHus papMaleBTUYECKUX
WHCIIEKIIUH.

2. Hactosimee Pemenue BeTymaeT B CWUIYy IO HCTEYEHHH
10 kaneHjapHBIX [JHEH C JaThl BCTyIUleHMs B cuiny lIporokoa,

noanucanHoro 2 paekadps 2015 ronma, o npucoenuHeHuu Pecnybnukn
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Apmennst k CorVIalIeHHIO O €IMHBIX NMPUHIUIAX W MpaBuiax oOpaiieHus
JIEKAPCTBEHHBIX CPEACTB B pamMKax EBpasuiicKOro 3KOHOMMYECKOTO COI03a
ot 23 nexabps 2014 roga, HO He paHee yem Mo ucTeueHur 10 KaleHIapHBIX

JHEeH ¢ gaThl 0(OUIHAIBHOTO ONYOJIUKOBaHHUS HAcTosIIero Pemenus.

Ynensl CoBera EBpa3zuiickoii 3K0OHOMHYECKOH KOMHCCHH:
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YTBEPXJEHDbI

Pemennem CoBera
EBpa3zuiickoii 5SKOHOMUYECKOH KOMHCCHU
oT 3 HostOpst 2016 1. Ne 83

IIPABHUJIA
nposefeHus (papmaneBTHYECKHUX HHCTEKINH

I. O61me nonoxkeHus

1. Hacrosime  IlpaBuia  ycraHaBiIMBArOT — ©OUHBIM  MOPSIIOK
IIpoBeJeHHs (papMaLeBTHUECKUX WHCTIEKIUH MPOM3BOACTBA JEKAPCTBEHHBIX
CPENCTB  HA  COOTBETCTBME  TpeOOBaHUSIM  MpaBWJI  HaJJjIeXKalleH
IIPOM3BOJCTBEHHOM TMPAaKTUKKM EBpasuiickoro 5SKOHOMHYECKOI'0 COH3a,
yTBepKIaeMblXx  EBpasuiickoil  3KOHOMHUYecKol  komuccued  (manee
COOTBETCTBEHHO — HMHCIIEKLIHS, IIpaBUIIa HaJJIexKalleidl MpOU3BOACTBEHHOM
TIPaKTHKH).

2. JIns mpoBeleHHs] MHCIEKIMHM CO3/aeTCsl MHCIEKIMOHHAs TPYIIa,
B KOTOpPYIO BXOAAT BeOyIIUH (apMalleBTUYECKH WHCIEKTOP, YJIEHEI
IPYNIBL, BKIOYas (apMaleBTUYECKUX HHCIIEKTOPOB, TPUBIEKAEMBIX
JKCIIEPTOB U CTAXKEPOB.

OTBETCTBEHHOCTH 32 JOCTOBEPHOCTb  PE3yJILTATOB  MHCIIEKLUH,
U3JI0’)KEHHBIX B MHCIIEKIIMOHHOM OTYeTe, BO3/1araeTcsl Ha (hapMaleBTHYECKHX

HHCIICKTOPOB.

II. Ilopsimok nelicTBuit

3. Mncneknusi mpoBoauTcsl (apMaleBTHUSCKHMM HWHCIEKTOPATOM Ha
OCHOBAaHUHM IlIaHA [IPOBEACHHMS MHCIEKIMH, 3asBKH Ha IIPOBEICHHE
UHCIIEKIIMM ~ MIM 1o TpeOOBaHMIO  YIOJHOMOYEHHOTO  OpraHa

rocyjapcrea — wieHa EBpa3uiickoro »KOHOMMYECKOTO CoOo3a (nasee
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COOTBETCTBEHHO — YIOJHOMOYEHHEIH opraH, rocynapctso-uieH, Coro3s)
(HanmpuMmep, B LeNsAX JIMLEH3UPOBAHUS, PErHCTPalll WK IIPOBEICHUS
pacciieloBaHuii, CBA3AHHEIX C KayeCTBOM JIEKAPCTBEHHBIX MpernapaTroB) B
COOTBETCTBUM € TPOrpPaMMOM IpPOBEJNCHUsS] MHCICKLIHUH IPOU3BOJCTBA
JICKApCTBEHHBIX CpeACTB IO (opMe corjacHo mnpuioxkenuio Ne 1
(anee — mporpaMmma WHCIIEKIHH ).

DapmaneBTUYECKUI MHCIIEKTOPAT IPOBOIUT UHCTIEKIIMU IIPOU3BOJICTBA
JICKapCTBEHHBIX ~ CPEACTB  HAa  COOTBETCTBHE  TpPeOOBAaHWAM  MPABHII
HaJJIeXKalen IPpOU3BOJICTBEHHON IIPAKTUKH.

IIpy 1ONOXKUTENBEHOM pe3ysbTaTe WHCHEKUHUHA YIOJHOMOYEHHbIM
OprasoM BblaeTcsi ceptudukar no Gopme corimacHo NMpUIOKeHHI0 No 2
(Ha OjaHKe YNOJHOMOYEHHOIO OpraHa), MOATBEPKAAIOIINNA COOTBETCTBHE
00BeKTa TpeOOBaHUIM IpPaBUJ HaJUIeKalleld IPOU3BOACTBEHHON MPaKTUKU
(nanee — cepruduxar). Cpok neiicTBuS cepTH(UKATa COCTABIISET 3 roa.

B ciiydae otpunarensHoro pesynbTara JeHCTBUE CepTH(PHUKATA MOMKET
OBITP ~ NPUOCTAHOBICHO WM  mpekpameHo.  Ilopsnok — Bwlgauw,
IPUOCTAHOBIIEHUS M IIpEKpallleHus] JEeHCTBUS CepTHPHUKATa YCTaHOBIEH
paznenoMm V Hactosinux [Ipasut.

4. VIncmekuuss moApasfelisiercss Ha IUIAHOBYIO, BHEIUIAHOBYIO U
MOBTOPHYHO (KOHTPOJIBHYIO).

ITnanoBas MHCHEKUMsl — HHCIEKLHUs, IIPOBOJUMAs MO IUIAHY
(papManeBTHYECKOro MHCIIEKTOpAaTa, ¢ YYeTOM CpOKa AeicTBHs ceprrduKara
Ha OCHOBAHMM 3asBKM cyObekTa B cdepe obpaieHus JeKapcTBEHHBIX
CPE/ICTB Ha NOJIy4eHHe cepTU(UKaTa WK MTPOJITICHHE ero JeHCTBHS.

BHennanosas MHCIIEKLIMS — MHCTIEKLIUS, IIPOBOIUMAs
(apMaLEeBTUYECKMM HHCIEKTOPATOM Ha OCHOBAHWHU 3asBJICHUS CyOBEKTa B

cepe oOpallleHHs] JIEKAPCTBEHHBIX CpPEACTB, a Takke IO TpeOGOBaHHIO

YIOJHOMOYEHHOI'O OpraHa.
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[ToBTOpHAst (KOHTpOJBHAsI) MHCIEKLIHS — HWHCIEKIMS, IPOBOAMMAs
YIOJHOMOYEHHBIM ~ OpPraHoM  (yIOJHOMOYEHHOW  opraHusaunuei) 1o
pe3ysibTaTaM paHee IPOBEJEHHOW MHCIEKIHMH C LeNbI0 TOATBEPXKICHHUs
YCTPaHEHHS BEISIBIIEHHBIX HECOOTBETCTBHUM.

5.1lpy nmnonaue 3asgBKM Ha TPOBEACHUE IUIAHOBOH MHCIEKIHUU
MHCIIEKIIMs [IPOBOAMTCS (PapMalleBTUYECKUM HHCIEKTOPaTOM TOCy/1apcTBa-
YjieHa, Ha  TEPPUTOPUHM  KOTOPOrO  HAXOJUTCS  MHCIEKTHUpyeMas
NPOM3BOACTBEHHAs IUIOLIAAKa. B clyyae MHCIEKUMH MPOU3BOACTBECHHOM
TUIOIIAJIKU (OpraHMu3aluK-IIPOU3BOAUTENSI Hepe3uJieHTa), HaxoJsauiecs 3a
npegenamu Coro3a, MHCIEKTHPYEMBIH CyOBEKT BIpaBe BHIOpaTh [UIsl €€
NpOBeEHUs (papMalleBTUUECKUI HHCIIEKTOPAT IoCyJapcTBa-4iieHa.

Bremnianosas WHCIIEKITHS, MHULUUPOBAHHAS B pamkax
pEerucTpaioOHHbIX poLesyp, IIPOBOJIUTCS (papmalieBTHIECKUM
MHCIIEKTOPAaTOM TOCYAapCTBa, ONPE/IENEHHOTO B COOTBETCTBHUHY C IMPaBUIIaMU
PETUCTPALIMM M DKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB I MEIULIUMHCKOIO
IpUMEHEHHUs, yTBepKAeHHbIMU Komuccueii.

IIpy BBINOJIHEHUU IOBTOPHON (KOHTPOJBHOW) HWHCIEKIHH JaTa
NPOBECHUS UHCIIEKIIMU OoNpeAenseTcs (papMaleBTUIeCKUM HHCIIEKTOPATOM.

6. MHCTIeKIInOHHas rpynna  GopMUpyeTcs Ha  OCHOBaHWHU
COOTBETCTBYIOIIETO PACMOPSKEHUsT PYKOBOIUTENs (DapMaleBTHUECKOTO
UHCIIEKTOpaTa W3 COTPYAHUKOB (hapMalleBTUYECKOT0 WHCIEKTopara |
IIPUBJICYEHHBIX 3KCIEPTOB (€CU 3TO MPEeAyCMOTPEHO) B COOTBETCTBUHU C
poLeaypaMH, yCTaHOBJICHHBIMHU PYKOBOJICTBOM 1o KauyecTBY
(papMaLleBTMUECKOTO HMHCIEKTOpaTa COTIacHO OOIMUM TpeOOBaHHSIM K
cHCTeMe KauecTBa (papMalleBTUUECKUX WHCIIEKTOPATOB IOCYIApCTB — YJIEHOB
EBpasuiickoro 5KOHOMHYECKOIO  COHO3a, YTBEpXKIaeMbIM  EBpasmiickoid
SKOHOMHYECKOH KoMHccuel (nanee — oOue TpeOoBaHMS K CUCTEMe KauecTBa

(papMarieBTHUECKIX UHCIIEKTOPATOB).
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TpeOopannss K UHCIEHHOCTH WHCMEKIIMOHHON TpPYIIIEI, YPOBHIO
KBaIMGUKALMK  COTPYIHHKOB  (hapMaleBTMYECKOro  HHCIEKTOopara |
NPUBJIEUEHHBIX K paboTe MHCIEKIUOHHOM TpYMIBI 3KCIEPTOB JOJIKHEI
COOTBETCTBOBaTh TpeOOBaHMSIM, YCTAHOBJIEHHBIM PYKOBOJACTBOM  IIO
Ka4eCTBY /ISl MHCIIEKIIMH JaHHOTO BUa hapMaleBTHYeCKOro IMPOH3BOICTBA.

IIpy BKIIOYEHHM B COCTaB HHCHEKIHMOHHOW TPYIIIBI CTAXEPOB HX
CTaTyC OTMEYAeTCs B pacCHOPSHKEHHMH O (OPMUPOBAHMHM WHCIEKIIMOHHOM
rpynnbl. Craxepel He Y4YacTBYIOT B KIIACCH(DHMKAIMU CBUIETENILCTB,
TIOJIyYEHHBIX I10 pe3yJibTaTaM MPOBeeHHOM NHCIIEKIHH.

7. Benymuii MHCIIEKTOP M 4WICHBI WHCHEKIIMOHHOM TPYIMILEI 00S3aHbI
IpeBAPUTENBHO U3YYUTh JOKYMEHTHI U JIPYTYIO MOCTYIHYIO HHGOPMAIMIO,
OTHOCSIYIOCSA K UHCIIEKTUPYEMOH JIeSITeIbHOCTH.

Benymuii  mHcnekTop — obecmeunBaer  pazpabOTKy — MpOrpaMMEbl
UHCIIEKLMM M TOArOTOBKY KOHTPOJIBHBIX JIMCTOB TO (opMe CoriiacHo
npuiioxeHnto Ne 3 ubo uHBIX QopMm paboumx 3amuceit, MperyCMOTPEHHBIX
PYKOBOJCTBOM I10 Ka4eCTBY (papMaIieBTHUECKOTO HHCIIEKTOPAaTa, He MO3qHee
yeM 3a 30 KaJyleHJapHbIX JHeH 0 THS Hadyalla HHCIEKIHH.

Benymwmii umHcnekrop pacrnpenensieT (QYHKIMH B HHCIEKIIMOHHOM
rpyIme ¥ KOOPAUHUPYET IIOATOTOBUTENLHBIE MEPOIIPUSTHSI.

8.B Hayase MHCHEKUWH TPOBOTUTCA BCTYIHTEILHOE COBEINAHKE
C INPEIACTaBUTENAMM MHCIEKTHPyeMoro cyOwnekta B cdepe obOparinenus
JIEKapCTBEHHEBIX CPEACTB, HA KOTOPOM BEINYILIUIl WHCIEKTOp IpeCTaBIIsIeT
YJIEHOB WHCIEKUWUOHHOW TpyNNbl, 3HAKOMUTCS C pPYKOBOACTBOM H
OTBETCTBEHHBIMH JIMIIAMH HMHCIEKTHPYeMOro cyObeKTa, OrjamiaeTr Lejld M
001aCTh MHCIEKIMH, YTOYHSET MNpOTpaMMy HHCIEKIHH u rpaduk ee

IIPOBEACHUs, JENaeT 3asdBJIEHHE O KOH(UJCHIMAILHOCTH M OTBEYAEeT Ha

BOIIPOCHI MHCIIEKTUPYEMOM CTOPOHBI.
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9.B xoxe mpoBeleHUs MHCMNEKIMH YIE€HBl HHCHEKIMOHHOW TIpyIIbI
B COOTBETCTBMM C IIPOrpaMMOil MHCHEKIMH  BBIIOJHSIOT  OCMOTP
NpOBEPsSEMbIX 00BEKTOB, OCYIIECTBIISIOT O3HAKOMJIEHHE C JOKYMEHTaLUel 1
3alMCsMU, OMPOC OTBETCTBEHHBIX JIMI[ HWHCHEKTHPYEMOIo cyObeKkra H
HaO/IOJICHUE 3a MX JIeATENbHOCTBIO Ha pabouymx MecraX. Ilomydennas
MH(pOpMaLMsi BHOCUTCSI B KOHTPOJIBHBIH JIUCT 00 B HHBIE GOpPMBI paboumnx
3amucei.

10. B ciyyae HeoOXOAUMOCTM B XOJ€ TPOBEACHHUS HHCIEKIUU
ocyliecTBisieTcss oTO0p mpod (0OpasiioB) MaTepHANIOB WJIM IPOIYKIIMH,
KOTOPBIC  HANpPABJSIOTCS AN MCOBITAHUH B YIOJHOMOYEHHYHO
UCHBITaTeIbHY!0  Jnabopatoputo. Ilpm  3ToM  cToMMoOcTh  0OpasloB
KOMITIEHCAIIMH He MOJIE)KHT.

11. Begyuuii MHCHEKTOp MO 3aBepLICHHM KaXAOTO JHS HHCIEKIHH
IIPOBOJUT COBELLAHUS C YJICHAMU UHCIEKIMOHHOM IPpyNIbl 11 00CYKICHMS
IpeBapUTENIbHBIX HAOJIOJEHUH, KOTOphle TPH HEOOXOOUMOCTH TaKKe
00CYKJalOTCsA € OTBETCTBEHHBIMHU JIMIIAMHM HMHCICKTHPYEMOTO CyOBheKTa B
chepe oOpalieHHss JEKapCTBEHHBIX CpPEACTB. B cilyyae BO3HHKHOBEHHS
Pa3sHOIIIACHH YICHBl HHCIEKLMOHHOM IPyMIbI 10IKHBI OTBETUTEH Ha BOMIPOCHI
NpPENCTaBUTEIEN MHCIEKTHpYyeMOoro cyoOwsekra B cdepe oOparieHus
JIeKapCTBEHHBIX CPE/ICTB.

IIpencraBieHHasi ~ OTBETCTBEHHBIMH  JIMLIIAMHU  HMHCIEKTHPYEMOIO
cyOpexTa mHGOpManus 00 ycTpaHEeHUH 3aMedaHuil, CIeIaHHBIX BO BpeMS
IPOBEJCHHUS! MHCIEKIMH, [PUHUMAETCsl WHCIEKIIMOHHON Tpymmoil K
CBEJICHMIO.

12. Ha 3aKkmoyuTe/IbHOM COBEIIaHHH C OTBETCTBEHHBIMH JIMIIAMH
HHCIIEKTUPYEeMOro cyObekTa B cdepe oOpailieHus: JIeKapCTBEHHBIX CPEICTB

orjlamIar0oTCsa  MOpeABAPUTCIBHLIE HTOI'M HHCIICKIHH C 06CY)KJIBHH6M
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BBLISBJIEHHBIX HECOOTBETCTBHM C IIEJIBIO MX YCTPaHEHHUs IyTeM BBITIOJHEHHS
HEOOXOANMBIX KOPPEKTHPYIOIIUX U IPEAYIPEKIAIOIUX JeHCTBHIA.

B ciyuae BBISIBIEHUS KPUTHYECKUX HECOOTBETCTBUM  BeXYIIMIA
UHCIIEKTOp HE3aMEJINTEeNIbHO HampapiseT HHQopManuioo o0 5ToM B

COOTBETCTBYIOIIUN YITOJTHOMOYEHHBIH OpraH.

I1I. Ilopsimok cocTaBieHUs] OTYETHOCTH

13. Unensl MHCIIEKIMOHHOW T'PYIIBI 3aMOJHSIOT KOHTPOJILHEIE JIMCTHI

WIM uHble (QopMbl pabouyMx 3amucell W MPEACTABISAIOT WX BeAyLIEMY

MUHCTIEKTODY.

14. Benymuif MHCIEKTOpP COCTaBISIET OTYET MO (OpMe COracHo
npunoxenutro Ne 4 B yCTaHOBJIEHHblE pPYKOBOJCTBOM IO Ka4ecTBY
(papmarnieBTHYECKOrO MHCIIEKTOpa CPOKH, HO He mo3nHee 30 KajeHmapHBIX
JIHEH CO IHS 3aBEPILEHUs] HHCIIEKLIUH.

B ciyuae otOopa npo0 (06pa3iioB) MaTepualoB Wi NPOAYKIMHA OTYET
COCTaBJIAE€TCS  TOCJE TIOJNYyYeHHS OT HCIBITATENbHOM  Jmaboparopuu
pe3yabTaTOB UX MCHbITaHui. IIpyn 3TOM cpoK, ykazaHHBEIA B a03ale mepBoM
HACTOSIIIETO MYHKTa, HAYMHAET MCYMCIATBCS CO JHS MOJyYeHHs BEIYIHM
HHCIIEKTOPOM Pe3y/IbTaTOB YKa3aHHBIX UCITBITAHHIA.

Otyer cocraBisieTcss B 2 5K3eMIUIApax M TOAMUCHIBAETCS BEAYILIHM
MUHCIIEKTOPOM M YJI€HAMU WHCIIEKIIMOHHOM TPYIIIIEI.

OnMH 5K3eMILISIp OTYETa HAMpPABISAETCS] WHCIEKTHPYEMOMY CYOBEKTY
(c compoBOIUTENBHBIM NIUCBMOM) HE IMO3/IHEE 5 KaJeHAapHBIX IHEH co aHs
€r0  NOJNKMCAaHUsA,  BTOPOH  DK3EeMIULIp  XPaHUTCS B apXHUBE
(apManeBTHYECKOro HHCIIEKTOpaTa.

ITo 3alpocCy YIOJHOMOYCHHOTO OpraHa €My HNpPEOCTaBIIACTCA KOIIHUA

OT4YcTAa.
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15. ®apmaneBTHyecKknil MHCIEKTOPAT OOECIeYHBACT COXPAHHOCTL M
KOH(QHJEHIMANFHOCTh  MHGOpPMaLMK, coaepxaleiics B JIOKYMEHTax

HHCIICKIHH.

IV. llocnenyromuii KOHTPOJB MO UTOTaM HHCIIEKIIUH

16. B cnyuyae ecim mpu TpOBENEeHHH HWHCIEKIUH OBUIM BBISIBIICHEI
HECOOTBETCTBHS, HHCIIEKTHPYEeMbIii CyOBeKT B cdepe oOpaiieHus
JIEKaPCTBEHHBIX IIPENapaToB B yCTAHOBIECHHbIE PYKOBOJCTBOM IO KA4eCTBY
(papmaneBTHUECKOrO MHCIIEKTOpATa CPOKHU, HO He nosaHee 30 KaleHAapHbIX
JHEW CO JHs IIONy4eHHs OTdyeTra, Hanpapiser B (apMaleBTHYECKU
HHCIIEKTOPAT OTBET € TIPUIOXKEHHEM IUIAaHA KOPPEKTUPYIOIIUX U
MpeaynpeXIarouX IeHCTBUM M OTYeTa O €ro BBINOJIHEHHH, C KOTOPHIMH
JOJDKHBI  OBITH  O3HAKOMJIEHBl BEeAYIIMH WHCIEKTOP MW BCE UJIEHBI
MHCIIEKIIMOHHOMN I'PyIIIBL, IPOBOAMBIICH HHCIIEKITHIO.

B Teuenme 30 KajeHJapHBIX OHEH CO AHSI TOJIYYEHUS YKA3aHHOI'O
orBeta  (apMalEeBTUUECKMH  HMHCIEKTOpAT  OCYILECTBISACT  OLIEHKY
coleprkalleiicss B HeM HMH(OpMaUU M TPH HEOOXOTUMOCTH BBINOJIHSAET
MOBTOPHYIO (KOHTPOJIBHYIO) HHCIIEKIHIO. Pe3ynbTaThl OIIEHKH U MOBTOPHOM
(KOHTPOJBHON) MHCNEKIUH JOBOAATCS IO HHCIEKTHPYEMOro CyOBeKTa B
opsike, pexycMoTpeHHom paznenom Il nactosmux [Tpasu.

17.B ciyyae ecinM MHCIEKTHPYEMBIM CyObeKToM B chepe obparenus
JIEKapCTBEHHBIX CPEJCTB IIPEJACTABIEHBl JJOKYMEHTAJIbHBIE CBUJIETEIHCTBA,
MOJITBEPIKAIOIIME BBINIOJIHEHUE KOPPEKTUPYIOIUX W TPEOYIPEkKIaronax
JCHCTBUH, NOBTOPHAsA (KOHTPOJIbHAS) MHCTIEKLIMSI MOXKET He TTPOBOUTHCS.

18. B ciydae eciim KOppeKTHPYIOIIHME U MpeAyTpesKaAaroiiue IelicTBHS

HE IIPU3HAIOTCS IpUeMlIeMbIMH, oOMeH uHoOpManKel, yKa3aHHON B



nyHkre 16 wmacrosmmx llpaBun, mpomken ObiTh npomomkeH. O6bem
IIOBTOPHOM  (KOHTPOJIEHOM)  WHCIEKLMH  JIOJDKEH  COOTBETCTBOBATH
BBISIBJIEHHBEIM ~ HECOOTBETCTBHSIM, a  TaKkKe  KOPPEeKTHPYIOIIMM U
MPeayIPEKAAIOIUM JCHCTBUIM.

19. Ceptudukar  BbiaeTcsi TpH  YCIOBUH  YCTPAHEHHs  Bcex
KPUTHYECKUX M  CYIIECTBEHHBIX HECOOTBETCTBHI, a Takke MPOYHX
HECOOTBETCTBUH, €CJIM B COBOKYNIHOCTH OHHM THPEJACTABISIOT  cOOOM

CYIICCTBCHHBIC HECOOTBCTCTBHA.

V. Ilops ok Belgauy, IPUOCTAHOBIICHUS U TIPEKPALEHHU S
AeHcTBUS cepTUdUKaTa

20. YoIHOMOYEHHBIH opraH obecrnieunBaeT BBIIAYY,
IIPUOCTAHOBJIEHHE, NIPEKpallleHne NeHCcTBUSL cepTUdUKaTa Mo pe3yibTaram
WHCIEKIIVH.

21. Jlns  monydyenust cepTuduKara B  3aABUTEIBHOM  MOPSJKE
IIPEACTABIISIFOTCS CIEAYIOINEe TOKYMEHTHI:

a) OpraHu3aluei-npon3BoauTeNeM (PE3UIEHTOM), PACMOI0KEHHOH Ha
TEPPUTOPUU TOCYapCTBa-UIeHa!

3asIBJICHHE;

KOIIMS JIMIIEH3UH Ha OCYILECTBIEHHE AEATEILHOCTH IO MPOU3BOACTBY
JIEKapCTBEHHBIX CPeACTB (MPH HAJIUYHH ),

KOIIMS JIOChe IPOM3BOJACTBEHHOIO ydacTka (Mactep-(daiina) corjacHo
yacty Il npasui Hapnexaiel MpoOU3BOACTBEHHOMH IPAKTHKY;

NepeYeHb JEKApCTBEHHBIX CPEJICTB, NPOU3BOAMMEBIX (ITAHHPYEMBIX K
IIPOM3BOJICTBY) HA MPOU3BOACTBEHHOM YYacTKe;

0) opranuzanue-nmpou3BoaUTENEM (HEPEIUIAEHTOM):
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3asBJICHHE Ha PYCCKOM S3bIKE W IPU HAIUYUH COOTBETCTBYIOIIHMX
TpeOOBaHMI B 3aKOHOJATENILCTBE TOCYIApCTBA-WIeHA HA rOCYAapCTBEHHOM
S3BIKE TOCYAapCTBa-ujIeHa;

3aBepeHHasl KOIMs JIOKyMEHTa, JAIOLero NpaBO Ha OCYIIECTBICHHE
NESITEIbHOCTH [0 IMPOU3BOJCTBY  JIEKAPCTBEHHBIX  CPEJCTB  Ha
IIPOU3BOACTBEHHOM Y4YacCTKe;

3aBEPEHHAs KOMUS JJOKYMEHTA, BbIIAHHOTO YIOJHOMOYEHHBIM OPraHOM
(YNOTHOMOUYEHHOU OpraHu3alyeil) CTpaHbl IMPOM3BOJCTBA JIEKAPCTBEHHBIX
CPeICTB, O COOTBETCTBUM IPOU3BOACTBA (IPOM3BOJICTBEHHOTO YYacTKa)
TpeOOBaHUSAM  TpPaBWI  HauIexkallled  MPOU3BOJCTBEHHOHW  IPAKTHKH,
IIPUMEHSIEMEIX B CTPaHe MIPOU3BOACTBA (IIPH HATTMYKHK);

KOIIUsL Jocke (macrtep-(ailyia) Npou3BOACTBEHHOrO0 ydYacTKa (Ha
PYCCKOM SI3BIKE);

NEpeYEeHb JIEKapCTBEHHBIX CPEACTB, MPOM3BOIUMBIX (IJIAHUPYEMBIX K
MIPOM3BO/ICTBY) Ha TIPOU3BOICTBEHHOM YJacTKe.

22. IIpouenypa MHCIIEKIIMH BKJTIOUAET B ce0sI CIIEMYIOIIHNE TAITEL:

a) MpUeM M SKCIEPTU3Y MPEICTaBICHHBIX IOKYMEHTOB;

0) cornacoBanue ¢ cyObekToM B cdepe oOpalleHus JIeKapCTBEHHBIX
CPEICTB CPOKOB IIPOBEJCHMUS MHCIEKLUMW U HaIpaBJIeHHE €MY MpPOrpaMMEI
WHCTIEKI[UH;

B) IPOBE/ICHNE UHCIEKIIMH MPONU3BOICTBEHHOTO YUaCTKa,

r) npoBeJeHue J1abOpaTOpHBIX  HCHBITAHUH  OTOOpaHHBIX  MPOO
(0Opa3uoB) MaTepHaIOB UK MPOIYKIHH (IIPH HEOOXOIHMOCTH);

1) COCTaBJIEHUE OTUYETA O MIPOBEICHUU MHCIICKIUH;

) IPUHSITHE PeLIeHUs O BbIaue CepTH(PHUKATA WU O HEBO3MOXKHOCTH
BBIJIaUU cepTuduKara.

23. 3asBIICHUS Ha  TOJyYeHHe cepTudukara, TpeOoBaHMs

YHOJIHOMOYEHHBIX OPraHOB 110 ITPOBCACHHUIO HHCIICKIKH, PCIICHHUA O BblOA4c,
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OTKaze B BblJaue, TIPUOCTAHOBJIEHUUM W  TIPEKpalleHUH JeHCTBUs
CEPTH(UKATOB PETUCTPUPYIOTCS B MOPSAKE, YCTAHOBICHHOM B PYKOBOZCTBE
110 Ka4eCTBY (papMalleBTHUYECKOT0 HHCIIEKTOpaTa.

24. Cpoky IpOBEAECHUs] OTHEJIBHBIX 3TAlOB MHCICKIMH, YKa3aHHBLIX B
nyHkre 22 wnacrosmux IlpaBui, ycTaHaBiIMBalOTCS B COOTBETCTBUH C
3aKOHOJATENBCTBOM TOCYJapCTB-UJICHOB.

Cpok BbIIauu cepTU(UKaTa He AOJDKEH IpeBHIaTh 90 KalleHIapHbIX
JHEH 1ocJIe MTOCIIEIHEr0 HS MocIeqHeH HHCIICKIIHH.

25. B cnyyae BBISBIEHUS IIPH TPOBEJEHWH HHCIEKIIMH KPHTHYECKUX
HECOOTBETCTBUH TpPeOOBAaHUSAM MpPaBWI Ha/JIeKalleld [POU3BOACTBEHHON
NPaKTHKH (papmMalieBTHUECKHI WUHCIEKTOpaT HaIpaBJseT B
YIOJIHOMOYEHHBIM Opral COOTBETCTBYHOUIMH OTYET O BEISBJIECHHBIX
HECOOTBETCTBHUAX, HA OCHOBAHUU KOTOPOTO YIIOJHOMOYEHHBIH OpraH MOKeT
OPUHATE PELICHWE O TMPUOCTAHOBIEHUH WM TNpPEKpalleHUH IeHCTBHs
ceprudukara, O ueM MHCbMEHHO YBEIOMIISET IPOHHCIEKTHPOBAHHOIO
cyobekTa B cdepe oOpalleHuss JIeKAPCTBEHHBIX CPEIACTB, a4 TaKKe
YIOJHOMOYEHHEIE OpraHbl JpYrMX TOCyIapcTB-uieHOB M EBpasuiickyro
AKOHOMHUYECKYIO KOMHCCHIO.

Pemenne 0 1NpHOCTAaHOBIEGHWM WM  TPEKpaIleHUd  JeicTBHs
pasperieHuss (NMIEH3UMM) Ha IIPOM3BOJICTBO  JIEKAPCTBEHHBIX CPECTB
NPUHUMAETCS YIOJHOMOYEHHBIM OpPraHoM B TOPSJIKE, YCTaHOBJIEHHOM
3aKOHOJIAaTEIBCTBOM I'OCyAapCTBa-4usieHa.

26. B ciyyae eciu MHCIEKTHpYeMBIH cyOBeKT B cdepe obOparneHus
JIEKapCTBEHHBIX  CPEeACTB  oOXalmyeT pe3ynsTaThl  (hapManeBTUYeCKON
MHCTIEKIIMK, DPacCMOTPEHHE KajloO (apMaleBTHUYECKHUM HWHCIEKTOPATOM
OCYILIECTBJISICTCS B IOPSAKE U CPOKH, YCTAHOBJICHHBIE PYKOBOICTBOM IIO

Ka4yecTBY (DapMalleBTUUECKOTO UHCIIEKTOpaTa.



11

Ilomaua o>xamo6® (amemauuil) Ha pelieHus: (GapmaleBTHYECKOTO

HHCIICKTOpaTa OCYLICCTBIIACTCA B Iopsiaxe, YCTaHOBJIICHHOM

3aKOHOAATEJILCTBOM I'OCYHapCTB-4JICHOB.

27.CBeneHuss O  BBLIAHHBIX, OTO3BAaHHBIX  cepTUdUKATAX |
cepTU(UKaTax, IeHCTBHE KOTOPBIX IMPUOCTAHOBIIEHO WK TMPEKpaIieHo,
pasmeryatoTess B 0a3ax  JaHHBIX  YIIOJIHOMOYEHHBIX  OpPraHoB |

B MHTETPUPOBAHHON MH(POPMAITMOHHON CHCT




ITPUJTOXEHUE Ne 1

K [IpaBunam nposeneHus
(papMaLieBTHUECKUX UHCIIEKIIHiA

IIPOI'PAMMA

(bopma)

nposeeHusi papManeBTHYECKOH HHCIEKITHH
NPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEACTB

(HBHMEHOBHHHE NPEeANPUATHA H HHCIIEKTHPYEMOTO IIPOH3BOACTBCHHOIO y4acTKa,

JieKapcTBEHHO (POpPMBI)

Ha cooTBeTCcTBHE TpeboaHusM | IpaBun Haexkaliel MPOU3BOACTBEHHOM
NPaKTUKH EBpasuiickoro 3KOHOMHYECKOI0 COr3a

6.
MEXY YWICHAMH WHCIEKIMOHHOM TPYIIIBI

. OcHOBaHue 715 TPOBEJICHUSI HHCIICKIUH

. JlaTa ¥ MecTo IpoBeACHHUS

. CocTaB MHCNIEKIIMOHHOHN TPYIITIEI

Llenu nHCEeKIUK

O06nacTh HHCIIEKITUU

Pacnipenenenue o0si3aHHOCTEH

®. 1. O.
O6mwexT uncneximu (paznen [pasuin ®. 1. 0.
. N OTBETCTBEHHOTO JTHIIA
HaJJIeXKallel IPOU3BOICTBEHHON MPAKTHKH HHCTIEKTOpa
. * HHCIIEKTHPYEMOTO
EBpazuiickoro 5K0HOMHUYECKOTO COI03a) (3Kkcrepra) o
cyOBeKTa

1. ®apmanieRTHYECKAS CUCTEMA KAaUeCTBa

1. PyKOBOJCTBO 10 KAYECTBY

2. OTBETCTBEHHOCTE M 00SI3aHHOCTH
PYKOBOJICTBA

3. AHaiM3 cO CTOPOHBI PYKOBOJICTBA




@. 1. 0.
O0nexT nacnekuuu (pazaen Ipagun ©.H. 0.
o N OTBETCTBEHHOTO JIHIIA
HaJUIeXKAIIEH POU3BOCTBEHHON IPAKTHKH HHCIIEKTOpa
" * HHCIIEKTHPYEMOT0
EBpa3uiickoro 3K0HOMHYECKOTO COI03a) (sKcnepra) o
cyObeKTa

4. Cucrema yripaplieHHs] HK3MEHEHUAMH

5. CucreMa ynpaplieHus MOCTABUIMKAMH U
MOJPATUHKAMHE

6. PaboTa ¢ OTKIOHEHUSIMH U
HECOOTBETCTBUSMU

7. CucreMa KOppeKTHPYIOUIUX H
NpenynpexIaonuX qeiiCTBHIH

8. Cucrema BBHIITYCKA IIPOAYKIIUH B 06pameﬁue

9. O030pH! KayecTBa MPOAYKIIHH

10. Cucrema ynpaBieHHs: pUCKaMH JIJIs
KauecTRa

I1. Ilepconan

1. Opranu3annoHHas CTPYKTypa

2. KintoueBoit nepconan

3. Cucrema 00y4eHus

4. I'uruena nepcoHana

5. KoHcynbTanTsl

I11. TTomerenus 1 obopynoBaHe

1. IIpoexT u KBanmuQuKaus TOMEIIEHHH,
000pPY/I0BaHHUs] H MH)KEHEPHBIX CHCTEM

MOHHTOPHHT, OYHCTKA B 00CITy)KHBaHHUE

2. Cknajckue, MIpou3BOACTBEHHEIC H
BCIIOMOTATENbHEIE 30HE]

3. 30HEI KOHTPOIJIA KadCCTBa

IV. JloxymeHTanus

1. YopaBienue ToKyMeHTALNEH U 3aIHCSIMH

2. XpaHeHue JOKyMEHTOB

3. Ilpouenyps! 1 3anucH

V. Ilpous

BOJICTBO

1. IIpenoTBpanieHye nepexpecTHOH
KOHTaMHHallUH

2. Banﬁnauna ITPOLIECCOB H IMPOIENYP OYHUCTKH

3. MicxonHble H yIaKOBOYHBIE MaTepHAIBI

4. TexHOIOrHYECKUH TIPOIlecC U KOHTPOJIb B
npolecce MPOU3BOACTBA

5. YmaxkoBka

6. HpOH?;BOI[CTBeHHaH JAOKYMCHTAlIlUA H 3allHCH

7. T'oToBas mpoayKuus: XpaHeHAE H
peann3anus

8. OOpallenue ¢ HECOOTBETCTBYIOLIEH
NPOAYKLHEH




®. U. O.
O0bekT uncnexkuuu (passen [pasun @. W. O.
. s OTBETCTBEHHOT'O JIUI[A
HaJUIeXKaEeH IPOU3BOJICTBEHHOM MPAKTHKH HWHCIEKTOopa
e * HHCIIEKTHPYEMOTO
EBpazuiickoro 3KOHOMHUYECKOTO COI03a) (axcnepra) ok
cyOnekTa

VI. KonTponn kagecTsa

1. CucTeMa KOHTPOJIsE Ka4ecTBa

2. Hajiexxanias na60paTopHaﬂ IIpaKkTHKa

3. JlokyMeHTalus 110 KOHTPOJTIO KaueCcTBa

4. Or6op pod

5. IlpoBenienue UCnbITAHUIT

6. KoHTpOJIbHBIE H apXUBHBIE 00pa3IbI

7. lIporpaMmma TEeKYIIEro HCTIBITAHHS
CTabUIBHOCTH

8. Banupanus u Tpauncdep METOIHK
HCIIBITAHHA

VII. AyTcopcHHIOBas €SI TeIbHOCTD

| |

VIII. Pexnamaiiuu U OT3bIBBI POTYKITHH

IX. CamouHcIEKITHA

* IIpuBesieHO IpUMEPHOE CONIEPIKAHHE.
** MoxeT OBITH 3aIIOJTHEHO Ha BCTYIIHTEIHHOM COBEIIAHUH.

7. I'pacduk npoBeaeHUs] UHCIICKIIHH

Jlata u

*
BpEMHA OTarl IIPOBECACHHUA HHCIICKITHH
*
Hadaja

*

. BerynureneHoe copelanue

. O3HaKOMJIEHHE C CHCTEMOI KauecTBa

. OcMOTp CKIIAJCKUX M MMPOH3BOACTBEHHBIX 30H

. OcMOTp MHIKEHEPHBIX CHCTEM H BCIIOMOTATENBHBIX 30H
. OcMOTp 30H KOHTPOJIS1 KAUeCTBa

. IIpoBepka JOKyMeHTAI[HH CHCTEMbI Ka4eCTBa

. IIpoBepka noKyMeHTal|u 10 00YUEHHIO ¥ THTHEHE IEPCOHANA
. IIpoBepka NpoU3BOICTBEHHON TOKYMEHTALIUH

. IIpoBepka JOKyMEHTAIMK 110 KOHTPOJIIO KauecTBa

10. CoBellfanue HHCIIEKITHOHHON TPYIIILI

11. 3axmoyuTebHOE COBELIIAHHE

O 0| (| (W=

MoskeT OBITh 3aIl0JTHEHO Ha BCTYIIHTEIBHOM COBEIIAHMH.
* TIpuBeieHO NpUMEpPHOE COAEPIKaHHE.

*
*

8. IIpuMepHBIli CpPOK IIpeACTaBJICHUS OTYETa MO pe3yabTaTaM HHCIIEKI[UH.




[MTPUJIOKEHHUE Ne 2

K IIpaBuiiam nposenieHus
papmaneBTUYECKUX UHCIIEKITHIT

©POPMA
OJiaHKa cepTH(HKATA COOTBETCTBHS MPOU3BOIAUTE/SI TPEOOBAHHAM
nNpaBHJ HaJJIesKaIIedl MPON3BOACTBEeHHON NPAKTHKH
EBpa3uiickoro 3x0HOMHYECKOIro c013a

EBPA3UUCKNN DKOHOMUYECKUK COIO3
CEPTU®UKAT
COOTBETCTBUS TPEBOBAHMSIM ITIPABUJI
HAJUIEXAILENW ITPOM3BOJACTBEHHON IIPAKTUKU
EBPA3MICKOI'O DKOHOMWYECKOI'O COIO3A
Ne

(y4eTHsili Homep OnaHka)

No

(yueTHbIii HOMep cepTH(HKATA)
Cpoxk neficTBus ¢ 110 *

BriaH 1o uroraM nposejieHus GpapManeBTHIECKON HHCIIEKIIMH B COOTBETCTBUH
¢ IIpaBunamu npoBeneHus GpapMalleBTHUSCKIX HHCIICKITHIA.

(HOHHOG H COKpAlCHHOC HAHMCHOBAHUA YIIOJIHOMOYCHHOIO opraua)

MOATBECPIKAACT CICOAYIOMICC:
MPOBCACHA (bapMaHeBTI/I‘IGCKaH HHCIICKI A

(nmosHoe HAUMEHOBAHHE MIPOM3BOANTENS)

(axpec npoM3BOACTBEHHOMN MIOMATKH)

Ha OCHOBAHMH (ykazaTb OAHO U3 CIEIYIOLIET0):
3asBieHnd  Ne Ha II0JyyeHue paspelleHus (MIEH3WH) Ha

OCYLIECTBIIEHUE [ESTEIILHOCTH 10 IPOU3BOJICTBY JIEKAPCTBEHHBIX CPEICTB;
TIU1aHa MpoBefeHs (hapMaleBTHUYECKUX MHCIEKIUH, KaK JeprkaTelis pa3peiieHus
(J1MIeH3UH) Ha [IPOU3BOCTBO JIEKAPCTBEHHBIX CpeficTB No :

3asaBiieHus No Ha PCruCTPalHIO JICKAPCTBEHHEBIX CPEICTB;

(uHOE OcHOBaHHE)




o

Ha ocHoBanuM cBeIeHUH, MOJYYEHHBIX MPH MPOBEACHUH (papMalleBTHUECKO

HHCIIEKIINH, TIOCTIeIHsAs U3 KOTOPBIX ObLIa MPOBE/IeHA , CUMTAETCS, 4TO
(mata)

IOAaHHBINA (bapMalleBTUYECKUH IPOU3BOJUTENh COOTBETCTBYeT TpebGoBaHusM IlpaBun
HaUIexkalell pou3BOACTBEHHON NPAaKTHKH EBPa3HiicKoro 3KOHOMHUYECKOTO COI03a.

Hacrosumii ceprudukar oTpakaeT CTaTyc NPOW3BOACTBEHHON IJIOIAJKK Ha
JaTy TNpoBeAeHUs (apMaleBTUUECKOH HHCIEKIMH M IO MCTEYEHMHM 3 JIEeT ¢ [JaThl
IIPOBEICHUA 3TOU (papMaieBTHUECKOH MHCIIEKIIUH He JOJDKEH IIPUHUMATHCS B KAUeCTBE
JIOKYMEHTa, CBHJIETENILCTBYIONIEr0 O cTraryce cooTBeTcTBUs. Cpok aeHcTBHA
cepTUpuKaTa MOXKET OBITH COKpalleH WIM paclldpeH IIPH  HCIOJb30BAHHH
COOTBETCTBYIOIIMX NPUHIMIIOB YIIPABIECHHS PUCKAMU IIPU HAJMYUK COOTBETCTBYIOIICH
3anucu 00 sToM B noje «OrpaHuueHuss WM TOSICHUTE/IBHBIE 3aMETKH, KacaroIuecs
00I1aCcTH IPUMEHEHHS HACTOAIIETO CepTUPHUKATAN.

Ceprudukar sBIsSeTCs ACHCTBUTEIBHBIM B CIy4ae IIPEJCTABIEHUS BCEX €ro
CTpaHuI (Kak OCHOBHBIX JIMCTOB, TaK U JIOTIOJTHUTEILHBIX JTUCTOB).

AYTEHTHYHOCTE (MO/TMHHOCTH) HACTOSIIETr0 CEPTHU(PHKATa MOKHO TIPOBEPHUTH B

0a3e JaHHBIX

(HaHMEHOBaHHB YIOJIHOMOYEHHOI'O opraHa)
Ecnu ceptuduxar He mnpeAcTaBleH B YyKa3aHHOI 0Oa3e [aHHBIX, ClEIyeT

O6paTHTBCH B YHOHHOMO‘ICHHBIIZ oprag, €ro BEIJIaBIINI.




(IIOTIONIHUTENBHBIH JTUCT)

Crp.

L] JIekapcTBeHHEIE cpelcTBA JJIsl MEUIIHHCKOTO IPUMEHEHHSI
L] BetepunapHble JiekapCTBEHHBIE CPEICTBA
[] DOxcneprMeHTaBHEIE CPEACTRA

ITpor3BOACTBO U KOHTPOJH KaUuecTBa
I. ITPON3BOACTBEHHBLIE OIIEPALIMHA — JIEKAPCTBEHHAS TTPOIVKIINA
1. CrepunbHas npoayKIHs

0 1. TTpoJtyKuust, IpUrOTOBIEHHAST ACETITHUCCKAM T1yTeM (orieparuu 06paboTku 1t
CIIeIYIOUINX JIEKapCTBEHHBIX (OpM):

0] sxmicue JiekapeTBeHHbIE (POPMBI GOIBIIOr0 00BEMa

0 sxunkue nexapeTBeHHBIE HOPMBI MAIOTO 00BeMa

L] mucnepcun

L] nuodunuzars

L] TBepaple ekapeTBeHHBIE (JOPMBI M HMILIAHTATEI

L] Markue jekapcTBeHHBIE (POPMBI

(] mpoyast mpomyKis

(yka3arth BHI MPOIYKLIHA HITH AEATEILHOCTH).

[ 2. ITpoaykuus, noasepraromasics GUHUIIHON CTEpHIM3AIUH (Omeparuu 06paboTKky s
CIIE/TIONTHX JIEKAPCTBEHHBIX (OpM):

[ sxuaxue gexapcTBEHHBIE (HOPMBI GOIBIIOrO 0ObeMa

L] sxxukuie mexapcTBEHHBIC (POPMBI MAJIOrO 00BeMa

U] TBep/ible TeKapCTBEHHBIE (POPMBI H UMITIAHTATEL

0 msirkue nexkapcTBeHHBIE HOPMBI

U] mpouast IpoayKIus, JeKapCTBEHHBIE (POPMBI

(ykazaTe BUJ NMPOIYKIHK UIIK JIEATEILHOCTH)
(1 3. Beinmyckarominii KOHTPOJIb KaueCcTBa
2. HecrepunbHas poLyKIfHs

UJ 1. HecrepunbHast mpomykuust (omepanuut oOpaboTKH JUisi CIEAYIOIHUX JIEKApCTBEHHEBIX
thopm):

L] xancyrnel B TBep/10# 060104Ke

[ kancynsl B Msrkoit o6omouke

L] sxeBaTeNnbHBIE IEKAPCTBEHHBIE (DOPMBI

0] umIiperaupoBaHHbIe JIEKApCTBEHHBIE (POPMBI

0 sxuakue nexapcTBeHHBIE (HOPMBL JUTA HAPYIKHOTO IIPUMEHEHHS

U] sxxuaxre nexapcTBeHHBIE HOPMBI A7 BHYTPEHHETO IPUMEHEHHS

] MeIMIMHCKHE Ta3kl

L] nmpoute TBep/bIe leKapCTBEHHBIE (DOPMBI

U] mpenapatsl, HAXOSIIHUECS IO AABICHHEM

L] renepatops! paInOHYKITH/IOB

U] Msirkue nekapcTBeHHBIE (POPMBI

[] cBeun (CYyIIIO3UTOPHH)

L] Tabnetkn

L] TpaHcaepMalibHBIE ILIACTBIPH

[ yeTpoiicTBa Asist MHTPAPYMHHAIBHOTO (BHYTPHPYOLIOBOr0) BBEICHHS

U] npouast npoayKIusi, T€KApCTBEHHBIE (HOPMBI

(yKkazaTtb BHJ MPOIYKLUHH HITH AEATEIBHOCTH)
L] 2. Bemyckatonwmii KOHTPOJIh Ka4ecTRa
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3. buonoruyeckast IeKkapcTBEHHAS POy KITHS

(] 1. Buonoruveckas geKapcTBEHHAS IPOYKIIHS:

UJ poyKThI KpOBH

L] uMMyHOIOTHYECKasT ITPOAYKITHS

[J mpoayKTel Ha OCHOBE COMATHYECKHX KIIETOK

[] remoTepaneBTHUECKHE TPOIYKTHI

L] mpoayKTHI TKAHEBOH HHIKCHEPHH

L] GrorexHONIOTHYECKAS! IPOYKITHS

UJ mpoyKThl, 3KCTparupoBaHHbIE U3 KHBOTHEIX HCTOYHUKOB HJIH OPraHoB (TKaHeil)
YesoBeKa

L] mpoyas mpomykmus

(yxa3arb BUI MPOAYKIMH HIH OEATENEHOCTH)

[J 2. Beimyckaromuii KOHTPOIb KadecTra (IlepeYeHb THIIOB MPOILYKIMH):

L] mpoiyKThl KPOBH

0] nMMyHOIOTHYECKAsT TIPOTYKI[HS

U rpoJtyKThl HA OCHOBE COMaTHYECKUX KIIETOK

[] renoTepaneBTHYECKIE MPOLYKTLI

U] mpoayKThl TKaHEBO# HHKEHEPHH

] 6uoTexHOMOTHIECKAS TIPOYKILkSI

[J mpoayKTEI, SKCTparupoBaHHbIE W3 JKUBOTHBIX HCTOYHUKOB MJIH OPraHOB (TKaHeH)
YeJoBekKa

L] npoyas mpomyKiust

(ykazaTh BHJ NPOAYKLMH UM AEATEIILHOCTH)
4. Ilpoyast mpOAYKIIUsI HIIH IPOU3BOACTBEHHAS EATCIHEHOCTh
[ 1. TIpoussoacTso:

[] pacTuTenpHOM TPOAYKITHH
L] romeonaTuyeckoil mpoyKiun
(] npoyast npoayKIUs

(yKkazats BUJ MPOAYKIUH HIH JIEATELHOCTH)
0] 2. Crepunm3anys akTHBHBIX BEIIIECTB, BCIIOMOTATEIIBHBIX BELIECTB, TOTOBOH MPOAYKIHMH:
U ¢punprpamnus
[] cyxosxapoBast CTepHIH3aIms
0] creprnmzaims napom
[] xuMHuecKas CTepUIH3anns
L] crepunm3amys raMMa-u3IydeHHeM
L] crepunu3aist 3JeKTPOHHEIM H3TYUYCHHEM.
L1 3. Ilpouee

(yxazaTb BMI MPOOYKILHH HITH TEATENEHOCTH)
L] 4. TTepeuynas (BHYTpEHHSS) YIIaKOBKA:

U] xancynsl B TBEpAO# 000I0OUKe

[ xaricyme1 B MATKOH 00051049Ke

[] xxeBaTenbHbIE JIEKAPCTBEHHEBIEC HOPMBI

[l uMriperHupoBaHHbBIE JTIEKAPCTBEHHBIE (POPMBI

L] sxumkie nekapcTBeHHBIE (GOPMBI UL HAPYIKHOTO IIPUMEHEHHS
0] sxuyikue JiekapeTBeHHbBIE (JOPMBI JUIS BHYTPEHHETO IPHMEHEHHS
(] MequIMHCKHE a3l

L] mpouwrte TBep/IbIE IEKAPCTBEHHEIE (POPMBI

(] mpemapatsl, HAXOAIIHAECS TIO/L IABIIEHHEM

L] reneparopsl pajloHyKIHI0B

L msirkue ekapcTBeHHbIE HOPMBI

[] cBeun (Cynmo3uTopun)




(] raGneTku
L] TpancIepManbHBIC TUIACTHIPH
[] ycrpoitcTBa JUisi HHTPapyMHUHAIBHOTO (BHYTPHPYOLIOBOI0) BBEACHHS
L] mpovast IpoIyKITHs, JIeKapCTBEHHBIE (POPMBI
(yxazaTb BILJ MPOIYKLIHH WIH AESITEILHOCTH)
L 5. Bropuynas (norpeburenbekas) yakoBKa
[ 6. Beimyckaromuit KOHTPOJIb KauyecTBa
[] 7. MukpoOHONIOrHYECKOe TeCTHPOBAHUE: CTEPUITLHOCTE
L] 8. Mukpobuonorundeckoe TeCTHPOBAHUE: HECTEPHIBHOCTE
01 9. Xumuueckoe (GU3nUecKoe) TECTHPOBAHHE
[J 10. buosornyeckoe TeCTUPOBAHHE
II. KOHTPOJIb KAUECTBA ITPU UMITOPTE JIEKAPCTBEHHOM ITPOJTYKIIMHU
[1 1. KoHTposib KadecTBa HMIOPTAPYEMOH JIEKAPCTBEHHOM POIYKIHH:
(] MHKpOOHOIOTHYECKOE TECTHPOBAHHE: CTEPHITLHOCTD
L] MuKpOOHONIOTHYECKOE TECTHPOBAHKE: HECTEPHIBHOCTD
L] xumuyeckoe (Ppu3nyeckoe) TeCTHPOBAHUE
[ Guonornyeckoe TECTHPOBAHIE.
[] 2. Bemyckaronuii KOHTPOIb (CepTH(OHKAIHSA CEPHI) HMITOPTHPYEMOH MPOIYKIHH
L] CrepunbpHas MpoLyKIHs:
L] mpotykitust, TPUTOTOBJIEHHAS ACENITHUECKUM TyTeM
[ mpomyxuust, moaBepraromascs GUHUIIHON CTEPHTH3AIIHI
[ HectepunpHas mpoayKIus
0] Buonorudveckas JiekapcTBEHHAS TIPOIYKITHSL:
(] mpoayKThl KpOBH
L] mMMyHOIOTHYECKAS TIPOLYKITHS
[] mpoxyKTHI Ha OCHOBE COMATHYECKHX KIIETOK
L] reHoTEepaneBTHYECKHE TPOITYKTHI
(] npoyKThl TKAHEBOH HHIKCHEPHH
[] GuorexHONMOrHYeCKas MPOIyKIIHS
] mponykTsl, 3KCTparupoBaHHBIC W3 YKHBOTHBEIX HCTOYHHKOB HITH OPTaHOB (TKaHEH)
4eoBeKa
L] mpovast poyKIus

(ykasarh BUJ MPOJAYKIIMH UK AEATENLHOCTH)
[ 3. Ilpouas nesTenbHOCTE IO HMIIOPTY (BBO3Y):
U] mmomanka GU3HIecKoro uMropra (BBo3a)
(] iMIIOpT MPOMEXKYTOYHOTO IPOAYKTA, IIOIBEPrarOINerocs aabpHeiimei 00padboTke.
[ mpouee

(yKka3aTb BHJ IPOLYKIIMH HITH AEATENEHOCTH)

OT‘paHI/IquHH HITH TTOSACHUTCIIBEHBIC 3aMETKH, KaCcaroluecs obnacTu IIPUMECHCHHA CepTH(beIKaTa:

(®.1.0., nomxHOCTB) (moanuck)

(yueTHbIi HOMep GraHka)

*Cpox pfeiictBus ceprudHKara yKa3plBaeTCA C JarThl  IIOCIENHEro JHS  MOC/eaHei
(apManeBTHYECKONH HHCIIEKIMH cyObekTa B chepe oOpallieHus JIEKapCTBEHHBIX CPECTB.




I[TPUJIOXEHME Ne 3

K [IpaBuiiam nipoBeeHus
(hapManeBTUUECKUX MHCIICKIIHH

KOHTPOJBHBIN JUCT

(Gopma)

[lynkrsl [IpaBun

HaJIexKanen
5 Wndopmanus
IIPOU3BOACTBEHHOH . | Unentuduxanus | WMudopmarms
KonTtponpusrit (cBHaETENBLCTRA)
IIPaKTHKH BOIDOC IIPOBEPEHHOI0 | (CBHJETEIBCTBA) o
EBpasuiickoro P 00BeKTa 0 COOTBETCTBUHU
HECOOTBETCTBHUH
IKOHOMHYECKOTIO
COI03a
1 2 3 4 5




ITPUJIOXKEHHUE Ne 4

K IIpaBunam npoBeaenus
(papMaLeBTHYECKUX HHCIICKI[MAI

(bopma)
OTYET
0 NpoBeJAeHNN (papManeBTHYECKOH HHCIEKIHH

(TumynoHuolil 1ucm)

(HaMMEeHOBAHHE OPraHH3aLHH)

(HauMeHOBaHME (apMaleBTHUECKOrO HHCIIEKTOPATA)

(anpec, HoMep TenedoHa, afpec HEKTPOHHOI MOYTEI, apec calita
B MH(OPMAaLMOHHO-TETEKOMMYHHKALIMOHHOM ceTH «MHTepHET?)

ITpoBepka  oOpraHM3alMl  IPOM3BOACTBA W KOHTPOJIS  KadecTsa
JIEKapCTBEHHBIX CPE/ICTB Ha COOTBETCTBUE TpeboBaHusM IlpaBun Haiexaiei
IIPOM3BOJICTBEHHON NMPaKTUKK EBpa3uiickoro SKOHOMUYECKOTO COIO3a:

(HaMMeHOBaHHE MpoBepAEMOro CyOheKTa B ciepe 00palleH s IEKAPCTEEHHBIX CPELICTR)

Anpec:

OcHoBaHue:
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1. Pe3rome

1. Haumenosaunue,

ajipec MPOBEPSIEMOTO
MTPOM3BOJICTBEHHOTIO YYaCcTKa
2. JIunen3ust

3. PestoMe JiesiTeNIbHOCTH ITpon3BoACTRO (hapManeBTHUIESCKHX CYOCTaHIHH
HHCIIEKTHPYEMOI'0 CyObeKTa

[Ipon3BONCTRO JIeKapCTBEHHBIX MPenaparoB

[Ipou3BOACTBO POMEKYTOUHBIX HITH
Hepac(acoBaHHBIXIEKAPCTBEHHLIX CPENICTB
(acoBka ¥ ynakoBKa

Bro3 (ummopt)

[ Ipou3BONICTRBO 110 KOHTPAKTY

IIpoBeneHue 1adopaToOpHBIX UCTILITAHMH

Bemryck B peai3aiuio cepiu JIEKApCTBEHHOTO CPECTRA
Wnoe

OOoooon O ond

4. Jlara npoBEAECHUST MHCIIEKITHH
5. IHCIIeKTOPBI (3KCIIEPTHI)

6. Homep uHCIIEKIIHH

(ipu HAITITUMH)

2. Brognas undopmarus
1. Kparkoe onncanue HHCIIEKTHPYEMOT0 CyOBeKTa U
HWHCIIEKTHPYEMOTO TIPOM3BOICTBA

2. lara nipe/ipiyiien nHCeKun®

3. MHCIEKTOPBL, IPOBOAUBIINE IPEIBITYINYIO
HHCIIEKITHIO

4. OCHOBHBIC U3MEHEHHUSI, IPOU3OIIC/IIIHE CO
BPEMEHH NPEABIAYIIEH HHCIIEKITHHI

5. Llens HHCIIEKIMH

6. MHcniekTHpyeMBle 30HBI

7. Ilepconan HHCIIEKTUPYEMOTO cyOheKTa,
y4YacTBYIOIIMH B IPOBEICHUH HHCIIEKITHH

8. JIOKyMEHTBI, TIpe/ICTaBIEHHBIE HHCIIEKTHPYEMbIM
CyOBEKTOM JI0 IIPOBE/ICHHS HHCIIEKITHH

*B ciydae HEOIHOKPATHOro mpoBeneHHs (GapMaleBTHUCCKHX HHCIIEKIIHM B OTHOIIEHMH JAHHOTO
HHCTIEKTUPYEMOTO CyObEKTa YKa3bIBAIOTCS JIAThl BCEX MPEJIbIIYIIMX HHCICKIIHA.
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3. HaOmroneHust ¥ pe3yasTaTsl HHCIIEKITHH
1. YmpaBnenue KayecTBOM

2. llepconan

3. ITomenienus 1 obopynopanue

4. JlokyMeHTaIus

5. [Ipou3BoacTro

6. KonTpons kadectra

7. AyTCOpCHHIOBas ACATEIEHOCTD

8. Pexsiamanviy ¥ OT3bIB IPOIYKIUU

9, CaMOHHCIIEKITHS

10. Peanuzarus ¥ TpaHCIIOPTHPOBAHUE IIPOIYKITHH

11. Ouenka nocee (Mactep-aiina)
IPOM3BOJICTBEHHOTO YUacTKa

12. Pazuoe

4. IlepedyeHb HECOOTBETCTBUMN

Kputnyeckne*

CymecTBeHHBIE* *

[powme***

* HecooTBETCTBHSI, KOTOPHIE BBI3BIBAIOT HIIM MPHBOJAT K CYIIECTBEHHOMY PHCKY BO3MOYKHOCTH
NPOHM3BOJICTBA JIEKAPCTBEHHOTO CPEJICTBA, OIIACHOIO 715 310POBbSI H JKA3HH YeI0OBeKa.
** HecoOoTBETCTBHUS, KOTOPhIE HE MOTYT KIaCCH(HUIIHPOBATECS KaK KPUTHUYECKHE, HO:

IIPUBENH K IIPOU3BOJACTBY MU MOIYT IIPUBECTH K IIPOU3BO/ICTBY JIEKAPCTBEHHOI'O CPEACTRA, HE
COOTBETCTBYIOMIEr0 JOKYMEHTaM PErHCTPAIlHOHHOIO JOChE JaHHOIO JIEKapCTBEHHOTO IIPenapara;

YKa3bpIBAKOT Ha CYIIECTBEHHOE OTKIOHEHHE OT IIpaBUJl HaJJIeKalleld IpOM3BOJICTBEHHOM
npakTuky EBpazuiickoro skoHOMHYECKOro cOI03a;

YKa3bIBAIOT Ha CYLIECTBEHHOE OTKIOHEHHE OT TpeOoBaHMIl MHBIX aKTOB 3aKOHOMAATEILCTBA B
cepe oOpaleHus TeKapCTBEHHBIX CPECTB;

yKa3bIBaIOT Ha HECIIOCOOHOCTH MHCIIEKTUPYEMOTO CYyOBeKTa OCYIIECTBIISTh CEPHHHBIN BEITYCK
JIEKAPCTBEHHBIX IIPENapaToB OJHOPOJHOIO KayecTBa WIIM HECNOCOOHOCTh YIIOJHOMOYEHHOIO
JIMIIA HHCIIEKTHPYEMOT0 CyOBEKTa BBIOJIHATh CBOM JAO/DKHOCTHBIE 00S3aHHOCTH;

KOMOMHAILMS HECOOTBETCTBMH, HH OJHO M3 KOTOPBIX caMo TI0 cebe He SBISETCS
CYILIECTBEHHBIM, HO KOTOPBIE B COBOKYITHOCTH IPEJCTABIISIIOT CYHNIECTBEHHOE HECOOTBETCTBHE H
JOJDKHEI O0BACHATHCS M (PUKCHPOBATHCS B KAYeCTBE TAKOBOTO.

*#*% HecooTBETCTBUS, KOTOpblE HE MOTYT KIacCHOUIMPOBATECA KaK KPHTHYECKHE HIIH
CYLIECTBEHHBIC, HO YKa3bIBalOT Ha OTKJIOHEHHE OT TpeOOoBaHWM DIpaBwil HaameKarnei
[IPOHU3BOJICTBEHHON IIPAKTHKH, YTBEPK/IaeMbIX EBpasuiickoil 5KOHOMUIECKOH KOMHCCHEH.
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5. 3aKyIounTeNbHOE COBEIIAHNE U OLIEHKA OTBETA MPOU3BOIUTENIS

KommenTapuu npeacraBureneit
HUHCIIEKTHPYEMOT0 CyOBeKTa, CACTaHHBIE B XOJIe
3aKIIIOYHTETBHOTO COBELIAHHUS

OueHka oTBeTa HHCIEKTHPYEMOT0 CyOBEKTa TI0
BBISIBTIEHHBIM 3aMEUaHHsIM

JlokymeHThI ¥ (Mn1) 00pasibl, 0TOOpaHHBIC B
XOJ1€ UHCIIEKIIUH

6. 3aKJIIOUUTENbHbBIE PEKOMEH/IAIMH U BBIBOJIBI

PexoMmenpannu

BriBognt

Otuer o poBeAeHUHU (papMaleBTHIECKOH
WHCIEKIMU COCTABJIEH U MOITUCAH:

(TOMHCH WICHOB MHCIIEKITHOHHOM
IPYIIIB)




