I[MTPUJIOXXKEHUE

K Pemenuro CoBera

EBpa3uickor 53KOHOMHUYECKOH KOMUCCUU
OT 20 1. Neo

N3IMEHEHUS,
BHocuMble B Pemmenue CoBera EBpa3uiickoil 3KOHOMHUYECKOM
komuccuu ot 3 HOsiOps 2016 r. Ne 83

1. B npeamOyne cnoBa «mnyHkTtaMu 81, 83 u 96» 3aMEHUTH CIIOBAMHU
«oyHkTamu 81, 83, 87 u 96».

2. ITynkTt 1 1onosHUTE ab3a1eM CIEAYIOUIEro COJIePKAHUS:

«IIpaBmna  mpoBeneHuss  (apMaleBTUYECKUX  HMHCHEKIMM  Ha
cooTBeTcTBUE TpeboBanusM [IpaBun Hamnexaiie 1abopaToOpHON MPaKTUKU
EBpasuiickoro 3KOHOMHYECKOTO COr03a B cepe 0OpalieHust JeKapCTBEHHBIX
CPENCTB.».

3. lonmonHuTh [TpaBunamu POBEICHUS (bapMareBTUUECKUX
MHCHEKIIMM Ha COOTBEeTCTBME TpeOoBaHusM IIpaBun  Hammexamen
1abopaTopHON TpaKTUKU EBpa3uiickoro 3KOHOMHUYECKOTO coro3a B cdepe

O6paHI€HI/I$I JICKAPpCTBCHHLBIX CPCACTB, CIICAYIOIICTO COACPIKAHMNA:

«YTBEPX/EHDbI

Pemrennem Coseta EBpasuiickoi
AKOHOMHUYECKOW KOMHUCCUU
oT 3 Hos10pst 2016 . Ne 83
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IMNPABUJIA
nposeaenusi GpapManeBTHYECKUX MHCIEKIMI HA COOTBETCTBHE
TpeOoBanusM [IpaBus HaasIexkaeld JJa00PaATOPHOH NMPAKTUKH
EBpa3uiickoro 3JkOHOMHY€ECKOro c0r3a B cepe odpaleHus
JIEKAPCTBEHHBIX CPEACTB

|. O01ue monoxeHust

1. Hacrosimue [IpaBuiia ycTaHaBIUBAIOT €MHBINA MOPSIIOK MPOBEICHUS
(apMaleBTUUECKUX MHCIEKLIHUA Ha COOTBETCTBUE TpeOoBaHusM I[IpaBun
HaJUIeKaIed J1abopatopHOM TpakTUKU EBpasuiickoro 3KOHOMHYECKOTO
coro3a B cdepe oOpamieHUs JEKapCTBEHHBIX CPEACTB, YTBEPKICHHBIX
Pemennem CoBeta EBpasuiickoil S5KOHOMHYECKOW KOMHUCCHUEH OT 3 HOs0ps
2016 1. Ne 81 (manee cooTBETCTBEHHO — MHCHeKMH, [IpaBuia nabopaTtopHoi
IPAKTUKHA) B paMKaxX IPOBEICHUS MPOIEIYyp PETUCTPALUU, MOATBEPIKICHUS
(mepeperucTpaiuu) JIE€KapCTBEHHOrO Ipernapara, BHECEHUS H3MEHEHUH B
PETUCTPAIMOHHOE JIOChE JIEKAPCTBEHHOTO Ipenapara W HWHBIX HPOLEAYp,
CBSI3aHHBIX C PErUCTpanuei (J1anee — perucTpaloOHHbIE TPOUELYPHI).

2. VlHcnekuusi MPOBOAMTCS C UENbI0 ONpPENeNeHUs COOTBETCTBUSA
JOKJIMHUYECKUX (HEKIMHUYECKUX) ucchaeqoBaHuil TpeOoBanusm IlpaBun
7a00paTOpPHON TPAKTHUKH, BKIIOYas KA4eCTBO MU JOCTOBEPHOCTh IaHHBIX,
NOJy4aeMbIX B  JOKJIMHUYECKOM  (HEKJIMHHYECKOM)  MCCIEHOBAHUU
JIEKapCTBEHHOTO Tperapara B Cilydyae BBISBICHUS (PAKTOB, CTaBSIIHUX TOJ
COMHEHHE JOCTOBEPHOCTb CBEJCHUM, MNPEACTABICHHBIX 3asABUTEIIEM B
PErHCTPALIMOHHOM JIOCh€ B OTHOILIEHWU MPOBEAEHHBIX JTOKIMHUYECKHUX
(HEeKJIMHUYECKUX ) UCCIIEIOBAHMM JIEKAPCTBEHHBIX CPEICTB.

Jns nenen Hacrosmux [IpaBun TepMHUH «MHCHIEKIUS» TPUMEHSETCS B
OTHOIIEHWW JIFOOBIX  WHCHEKIHWH, MPOBOAUMBIX  (apMaleBTHUCCKUM
WHCIIEKTOPATOM (BBIE3IHBIX, JUCTAHIIMOHHBIX U JJOKYMEHTAPHBIX WHCIICKIIUMA

U TIPOBEPOK).


consultantplus://offline/ref=6A4801B320CA815648810460EA7A260FF38330D2936F8F0410FD478C221D4799C8AA310011B23A957ACB0295340B2D4A36904A55B116A5EBF869H

3

3. ®apmaneBTUYECKUE  MHCHEKTOPHl  BIOpaBe  HHCIEKTUPOBATH
UCIIbITaTeNIbHbIE  JabopaTopuu  (UEHTPH) W IPOBOJAUTH  AyAMTHI
UCCJIEIOBaHUM, BKJIIOYAash HHCICKTUPOBAHUE JIOKYMEHTOB, OOBEKTOB,
3amuMceil, Mep MO OOECHEYeHHI0 KauyecTBa, JaHHBIX, a TaKXke JAPyTHX
MCTOYHHMKOB M OpraHu3aliii, pacCCMaTPUBAEMbIX YIOJIHOMOYEHHBIM OPTaHOM
(9kcmiepTHO# opraHM3anuell) B Ka4yeCTBE OTHOCSINUXCS K JOKIMHUYCCKUM
(HEKJIMHUYECKHUM ) UCCIIEIOBAHUSIM.

4. Hcriekuust IpoBOAMUTCA ¢ yuyeToM mnosioxkeHui pazaenos VI u VI
[IpaBun mabopaTopHOI IPAKTUKH.

5. MHcneknus BKIOYaeT B ce0sl MPOBEJIEHUE MPOBEPKHU JTOKYMEHTOB,
UH(DPACTPYKTYyphl, 3alHCEH, COIMIAIICEHHH MO OOECHEeYeHUI0 KadecTBa U
JTHOOBIX JPYTUX HCTOYHHUKOB, KOTOPBIE PACLIEHUBAIOTCS YIMOJIHOMOYEHHBIM
OpPraHOM KaK OTHOCSIIHECS K JOKIMHUYECKOMY (HEKIMHUYECKOMY)
UCCIIEIOBAaHUIO U KOTOPbIE MOTYT OBITh PACIIONIOKEHBI B UCCIEAOBATEIBCKON
OpraHu3aluuy (UCIHBITATEIbHOM LEHTPE, B TOM YHKCJE HCIBITATEIbHOU
naboparopun) (Hajiee — MHCIIEKTHPYEMbI CyOBbEKT), Ha 00BbEKTaX CIIOHCOpA
(pa3zpaboTurKa JIEKApCTBEHHOI'O CPEJICTBA) WJIM B JPYTMX OpPraHU3allMsX,
YYaCTBYIOUIMX B JOKJIMHMUYECKOM (HEKJIMHHUYECKOM) HCCIEIOBAHUN U
TpeOyIoUMX TNpPOBEAEHUS HUHCIEKUuH. B ciydae, korga He TpeOyercs
IPOBEJICHUE HHCIEKIUU HMHCIEKTUPYEMOro CcyObekTa, Jub0 ApYyrux
OOBEKTOB,  yYacCTBYIOIIMX B  JOKJIMHUYECKOM  (HEKJIMHUYECKOM)
UCCJIEI0BAaHUM, IO PEUICHUI0 YIOJHOMOYEHHOTO OpraHa rocyJapcTBa —
yieHa EBpa3uiicKOro 3KOHOMHUYECKOTO COI03a (/1ajieé COOTBETCTBEHHO —
rocyaapctBo-uieH, Cor3) Ha OCHOBAaHUU PUCK-OPUEHTUPOBAHHOTO MOIX0/1a
JOMYCKAEeTCsl MPOBEACHUE TOKYMEHTAPHBIX MHCIIEKIIHA.

6.1lo pemenuto QapmManeBTUUECKOTO MHCHEKTOpaTa JIOMyCKaeTcs

IMPOBCACHHC I/IHCHCKHI/Iﬁ C HCIOJIB30BAHUCM CpPCACTB AUCTAHIIUMOHHOTO
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B3aUMOJICHCTBUSL (HalpuMep, MOCPEICTBOM ayauo- WM BHUIEOCBA3U) B
CIIEAYIOIIUX CIIy4asX:

a) yrpo3a  BO3HUKHOBEHMS,  BO3HHUKHOBEHHE W  JIMKBUJALUSA
Ype3BbIYAHON CUTYyalllH U (WJIM) BOSHUKHOBEHHE YIPO3bl PACIPOCTPAHEHUS
AMUAEMUYECKUX  3a00J€BaHUW,  MPEACTABISAIOIIMX  OMAaCHOCTh IS
OKpY’KaloIUX, 3a00JI€BaHUN U TMOPAKEHHM, IOJYyYEHHBIX B PE3YJbTATe
BO3JCUCTBUS HEOJaronpusiTHBIX XUMHUYECKUX, OMOJIOTUYECKUX,
paavalMoHHBIX (PaKTOPOB;

0) BOSHUKHOBEHHE  OOCTOSITEJILCTB  HEMPEOJOJIUMON  CHJIBl  WJIU
HE3aBUCSIIUX OT BOJU CTOPOH OOCTOSITENBCTB, KOTOpPBIE HECYT YIpo3y
NPUYMHEHUS Bpela JKU3HU U 3J0POBbI0 HMHCIEKTOPOB (HAmpuMep, Mo
MOJIUTUYECKUM, METUIIMHCKUM WJIM UHBIM NPUYUHAM).

/. 1lpu TpoBeAeHUH HHCHEKUUU (HOPMUPYETCS HHCIECKIMOHHAS
rpyIIa, B COCTaB KOTOPOM BXOIAT BEAyIIUN (hapMaleBTUUECKUNA UHCIIEKTOP
U (papMaleBTUUECKHE HWHCIEKTOPHI (JlajJjee COOTBETCTBEHHO — BEAYyLIUN
WHCIIEKTOP, MHCIEKTOPHI). MHCIEKIIMOHHAS TPYyIIa B CBOEH JEATEIbHOCTH
PYKOBOJCTBYETCSI pa3pabOTaHHOM W BHEAPEHHOM CHUCTEMOM KayecTBa
dbapMareBTUUeCKOro  MHCIEKTOpaTa, COOTBETCTBYIOIICH  MOJOXKECHHSM,
YCTAHOBJICHHBIM PYKOBOACTBOM II0 KAayeCTBY WHCIEKTOpaTa COTrJacHO
O6mwmM  TpeOOBaHHMSAM K  CHUCTeME KadecTBa  (hapMaleBTHUYECKUX
MHCIIEKTOPAaTOB TOCYAAapCTB — WIEHOB EBPa3HilCKOr0 3KOHOMHUYECKOTO
cor03a, yTBepxkKJIeHHbIM Pemenuem CoBeta EBpasuiickoli 3KOHOMUYECKOU
Komuccuu oT 3 HosOps 2016 r. Ne 82 (mamee — OOmme TpebGoBaHMs),
COOTBETCTBYIOIIMMHU  YTBEPKJICHHBIMH MPOLEAYPAMHU, ONPEACIAIOINMUA
NOPSJOK IUJIAHUPOBAHUS, OPraHU3AIlMU U TMPOBEACHUS (PapMaleBTUYECKUX
uHcnekunii.  Cucrema — KayecTBa ~ MHCIIEKTOpara  JIOJDKHA ~ MMETH
OpraHU3alHOHHYI0 CTPYKTYpy, TMpPOLECChl M MNPOUEAypbl, BKIIOYAs

CTaHJapTHBIC OIICPAIMOHHBLIC IIPOLCAYPHI, CO6J'IIOI[3€MI)I€ HHCIICKTOpaMHU
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IPU BBIIOJHEHUU CBOMX 337a4, YETKO C(POPMYIHPOBAHHBIE TOKHOCTHBIE
00S3aHHOCTH U OTBETCTBEHHOCTh MHCIIEKTOPOB, TPEOOBaHUS O HENPEPHIBHOM
0o0y4eHHUH, a TaKXKe JOCTATOUYHBIE PECYPChl U MEXAHU3MBI, JJI1 YCTpaHEHHUS
HECOOTBETCTBU.

8. B nensix obecnieueHus 3auThl KOMMEPYECKUX KOH(PUACHIIMATBHBIX
CBEJCHUN MHCIEKTOPBI U 3KCHEPTHI, YUACTBYIOUIUE B MHCHEKLMSX, JOJKHBI
coON01aTh TPeOOBaHUS 3aKOHOJATENbCTBA TOCYJAapCTB-4IEHOB B cdepe
3alIUThl CBEJICHUH, COCTABIISIOIINX KOMMEPUYECKYIO TallHy U B c)epe OXpaHbI
CEKpETOB  MPOU3BOJCTBA  (HOY-Xay) (BKJIFOYAsT ~ MEXKIYHApOIHBIE
cornamenusi). [lpu o0paboTke mNepCOHANBHBIX MJAHHBIX WHCIEKTOPBl U
OKCIIEPTHI, YYACTBYIOIIUE B WHCIEKIUAX, JOJKHBI COOJI0/aTh TpeOOoBaHUsA
3aKOHOJIaTEJIbCTBA TOCYAAPCTB-UJICHOB WJIH TPETHbUX CTPAaH B cepe OXpaHe
IIEPCOHAJIBHBIX JTAHHBIX.

9. UHcnekiMM  MOTYT TPOBOAMTHCS B JIHOOOM HHCIEKTHPYEMOM
CyObEKTE HCHBITATEIbHOW JabopaTopuu (LIEHTpE), U3ydarolled JaHHbIE O
0€30MacHOCTH JIEKapCTBEHHBIX CPEICTB 30POBbIO UEIOBEKA U OKPYKarolei
Cpelle B PEryJlSaTOpPHBIX LeNsax. MoryT moTpeOoBaTbCsi WHCIEKTOPBI ISt
aynuTta  JAHHBIX B OTHOLLIEHUHN duznyecKux, XUMUYECKHUX,
TOKCHKOJIOTMYECKUX CBOWCTB BEILECTBA WJIM JIEKapCTBEHHOro Ipenapara. B
HEKOTOPBIX CIyyasx HHCIEKTOpaM MOXET HOoTpeOoBaThCcsi MOMOIIb
JKCIIEPTOB B OMPEACIICHHBIX NUCIUIUIMHAX.

10. B cBsi3u ¢ UMEIOMMMUCS PA3TUYUSIMUA UHCIIEKTUPYEMBIX CyOBEKTOB
(KaK MO IUIAaHMPOBKE, TaK W MO CTPYKTYpE YNpaBieHUs (OpraHu3alvn)), a
TAaK)K€ Pa3IMYHBIMU BUJAMU BBIIIOJHIEMBIX HCCIEAOBAaHUN HHCIIEKTOpaM
HEOOXOJIMMO BBIHOCUTH NPO(ECCHOHANBHBIE CYKICHUS AJI OLIEHKH CTENEHH
u o0bema cooTBeTcTBUs [IpaBunam nabopatopHoil mpakTuku. MHCIEKTOPHI
JOJKHBI CTPEMUTHCA K MPUMEHEHHI0 OOBEKTUBHOTO MOAXOAAa MPH OLICHKE

KOHKPETHOW HWCTBITaTeILHON JabopaTopun (LEHTpA) WKW HCCICTOBAHUSA,
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JOCTHKCHHSI COOTBETCTBYIOIIETO YPOBHS COOIOEHUS KaXKIOTO MPUHIIUIIA
HaJJIexKanen 1a00paTopHON MPAKTUKH.

11. UHcriekTOopel  HE  JODKHBI ~ M3y4YaTh HAy4HYIO  CTPYKTYpYy
UCCIICIOBAHUSI WM OOBSCHEHUE PE3yJIbTaTOB B OTHOIICHUHU PHUCKOB IS
3MI0pOBbS  YEJIOBEKAa WJIU  OKpyXaromerd  cpeapl. ITH  aCHEKTHhI
paccMaTpuBarOTCS YIOJTHOMOYCHHBIMH opraHamu (3KCTIEPTHBIMH
OpraHU3aNMSIMH) TOCYAaPCTB-UJICHOB.

12. IHCTIeKIIMK TPOBOJATCA MO 3apoCy YMOJHOMOYEHHOTO OpraHa

(3KCIEpTHOM OpraHu3alui) B paMKax PErucTPalMOHHbBIX TPOLEAYP.

I1. KBanudukaius, moAroToBKa U OMBIT HHCIIEKTOPOB

13. UHCcnieKTOphl  JOJDKHBI ~ MMETh  BbICIIEe  MPOdeCcCUOHATbHOE
oOpazoBaHue B 00JacTM MeAUIUHBI, (apmanuu, QGapmakonoruu,
TOKCUKOJOTMHM, OHOJOTMM WM  BETEpUHAPUM, KBAIMUPUKALUIO U
IPAKTUYECKHUI OMBIT B 00JIaCTU JOKIMHUYECKUX HCCIEIOBAHUIM.

14. UncniekTopsl AOKHBI MPONTH COOTBETCTBYIOIIYIO IOJITOTOBKY,
BKJIOUasi OMBIT y4acTUs B HMHCHEKIUAX. VX MOTpeOHOCTH B TOITOTOBKE,
HEOOXOUMBIE JI TOJACP)KAHUS WM COBEPIICHCTBOBAHUS MX HABBIKOB,
JOJKHBI ~ PEryJISIPpHO  OLEHUBAThCA  CIy:k00i oOecreyeHus: KauyecTBa
(dapMalleBTUUYECKOr0 HMHCIEKTOpaTa B COOTBETCTBHM C TpPEOOBAHUSIMU
CUCTEMbI KauyeCTBa MHCIIEKTOpATa.

15. UHcrieKTOphl  JTOJDKHBI ~ 3HATh  NPUHIUIBL W TPOIECCHI,
NPUMCHSIIOIIMECS] TMpU  pa3pabOTKE JIGKAPCTBEHHBIX  MpEnaparoB U
MPOBEJICHUU JIOKIMHUYECKUX (HEKIIMHUYECKUX) HCCICIOBAHUN, a TakkKe
noJIoKeHUs akToB opraHoB Coro3a B cdepe oOpalieHHs JIeKapCTBEHHBIX
CPEICTB M  3aKOHOJATEIbCTBA  TIOCYNAapCTB-YJIEHOB, B  4YacTH HE

YPETYJIMPOBAHHOM akTamMu opraHoB Coro3a.
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16. UHcrieKTOpBl  TOJDKHBI  YMETh BBIHOCUTH  TIPO(ecCHOHANIbHBIE
CYKJE€HUS O COOTBETCTBUU JEATEIbHOCTH MHCIIEKTUPYEMOI'O CYOBbEKTa aKTaM
opranoB Coro3a B cdepe oOpallleHUs JIEKAPCTBEHHBIX CPEACTB U
3aKOHOJIaTE€NbCTBA T'OCYJAPCTB-WICHOB, B YaCTU HE YpPEryJIHMpPOBAHHOU
aktamu opraHoB Coro3a. OHM JODKHBI YMETh OLEHUMBATh KAayeCTBO U
LEJIOCTHOCTh JAHHBIX TOKJIMHUYECKUX UCCIEIOBAaHUM.

17. IncnekTopsl AOHKHBI pa30UpPAThCs B MPOLEAYPAX U TEXHHUUYECKUX
METOJaX JTOKYMEHTHUPOBAHMS JOKIMHUYECKUX NAHHBIX U pabOTHl ¢ HUMHU, a
TAaKK€ OpraHu3aldd W PEryJUpOBaHUM MPOBEICHUS JOKIMHUYECKHUX
(HEeKJIMHUYECKUX) UCCIIEIOBAaHUIN B COOTBETCTBYIOIIMX rOCYJapCTBaX-UJIEHAX
U, €CIM TPUMEHHUMO, B TPETbUX CTpaHaX, B KOTOPBIX IPOBOJUTCS
UCCJIeI0BaHHE.

18. YpoBenb oOpa3zoBaHusl M KBIM(PUKAIMS WHCIEKTOPOB JOJKHBI
NO3BOJISITh UM IPOBOJUTH OLIEHKY CTENEHHU PHUCKA ISl JTOCTOBEPHOCTH U
Ka4yecTBa MOJYyUYEHHBIX JaHHBIX.

19. UncnekTopsl JOJKHBI 3HaTh NPUMEHUMBbIE TpeOOBaHUS aKTOB
opranoB Coros3a B cepe KOHPUICHIMAIHLHOCTH U 3alIUTHl MEPCOHATBHBIX
JaHHBIX M 3aKOHOJATEJIbCTBA  TOCYNApCTB-WJIEHOB, B  YacTU  HeE
yperyJaupoBaHHOM akTamu opraHoB Coro3a.

20. ®apmarieBTUYECKH HMHCIEKTOpPaT TOCyAapCTBa-ujieHa JOJDKEH
BECTU JOKYMEHTALUI0 O KBaJdU(UKAIMHU, ONbITE W MOATOTOBKE KaXKJIOTrO
UMHCIIEKTOpa, a TakXe NOJJIePKUBATh YKA3aHHYI0 JOKYMEHTAlHUIO B
aKTyaJIbHOM COCTOSIHMM, TMOKa HWHCIEKTOP MPOAOHKAET HCIONHITH CBOU

00S3aHHOCTH.

I11. CobGmronenre Mep OTCYTCTBHS KOH(MINKTa HHTEPECOB

21. I/IHCHGKTOpBI, Y49aCTBYOIIMUEC B MHCIICKIIUHU, HC TOJDKHBI HAXOIUTHCS

o KaKUM-J1100 BJIMAHHUCM, CIIOCOOHBIM CKa3aThCA Ha nux



8

OECTIPUCTPACTHOCTH WJIH CYXACHUU. VHCIEKTOphl HE MOJDKHBI HUMETh
KOH(puKTa nHTEepecoB. OHU MOJKHBI ObITh HE3aBUCHUMBI OT 3asBUTENS Ha
NPOBEACHUE UHCIICKIMH U (WITH) IPYTHX CyObEKTOB UHCIICKIMH (B TOM YHCIIC
pa3paboTurKa JEKapCTBEHHOIO Mperapara, uccieoBaTeseii, BOBJICUCHHBIX B
JTOKJIIMHUYECKOE (HEKIIMHUYECKOE) MCCIIEIOBAHUE, MHBIX JUIl (CIIOHCOPOB),
(MHAHCHUPYIOIUX JOKJIMHUYECKOE (HEKJIMHUYECKOE) UCCIEeI0BaHue, J000M1
JIpyrod  CTOPOHBI, Yy4YaCTBYIOLIEH B  MPOBEICHUU JOKIMHHUYECKOTO
(HEKJIMHUYECKOE) UCCIICIOBAHMS ).

22.KannunaTtypa 4YjieHa WHCIEKIMOHHOM TPYIIBI MOXKET OBbITh
OTKJIOHEHA MpU HAIMYUU WHEGOPMALMU O BO3MOXHOCTU BO3HUKHOBEHMSI
KOH(JIUKTa NTHTEPECOB.

23.Jlo mpoBeneHMs WHCIEKIMH KaXKIbI WHCIEKTOP IOAMKUCHIBACT
JeKJIapalrio 00 OTCYTCTBUM KOH(IMKTa MHTEPECOB MPU MPOBEICHUU JAHHON

HHCIICKIINH.

V. ITpouiegypbl HHCTIEKTUPOBAHUS
1. [IpenMeT MHCTIEKTUPOBAHUS

24. ncniekTopbl  JOJKHBI  TpoOBepsITh  coOmogenue  [IpaBui
1a00paTOPHON MPAKTUKHU, KAYECTBO U JJOCTOBEPHOCTh JAHHBIX, MOIYYaeMBbIX

B JIOKJINHUYECKOM (HEKJIMHUYECKOM) UCCIIEIOBAHUU.

2. Ilpouenypsl, ycTaHaBIMBAaEMbI€ YIIOTHOMOYEHHBIMU OpraHAMHU
(dbapmarieBTHUSCKMME WHCIIEKTOPATAMHU) TOCYIaPCTB-UJICHOB
25. YII0OJIHOMOYEHHbIE oOpraHbl ((apManeBTUUECKUE HWHCIIEKTOPATHI)
rocyJapcTB-4JIEHOB B paMKax HacTosmux IIpaBui JoiKHBI 0OecrieurBaTh
YCIIOBHSI MPOBEJAEHUS MHCIEKIUN B cooTBeTCTBUM ¢ myHKToM 70 IlpaBun

1a060paTOPHON MTPAKTUKH.
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3. B3aumoielicTBre yrmoJIHOMOYEHHBIX OPTaHOB
(papmaneBTUUECKMX HHCIIEKTOPATOB) FOCY1aPCTB-YICHOB

26. YIIOTHOMOYEHHbIE OpraHbl ((papMaleBTUUECKUE HMHCIIEKTOPATHI)
roCyJapCTB-4JIEHOB OCYIIECTBISIOT B3aUMOJCIHCTBUE JisI BBIPAOOTKU U
COBEPUICHCTBOBAHUS MPAaBWJI U MOJAXOJO0B K IMPOBEACHUIO MHCIEKTUPOBAHUS
Ha cooTBercTBHE TpeboBaHusM IIpaBun nabopaTopHoill mpakTuku. Takoe
B3aUMO/ICMICTBUE MOYKET OCYIIECTBISATHCA B (JOPME COBMECTHBIX MHCIIEKIUH,
COrJIaCOBAaHHBIX MPOLECCOB M NPOLEAYp, a TakXke OOMEHa OIBITOM U
NOATOTOBKH MHCIIEKTOPOB.

27. EBpasuiickas SKOHOMHYecKas komwuccus (nmanee — Kommuccus)
pa3Memiaer Ha oduuuanbHoM caiite Coro3a pa3pabOTaHHBIE COBMECTHO C
YIOJHOMOYEHHBIMM OpraHamMu  ((papmManeBTUYECKUMHU HWHCIIEKTOpAaTaMH)
rocyAapcTB-4JIeHOB pekoMeHaauuu Komuccum OTHOCHUTENbHO MpaBUll U
NOJXOJ0B K IIPOBEJICHHUIO UHCIIEKTUPOBAHMUS.

28. Komuccus obecriedynBaeT HHPOPMUPOBAHUE TOCYJAPCTB-WICHOB O
3aIJIAaHUPOBAHHBIX M TMPOBEACHHBIX MHCHEKUUAX, B UEISIX HauboJsee
3G (PEKTUBHOTO  HCMHOJB30BaHUS  HHCIEKIMOHHBIX  PECypcoB  Ipu
IJIAaHUPOBAHUM CBOMX MHCNEKUWU. Jlyig opranu3anuu MHGOPMUPOBAHUS 10
31 mapta oTdyeTHOro roja (apmManeBTUYECKHUE MHCIEKTOPATHI TOCYIapCTB-
WICEHOB HampasisitoT B Komuccuro cBeneHMss O  3alylaHUPOBAHHBIX
MHCIIEKIUSAX B OTYETHOM T'OJly U MPOBEJECHHBIX MHCHEKIMAX 32 MPEIbI Ay N
roa. Komuccus pasmemaer Ha opunnanbHoM caiite Coro3a npecTaBieHHbIe
cBelieHUs1 (papmalieBTUYECKUX HHCIEKTOpaToB B TeueHue 10 kanmeHgapHbIX
JTHEW C JaThl MOJYYEHUs] CBEICHUW, & IPU OTCYTCTBUU TAaKWUX CBEACHUN CO
CTOPOHBI (hapMaIeBTUUECKOTO HHCIIEKTOpaTa pa3meniaeT uHdopmaruo 00

OTCYTCTBHUU CBG)IGHI/II\/’I.
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29. YIOJTHOMOYEHHBIN OpraH ToCyAapCTBa 4YiieHa BIpaBe MPOCUTH O
CONECUCTBHM II0 BONPOCAM HWHCHEKTUPOBAHUSA YNOJHOMOYEHHBIM OpraH

JPYroro rocyaapcTBa-ujeHa.

4. ITomHOMOYHS HUHCTIEKTOPOB

30.IIpoBeneHne  WMHCHEKIMH  OCYIIECTBISACTCS  WHCIIEKTOPaMH,
Ha3HAYa€MbIMU B COOTBETCTBUE C 3aKOHOIATEILCTBOM rocyaapcTBa-ujicHa. B
paMKax KaKJ0M MHCHIEKIHUHU (hapMalleBTUUECKUM MHCIIEKTOPAT roCyaapcTBa-
YJIeHa BIPaBE OMPEACIUTh COCTaB MHCIEKIIMOHHOW TPYIIbI U SKCIEPTOB,
UMEIOIHUX  COOTBETCTBYIOIIYIO KBATU(UKAIIUIO IS  COMPOBOXKIACHUS
WHCIIEKTOPOB.

31. UucnekTopbl MMEIOT TPaBO MHCIEKTUPOBATH HUCIIBITATEIbHbBIC
naboparopuu (IIEHTPHI) JOKIMHUYECKUX (HEKJIMHUYECKUX) UCCIICIOBAaHUN U
WHBIC WCIBITATEIbHBIC TJIOMIAIKH, JOKYMEHThI, OOBEKTHI, 3aIUCH, MEPHI 10
00€CleUeHNI0 KayecTBa, JaHHbIE, a TaKXe JAPYrue MCTOYHUKH U
OpraHu3allfK, pacCMaTpUBaeMble YIOJIHOMOYEHHBIM OpPraHOM B KaudeCTBE
OTHOCSIIITUXCS K TIOKJIMHUYECKUM (HEKJIMHUYECKUM ) UCCIICIOBAHUSIM.

32. IIpu npoBeIeHNH HHCTICKIIMA HHCTICKTOPHI UMEIOT TIPABO:

JI0CTYTIa B UCIIBITATENIbHBIC JIA0OpAaTOPUH (IIEHTPHI), IPYTHUE CBI3AHHBIC
MOMEIICHUS ¥ TIPABO IOCTyNa K JaHHBIM MCCJICIOBAHMS,

KOMMHUPOBATh JTOKYMEHTHI, a Takxke QororpadupoBaTh MOMEIICHUS U
000OpyI0BaHUE;

OmMpaliBaTh TMPEICTABUTEIS WIM COTPYAHUKA HWHCIEKTUPYEMOTO
cyObekTa U JIIOOyI0 CTOPOHY, YYacTBYIOIIYIO B  JOKIMHUYECKOM
(HEKJINHUYECKOM) MCCIEAOBAHUM, C ILIEJIbI0 TMOJIYYEHUS Pa3bsICHEHUN B

OTHOIICHUH IIPCAMETA MHCIICKIIMH, a TAKKC (1)I/IKCI/IpOBaTI) OTBCTHI.
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33. YIIOTHOMOYEHHBIE ~ OpraHbl  TOCYJIAapCTB-WICHOB  MPU3HAIOT
pe3ynbTaThl MHCIICKIIUNA, TPOBEACHHBIX (DapMaleBTUIECKUM WHCIIEKTOPATOM
JIPYTUX TOCYIapCTB-YJICHOB.

34.1lpu HamM4Yuu pa3HOTJIaCUi MEXIY YIOJIHOMOYEHHBIMU OpraHamMu
roCy1apCTB-4JICHOB OTHOCHUTEIILHO pe3yIbTaTOB WHCITCKITUN
YIOJHOMOYECHHBIC OPTaHbl TOCYIapCTB-YJICHOB JIOJDKHBI YBEAOMHUTH 00 3TOM
OKCHEPTHBIA KOMHUTET II0 JICKApCTBEHHBIM CPEICTBAM, YTBEPKICHHBIN
Pemennem CoBera EBpasuiickoii 9KOHOMHYECKOW KOMHCCHH OT 3 HOAOps
2016 r. Ne 75. DKcriepTHBIA KOMUTET MO JIEKAPCTBEHHBIM CPEJICTBAM IOCIIE
KOHCYJIbTAIIUU C YIMOJHOMOYEHHBIMH OpraHaMH TOCYAapCTB-WJICHOB BIIPaBe
WHUIIUAPOBATH IIPOBE/ICHHE HOBOM COBMECTHOM HWHCITCKITUU
dapmareBTHIeCKUMHU WHCIIEKTOPAaTaMH T'OCY/1apCTB-YJICHOB.

35. lna  obGecneyeHusi 3GHEKTUBHONW  MPOBEPKH  COOTBETCTBUS
JOKJIMHUYECKOTO HcclienoBanus TpeboBanusim [lpaBun  mabopaTopHOi
NpPaKTUKU, a TaKkKe CBOEBPEMEHHOTO TMPEACTAaBICHUS  PE3yJIbTAaTOB
WHCITIEKTUPOBaHUS (apMalleBTHUYECCKUI HWHCIIEKTOpAT TOCyJapCcTBa-wieHa
JOJKeH Ha3HauaTh JOCTATOYHOE KOJIMYECTBO HHCIEKTOpPOB. B cocraB
WHCIIEKITMOHHOW  TPyNmbel  JOJKHBI ~ BXOJWUTh  HE  MEHEEe  JBYX
dbapmareBTHYeCKuX HHCIIEKTOPOB.

36.KonuyecTBO ¥ COCTaB  WHCIEKTOPOB,  BKJIIOUYCHHBIX B
WHCITEKITMOHHYIO TPYIITY, OTIPEIEAETCS B COOTBETCTBUM C TyHKTaMu 73 —75
pasnena VIl [IpaBui 1abopaTopHON MPaKTUKHU.

37.B ciydae ecnu B cOCTaB MHCIIEKIIMOHHOW TPYMIIHI BKIIIOUYEHBI JINIIA,
HE BXOJSIIME B TOCTOSHHBIA INTAaT YHOJHOMOYEHHOTO OpraHa WU
dbapMareBTUUeCKOr0  HMHCIIEKTOpaTa, YIOJTHOMOYEHHBIH OpraH  HeCceT
UCKJITIIOYUTEIIbHYI0O ~ OTBETCTBEHHOCTh 3a  OMPEICIICHHE  COOTBETCTBUSI
UCIIBITATEeNIbHBIX ~ JlabopaTtopuit  (meHTpoB)  TpeOoBanusiMm  [lpaBui

1ab0paTOpPHON MPAKTUKH, KauyeCTBO (MPUEMIIEMOCTh) ayAuTa WCCISAOBAHUS
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U 3a JoOble JEWCTBUSA, OCHOBAHHBIE Ha pe3yJbTaTax HWHCIEKIUMA

UCIIBITaTENbHBIX JJA0OpaTOpuii (HEHTPOB) UIIM ayIUTOB UCCIICOBAHUN.

5. KonduaeHnumanbHOCTh

38. UHCnekToppl W JApyrue  JMIA,  HUMEIOIMME  JOCTYNl K
KoH(puAeHIMaNbHOW  WHGOpPMAIMU B pe3yJbTaTe  OCYUIECTBICHUS
NEATEeIbHOCTH 1o WHCIIEKTUPOBAHUIO JIOJKHBI obecrieunBaTh
KOH(UICHITMAITBHOCTD CBEJICHNN, K KOTOPHIM OHU MOJYYUIIN TOCTYT B CBS3H
C MHCIIEKTUPOBAHHEM B COOTBETCTBUU € NMyHKTOM 71 pasznena VIl IlpaBun

71a00paTOPHON MPAKTUKH.

6. [IpunsaTue perneHus: 0 Ha3HaYECHUU WHCTICKITUN

39. MHcniekusi Ha3HA4YaeTcsl yIOJHOMOYEHHBIM OPraHOM (3KCHEPTHOM
OpraHu3alKeil) B paMKax MNpOBEJICHUs PETMCTPALMOHHBIX Mpolueayp. B atom
cllyyae pElIeHME O Ha3HAYeHUM HWHCIEKIUU TMepeaeTcs 3asiBUTENI0 O
pPErucTpalyy JEKapCTBEHHOIO0 mpenapara (WIA YIOJIHOMOYEHHOMY JIMILY)
JUISl THUMUPOBAHUS MHCIIEKLMU.

40. Ilepen Ha3HAYECHUEM WHCIEKIINU (dapmaneBTHUECKUE
MHCIIEKTOpPAThl  TOCYJApCTB-WJICHOB BIIPABE B3aUMOJCHCTBOBATH  WIIU
IPOBOJIUTH aHaIU3 0a3 JaHHBIX MO MHCIEKTUPOBAHUIO TOCYJAPCTB-YICHOB C
LENbI0 OompesaeneHuss o0JacT U 00beMa MHcnekuuu. PapMaleBTHUECKOMY
MHCIEKTOPAaTy HEOOXOAUMO OMNpeNeianuTh O00JacTh HMHCIEKTHPOBAHUS,
UCTIBITaTeIIbHBIC JJabopatopun (IIEHTPhI) U COCTAB WHCICKIIMOHHOMN TPYIIIbI
npu GOPMHUPOBAHUM PEUICHUS O MPOBEICHUN UHCTIEKTUPOBAHUS.

41. ®apmaneBTUUECKOMY HHCIEKTOpAaTy HEOOXOAMMO ONpeaeiuThb
KOHTAKTHOE JIMIO 3asBUTENS, CIIOHCOpA WJIM UCIBITATENbHON JTabopaTopuu
(mentpa). CrioHCOpa WJIM MCIBITATENBHBIA LEHTP HEOOXOJIWMO MHUCBMEHHO

npeaynpeanTb O NpOBCACHUN NMHCIICKIIUU I10 (bOpMe COIIACHO IMPUIIOKCHUIO



13

Ne 1 x nmactostmum IlpaBunam u 3ampoOCHUTH JOMOTHUTEIBHBIE JOKYMEHTHI
uiu  cBefeHuss (ecam 3TO  OOOCHOBAHO — AHAM30M  PUCKOB  WIIH

crenu(puIeCKUM BHIOM UCCIICAOBAHUS ).

/. AHanu3 JOKYMEHTOB M CBEJCHUM

42.HeobxoquMo  OmMpenenuTh, TMOIYyYUTh W  MPOAHATIU3UPOBATH
CBEJICHUSI W JOKYMEHTBI, TpeOyeMmble [JIi MOJATOTOBKM UM IPOBEICHUS
WHCTICKIIMM. YKa3aHHbIE CBEJCHUS MOTYT OBbITh TOJIyYEHBI U3 TEKCTa
pCIICHUs]  YIOJHOMOYEHHOTO oOpraHa (SKCIEPTHOM OpraHu3aiid) o
HAa3HAYCHUU HWHCIEKUHWH, PETUCTPAMOHHOTO JOChE JIEKAPCTBEHHOTO
npernapara, CopaBOYHbIX JOKYMEHTOB, HAYYHBIX PYKOBOJCTB, a TAKXKE IyTEM
aHalii3a JaHHBIX, IOJIy4a€MbIX B COOTBETCTBUM C 3aKOHOJATEIHLCTBOM
roCyJ1apCTB-4JICHOB, CTaHJIaPTHBIX ONEPALIMOHHBIX npoueayp
UCIIBITAaTeNIbHONW Jlabopatopuu (IIEHTpa), Pe3yIbTAaTOB MPEAIIECTBYIOIIETO
WHCIIEKTUPOBAHUS, MEXIYHAPOJHBIX M MEXIOCYJIApCTBEHHBIX CTaHIAPTOB,
TpeOOBaHUN  3aKOHOMATENHCTBA TOCYAAPCTB-WICHOB, JOMOJHUTEIBHBIX
JIOKYMEHTOB, 3allPOLICHHBIX Yy 3asBUTEJISI, CIIOHCOpA WA HCHIBITATEIbHOU
naboparopuu (LIEHTpA) U JIp.

43.1lpuunHbl Ha3HAYEHUS WHCIEKIMM HEOOXOAUMO OIEHUTh Ha
OCHOBAHMH aHAIW3a COOTBETCTBYKOIIMX JOKYMEHTOB W  CBEICHUH
MPOBEICHHOTO  JIOKIIMHUYECKOTO  (HEKJIMHUYECKOTO)  MCCIEHOBAHUS.
Pe3ynpTarhl Takoro aHanu3a, SBUBIIMECS OCHOBAHUEM ISl MNPOBEICHUS
WMHCHIEKIMH, BKJIIFOYAIOTCS B MPOrpaMMy MHCIIEKTUPOBAHUS.

44, CrioHCOp WM 3asBUTENb JIOJKHBI TMPEICTaBUTh WHCIEKIIMOHHOM
rpynne 3amnpolICHHbIE MMM JOKYMEHTBI M CBEICHUS ISl TUIAHUPOBAHUS
WHCIIEKTUPOBAaHUS B CPOK He mo3aHee 30 pabouux JHEW ¢ AaThl MOJIYYEHUS

IMHUCBbMCHHOTO 3aIIpoCa OT I/IHCHeKHHOHHOﬁ I'pyHIIbL.
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45.B pe3ynapTare aHaiau3za JIOKYMEHTOB M  CBEJCHHUM  YJICHBI
WHCIIEKITMOHHOW TPYMIBl MOTYT MPUHUTH K BBIBOIY, O HEOOXOIUMOCTH
MIPUBJICUCHHS DKCIIEpPTa C COOTBETCTBYIONIEH KBanudukarmein. CBeneHus: 00
opHUIIMaILHOM  yTBEPKJICHHM W  COCTaBe HMHCICKIIMOHHOW  T'PYIIIBI
comepkaTbCsi B  JIOCh€  HHCIEKIIMHA, KOTOPOE  MOJACPKUBACTCS

q)apMaI_ICBTH‘ICCKI/IM HHCIICKTOPATOM B aKTyaJIbHOM COCTOSHUU.

8. [IporpaMMa HHCTIEKTHPOBAHUS

46. NHCTIEeKITMOHHOM TPYIION JOJKHA OBITh MOATOTOBJIEHA MPOTpaMMa
UHCIIEKTUpOBaHUs. Jlomyckaercss pas3in4yHas  CTENEHb  JACTAIN3alUuu
pOTrpaMM.

47.1lporpaMMa HMHCHEKTHUPOBAHMS ONpeENeNsieT o001acTb, KOTOPYIO
HEOOXOAMMO  OXBaTUTh BO BpeMs HMHCIEKTHUPOBAHUS  OTOOpAHHOU
UCIbITaTelIbHOW Jlabopatopun (nieHTpa). OHa OyZeT OCHOBBIBATHCS Ha
pELICHUH  YIOJHOMOYEHHOrO oOpraHa (PKCIEpPTHOM OpraHu3anuud) o
Ha3HAYCHUH MHCIEKIINH U POAaHATN3NPOBAHHON JOKYMEHTALMH.

48. B nporpamMme MHCIEKTUPOBAHUS TOJKHBI OBITh YKa3aHBbI:

a) CPOK TMPOBEACHUS HWHCIEKIMU MCHBITaTeNIbHOW  jJabopaTopuu
(eHTpa);

0) CPOK MOArOTOBKU OTYETA.

49. UucniekimonHass ~ rpymnma  GopMHpyeTcss  Ha  OCHOBAHUU
COOTBETCTBYIOIIETO PACHOPSDKEHUS] PYKOBOAUTENS  (hapMaleBTUYECKOTO
MHCIIEKTOpaTa rocyJapcTBa-wieHa M3 4YMclia COTPYJHHMKOB MHCIEKTOpaTa B
COOTBETCTBUM C TPOLIEypamMH, YCTAaHOBIICHHBIMU CHUCTEMOW KadecTBa
(dbapmalieBTHUECKOr0 MHCIIEKTOpaTa.

50. lonmyckaetrcst BKJIIOYEHHE B COCTaB HMHCIEKIMOHHOW TPYIIIbI
CT@XEpOB, IMpPU OBTOM HUX CTATyC OTMEYAEeTCsl B PACHOPSHKEHUH O

(1)0pMI/IpOBaHI/II/I HHCHGKHI/IOHHOﬁ I'pyHIIbI. BGIIYI_HI/Iﬁ HHCIICKTOP W YJICHBLI
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WHCTIEKIIMOHHOW TPYNIbI JOJDKHBI MPEIBAPUTEIHHO U3YYUTh JTOKYMEHTHI U
JIPYryl0 JOCTYHHYI0 HWH(OpMAIMIO, OTHOCSIIYIOCS K HHCIEKTUPYEMOM
NEATEIIbHOCTH.

o51.TIpu HEOOXOIUMOCTH YIIOJTHOMOYEHHBIE OpTraHbI
(bapmarieBTHUECKE WHCIEKTOPATHI) BIPABE 3alPOCHTH JTOMOJIHUTEIbHBIC
JOKYMEHTBI Y 3asIBUTEJIS C 1IEIbI0 MOJATOTOBKHU K MPOBEACHUIO HHCIICKITUU.

52.Benymmii  WHCIEKTOP  KOOPAMHHPYET  TMOJATOTOBHUTEIBHBIE
MEpONpUsITHS U 0oOecrneunBaeT pa3pabOTKy MpPOrpaMMbl MUHCIIEKTUPOBAHUS
cornacHo mipuwiokeHnto Ne 2 k wHactosmmm [IpaBuiam, TOATOTOBKY
KOHTPOJIbHBIX ~ JIUCTOB  JMOO  WHBIX  ¢GopM  padoumx  3amucew,
MPEyCMOTPEHHBIX CUCTEMOM KadecTBa (hapMalleBTUUECKOTO MHCIIEKTOpaTa,
He 1o3/1Hee yeM 3a 20 pabouux JHer 10 AaThl Hayalla MHCIICKITUU.

53.B mensx obecrnieueHuss MOCTHMIKCHHS IIEJCH WHCICKIMHM BETYIIHI
WHCIIEKTOP BIIPABE CKOPPEKTUPOBATh MPOrPAMMY HMHCIEKIHUH B XOJIE €€

MIPOBEICHUA.

9. UudbopmupoBaHue 0 MPOBEJACHUN UHCTIEKIIUU

54. HcnieKmoHHasi rpynna AOoJKHA MNPOUH(OPMHUPOBATH 3asBUTENS
WIM CHOHCOpa (KOHTAaKTHOE JIMIO) O MPOBEACHUM HWHCIEKIUHU, a TaKkKe
OTBETCTBEHHBI TEpPCOHAT BBHIOPAHHOM UCHBITATENILHOW J1abopaTopuu
(meHTpa) B COOTBETCTBHM C  TpouenypamMu  (HapMaieBTHIECKOTO
MHCIIEKTOpaTa rocyJapcTBa-4JeHa.

55. UcnbitatenbHast nabopatopus (LEHTP), 3asBUTENb WM CHOHCOP
UH()OPMUPYIOTCS O IaTax MPOBEACHUS UHCIICKIIUY.

56.B caywae eciau  yNOJHOMOYEHHBIM OpPraHoM  3ampollieHa
BHEIUIAHOBass MHCIEKIUMS B paMKaxX pErucTpauuu JIEKapCTBEHHOTO

npemnapara, CpoOK IPOBCACHHUA HWHCIICKIHMNW HC MJOJDKCH IIPCBbIIIATH 40
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pabounx mHEW C JaThl TOJAYM 3asgBUTEIEM 3asBIICHUS Ha MPOBEICHUE
WHCITCKITUH.

57.CnoHCOp WM 3adBUTENb BIIPABE 3alPOCUTh NPEABAPUTEIBLHOE
COBEIIaHME ISl 00CYX ACHUSI 00JIaCTH MHCIIEKTUPOBAHUS (B TOM 4HCIE IS
MPOSICHEHUSI AaCIIEKTOB O0JacTH HWHCIEKTHpoBaHus). dapMaineBTHUECKUN
WHCITEKTOpAT BIPaBe OPTaHU30BaTh IMOJ00OHOE COBEIIAaHUE, TIPH YCIOBUH, UTO
ATO HE MOBJICYET YBEIMUCHHUS OOIIETO CPOKA ITPOBEACHUS MHCIIEKITHH,

58.B 3aBucMMOCTM OT BHJAa HWHCIEKIMH, BHUJA WCCIEIOBAHUS U
JIEKapCTBEHHOT'0 TMperapara, MecTa MPOBEJACHUS HHCIEKIMU, KOJIWYECTBa
BBHIOPAHHBIX HWHCIEKTHUPYEMBbIX CYOBeKTOB U Jp. OObeM MOATOTOBKH K

pa3JINYHbIM HHCIICKIHAM MOKCT pa3/IndaThbCs.

10. O06s13aHHOCTH BEAYILETO MHCIIEKTOPA

59. Benymuit mHCTIEKTOp 00sI3aH:

B3aMMOJICICTBOBAaTh CO CTOPOHAMH, BOBJICYCHHBIMU B MPOBEJICHUE
WHCIICKITNH,

MPOBEPSATH PACMOJIOKEHHUE HCHBITATEILHONM Jaboparopuu (LIEHTpA),
KOOPJIMHHUPOBATH U OPTAaHU30BLIBATH MHCIICKITMOHHYO TPYIIITY;

COTJIaCOBBIBAThH MPOTpaMMy MHCIIEKTHPOBAHMS,

TOTOBHUTH, aKTyaJIM3UPOBATh, OOECIIEYNBATh KAYECTBO U 3aIUTY JOCHE
WHCIIEKIIMU W BECTH AapXWB B COOTBETCTBUM C YTBEPKICHHBIMU
npoleaypamu,

OCYIIECTBIISATh  TOJATOTOBKY  HWHCIEKIIMHM  IMOCAE  OQHUIIHAIBLHOTO
MOJIYYCHHUST 3asBUTEIIEM KOIHWHM PEIICHWS O Ha3HAYCHUH WHCIICKIIUA B
COOTBETCTBUU C YCTAHOBIICHHBIMU MPOIIEAYPaMHU;

mpejyiaraTh ¥ yCTaHABJIMBATH CPOKHM HWHCIEKIIMOHHBIX JACHCTBUN

(HOI[FOTOBKI/I H ITPOBCACHUA, COCTABJICHUA OT‘IGTHOCTI/I);
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WHULIUAPOBATH  TIOCTYILJICHUE obHUIMaNbHBIX  CBEACHUHA B
WHCITCKITMOHHYIO TPYTIILY;

3ampalmMBaTh HEOOXOAMMBIE JIOKYMEHTBI M CBEACHUSA JUIS KX
MIPECTABIICHUS] MHCTICKITMOHHOM TPYIIIIE;

aHATM3UPOBATh KAYECTBO M TOJIHOTY MPEACTaBICHHBIX JOKYMEHTOB U
CBEJCHUHU;

HEMEJIJICHHO HAaIlpaBJIATh WHCIEKIMOHHOW TPYyIe JTOKYMEHTHl H
CBEJICHHS, OTHOCSIIMECS K OOBEKTaM HWHCICKIMH, COTJIACHO MPHIOKECHHIO
Neo 2 u yxazannsle B myHkrtax 91, 100, 103, 105, 107, 109, 111, 112, 114, 116,
118, 120, 122, 125 ITpaBun 1a00paTOpHOI MPAKTUKH,

MPUHUMATh peIIeHHe O HEOOXOAUMOCTH IPEACTABICHHS OOJIBIIETO
o0BbeMa CBEJICHHI OT CTOPOH, BOBJICUCHHBIX B MHCTICKIIHIO;

IPOBOAUTh  HMHCIICKIIMM B  COOTBETCTBUU C  YTBEPKACHHBIMU
ToKyMeHTaMu  ((apMarieBTHYECKOr0 HHCIEKTOpaTa W 3asdBHUTEN) W
TpeOOBaHUAMHU 3aKOHOIaTEIILCTBA TOCYIaPCTB-YWICHOB,;

IPOBEPSITh  COONIOZICHUE CpOKa TPOBEICHHUS  WHCICKIIMA  Ha
MPOTSDKCHUH BCEX ITAIOB MHCTICKITNH,

MPOBEPATH COOJIOICHUE TPEOOBAHNI KOH(PUACHIIHAITBHOCTH,

obecrneunBaTh aKTyaJIbHOCTh U COXPAHHOCTh JOKYMEHTOB WHCITCKIIHH,
a TakKe JOCTYIMHOCTh BCEX PEIICBAaHTHBIX CIPABOYHBIX ITOKYMEHTOB U
JOBEJICHUE JI0 WHCIIEKITMOHHOW TPYIIBI BAXKHBIX JIOKAIBHBIX OCOOCHHOCTEH

WIN Pa3IMunid HHCTIEKTUPYEMBIX CyOBbEKTOB.

11. BerynutenbHOE COBELIAHUE

60.Ilpy  mpoBeaeHMM  HMHCHEKIIMM  BEOYIIUM  HMHCICKTOPATOM
MIPOBOJUTCS BCTYIIUTEIBHOE COBEIIaHUE C MPEACTABUTEISIMU
WHCIICKTUPYEMOT0  CyObEeKTa, Ha  KOTOPOM  BEAYyUIMHA  HHCIIEKTOP

npeaAcTaBJIsACT YJIICHOB HHCHGKHI/IOHHOﬁ Ipyuiibl, 3HAKOMUTCA C
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OTBETCTBEHHBIMU JIMI[AMU WHCIEKTUPYEMOTO CyObEKTa M BBIACHSET HX
3alauyd UM OTBETCTBEHHOCTb, BKJIIOYAs pachpejeicHue OOs3aHHOCTEN W
GbyHKIMI TIpU MPOBEICHUM UCCIEAOBAHUS U €CIId MPUMEHHUMO, Pa3bsCHSIET
HOPMATHBHBIE PAMKH K TIPOBEICHUIO MHCIIEKIINH, OTJIAIIACT eI U 00JacTh
WHCIICKIIMM, YTOUYHSIET NporpaMMy M IUJIaH HHCHEKIMU U rpaduk ee
poBeIcHUs (B TOM YHCJIC MOATBEPIKIACHUE BPEMS M JIaThl 3aKITFOYHTEIHLHOTO
COBCUIAHUS W TMPOMEKYTOUYHBIX COBEIIAHUN), JIE€JIaeT 3asBJICHUE O
KOH(PUACHIIMAIBHOCTY M  OTBEYAaeT Ha  BOIPOCHl  MpEACTaBUTENEH
MHCIIEKTUPYEMOU CTOPOHBI.

61. [{ensiMu BCTYNUTEIBLHOTO COBEIIAHUS SBIISIIOTCS:

a) ”HOOPMHUPOBAHUE PYKOBOJIMUTENIEH U MEPCOHAJIA MHCIIEKTUPYEMOIO
CyObeKTa O MNpUYMHE TMPOBEACHUS MHCIEKIMHM  KCCIECI0BATEIbCKOM
OpraHHu3aluy (UCIBITATEIBHOTO LIEHTPA);

0) ompe/ieNiecHUe HCHOBITATEIFHON IIJIOIMIAJIKKM WM  HUCIHBITaTeIbHOU
1abopaTopun KOTopasi OyIeT Mo ABEpraThCs HHCIICKIINH,

B) BBIOOD nepcoHana u JIOKYMEHTOB JTOKJIMHUYECKOTO
(HEKJIMHUYECKOr0) MCCJICIOBAaHUS B OTHOIIEHUU KOTOPOTO MPOBOAUTCS
WHCIIEKITUS ¥ KOTOpPbIE OYIyT MOJIBEPTHYTHI OIIEHKE;

r) ”HPOPMHUPOBAHHUE O JIOOBIX BHYTPUOPTAHU3AIMOHHBIX WA APYTHX
NpPAaKTUKAX TOCYJIapCTB-WICHOB, BIMSIOIMIMX HAa pealr3alyi0 CUCTEM
KauecTBa WIM COOTBETCTBHME UCIIBITATENIbHOW Jiaboparopuu (LIEHTpa)
TpedoBanusiM [IpaBus 1abopaTopHON MPAKTUKY;

1) O3HAKOMJICHUE TePCOHAIa MHCTIEKTUPYEMOTO CYOBEKTa C KPaTKUM
pe3toMe METOA0B U MPOLEAYP, UCTIOJIb3YEMBIX JIJII MPOBEACHUS UHCIIEKIIUY;

€) NOATBEPKACHUE HAIUYUSI PECYpPCOB, IOKYMEHTOB, 3JIEKTPOHHBIX
CUCTEM U O0OBEKTOB, HEOOXOIMMBIX HHCIIEKTOPAM.

62. Ha BCTynuTeIbHOM COBEIIAaHUU OOCYXKIAIOTCS aJIMUHUCTPATUBHBIE

N IIPAKTHYCCKHC MOMCHTLBI HMHCIICKIIHUHU HWCHBITATSIILHOM na60paTopHH
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(meHTpa) B coOoTBeTCTBMM C mnyHKTamMu 94 — 98 pazgena VIl IlpaBun

J1a00paTOPHOM MPAKTUKU

12. TIpoBeneHre MHCIIEKITUU U cOOP CBEICHUI

63. OCHOBHBIE MHCHEKIIMOHHBIC JCHCTBHS HEOOXOAMMO YKaszaTh B
nporpamme MHcnekiuu. st oOecrieueHrs TOCTUKEHUS LeJeHd WHCIEKIUU
WHCIIEKTOPHI BIIPaBE CKOPPEKTUPOBATH MPOrpaMMy HWHCHEKIIMU B XOJI€
IPOBEICHUST MHCTICKIUU.

64.1IpoBeaeHre MHCIEKIUH OTACIbHBIX AJIEMEHTOB IPOBEICHUS
JTOKJIMHAYECKHUX (HEKJIMHUYECKHX ) UCCIIEIOBAHUI (nepconana,
00Opy/ZI0BaHHE, TECT-CUCTEM U Jp.) AOJDKHO OCYILIECTBISTHCS C Y4YETOM
nyHKTOB 99 — 122 pazgena VI [IpaBun nabopaTopHO MPaKTUKHU.

65. [locpencTBOM MPOBEPKH COOTBETCTBYIOMIMX JOKYMEHTOB C MPSMbIM
JOCTYIIOM, UHTEPBBIO U HAOIIOJEHUN 32 JESITENbHOCTbIO, 000PYAOBAHUEM U
YCIOBUSIMU B MHCIIEKTUPYEMBIX 30HAaX HEOOXOJUMO cOOpaTh JOCTATOUHbIE
CBEACHMSI IS JOCTHXKEHUS ILeNM HHCIeKTHupoBaHusa. HeoOxomumo
JOKYMEHTUPOBATh MEPCOHANbHYIO MH(pOpMaLKO (paMUIuio, UMs, OTYECTBO
(npy  HaMWYMM)) W JOJDKHOCTH  JIMI, HWHTEPBBIOUPYEMBIX  WJIU
NPUCYTCTBYIOIIMX BO BPEMsl MHCHEKIMOHHBIX COBEUIaHWH, M JaHHBIE 00
WHCIIEKTUPYEMOM CYyOBEKTE.

66.B cnydae o0Tkaz3oB B JOCTyne K 3aluCsAM CHCTEMaw,
WHCIIEKTUPYEMBbIM 30HaM, TaKhe OTKa3bl HEOOXOAMMO JOKYMEHTHUPOBATh M
BKJIIOUATh B HAOJIOICHUS WHCIICKIIHH.

67.B xoxe npoBeneHNUs WHCIIEKIIMKA YWICHBI HHCTICKIIMOHHOW TPYMIBI B
COOTBETCTBUU C MPOTPAMMOIl MHCIIEKIIMU BBIMOJIHIIOT OCMOTP MPOBEPSIEMBIX
OOBEKTOB, OCYIIECTBIIAIOT O3HAKOMIICHHE C JOKYMEHTAlMEeW U 3amlucsIMH,

OIIpoC OTBCTCTBCHHLIX JIMI HWHCIICKTUPYEMOI'O CY6’bCKTa. HOJIyLICHHaSI
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uH(popMaIus BHOCUTCSI B KOHTPOJIbHBIN JIUCT JIUOO B UHBIE ()OPMBI pabOUYnX
3anucen.

68. He 3adukcupoBaHHbIE B X0J/€ MHCIICKIIMU HAOIIOACHUS HE MOTYT
OBITh B JIaJIbHEHIIIEM HCIIOJIH30BaHbI IPU KiIacCU(UKAIIUU HECOOTBETCTBUM.

69. Benymmii WHCIIEKTOp IO 3aBEPIICHUU KaXKIOTO JHS WHCIICKITUU
IIPOBOJIUT COBEIIAHUS C WICHAMH WHCIICKIIMOHHOMN TPYIIBI JIs 00CYKIACHUS
pEABAPUTEIIBHBIX HAONIOACHUHN, KOTOpPHIE IIPU HEOOXOAMMOCTH TaKXKe
00CYX/IAat0TC C OTBETCTBEHHBIMHU JIMIIAMH WHCIEKTHpyeMoro cyonekra. B
cllyda€ BO3HUKHOBEHHUS Pa3HOTJIACUNM WICHBl WHCIEKIIMOHHOW TPYIIIbI
JOJDKHBI  OTBETUTh Ha BOIMPOCH TMPEICTABUTENCH HHCIEKTUPYEMOTO
cyOBbeKTa.

70.TIpencraBieHHas OTBETCTBCHHBIMH JIUIIAMH HMHCIICKTHPYEMOTO
cyObekTa mHpopManus 00 yCTpaHEHUHU 3aMEUYaHUM, CIETaHHBIX BO BPEMs
MPOBEACHUS HWHCIEKIIUU, NPUHUMAETCS HWHCIEKIIMOHHON Tpynmou K
CBEJICHUIO M TOJJICKUT YKa3aHUIO B WHCIEKIIMOHHOM OTYETE€ B Ka4yeCTBE
HECOOTBETCTBUH C TOMETKOHM 00 WX YCTpaHCHHMHM B XOJIEC IPOBEIACHHS

HHCIICKI 1.

13. HabGmtonenust (HECOOTBETCTBHS) PU UHCTICKITUN
Y TIPOTOKOJIbI MHCTIEKTUPOBAHUS

/1. Bce 3aMevanusi ¥ BBISIBJICHHbIE HECOOTBETCTBUS B X0OJI€ IPOBECHUS
MHCIIEKIIUU HE0OXO0AMMO JOKYMEHTHUPOBaTh. Eciin 060cHOBaHO, HEOOXOIUMO
cienatb  KONMU  3aIuCeH, COJIEp)KAlIUX  MPOTHBOPEUHS  WIH
WUTIOCTPUPYIOIIUX HECOOTBETCTBUE.

/2.B KOHIIE WHCHEKUMWU HHCHEKTOPbI TOJIKHBI TEPECMOTPETH BCE
HaOIIO/IEHUsI, YTOOBI OMNpPEJEIUTh, Kakue OYyJIyT OTPaXKEHbl B OTYETE B
KauecTBe HECOOTBETCTBUM. B 3TOM cilyyae MHCTIEKTOPHI HOHKHBI YOSTUTHCA,

4TO HCCOOTBCTCTBUA JOKYMCHTHPOBAHLI B MMOHATHOMN JIAKOHUYHOM (I)OpMe n
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MOJKPETICHBI O00BEKTUBHBIMU JI0Ka3aTeIbCTBaAMU. duKkcupyembie
HECOOTBETCTBUSI HEOOXOJUMO COIMPOBOJUTH CChUJIKAMU HAa KOHKPETHBIC
TpeOOBaHUSI CTAaHAAPTOB WJIM JAPYTUX CBA3AHHBIX JOKYMEHTOB, Ha MpPEIMET
COOJIIOJICHUST KOTOPBIX MPOBOJMIACH HWHCHeKus. HaOmiogenus, He
paclieHEHHbIE B Kaue€CTBE HECOOTBETCTBUM, JOMYCTUMO JOKYMEHTHUPOBATh B
KaueCTBE KOMMEHTApPHEB.

73.HaOmroneHusT WHCIEKIIMU CBOMSTCS B OTYET, COCTaBIISICMBIN
WHCIIEKTOPAMHU B KOHIIE MHCICKIIUH.

74.1lpy nOpoBEACHWM WHCIEKUWHU YICHbl WHCIEKIWOHHOW TPYIIIIbI
3aMOJHSAIOT KOHTPOJIbHBIE JUCTHI WM WHbIE (POpMBI pabouux 3amuced u
MPEJCTABIISIIOT UX BEAYILIEMY UHCIIEKTOPY.

/5. BbIsIBJIEHHBIE TpU  TPOBEJICHUM HHCIEKIIMM HECOOTBETCTBUS
KJIACCU(DHUITUPYIOTCS CIEIYIONIUM 00pa3oMm:

KPUTHUYECKUE HECOOTBETCTBUSI — HECOOTBETCTBHUSI, KOTOPHIE HETATUBHO
BIIMAIOT HA KA4eCTBO M  LEJIOCTHOCTh JAHHBIX  JOKIMHHUYECKOIO
(HEKJIMHUYECKOTO) UCCIICIOBAHMUS. Kpuruueckue HECOOTBETCTBUSI
MoJpa3yMeBalOT HEAOMYCTUMOE KaueCTBO JaHHBIX, BKIIFOYas MAHUIYJISIITUU U
NpPEJHAMEPEHHOE MCKAXKEHUE JaHHBIX, a TaKXe OTCYTCTBHUE MEPBUYHOM
JTOKYMEHTAIWH;

CYIIECTBEHHbIE HECOOTBETCTBUSI — HECOOTBETCTBHUS, KOTOpPHIE HE
NoJUIeXKaT KiIacCU(PUKAIMM KaK KPUTHYECKHE, HO CIOCOOHBI HEraTUBHO
BJIUATh HA KA4eCTBO W  LEJOCTHOCTb  JIaHHBIX  JOKJIUHUYECKOTO
(HEKJIMHUYECKOT0) UCCIIEI0BaHNS;

HE3HAYUTENIbHbIE (IIPOYME) HECOOTBETCTBUSI — HECOOTBETCTBUSI,
KOTOpbIE HE TMOJUIeKaT KiIacCUPUKAIMM KaK KPUTUYECKHE WU
CYIIECTBEHHBIE W HE OKa3bIBAIOT TMPSIMOTO BIUSHUS Ha KayeCcTBO U

OEJIOCTHOCTDh JaHHBIX JOKIIMHHUYECKOI'O (HGKJII/IHI/I‘IGCKOPO) HCCIICAOBaHUAA.
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14. 3akIroynuTeNEHOE COBEIIAHNUE C OTBETCTBEHHBIMH JIUIIAMU
U PYKOBOJCTBOM MHCIIEKTUPYEMOT0 CyObeKTa

76.TmaBHas 1enp 3aKIIOYUTEIBHOTO COBEIIAHUA — TIPEJICTaBUTH
OOHapy>XCHHbIE =~ HECOOTBETCTBUSI UM  KOMMEHTapUU  HHCIIEKTOPOB
OTBETCTBEHHBIM JIMI[aM U PYKOBOJICTBY HHCIIEKTUPYEMOTro cyOBekTa (Ipu
HEOOXOAMMOCTH), YTOOBI YOEIUTHCSA, YTO PE3YNbTaThl MHCHEKIMH XOPOIIO
MOHSITHI U OTCYTCTBYET HEJOTIOHUMAHHUE CO CTOPOHBI KaK MHCIIEKTOPOB, TaK U
OTBETCTBEHHBIX JIUI] M PyKOBOJCTBA MHCIIEKTUPYEMOTO CYObEKTa.

77.Bo Bpems 3aKIIOYUTENBHOTO COBELIAHHS WHCHEKTOPHI JOJIKHBI
COOOILUTH O HAIPABJIEHUU U PACCMOTPEHUU OTYETOB 00 MHCHEKUUAX (B TOM
YHCclie MPEACTbHOM CPOKE JI TPEIOCTABICHHS OTBETa OTBETCTBEHHBIMU
JUIIAMH  HUHCIIEKTHUPYEeMOro CyOBeKTa) M TPOBEACHUS JOTOTHUTEIBHBIX
3alUTAHUPOBAHHBIX MHCIICKIHIX (HAIpUMeEp, CBSI3aHHBIX HCCIICIOBATEIBCKUX
opranu3aiui (MCIbITaTeIbHBIX IIECHTPOR)).

7/8.Ha 3akio4MTEIbHOM COBELIAHMM C OTBETCTBEHHBIMHU JIMLAMU
WHCIIEKTUPYEMOTO  CyOBbeKTa  OTrJlallaloTcsl  MpPEeIBApPUTENIbHBIE  HTOTH

HHCIICKIINU C O6CY)KI[GHI/IGM BBISIBJICHHBIX HECOOTBETCTBHUM.

15. HCTIEKIIMOHHBIN OTUYET U MOCIETYIONNUE IeUCTBUS
10 pe3ybTaTaM UHCIIEKTUPOBAHHUS
79.Pe3ynpTaTOM HWHCIEKIMW SIBJISIETCS COCTaBIIGHHE OT4YeTa O
poBeACHUH (papMarieBTUUECKOW WHCIIEKIIUU Ha COOTBETCTBHE TPEOOBAHUSM
[TpaBun HaJJIeXKAIIEN n1abopatopHoOn MPAKTUKU EBpazurickoro
PKOHOMHMYECKOT0 CcOoto3a B cdepe oOpalleHus JEKapCTBEHHBIX CPEICTB, IO
dbopme cormacHo npwioxkeHuto Ne 3k Hacrosmum [IpaBuiam

(1anee — MHCTIEKITMOHHBIN OTYET).
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80.IIpn HEOOXOAUMOCTH, B HMHCHCKIIMOHHOM OTYETe YTOYHSICTCS Ta
4acTh  JIOKJIMHUYECKOTO  HWCCIEJOBaHUSA, JJaHHBIE KOTOPOM  MOTYT
pacIieHUBaThCS KaK HEJOCTOBEPHEIE.

81. NHCIEKIIMOHHBIN OTYET JOJDKEH COAEp)KaTh OLICHKY COOIOJICHHS
[IpaBun nabopaTOpHOM MpPaKTHKW, MHBIX akTOB opraHoB Coro3a B cdepe
MPOBEACHUS JOKIMHUYECCKUX (HEKIMHUYECKUX) HCCICAOBAaHUN, a TaKkKe
3aKOHOJIaTEeNLCTBA T'OCYJAPCTB-WICHOB B YacTH, HE ypPETyJIHMPOBAHHOU
aktamu opraHoB Coro3a. HeoOXoaumMo OTMETHTh JIFOObI€ BBISBICHHBIC
HECOOTBETCTBHS.

82. HecooTBeTCTBUSA  JOJDKHBI  OBITh  KIACCH(DUIIMPOBAHBI  KaK
HE3HAUWTENIbHBIE (TIpoure), CYIecTBeHHbIe © KpuTudeckue. Kaxmoe
HECOOTBETCTBHE JIOJDKHO COJEP)KAaTh CCHUIKY Ha TIOJIOKCHHUS aKTOB OPTaHOB
Coro3a, HecoOJI0IeHHuEe KOTOPBIX OBLIIO YCTaHOBJICHO.

83. B MHCTIEKIIMOHHBIN OTYET HEOOXOIUMO BKIIFOUUTH OIICHKY BIUSHHS
HECOOTBETCTBUM M TIPEJCTaBUTh OOIUKA BBIBOJ O COOTBETCTBUU WIIH
HECOOTBETCTBUU MIPOBEACHUS JTIOKINHHUYECKOTO (HEKIIMHHYECKOTI0)
uccienoBanus [IpaBunam 1abopaTopHON MTPAKTHKH.

84.B WHCHEKIIMOHHOM OTYETE HEOOXOIMMO CJEJaTh 3aKIIFOUYEHHUE O
TOM, TIO3BOJISICT JIM KA4eCTBO IPEJCTABICHHBIX JTAHHBIX HCIIOJIb30BaTh WX
IIpU OIIEHKE 3asABIICHHS O PETHCTpAIlMy JIeKapCTBEHHOTro mpemnapara. [lpwm
3TOM B HWHCHICKIIMOHHOM OTYeTe HEOOXOAMMO YyKa3aTh HECOOTBETCTBUS,
KOTOpBIE MOTYT HEMOCPEJICTBEHHO BIMATh Ha OIEHKY COOTHOIICHUS
«IoJib3a — PHUCK» JIEKApCTBEHHOI'O Tperapara, a Kakhe He MMEIOT TaKOIo
MPSMOTO BIWSHUSA, HO OBLIM OIpeJeicHbl KaK CHCTEMHBbIC HEJOCTAaTKH B
JEATEIIbHOCTH MHCIIEKTUPYEMOT'0 CYOBEKTa.

85. Benymmii ”HCIIEKTOP COCTaBJIsIET MHCIICKIIMOHHBINA OTYET B CPOK HE
no3aHee 20 pabounx AHEH C TaThl 3aBEPIICHHS MHCIISKIIMN U HAIIPABJISAET €ro

UHCIIEKTUPYEMOMY CYOBEKTY.
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86. ucniekTupyeMbIii CyOBbEKT HaIpaBlisieT OTBETHl Ha IMOJTYYEHHBIN
WHCITEKITMOHHBIA O0T4YeT He mo3aHee 20 pabounx JHEH C 1aThl €ro MOTydeHUs.
B cnyyae eciam mpu mpoBEACHWM WHCHEKTHPOBAHUSA OBUIM YCTAHOBJICHBI
KpUTHYeCKHEe U (WIM) CYIIECTBEHHBIE HECOOTBETCTBUS, K OTBETY
NpWIaraeTcs IUIaH KOPPEKTHPYIOMUX U TPEAYNPEKTAONINX JICUCTBUI
(CAPA) 1 oT4eT 0 ero BBINIOJIHEHUU WM JAHHbIC, CBUJETEIbCTBYIOIIUE 00
YCTPAHCHUH BBISBIICHHBIX HECOOTBETCTBUH (ecimm mpuMeHuMO). B ciyuae
HE3HAYUTEITbHBIX HECOOTBETCTBUU J1aH KOPPEKTUPYIOITUX u
NpPEAYyNPESKIAIONINX JTEeUCTBUH OOBIYHO HE TPEACTABIACTCS, €CIU B
WHCIICKIIMOHHOM OTYETE HE YKa3aHO MHOE.

87.HcniekniMoHHas Tpymma JOJDKHA PacCMOTPETh OTBETHl  OT
WHCIIEKTUPYEMOT'0 JIMIA, WM CIHOHCOpAa, WM 3asgBUTEIS M THUCHMEHHO
COOOIINUTh, TPHUEMJIEMBbl JU OHHW M KaKoe BIUSHHE (TIPU HAJW4YUH) OHU
OKa3bIBAlOT Ha IIEPBOHAYAJIbHBIC HAOMIOACHUS WHCIEeKIuu. OTBEThI Ha
WHCIICKIIMOHHBIM OTYET MOTYT OBITh NPHOOIIEHBI K OTYETYy B (opme
TIPUITOKEHUS.

88. OTBeTHI U MJIaH KOPPEKTUPYIOMTUX U MPEAYIIPEKTAFONINX ACHCTBUN
(ecmm  TPUMEHHMMO), TPEACTaBICHHBIC HMHCIEKTHPYEMBIM CYOBEKTOM,
JTOJDKHBI ~ ObITh  OodopmiieHbl B (opme  mpunmokeHus:  «OTBETHI
WHCIICKTUPYEMOT'0 CyOBhEKTa» K MHCIEKIIMOHHOMY OT4eTy. Eciam Kk oTBeTam
MPWIATratoTCs JOTIOJHUTEIBHBIE MaTepHalIbl, BEIYIINH WHCIICKTOP IOJIKEH
pemnTh, HYKHO JH WX BKIIOYWTh B YKa3aHHOE IPUJIOKCHHE.
MHCIEKIIMOHHBIN OTYET HE IODKCH JTOMONHATHCS WM W3MEHSThCA IO
pe3yibpTaTaM pacCMOTPEHHUs OTBETOB. MTOroBoe 3aKIOYEHUE MOITYyCKACTCS
MPUBOJIUTh B MPHIOKEHUH K HHCHEKIIMOHHOMY OT4eTy «OIleHKa OTBETOB
WHCITEKTUPYEMOT'0 CYyOBhEKTa» Ha OCHOBAaHHMH IPEIOCTaBIICHHBIX OTBETOB M
IlaHa  KOPPEKTHPYIOMUX W NPEAYNPEKTAIOMUX  JeUCTBUH  (ecin

MPUMEHHUMO).
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89. UucnekmonHasi rpymma He mo3gHee 15 pabounmx mgHEH ¢ AaThl
MOJIydeHHUSI OTBETa OCYIIECTBIISIET OIEHKY MpeCTaBIeHHONW WH(pOpMannw,
Mocjie  4Yero  CcocTaBisieTcss  pe3toMe  (KpaTkuil — 0030p)  OICHKHU
MPEIOCTABICHHBIX OTBETOB C YKa3aHHEM OKOHYATEJIbHOTO KOJUYECTBA
KPUTHYECKUX, CYIIIECTBEHHBIX U HE3HAYNUTETbHBIX (mpoumx)
HECOOTBETCTBUN, a Takke (QopMHUpyeT HUTOTOBOE 3akitoueHue. Pesrome
opopmisiercs B dopme mpuiokeHus «OreHka OTBETOB HMHCIEKTHPYEMOTO
CyOBbeKTa» K MHCIIEKIIMOHHOMY OTYETY.

90.B cnyuae nempeactaBieHuss B TeueHue 20 pabouux JHEH C ATk
MOJIyYEHUSI MHCTIEKIIMOHHOTO OTYETa, OTBETAa OT MHCIIEKTUPYEMOTO CyObeKTa
BEIyIIMM WHCIIEKTOPOM B MpuiiokeHNH «OIeHKa OTBETOB HHCIIEKTHPYEMOTO
CyOBeKTa» K HHCTICKIIMOHHOMY OTYETY JIeJIaeTCsS COOTBETCTBYIOIIAS 3aIHCh.

91.Ilpunoxenue «OIl€HKa OTBETOB HMHCIEKTUPYEMOTO CYOBEKTa» K
WHCIIEKIIMOHHOMY  OTYeTy JOJDKHO  COJAEp)KaTb PEKOMEHIAIMU  T10
JaNbHEHIIINM JIEUCTBHUSAM, BKJIIOYas BBIBOJ O HEOOXOIUMOCTH MPOBEICHUS
MTOBTOPHOW WHCIIEKITUH C IEBbI0 OIEHKU YCTPaHEHUS HECOOTBETCTBHUH.

92. ITOTOBBIM ~ OTYETOM  SIBIIAETCSI  WMHCIEKIIMOHHBIM  OTYET C
npuiokeHuaMu «OTBEThl HHCIIEKTHPYEeMOro cyobekTa» u «OI1eHKa OTBETOB
HWHCIIEKTUPYEMOTO CYOBEKTay.

93.3a MOArOTOBKY WMHCHEKIIMOHHOTO OTYeTa OTBEYAET BEAYyIIUN
WHCITEKTOp. VITOTOBBIN OTUET COCTABISAETCSA B 3 DK3EMIUIIPAx, JHOHKEH OBITh
COrjJjacoBaH U TIOATNHMCAaH BCEMH YYacCTBYIOIIMMH WHCIEKTOpaMH |
DKCIIEpPTAMU MHCHEKUWOHHOM Tpymnnbl. B ciaydyae COBMECTHOW WHCIIEKIIWH,
€CIi TPUMEHHMO, COTJaCH€ C COJEpKaHMEeM OT4eTa 00 WHCIEKIINH
HEO0OXOAMMO IOKYMEHTUPOBATH MOAIUCHIO BCEX YIYACTHUKOB.

94. OguH SK3eMIUIIp HTOTOBOTO OTYETa HAIPABIISCTCS 3asIBUTEIIO, HITH
CIIOHCOPY WJIM HHCIIGKTUPYEMOMY CyOBEKTy (C CONpPOBOIUTEIHLHBIM

MUCHbMOM) HE To3AHee 3 pabouyux JHEH C J1aThl €ro MOJANUCAaHUs, BTOPOM
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IK3EMIUISIP HANpPAaBISAETCA B YMOJTHOMOYEHHBIH OpraH, ToCyaapcTBa-ujeHa
OCYIIECTBIISIOMIUNA PETUCTPALIMIO JICKAPCTBEHHBIX IPENapaToB, TPETHil
DK3EMIUISIP XpaHUTCA B apxuBe (HapMalleBTUUYECKOTO HWHCIIEKTOpaTa,
MIPOBOJIUBIIIETO MHCIIEKIIHIO.

95. dapmarneBTHYECKUI HHCIEKTOPAT OO0ECHeYMBAeT COXPAHHOCTh W
KOH(UIECHIIMANBHOCT,  MH(POpPMAIIMK, COAEpXKaIIeicss B  JOKYMEHTax
WHCIIEKIUH.

96. YoJIHOMOYEHHBIM OpraH rocyaapcTBa-ujeHa pa3MeniaeT Ha CBOEM
ouIMaTEHOM caiiTe CBEICHHS O MPOBEACHHBIX MHCIIEKIUAX C YKa3aHUEM UX
pE3yJIbTaTOB.

97.1lo 3ampocy HWHCHEKIIMOHHBIM OTYET TaKXKE MOXET ObITh
IPEIOCTABICH IPYTUM PETYJISTOPHBIM OpraHaMm, STHYECKOMY KOMHUTETY B

COOTBCTCTBHH C Tp€6OBaHI/IHMI/I 3aKOHOAATCIbCTBA I'OCYAaPpCTBA-YJICHA.

V. IIpoBeneHne MHCIEKIUN JOKIUHUYECKOTO (HEKIIMHUYECKOTO)
UCCJICIOBAHMS TIPU IIPOBEJICHUH PETUCTPAIIMOHHBIX MPOLICTYP
JICKapCTBEHHOTO Mperapara

98. OcHoBanueM [iJii PacCMOTPEHUS HEOOXOIUMOCTH Ha3HAYCHUS
WHCIICKIIMY JTOKJIMHUYSCKOro (HEKIMHUYECKOr0) MCCIICIOBAHUS SBIISCTCS
OIICHKA JaHHBIX PErUCTPAIMOHHOTO JIOChE JIEKAPCTBEHHOTO IIperapara ¢
y4€TOM BO3MOJKHBIX PHCKOB W COONIOACHUS YCIOBUW MYHKTOB 27 U 35
[IpaBu perucTpanmi ¥ SKCIEPTH3bI JICKAPCTBEHHBIX CPEJCTB IS
MEIUIITMHCKOTO  TMPUMEHEHHs,  yTBepkaAeHHBIX  Pemenmem  Coera
EBpazuiickoit skoHOMHUeCcKOM komuccuu ot 3 HostOps 2016 r. Ne 78 (nanee —
[IpaBuna peructpanun).

99. Pemrernie 0 HEOOXOAMMOCTH TIPOBEACHUS BHEIJIAHOBOW MHCTICKITUU
BBIHOCHUTCSI  YIIOJTHOMOYCHHBIM  OpPraHOM  (SKCIIEPTHOM  OpraHHU3aIluei )

pedepeHTHOro rocyaapcTBa Ha OCHOBAaHUW KOMILUIEKCHON OILIEHKH PUCKOB B
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COOTBETCTBUU ¢ TpeboBaHmsAMU myHKTa 35 [IpaBmn peructpanuu. A Takxe ¢
YYETOM CJICAYIOIIUX 00CTOATEIIbCTB:

a) Haauune (aKTUYSCKH BO3HHUKIIUX MpoOJieM  OHO3THYECKOIO
XapakTepa B XOJI€ UCCIICI0BAHMS,

0) 00CTOSITENILCTB AIMUHUCTPATUBHOTO XapaKTepa:

HEOOXOIUMOCTh YJOCTOBEPUTHCS B TOM, YTO JOKIMHUYCCKUEC JTaHHBIC
U CBEJICHUS, COJIepKaIUecs B MOJIyJie 4 perucTpallMOHHOTO JI0ChE, HAJIEKHbI
U JIOCTOBEPHBI C HAYYHOU TOUYKH 3PCHUS;

HEOOXOAUMOCTh TOATBEPAUTH (PAKT MPUHITHS MEp MO O0OECICUCHUIO
KauecTBa JTOKJIMHUYECKOTO (HEKJIMHUYECKOTO) HWCCIICIOBAHUS B
COOTBETCTBMM C aktamu opraHoB Cow3a B cdepe oOpamieHus
JICKapCTBEHHBIX CPEJCTB OpraHU3AMUAMHU, YUYPSKICHUSIMH W HWHBIMU
o0OBbeKTaMH,  3aJICUCTBOBAaHHBIMHU B  MPOBEICHUM  JTOKIMHUYECKOTO
(HEKJIMHUYECKOT0) UCCIIEI0BAHNUS;

HAJIMYKUE CIOKHOW aJIMUHUCTPATUBHOU CTPYKTYpPhl MHCIEKTHPYEMOTO
cyObekTa (Hampumep, NpUBJICYEHHUE OOJBIIOTO KOJIMYECTBA CYONMOAPSAHBIX
OpraHu3aluu u Jip.);

HaJU4he CBEACHUN YIOJHOMOYCHHBIX OpPraHOB TPETHUX CTpaH,
OTHOCUTEIBLHO TMpoOieM ¢ CcoOdoeHrneM TpeOOBaHW  HaJJIeXKalen
71a060paTOPHON MPAKTUKHU UCCIEI0BATENHCKOM JIabopaTopuei (LIEHTPOM) N
CIIOHCOPOM;

B) OOCTOSITENILCTBA, CBS3aHHBIC C IUIAHUPOBAHMEM M IPOBEICHUEM
JTOKIIMHUYECKOTO (HEKJIMHUYECKOTO) UCCIICTOBAHUS:

HaJMYHE ONBbITA WHCIICKTUPOBAHUS C OTPHUIATEIHHBIMHU PE3yIbTaTaMu
XoTsi OBl ONHOW W3 WCCIENOBATEILCKUX OpTaHW3aluid (MCIBITATEIHHBIX
IIEHTPOB), TNPHHUMAIONIMX yYacTHE B  pacCMaTpUBAacMON  ITaHENH

JOKIIMHUYCCKHUX (HGKJ’II/IHI/IIIGCKI/IX) HCCJICI[OB&HPIIZ;
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Hanuuue (HaKTOpPOB, CHOCOOHBIX OKa3aTh KPUTHYECKOE BIIMSIHUE HA
o0OecleuyeHrne KauyecTBa HCCIEAYyeMOro BEIIeCTBA WM PEXHUM  €ro
npuUMEeHeHus (HampuMep, BBICOKMH PHUCK HapyIIEHUsS CTaOWUILHOCTHU
UCCJIEyEMOr0o BEIIeCTBA IPU HEMPABUIBHBIX YCIOBUAX XpaHEHUS WU
TPAHCIIOPTUPOBKU U JIp.) BO BpeMsl TMPOBEICHUS JTOKIMHUYECKOTO
(HEKJIMHUYECKOr0) MCCJIEOBaHMs, a TaKXKE HECOBIAJECHHE B MPOrpaMme
JOKJIIMHUYECKOTO0 (HEKJIMHUYECKOTO) HCCIENOBaHUSI W B OT4YeTe 00
UCCJIeIOBaHUU HMH(pOpPMAIIMK O JIEKapCTBEHHON QopMe mpemnapara, €ro
YIAKOBKE, MAapKUPOBKE, YCIOBUSIX XPAHEHHS, PEKHUME JO3UPOBAHHUS H
MPOAOIIKUTEIBHOCTH MPUEMA);

Hanuuue (HaKTOpOB, CBA3AHHBIX C MPUMEHEHUEM COMYTCTBYIOIIUX
CPEJCTB, CIIOCOOHBIX OKa3aTh KPUTHYECKOE BIIMSIHUE HA XOJ U PE3yJIbTaThl
UCCIIEIOBaHUS (HApUMEpP, MPEAYCMOTPEHHOE MPOrpaMMON HCCIEI0BAHUS
NPUMEHEHUE B KAuye€CTBE COIYTCTBYIOIIETO BMENIATEIbCTBA CPEICTB,
CIIOCOOHBIX CYIIECTBEHHO M3MEHHUTHh J(G(DEKT H3yuyaeMoro BEIIEeCTBa,
HaJW4Yue PHUCKA HEXKEJIATEeIbHOrO B3aUMOJICUCTBUS MEXAY BBOJIUMBIMU
BEIIIECTBAMHM, HAJTMYUE PUCKA TIPSIMOTO BIUSHUS COMMYTCTBYIOIIUX CPEACTB HA
UCCIIEyEMbIE KOHEUHbIE TOUKH U AP.);

Hajnure GaKTOpOB, OKA3ABIINX KPUTUUECKOE BIUSHHUE HA COOIIOICHHE
[IpaBun maGopaTopHOW TPaKTUKU (HAPHUMEP, MOCTYIUICHHE HHGOPMAIUU
O  BBISIBJICHHBIX  CYIIECTBEHHBIX  MpoOjeMax Tpu  MOPOBEACHUU
JOKJIIMHUYECKOTO (HEKJIMHUYECKOTO) UCCIICIOBAHUS U JIP.);

I') OOCTOATENIbCTBA, CBSI3aHHBIE C  TECT-CUCTeMaMu  (Hampumep,
UCIIOJB30BAHUE TECT-CUCTEM Ha KOTOPBIX HEBO3MOXXHO HAJJICkKAIIUM
00pa3oM CMOJENIUPOBATh MATOJIOTHYECKOE COCTOSIHUE JTMO0 €ro CTaInIo);

1) OOCTOSITENIbCTBA, CBSI3AHHBIE C  OLEHKOM 3A(]QexkTuBHOCTH U

0e30MacHOCTH HCCIICAYEMOI'O BCUICCTBA!
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HaJIM4He HEOOBIYHOTO MU HEOOBICHEHHOTO PA3JINyHs B ONPEACICHUH
MEPEMEHHBIX MCCIICIOBAHUS MEXTY ITPOTPaMMOM MCCIEAOBAHUS U OTYETOM O
JOKJIMHUYECKOM (HEKIIMHUYECKOM) UCCIIE0BaHUY;

Hajguyue (HaKTOPOB, CIOCOOHBIX OKa3aTh KPUTHYECKOE BIWSHUE Ha
OLICHKY MCXOJIOB MCCJIEIOBaHUs (HallpuMep, B CiIydae eCiu OIEHKa UCXO0B
BBITIOJTHSICTCS JIMIIOM, OTJIMYHBIM OT HCCJIeI0BaTelNs (HampuMep, CIOHCOPOM
UCCIICIOBAHUS, HE3aBUCUMBIM JTUIIOM).

100. Pemenne 0 HEOOXOAUMOCTH (MJIM OTCYTCTBHH HEOOXOJIMMOCTH)
MPOBEACHUS MHCIEKIIUU JOKIUHUYECKOTO (HEKJIMHUYECKOT0) UCCIEIOBAHUS
YIOJHOMOYEHHBIM OpraH (PKCIEpTHash opraHuzanus) pedepeHTHOro
rOCy/apCTBa, OCYIIECTBISIONMN SKCIEPTU3Y JIEKAPCTBEHHOI'O Mperapara,
NPUHUMAET MPU MPOBEJICHUN OIEHKH TAaHHBIX PETUCTPAIMOHHOTO JO0ChE B
paMKax IpoILeaypbl pETUCTPAIUH JIEKAPCTBEHHBIX MPENapaToB B TCUCHUE HE
oonee 70 paGoumx mHEH C JMaThl MOJYyYEHMs 3asBJICHUS HA PETHCTPALMIO
JIEKapCTBEHHOTO Mpernapara.

101.B npuHATOM peuieHuH YHOJHOMOYEHHBIM OpraH (3KcHepTHas
OpraHm3aIys) 10JDKEH yKa3aTh:

OCHOBaHMS ¥ 00JACTh WHCIIEKTUPOBAHUS:

MepeyeHb 3HAYMMBIX BOIPOCOB, Ha KOTOpbIE HEOOXOauMO Oyner
OTBETUTH BO BPEMS MHCIEKIUU (€CITU TPUMEHUMO).

102.1Ipu BbIOOpE (papmalleBTUUECKOr0 HHCIEKTOpaTa rocyIapcTBa-
4JIeHa, OCYIIECTBIISIOIIETO WHCIIEKTUPOBAHHE JTOKITMHUYIECKOTO
(HEKJITMHUYECKOTO) HCCIICIOBAHUS, YYUTHIBAIOTCS CIEAYIONIUE YCIOBHS
(B MOpSAKE IPHOPHUTETA):

a) papmarieBTUYECKNil MHCIIEKTOPAT HAXOAuTCa B pedepeHTHOM
roCcyJapcTBe, YIOJHOMOYCHHBIM OpraH (SKCIEPTHAS OpPTraHU3aIis) KOTOPOTO

OCYUIECTBIISIET AKCIEPTU3Y MPU PETUCTPALIUU JIEKAPCTBEHHOTO Mperapara;
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0) apMmalieBTUUECKUN MHCIEKTOPAT HAXOJUTCS B rOCyAapCTBE-UJICHE,
B KOTOPOM HPOBOJUIOCH (MPOBOAUTCS) AOKIMHUYECKOE (HEKIMHUYECKOE)
UCCJIeIOBaHUE, SIBJISIONICECS MPEIMETOM HHCIIEKTUPOBAHUS;

B) (hapMareBTUYECKU  HMHCIIEKTOpPAT HAXOJUTCS B  TOCYJapCTBE
MpPU3HAHUS, YKa3aHHOM B 3asiBJICHUU O PETUCTPALUM JIEKAPCTBEHHOIO
npernapara;

r) papmaneBTHYECKNA ~ HWHCIEKTOpPAT  HAXOAWTCI B JIPYTOM
rocyJapcTBe-uJieHe.

103. OkcrmepThl, OCYIIECTBISIONIUE TPOBEACHHE OKCIEPTU3BI TIPH
pEerucTpalyy JEeKapCTBEHHOTO Mpernapara, 1 MHCIEKTOPHI JOJKHBI 00CYIUTh
0o0JlacTh MHCHEKTUPOBAHUS U  COrJacoBaTh MEXAYy CcO0OM  BBIOOD
UCCIICIOBATEIIbCKUX ~ OpTraHu3anuil  (UCHBITATEIbHBIX  IIEHTPOB) B
cootBeTcTBUU C pazaenoM |V mactosmmx [IpaBun. B nensx sxoHomuu
pECYypcoB M BpPEMEHUM MHCIEKTOPbl JUIsI COCTABJICHUS 3aKIIOYCHHS
WHCIIEKTOpPHI BIIPABE MCIOJIb30BaTh JIaHHBIE WMHCIEKIIMOHHBIX OTYETOB,
IIOJICOTOBJICHHBIX MHCIIEKTOpATaMU TPEThUX CTpaH (IpH HAJIHYWN).

104.B cnyyae mpuHATHS pelieHUs 00 MHUIIMUPOBAHUU BHEIIAHOBOM
dbapmareBTUUEeCKOM WHCIEKIIMA YIOJHOMOYECHHBIA OpraH (dKCIepTHas
opranu3zaius) peepeHTHOro rocy1apcTBa HAMPABISAET 3asBUTEIIO PEIICHUE
(3ampoc) 0 HEOOXOIMMOCTH OpraHu3aluu WHCTIEKTUPOBaHUS
JTOKJIIMHUYECKOTO0  (HEKJIMHUYECKOTO)  HucciefoBaHus (C yKa3aHHEM
WHCIIEKTUPYEMOT0 CyObEKTa W TPHYMH HWHUIHUHPOBAHUS WHCIICKIIUA C
y4€TOM OIIEHKH PHCKOB M CChUIKaMU Ha akThl opraHoB Coro3a B cdepe
oOpallleHHs JICKAPCTBEHHBIX CPEJICTB) B CPOK HE IMO3JHEE 5 paboumXx JTHEH C
JAThI PUHSTHUS TAKOTO PEIICHUSI.

105. OTBETCTBEHHOCTh 3a YBEJAOMJICHHUE O MPEACTOSIICH WHCIEKIIMU
CIIOHCOpPA U JPYTUX CTOPOH, IPUBJICUCHHBIX K MTPOBEJCHUIO JOKIMHUYECKOTO

(HEKJIMHUYECKOT0) UCCIIeIOBAHMS, HECET 3asIBUTE]Ib.
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106.Ilpu monyueHuu pemeHus (3ampoca) O  HEOOXOAUMOCTH
IIPOBE/ICHUS] BHEIJIAHOBOW HMHCIEKIMU 3asBUTENb HE Mo3nHee 15 paboumx
JHEN C JaThl MOJIyYeHUsl pellieHus (3ampoca) mojaeT B (papMaiieBTUYECKUN
MHCIIEKTOpAaT pePEepeHTHOro TroCyAapcTBa 3asBIIEHHE O MPOBEICHUU
WHCIEKIIMU, a TaKXe MPEJCTaBIsIeT JOMOJHUTEIbHBIC CBEJACHUS, B CIIydae
NOJIyYEHHUSI COOTBETCTBYIOLIETO 3apoca.

107.B cmydae JOKYMEHTaJbHO OGOPMICHHOTO  pEHIeHUS O
HEBO3MOKHOCTHU IPOBEACHUS WHCIIEKIUU (dapmaneBTUUECKUM
WHCIIEKTOPATOM peepeHTHOTO TOCyAapCTBa 3aBUTENb BIIPaBE 0OPATUTHCS B
dbapmaneBTUUECKI MHCIIEKTOPAT IPYTrOro rocy1apcTBa-wieHa C 3asgBICHUEM
O MPOBEICHUN WHCTIEKIIUH.

108. ®apmaneBTUUecKUil HHCIIEKTOpPAT B TeueHuu 20 pabouymx AHEH c
JaThl TOJYYEHUs 3asBIICHUSI O TMPOBEJICHUU HWHCIEKIIMU COTJIACOBBIBAET C
3asiBUTEJIEM CPOKH MPOBEJEHUS WHCIEKIMHU, BKIIOYAET WHCIEKIMIO B IJIaH
NPOBEACHUS MHCHEKIMK ¥ WHOOPMUPYET YINOJHOMOYEHHBIH OpraH o
TUTAHUPYEMOH JaTe 3aBEPIICHUST HHCTIEKIINH.

109. BuerianoBasi  (hapmaneBTHYECKasi MHCIIEKIUS JIOJDKHA  OBITh
IpOBEJIEHA B CPOK, HE TMPEBBIIIAIOIMINA CPOK MPOBEACHUS SKCIEPTU3BI
PErUCTPAILMOHHOTO JOChE JIEKAPCTBEHHOTO Mpernapara.

110.B cnydae mpuUHATHAS pEHICHUS O TMPOBEIACHUU WHCIEKIINH
IKCIIEPTH3a PETUCTPALIMOHHOTO JI0ChE HE MPUOCTAHABIINBACTCA.

111.TIpu 3TOM, B cilydae €Ciu 10 HOJTOTOBKHM 3KCIIEPTHOrO OTYETa 00
orieHke Oe3omacHOCTH, 2((HEKTUBHOCTH M KauecTBa (Jajiee — HKCIEPTHBIN
oruer), (He mo3mHee 100 paboumx JHEW C JaTra Hadajga SKCIICPTH3BI),
YIIOJTHOMOYEHHBI ~ OpraH  (9KCIEepPTHAas opraHu3amus) pedepeHTHOro
rocy/apcTBa HE TOJyYaeT CBEACHHS 00 WHCIEKIIMOHHOM OTYEeTe, TO OH

HaIIpaBJIsICT 3asABUTCIIIO 3alrpoc o npeaAcCTaBJIICHUN PE3YyJILTATOB



32

uHcniekTupoBaHusi. C JaThl HampaBJ€HUS JJaHHOTO 3ampoca 3asBUTEIIO
MPOBEJICHUE DKCIIEPTU3bI TPUOCTAHABIMUBACTCS.

112.3asBuTento Ha TMpeACTaBICHUE OTBETAa HAa YKa3aHHBIM 3ampoc
npenoctasisercs He Oosnee 180 paboumx [HEW, HE BXOASAIIUX B CPOK
MPOBEJICHUS IKCIEPTU3HI,

113.Tlpu HempeacTaBIEHWH B YCTAHOBJIEHHBI CpPOK 3asBUTEIIEM
3aMpOIICHHBIX YMOJHOMOYEHHBIM OPraHOM (SKCIEPTHOM OpraHu3alueii)
pe3yJIbTATOB HMHCHEKTUPOBAHUSI SKCHEPTU3A PETMCTPAUMOHHOIO JOChE
JIEKApCTBEHHOr0 mpenapara mnpekpam@aercs. (O NPUHITOM  PELUICHUU
YIOJIHOMOYEHHBIN OpraH (3KCIEpTHas OpraHu3alys) U3BEIIACT 3asIBUTEIA U
(eca IPUMEHMMO) YITOJIHOMOYCHHBIC OpraHbl (9KCIIEPTHBIC OpPraHH3aI[UH )
rocyJIapCTB-4JICHOB B TeueHue 14 pabouux AHEH C IaThl MPUHATHUS TaKOTrO
pelIeHUs B TUCbMEHHOM M (WJIN) 3JIEKTPOHHOM BUJIE.

114. 3akmr0unTENbHBIN SKCOEPTHBIA OTYET (POPMHUPYETCS C YYIETOM
pE3yJIbTaTOB UHCIIEKTUPOBAHMS.

115. IHCnIeKITMOHHBIA ~ OTYET JOJDKEH COJIepXKaTh CBEICHUS O
COOTBETCTBUM WM  HECOOTBETCTBUU  MPOBEICHUS  JOKJIUHUYECKOTO
(HEeKJTMHUYECKOT0) wuccienoBanus I[IpaBunmam nabopaTOpHONM MPAKTUKH U
COJIEPKaTh BBIBOJ O TOM, MO3BOJISIET JIM KAYECTBO MPECTABICHHBIX TAHHBIX
UCIIOJIb30BaTh MX IPHU OLIEHKE 3asBJICHUS O PErUCTpPAlUM JEKAPCTBEHHOIO
npernapara.

116. MHCIEKUMOHHBIN OTYET HAIpaBISETCS 3asBUTEIIO0 O MPOBEACHUU
WHCIIeKIMU. TOTH MHCTIEKIIMOHHOTO OTYeTa pa3MemnaroTcs B 06a3e JMaHHBIX
JTOKJIMHAYECKNX HccaenoBanui (Coro3a, JOCTYNMHOM ISl BCEX TOCYyAapCTB-
yineHoB Coro3a (Mpu HATHUYKH).

117.Ecnu  pe3yapTaT  MHCICKIMM  OTPHULATEIbHBIA  (COACPIKUT
KPUTHUYECKHE HECOOTBETCTBHUS M BBIBOJ| O HECOOTBETCTBUHU JIOKIMHUYECKOTO

(HexsMHUYECcKoro) uccienoBanus [IpaBunam nmabopaTopHON MNPAKTUKU JTUOO
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BBIBOJI O HEBO3MOXKHOCTH HCIIOJIL30BAHUS JAHHBIX ATOTO JOKIMHHYECKOTO
(HEKJIMHUYECKOr0) HUCCIEOBAaHUS JJIsl OLICHKHU 3asiBJICHUSI O PErUCTpalluu
JCKapCTBEHHOr0 Mperapara), yIOJHOMOYCHHBIA OpraH pepepeHTHOIo
rocyJapcTBa TPU  KOHCYJbTAIlMM C  YIOJHOMOYEHHBIMU  OpraHaMH
roCyJapcTB MPU3HAHUS (MPU HATMYUH) JOJKEH IIPETYCMOTPETh TPUMEHEHUE
HEOOXOJIUMBIX MEP B paMKax PErucTpaluy JIEKapCTBEHHOTO Mpernapara Win
B paMKax OOpallleHus 3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOrO Mpenapara,
(HampuMep, OTKa3 B PETUCTpPAIlMU  JICKAPCTBEHHOI'O  Iperapara,
YCTAHOBJICHHE MOCTPETUCTPAIMOHHBIX MEp, NMPUOCTAHOBKA, OT3bIB (OTMEHA)
PETHCTPAIMOHHOIO YIOCTOBEPEHHUS U JP.).

118. BHersiaHOBbIE WHCHIEKIIMM HAa OCHOBAaHUW TIPEJCTABICHHBIX B
paMKax perucTpaluu 3asBUTEIEM JOKYMEHTOB U CBEJACHUN C YUETOM OLICHKU
BO3MOYKHBIX PHUCKOB OCYIIIECTBIIIOTCS 32 CUET 3asBUTEIISI Ha PETHCTPAIUIO U

(nm) gepkatess perucTPalMOHHOTO YI0CTOBEPEHUSI.

VI. Onenka coOOTBETCTBUS AESITENBHOCTH HHCIIEKTUPYEMBIX
cyOBekTOB, TpeboBanuaM [IpaBun nabopaTopHOM MpaKTUKU

119. [1nanoBkIe WHCHIEKIINU WHCIEKTUPYEMBIX CyOBEKTOB,
OCYUIECTBISIOMNX JAOKIMHUYECKUE (HEKJIMHUYECKHUE) UCCIEAOBaHMUs, Ha UX
cooTBeTCcTBUE TpeboBanusaM [IpaBun Haanexare 1a00paTopHON MPAKTHKH,
A100 UHBIX TpeOOBaHUM, YCTAHOBIEHHBIX B 3aKOHOJIATEIbCTBE IOCYAapCTBA-
YJIeHa WU MEXAYHAPOAHBIX COTJIAIICHUSX, MPOBOJUTCS B COOTBETCTBUU C
3aKOHOJIaTE€ILCTBOM IOCYyJapCTBa-UJICHA.

120. Pe3ynbTaThl TakOro WHCIEKTUPOBAHUS MOTYT MPEAOCTaBIATHCS
3asBUTEJEM B YIOJHOMOYEHHBIH OpraH B paMKax pErucTpalMOHHBIX
OpOUEAYp M YYHUTHIBATHCSA YIOJTHOMOYEHHBIM OPraHOM pPe(epeHTHOTro
rocygapcrBa IpU PACCMOTPEHUU HKCIEPTHOIO OT4YeTa IO  OICHKE

JICKAPpCTBCHHOTO IIpCIiapara.
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121.B cmydae BBISIBICHUS B JICSITEIBbHOCTH HMHCIEKTUPYEMOTO
CyOBbCKTa CYIICCTBCHHBIX M (MJIM) KPUTHYECKHUX HEIOCTATKOB, CIOCOOHBIX
OKa3aTh BIMSHUE Ha PE3YyJbTaThl OIEHKH A(DPEKTUBHOCTH U 0€30MaCHOCTH
JICKapCTBEHHOTO CpeICTBa, YIOTHOMOYEHHBIN opras 00s13aH
uH()OPMHUPOBATH COOTBETCTBYIOITIX YIOJTHOMOYCHHBIN opras,
OCYIIECTBIISIONMNA  PETUCTPAIIO  JICKAPCTBEHHBIX  MpEMapaTroB, O

BBIABJICHHBIX PC3YyJIbTAaTax.
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[Tpunoxenue Ne 1
K IIpaBunam nposeneHus
(dhapMaIleBTUUECKUX MHCIEKIINI Ha
COOTBETCTBUE TpeOoBaHusM [IpaBun
HaJIeKaIel 1a00paTopHON MPAKTUKH
EBpa3uiicKoro 3KOHOMHUYECKOT0 COK03a B
chepe oOpaleHus: IEKapCTBEHHBIX CPEJICTB

(bopma)

PEHIEHUE (3AITPOC)

0 Ha3HaYeHUU (apMalleBTHUECKON MHCTIEKIIMM Ha COOTBETCTBHE
TpeboBanusM [IpaBun Haanexamei 1abopaTopHoi pakTUku EBpasuiickoro
PKOHOMHMYECKOI0 COr03a B chepe oOpaleHus JeKapCTBEHHBIX CPEJICTB
YIIOJTHOMOYEHHBIM OpTaHoM ((hapMareBTUIECKIM HHCIIEKTOPATOM)
EBpa3uiickoro 5KOHOMHYECKOT0 COK03a

HaumenoBanue KonTakTtHOE NTH1I0 Min Tenedon, daxc,
YIOJIHOMOYEHHOT'O OpTraHa sKcrepT (haMuius, UM, 3JIEKTPOHHAs MoYTa
rocyzapcrsa — 4ieHa 0TYECTBO (IIPU HAIUYHUN))

EBpazuiickoro s5KOHOMUYECKOTO

COK03a

HaumeHoBanue crioHCOpa Uu
(dapmareBTUIeCKO KOMITaHUN
WM pa3paboTymKa
JIEKaPCTBEHHOT'O CPEJICTBA

HaumenoBanue JICKAapCTBEHHOI'O

npenapara

HanmenoBanue 1eiCTBYOLIETO

BEIL[ECTBA

HaumeHoBaHMe JOKIMHUYECKOTO | BBIOPATh OJIHO M3 KITFOUYEBBIX OMOPHBIX HCCIEAOBaHUN Ha
WCCIIEI0OBAHMS OCHOBaHUU IKCHEPTHOTO O0T4YETa 00 OlleHKEe 0€30MacHOCTH,

B(I)q)eKTI/IBHOCTI/I " Ka4eCTBa, pETUCTPALIUOHHOT'O NOCHEC
JICKAPpCTBCHHOT'O IpfIriapara

HOMCp IMPOTOKOJIa

Bun npouenypsl perucrpanuu HarpuMmep, Npoueaypa B3auMHOTO IPU3HAHUS,
JICLIEHTPAJIN30BaHHas [IpoLe1ypa

I'ocynapcTBa nprusHaHus

atel npoBeneHus
JOKJIMHUYECKOT O UCCIIEIOBAHNS

ITpoune cBenenus
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Ha3znaueHne MHCIIEKIIUU CIIETYIOIIETO IEHTPa

HaumenoBanue
HUHCIIEKTUPYEMOTO
cyOBbekTa

HanmenoBanue u
azpec Mecta
HaxO0XJICHHUS

WHCIIEKTUPYEMOTO

CIIOHCOpa WJIH

UCIIBITATCIIBHBIX
nabopaTopuid

(McrpITaTeIbHBIX

IUTOIIAIO0K)

KonTakTHOE MHITI0
703051
HCCIIEI0BATEND

Tenedon n
DJIEKTPOHHAA [10YTa

HepequL BOITPOCOB, MOMJIC)KAINIUX OLCHKC BO BPCMs IMPOBCACHN A MHCIICKIIUN

1

2

[Ipoune cyuiecTBEHHBIE CBEACHUS (HAPUMEp, O Pe3yIbTaTaxX MPeablayIiel HHCIICKIIUN
UCIBITATEIFHON JJA0OpaTOPUU (IIEHTPA) WIH CITIOHCOPA)

[Inmanupyembie 1aTbl
MIPOBEJCHUS MHCIEKIINHU

[Tnanupyemas nara
MPEJICTABICHUS OTYETa O
NIPOBEICHUU
dapmarneBTUYECKOn
WHCIICKIIUU Ha

COOTBETCTBUE TPEOOBAHUAM

[IpaBun Hagexamen
1abopaTOPHOM MTPAKTUKHI
EBpasuiickoro
YKOHOMHUYECKOTO COI03a B
cdepe obparieHus
JIEKAPCTBEHHBIX CPEJICTB

®amuins, UMs, 0OTYECTBO
(pu HAJIMYMK) JTHLIA,
OTBETCTBEHHOTO 32
Ha3Ha4YeHHE WHCIEKLIUU

IToamuce

Jara
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[Tpunoxxenne Ne 2
K IIpaBunam nposeneHus
(dhapMaIleBTUUECKUX MHCIEKIINI Ha
cooTBeTCcTBUE TpeOoBanusM [IpaBun
HaJIeKaIel 1a00paTopHON MPAKTUKH
EBpa3uiicKoro 3KOHOMHUYECKOT0 COK03a B
chepe oOpaleHus: IEKapCTBEHHBIX CPEJICTB

(bopma)

ITPOTPAMMA
npoBeieHus (hapMarieBTUUECKON HHCTICKITNHT

Ha cOOTBETCTBUE TpeOoBanusM [IpaBuin Haamexariei 1adopaTopHoit
npakTuku EBpa3zniickoro s5KOHOMUYECKOTO cot03a B chepe oOpauieHus

JICKAaPCTBCHHLIX CPCIACTB

(HanMeHOBaHUE UHCIIEKTHPYEMOTO CyOBhEeKTa U YKa3aHUE €€ PONH (MCIIBITaTeNIbHAS JIAO0PaTOPHUs

1. OcHoBaHue 19 NPOBEICHUS UHCIICKIINHT

2. e nHCTIEKIINT

(ieHTp); croHcop)

3. O0acTh UHCIIEKIINHU

4. Jlata 1 MecTO NMpPOBEJICHUS

5. CocTaB MHCIIEKIIMOHHOW TPYMIIbI

6. Pactipenenenne oOs3aHHOCTEN MEXAY WICHAMH HWHCIEKIIMOHHOU

IPYMIIBI

7. I'padpuk mpoBeeHUSI MHCIIEKIIUU

Jlata u Bpems
Havasua

*

OTan IMPOBCACHUA NMHCIICKIIUU

1. BerynuTenbHOE cOBELIaHUE

2. O3HaKOMJICHHUE C JOKYMEHTAIIUEeH CUCTEMbI MEHEPKMEHTA
KayecTBa

3. O3HaKOMJICHHE C IOKYMEHTAIMCH 110 TIEpCOHATY
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4. O3HaKOMIIEHHE C UHCIIEKTUPYEMBIM 00BEKTOM
(mometeHnsIMH, 000PyI0BaHUEM)

5. O3HaKOMJIEHHE C JOKYMEHTAIMEN IOKIMHUYECKOTO
(HEKJIMHUYECKOT0) UCCIICI0OBAHUS

6. O3HaKOMJICHUE C IEPBUYHON TOKYMEHTAIIMEH T10
MPOBEJICHHBIM U TEKYIIUM JTOKIMHUYECKUM
(HEKJIMHUYECKHUM ) UCCIIEI0BAaHUSIM

/. CoBelllanne UHCIEKIIMOHHOMN TPYIIIbI

8. 3aKIIr0YnTENbHOE COBEIIAHNUE

I[onycxaeTcs{ 3ar0JIHEHHE BO BPEMSI ITPOBEICHUS BCTYIUTEIIBHOTO COBEIIIAHHUS.
[IpuBeneHo npuMepHOe COAepIKAHUE.

O0bekt nHCnekuu (pa3aen [pasun  (Damunust, ums, | Damumus, ums,

nabopaTopHoit npakTuku EBpasuiickoro OTYeCTBO (TMpU | OTYECTBO (TIpHU
HKOHOMHYECKOTO COI03a B chepe 06paIH€HI/IH HAJTUYUHN) HaJINY1H )
JIEKAPCTBEHHbIX CPEICTB) WHCIIEKTOpPa | OTBETCTBEHHOIO
(axcmepTa) auna
HWHCITICKTHPYEMOTO
cyoBeKTa

BcerynurenbHoOe coBelianue

HcnbrtatenbHas 1abopatopusi (MCIbITATEAbHBINA LIEHTP)

O6m1as nadopmarusi.
CrtpykTypa yrnpaBiieHus (OpraHUu3aInm)

Cucrema obecrieyeHus KauecTBa

[lepconan  ucmbITAaTENBHOM  JIAOOPATOPHUU
(MCTIBITATEILHOTO IIEHTPA)

00513aHHOCTH PYKOBOJICTBA HCTIHITATEILHOM
nabopaTopuu

00513aHHOCTH PYKOBOJUTCIIAA UCCIICIOBAHUSA

00513aHHOCTH BCAYHICTO UCCICA0OBATCIIA

0053aHHOCTH MEPCOHAJIA, YIACTBYIOIIETO B
UCCIICIOBAaHUH
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[Tomerenus g ucciieJOBaHUuU

HOMGHIGHI/IH JJIA TCCT-CUCTCM

[TomenieHust AJ1s1 MAHUITYJISIIAN C
UCCJIeyeMbIMU BELIECTBAMU
(JIeKapCTBEHHBIMU CPEJICTBAMM) U 00pa3liaMu
CpaBHEHHS (KOHTPOJIbHBIMH 0Opa3IiaMu)

[Tomemenus st apXuBUPOBAHUS

VY nanenue (YHUUTOXXEHHUE) OTXOI0B

O6opynoBanue, MaTepuaibl U PEaKTUBbI

TecT-cucTeMbl

buznueckue

XUMHNYICCKUC

OMOJIOTUYECKHUE

Hccnemyemble BeecTBa (JIEKAPCTBEHHBIC
CpeacTBa) U 00pasibl CpAaBHEHUS
(KOHTpOJIBHBIE 00pa3IIbI)

noyiyueHue, oopadoTka, oroop npod u
XpaHeHne

OITMICAaHUE CBOVCTB

CranpapTHbIE ONIEPAlMOHHBIE TPOLIEAYPBI

[Inan nuccneqoBanus

ConeprkaHue 1jiaHa UCCICIOBaHUS

[IpoBenenue nuccaeqoBaHmus

OdopmieHre pe3yabTaToB HCCIIEI0BaHUS

CO,Zlep)KaHI/IC 3aKIIIOYHUTCIIBHOI'O OTUYCTA

XpaHEHUE JOKYMEHTOB U MAaTEPHUATIOB

KOMHB}OTepI/IBI/IpOBaHHBIe CHUCTCMBbI

TexHrueckoe 00CITyKUBaHUE U aBapUHHOE
BOCCTaHOBJICHUE
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JlaHHbIe

KOMHBI-OTCpHaH 0e30I1acHOCTb:

¢duznyeckas 6€30MacHOCTb

Jloruyeckas 0e30nMacHOCTb

OCJIOCTHOCTD JaHHBIX

pe3epBHOE KOMTUPOBAHHE

Baﬂnnaum{ KOMIIBIOTCPHU3UPOBAHHBIX CUCTCM

JIoKyMeHTHpOBaHUE

ApXHUBBI

Cnoncop

O0s13aHHOCTH CIIOHCOpPA

OnucaHne CBOKMCTBA UCCIEAYEMOTO BEIIECTBA
(JIeKapCTBEHHOT'O CPE/ICTBA)

[TpencraBicHUe TaHHBIX B YIIOJHOMOYCHHBIN
opraH

[IpomexxyTOUHBIE COBELIAHUS

CoBenianue MHCIEKIMOHHON TPYIIbI

Cogernanne ¢ OTBETCTBEHHBIMH JTUIIAMH
HMHCIIEKTUPYEMOTO CyObeKTa (0030p
IpeBapUTEIbHBIX PE3YIbTATOB KAXKIOTO JTHS
WHCIIEKTUPOBAHUSA )

3aBeplleHUE UHCIIEKIIUN

CoBenianue MHCIEKIIMOHHON TPYIIbI

3aKII0YNTEILHOS COBCIIIaHKE.
O3HaKoOMJICHHE C OTBETCTBCHHBIX JIMI]
HWHCIIEKTHPYEMOTO CyOBEKTa ¢
peIBapUTEITLHBIMU PE3yIbTaTaMu
MHCIICKTUPOBAHMS

IIpuBeneHo npuMepHOE CoJIepKaHUeE.
JlomyckaeTcs 3all0JHUTh Ha BCTYIIUTEIILHOM COBELIaHUU.
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8. [IpuMepHBII  CpPOK  TIPEACTABICHUS OT4eTa O  pe3yJbTarax

HHCIICKIINH.
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[Tpunoxenue Ne 3
K IIpaBunam nposeneHus
(dhapMaIleBTUUECKUX MHCIEKIINI Ha
COOTBETCTBUE TpeOoBaHusM [IpaBun
HaJIeKaIel 1a00paTopHON MPAKTUKH
EBpa3uiicKoro 3KOHOMHUYECKOT0 COK03a B
chepe oOpaleHus: IEKapCTBEHHBIX CPEJICTB

(bopma)

OTYET
0 npoBeAeHUU papMaleBTHYECKOU HHCIIEKLIMHM HA COOTBETCTBHE
TpedoBanusam IlpaBui HaasIeKalel JJa00PATOPHOM IPAKTUKH
EBpa3uniickoro 3x0HOMHYeCKOro cor3a B cepe odpamenus
JIEKapPCTBEHHBIX CPEICTB

(HaMMEHOBAHHE HHCIICKTUPYEMOT'O CyOheKTa)

(HanMeHoBaHUE (papMaleBTUYECKOT0 HHCIIEKTOPATA)

(anpec, HOMep TenedoHa, aipec IEKTPOHHOM TOUTHI, aJpec caiTa
B HH()OPMAIMOHHO-TEICKOMMYHHUKAITHOHHOHN ceTn «IHTepHET»)

[IpoBepka POBEICHUS TOKJIMHAYECKHUX (HEKJIMHUYECKHX )

UCCJEIOBaHUI Ha cooTBeTcTBUE TpeOoBanusM I[lpaBun Hajgiexaien

nabopaTopHOW  mpakTUKH  EBpa3miickoro  3KOHOMHYECKOTO  COH03a,

yTBepxkaeHHbIX Pemennem CoBera EBpa3suiickoil 3KOHOMUYECKON KOMUCCHH

ot 3 Hos10pst 2016 1. Ne 81

(HauMEeHOBaHHE HHCIIEKTUPYEMOT0 CyOhEeKTa)

AJIpGC MECTAa HAXOXKACHUA NHCIICKTUPYCMOT'O CY6’LCKT3:

OcHoOBaHue:



consultantplus://offline/ref=6A4801B320CA815648810460EA7A260FF38330D2936F8F0410FD478C221D4799C8AA310011B23A957ACB0295340B2D4A36904A55B116A5EBF869H
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1. Pesrome
1. HaumenoBanue, ajapec
MECTAa HAXOXKXIACHUA
HHCHeKTpreMOFO
cyOBeKTa
2.P63Kmﬁ3ﬂeHTCHLHOCTH HCCIICA0BATCIIb

UHCTICKTUPYEMOTO
cyObekTa

CTIOHCOP

3asBUTEJNIb O PETUCTPAIlUU JIEKAPCTBEHHOTO
npenapara

HHOC

3. [laTa mpoBeaeHus
AHCIEKIINU

4. IHCTIeKTOpBI
(aKCIIEepTHI)

5. Homep naCniekmm
(Mpy HATTUYKH)

2. O6mas nHbopMaIus

1. KpaTkoe onucanune

MHCIIEKTUPYEMOT0 CyOBeKTa

2. JlaTa nipenpiaymiei I/IHCHGKHI/II/I*

3. HCneKkTophl, NPOBOAMBILKE
IIPEABIAYLIYIO HHCIIEKLIAIO

4. OCHOBHBIC UI3BMECHEHUS,
MIPOU3OIIEAIINE CO BpEMEHHU
MpeabIayIEeH HHCTICKIIUH

5. llenp nHCIEKIIUN

6. Uucnextupyembie 0OBEKTHI
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7. IlepcoHan MHCIIEKTUPYEMOTO
CyOBEKTa, y9aCTBYIOIIHNI B
IPOBEICHUH UHCIIEKIIUU

8. JIOKyMEHTBI, TPEACTABICHHbBIC
MHCIIEKTHPYEMBIM CYOBEKTOM J10
MIPOBEICHHS HHCIIEKIIUN

*
B ciydae HEOQHOKpAaTHOTO TMpoBeAeHUS (apMaIleBTUUECKUX WHCICKIIMH B OTHOIICHUU
JAHHOTO MHCIEKTUPYEMOTO CYObEKTa YKa3bIBAIOTCA JaThl BCEX MPEAbLAYIINX HHCICKIUH.

3. Habnroaenust v pe3yibTaThl HHCIIEKIIUU

1 Cucrema obecrieyeHus KauecTBa

N

OpI‘aHI/I3aIII/IH H IICPCOHAI HCIBITAaTEILHON J'Ia60paT0pI/IH
(I/ICHBITaTCJIBHOFO ueHTpa)

3 [TomMerenus U KCCIIEIOBAHUIA

4 O6opynoBanue, MaTepuasibl U PEaKTUBbI

5 TecT-cucremsl

6 Hccnemyemble BeliecTBa (JIEKAPCTBEHHBIE CPEJICTBA) U 00pa3Iibl
CpaBHEHUS (KOHTPOJIbHBIE 00pa3IIbl)

7 JloxyMeHTanus

8 [IpoBeneHnne nccienoBaHus

9 AyauT BCCIIeIOBAHUS

10 |XpaHeHue JOKYMEHTOB U MaTEpHUaOB

11 |KomnbroTepu3npOBaHHBIE CHCTEMbI

12 |KommbioTepHas 0€30macHOCTb

13 |Banupauusi KOMObIOTEPU3UPOBAHHBIX CUCTEM

14 | ApxuBbl

15 |Cnoncop
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4. BeIsIBJIEHHBIE HECOOTBETCTBUS

Kputnueckue necoorserctBus (KH)

CymectBennbie HecooTBeTcTBUS (CH)

Hesnauurtensubie HecooTBeTcTBUsA (HH)

5. 3aKJIIOUUTETBHOE COBEIIAHNUE U OLICHKA OTBETA
UHCIIEKTUPYEMOT'O CyObEKTa

KommeHnTapuu npeacraBuTenein
MHCIIEKTHPYEMOTr0 CyOBbEKTa, CACIIaHHbIE
B XOJI€ 3aKJIIOYUTEIBLHOIO COBELIaHMS

O]_IGHKa OTBCTA UHCIICKTUPYCMOTI'O
CY6’I:€KTa I1IO BBIABJICHHBIM 3aMCUYaHUAM

JlokymMeHTBI, OTOOpaHHBIE B X0J1€
WHCIIEKITUT

6. 3aKIIOYUTEIbHBIE PEKOMEH AU U BBIBO/IbI

Pexomennanmm

BriBoabl

Otyer o mpoBeAeHUU (HAPMALIEBTUUECKON WHCIEKIIMU COCTaBJIEH
IIOJIIVCAH:

dbamunus, UM, 0T4ECTBO (TIPU HATMYHUH), (moamucH 4jIeHoB
JOJHKHOCTH YWICHOB WHCTICKITMOHHOMN TPYIIITHI) WHCTICKITMOHHOHN TPYIIITHI).)».




