EBPA3ZUMCKAS SKOHOMUYECKASI KOMUCCUS
COBET

PEINIEHUNE
«03» Hos10ps1 2016 T. Ne 91 r. AcraHa

006 yrBep:xkaennu [lopsiika odecrneyeHHs1 NPOBeIeHHs COBMECTHbIX
dhapmaneBTHYECKUX HHCIEKUMIT

B coorBerctBUM co cratbeil 30 JloroBopa o EBpasuiickom
DKOHOMHYECKOM coro3ze oT 29 mas 2014 roma, nmynkrom 1 crarem 10
CornamreHust 0 eJUHBIX MPUHIMIIAX U [paBUiIaX 0OpaleHus JIEKapCTBEHHBIX
cpe/cTB B paMkax EBpa3zuiCKOro 3KOHOMHYECKOro coro3a oT 23 nekabps
2014 ropma, mynktoM 100 mnpunoxenuss Ne 1 x Permamenty paGoTsl
EBpasuiickoil 3KOHOMHYECKOM KOMHCCHH, YTBEpKIeHHOMY Pemenuem
Bricuiero EBpasuiickoro skoHOMHUeckoro copeta oT 23 nexabps 2014 r.
Ne 98, m Pemenuem Bricmiero EBpazmickoro 3KOHOMHYECKOTO COBETA
or 23 npexabpst 2014 r. Ne 108 «O peamusanuu CornameHus: 0 €JuHBIX
MPUHIMIIAX W TpaBUiIax OOpalleHUsl JIeKapCTBEHHBIX CPEACTB B paMKax
EBpasutickoro BKOHOMHYECKOIO COO3a» Coger EBpaszuiickoi
DKOHOMUYECKOH KOMHCCHH P € I M JI:

1. VrBepmute mpmnaraembeiii  I[lopsiiok obOecrniedueHust NpoBeACHUS
COBMECTHBIX (hapMalleBTUYECKUX UHCIIEKIIHH.

2. Hacrosimiee  Pemenwe  BeTymaeT B CWly [0 HMCTEYEHUH
10 xameHmgapHbIX JHEW C Jarbl BCTyIUleHUss B cuay llporokorna,

noanucannoro 2 ngexkabpst 2015 roma, o npucoenuHeHuu PecnyOsnku
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Apmenns k CoriameHdro O eMHBIX NPUHLMIAX ¥ [IPpaBUIax oOpalieHus
JIEKAPCTBEHHBIX CPEJICTB B pamkax EBpazuilcKoro SKOHOMHYECKOTO COI03a
ot 23 nmexabpst 2014 rona, HO He paHee 4yeM 1o ucreyenuu 10 KaneHIapHBIX

JHEeM ¢ 1aThl OQUIHATLHOTO OIYOIMKOBAHKS HACTOSILLETO Pernenus.

Ynensl Coera EBpasuiickoil 9KOHOMHYECKOH KOMHCCHH:




VTBEPX/IEH

Pemenuem CoBera
EBpa3uiickoil )KOHOMHYECKOH KOMUCCUHU
otT 3 HOsiOpst 2016 1. Ne 91

MOPIAAOK
o0ecreyeHHsI MPOBEIEHUS] COBMECTHBIX (papMaleBTHYECKMX HHCIEeKIMI

1. O01ue momoKeHus1

1. Hacrosmmmii  Tlopsimok pa3paboTaH B COOTBETCTBUM C ITyHKTOM |
crarbu 10 Cornamenuss O €IWHBIX IPUHIMIAX W TpaBwiax oOpaleHus
JIEKApPCTBEHHBIX CPEACTB B paMKax EBpasuiicKoro 5KOHOMHUYECKOIO COHO3a
ot 23 nexabps 2014 roma, mynktoMm 100 mpunoxenus Ne 1 x Persiamenry
paboTel  EBpa3uiickod  HKOHOMMYECKOH  KOMMCCHH, YTBEPKICHHOMY
Pemmenrem Briciero EBpa3uiickoro s5KOHOMHYECKOTO coBeTa OT 23 mexadps
2014 r. Ne 98, wu ompenenser npaBuia O00ECIEUEHUs MPOBEICHHUS
(hapmareBTHYeCKUMU HMHCIEKTOpaTaMu TOCyIapcTB — wieHOB EBpasuiickoro
AKOHOMHYECKOTO CO03a (Jajiee COOTBETCTBEHHO — rocyjapcrsa-uieHsl, Coro3)
COBMECTHBIX (papMalleBTHUECKUX MHCIEKIMIM Ha COOTBETCTBUE JIEKAPCTBEHHAIX
CpeJICTB IpaBUJIaM HaJIeKAINX TPaKTHK B cepe oOpallieHus IeKapCTBEHHbIX
cpencts B pamkax Corosa.

2. CoBMecTHBIe (hapMaleBTHUECKUEe UHCIICKIIUY IIPOBOISATCS B INIAHOBOM
M BHEILITAHOBOM IOPSIJIKE.

CoBMeCTHBIE  IUIAHOBBIE  (hapMALIEBTUUECKHE  HMHCIEKIUH  MOTYT
IPOBOMUTHCS (papMalEBTUYCCKUMU HHCIIEKTOpPAaTaMU TOCYJapCTB-WIEHOB B
pamMKax COTpyIHHYECTBA U OOMEHA OIBITOM.

CoBMecTHBIE BHEIUTAHOBBIE (hapMalleBTMUECKHE HHCIEKLMH (janee —
BHEIJTAHOBBIE MHCTIEKIMN) MTPOBOASTCS (papMalieBTUUECKUMHU MHCIIEKTOpaTaMu

rOCYIApCTB-WIEHOB B LEJSX YPEryIUpOBaHUsI pa3sHOINIaCHMH W oOecIeueHus
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B3aUMHOTO IPU3HAHKS rocyapcTBaMU-4IeHaMH PE3YyNBTAaTOB

UHCIIEKTHPOBAHMS  TPOM3BOACTB,  JOKIMHMYECKMX  (HEKJIMHUYECKHX),
KJIMHWYECKUX HCCIIEIOBAaHUM (HMCTIBITAHUM) JIEKApCTBEHHBIX CPEICTB U CUCTEM
bapMakoHaa30pa U AUCTPUOBIONIMN HAa COOTBETCTBHME NPABUIIAM HAJUIEXKAIINX
IPaKTHK B chepe oOpallieHus JIEKapCTBEHHBIX CPeACTB B paMKax Coro3a.

3. BHemIaHOBBIE MHCIIEKIIMHA NTPOBOJATCS B OTHOLLIEHUH [IPOU3BOIUTENEH
(apMalrieBTHUEeCKUX CYOCTaHIMi, Hepac(acoOBaHHOHM M I'OTOBOW INPOILYKIIMH,

opraﬁmauuﬁ, OCYIICCTBIIAOIINX HEKIIMHHYECKHC H KIIMHUYCCKHEC

WccaenoBanrss  (MCMBITAHWsI)  JIGKAPCTBEHHBIX  CPEICTB, a  TaKKe
JUCTPUOBIOTOPOB  JIEKAPCTBEHHBIX  CPECTB  (Hanee — HHCHEKTUpYeMble
CYOBEKTHI).

4. [IpoBefieHre COBMECTHOM (hapMalleBTUUECKOM WHCIEKIIMH, a TaKxkKe
MOJITOTOBKA HHCIEKLMOHHOIO OTYeTa OCYIIECTBISIIOTCS B COOTBETCTBUM C
MpaBWJaMH TIPOBe/IeHUs (hapMalleBTUUECKUX HWHCHEKIHMHA, YyTBEpHKIaeMbIMU
EBpasuiickoil 5JKOHOMHUYECKONH KOMHCCHUEH, M 3aKOHOIATEILCTBOM TOCyJapcTBa-
4JieHa, YIIOJIHOMOYEHHBIM OpraH KOTOPOro WHUIMHPOBAJI NMPOBEICHUE TaKOW
UHCIIEKIIMH.

5. ObecnieueHue NpPOBEICHUS JIAHOBOM U BHEIJIAHOBOW MHCHIEKIIMH, B TOM
Yucle OIiaTa pacxolJoB (BKJIIOYAs KOMAHAUPOBOYHBIE W HHBIE PACXOHbl),
OTIPEIEIISIETCS] B COOTBETCTBHH C 3aKOHOATEIECTBOM I'OCYIApCTB-YIIEHOB.

Pacxonmpl, cBA3aHHBIE C NPOBEAEHWEM BHEIUIAHOBOW HWHCIIEKLIMH, MOTYT
OCYIIECTBIIATECSL 32 CUET CPEACTB HHCHEKTHPYEMOro cyObeKTa TONBKO B
OTHOILLIEHUH (apMalleBTHYECKOI0 HHCIEKTOopara, YMOIHOMOYEHHBIH oOpraH

rocylIapcTBa-uwieHa KOTOPOro MHULMUPOBAI TPOBEACHUE TAKOW HHCIIEKLIMH.

[I. Opranuzauus BHEIJIAHOBON UHCIIEKIIUU

6. BrermanoBast MHCIIEKIUSI TPOBOJUTCS 110 PEKOMEHAALIUH DKCIIEPTHOIO

KOMHTETA I10 JIEKAPCTBEHHBIM CpelcTBaM (fajiee — DKCIEPTHBIA KOMHTET),
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NPUHSTON MO pe3ynbraraM pacCMOTPEHHs OOpalleHUsl YIIOJHOMOYEHHOIO
oprata rocyaapctea-aieHa B cepe oOpalleHus JIEKapCTBEHHLIX CPENCTB HITH
MHCIIEKTHPYEMOTO CyOBeKTa B LEJISIX YPEryaupoBaHus pPa3HOITIACHHA.

7. MHuumMrupoBaB A MIPOBEIEHME BHEILJIAHOBOM UHCIIEKLIUN
(apmarieBTHYecKuil HHCIeKTopar B TeueHue 10 paboumx aHeH Ha OCHOBaHUM
MpeIOKEHUHA Ipyrux (hapMaleBTU4eCKUX HHCIEKTOPATOB, YYacTBYIOIIHMX B
MPOBEJICHAM BHEIUIAHOBOM MHCTIEKLMH, GOPMUPYET HHCIIEKIIMOHHYIO ITPYIITY U
Ha3HAuaeT BEAYLIEr0 HHCIEKTOpa.

Benyumii MHCIIEKTOP pacrpenenser (pyHKLHMH YICHOB WHCIEKIMOHHOM
IPYIIbI, KOOPAMHUPYET I[POBEIEHUE IIOATOTOBUTENLHBIX MEPOIPUATHI W B
Cllyyae HeoOXOJMMOCTH 10 COIIACOBAHUMIO C IPYTMMH (apMaleBTH4YeCKUMU
HHCITEKTOpaTaMHU IIPUBJIEKAET K YUACTHUIO DKCIIEPTOB.

[Tepen BK/IIOYEHHEM B COCTaB MHCIEKLMOHHOW I'PYIIIBI IIPUBJICYCHHBIC
SKCIIEPThl  IOINMCHIBAIOT ~ COMIAIIEHHMe O  KOHQHICHUUAIBHOCTH U
HepasITallleHud WHQOpPMaLMK, I[IOJy4eHHOH MMM B XOI€ IIPOBENEHHUs
BHEIJIAHOBOM MHCIEKLIMH.

CaemeHust 0 Jare MPOBE/IEHUS BHEIJIAHOBOW MHCIIEKIIMUM M KOHTAKTHBIE
JAHHBIE YJIEHOB HHCIEKIIMOHHON TpyIIbl HAIpaBIAIOTC B OKCIEPTHBIH
KOMMTET.

8. B pamkax DIOATOTOBKM K IIPOBEJECHMIO BHEIUIAHOBOM WHCIIEKLIMU
BEJYIIUI UHCIIEKTOP:

a) COIIacOBBIBAET C HHCHCKTHPYeMbIM CyOBEKTOM He MO3JHee
40 xaleHAapHBIX JHEW [0 IUIAHUPYEMOM Jarhl IIPOBENEHMS BHEIIAHOBOU
MHCIIEKLMM CPOK ee TpOBE/IeHHs, a Takke B Clydae HEOOXOAMMOCTH
YBEJIOMJISIET O pacXoax Ha IPOBEIECHUE TAKOW UHCIIEKLIUH,

0) HanpaBisieT (apMaleBTUYECKUM HHCIIEKTOparaM, y4acTBYIOUIMM B
POBEICHAM BHETIIAHOBON MHCIEKLHMHU, HHPOPMALIHIO O COINIACOBAHHOM CPOKE

ITPOBEACHU A TaKoOH HWHCIICKIINH,
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B) HaIpaBysIeT yBEAOMIICHHE O IIPOBEICHUH BHENJIAHOBON MHCIIEKIIMH T10
(GopMe COTTaCHO TPWJIOKEHHWIO B aipec YIOJIHOMOUYEHHOrO opraHa B cdepe
oOpallleHHs] JIeKapCTBEHHBIX CPEACTB TIOCYAAapCTBa-uiieHa, Ha TEPPUTOPHU
KOTOPOTO HAXOAMUTCS MHCIIEKTUPYEMBIi CyObeKT;

r) 3ampalivBaeT y WHCIEKTUPYEMOIro CyObeKTa KONUM JOKYMEHTOB,
HEOOXOIMMBIX JIsl TTOJATBEP)KICHUS COOTBETCTBHSI MHCIIEKTHPYEMOTO CyObeKTa
TpeOOBaHMsSM MPaBUJI  HAJJIeKaAIlMX MPaKTUK B  cdepe oOpalleHus
JIeKapCTBEHHBIX cpeCTB B pamkax Coro3a;

1) pa3pabaTbBaeT MporpaMMmy IMPOBEAECHUS] BHEIUIAHOBON WHCIEKLUH U
OCYIIECTRIISIET OATOTOBKY KOHTPOJIBHBIX (IIPOBEPOYHBIX ) JIHCTOB;

€) HAIlPaBIIIET MHCIEKTUPYEMOMY CYOBEKTY NporpamMmy IpPOBEAECHUsI
BHETJITAHOBOW MHCIIEKIIMH.

9. Benymmit  uMHCHEKTOp M WIEHBl  HMHCIEKIHMOHHOH  IPyIIIbI
TMpeIBAPUTETBHO U3YYaloT JIOKYMEHTEI U JIPYTyI0 HH(POPMAIUIO, KacaIOUTyIOCs
MHCTIEKTHPYEMOU JIeSITeIbHOCT M MHCIEKTUPYeMOro cyObekTa, B TeueHUe
30 KaJIeHIApHBIX JHEH ¢ AarThl UX MMOJIYYEHUS.

10.IIpp  HEOOXOAMMOCTH JIONYCKAETCs MPOBEJEHUE KOHCYJIbTAlWH
YJICHOB MHCIIEKIIMOHHOW IPYNIIBI C HHCIIEKTUPYEMBIM CYOBEKTOM, B TOM YHCIIE

B ouHOM (hopMmare 100 B hopMare BUICOKOH(PEPEHIIHN.

[I1. Pe3ynbrarsl npoBeeHUs BHEIITITAHOBOW MHCIIEKIIHH

11.Tlo 3aBepilieHUH TPOBEACHMS] BHEIUIAHOBOM MHCIIEKLMM BeLyILUH
MHCIIEKTOP B YCTAHOBJEHHBIH CpOK, HO He mosaHee 30 KaJleHIApHBIX JHEH,
HAIpaBJIsieT WHCIIEKIMOHHBIM OTYET B YIIOJHOMOYEHHBIE OpraHbl rOCyAapCTB-
YJIEHOB, HHCIIEKTUPYEMOMY CYOBEKTY U B DKCIIEPTHBIN KOMUTET.

12.1lo  pesynsraraM  pacCMOTpPEHHsI  HHCIEKIMOHHONo  OT4yeTa
DKCMEepPTHBI KOMUTET OCYIIECTBISIET B YCTAHOBJIEHHBIM CpPOK IIOATOTOBKY

peKOMEH/IaIlNHM, CoflepIKalllelt PeUIOKEHH S 110 yPEeryJIMPOBaHUIO PAa3HOIVIACHI,
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M HarmpapiasieT €€ B YINOJHOMOYEHHBIE OpraHbl rOCYAapCTB-YICHOB,
oOecIeyrBarolIrie B3aMMHOE MPU3HAHKUE TOCcyJapCcTBaMU-UIeHaMH PE3yIbTaToB
MHCIIEKTUPOBAHKs  TPOM3BOACTB,  JOKIMHUYECKMX  (HEKIIMHUYECKHX),
KJIMHUYECKUX MCCIIEe0BaHUN (MCIIBITAHMI) JTEKapCTBEHHBIX CPEACTB U CUCTEM
(papMakoHa30pa Ha COOTBETCTBUE MpaBHIAM HaJUIEXKaIMX NPAKTUK B chepe
obOpaleHust JIeKapCTBeHHBIX cpencTB B pamkax Corosza W (MIM) IIpaBHIaM
perucTpaliid ¥ SKCHEepTH3bl JIEKAPCTBEHHBIX CPEJCTB ISl MEIULIMHCKOTO
IpUMEHEHWMS], YTBEpKAaeMbIM EBpasHiCKOM SKOHOMUYECKOW KOMUCCUCH.

Komust yka3aHHOW peKOMEHIaluuu H BIeRCsl  MHCIIEKTHPYEMOMY

CyOBeKTYy.

<:S OOKYMEHTOB
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