EBPA3UVMCKAA DKOHOMUYECKAI KOMUCCUA
COBET

PEINIEHUE
«03» Hos6ps 2016 T. Ne75 r. Acrana

06 yrBepxaerun [Tomoxernusa 06 DKCIIepTHOM
KOMUTeTe II0 JIeKApCTBeHHEBIM CPeZCTBaM

B coorBercTBuu co crarseit 30 [loroBopa o EBpasuiickoM 5KOHOMHUYECKOM CO03e OT
29 mas 2014 ropa, mynkrom 8 crareu 7 CoriameHusd O eIWHBIX MPUHIMIAX M IPAaBUJIAX
obpalieHns JeKapCTBEHHBIX CPeJiCTB B paMKax EBpa3niiCKOr0 5KOHOMHYECKOTO CO03a OT
23 mexabps 2014 roza, myukrom 90 mpunoxenus Ne 1 k Pernamenty pa6otst EBpasuiickoit
SKOHOMHYECKOIl KOMHCCHUH, yTBepxkZeHHoMY Pemenuem Bricmero Espasutickoro
dKOHOMMYecKoro coBeta OT 23 pekabps 2014 r. Ne 98, u Pemenuem Bsicmero
EBpasuiickoro skonommueckoro cosera ot 23 mexabps 2014 r. Ne 108 «O peanmzanuu
CornameHus o eJUHBIX IPUHIIANAX U IIpaBUIaX OOpalleHus JeKapCTBEHHBIX CPEJACTB B
paMKax EBpaswmiickoro skoHOMHYeckKoro coro3a» CoBer EBpasmiickoil 3KOHOMHYeCKOM
KOMUCCHUH PELIMIL:

1. VYrBepmute mnpunaraemoe IlomoxkeHne 006 DKCIEPTHOM KOMHUTETE IIO
JIEKapCTBEHHBIM CPEeZICTBaM.

2. Hacrosamiee Pemenue BcTymaeT B cumy mo ucredeHuu 10 xaneHmapHBIX JHeH
IaThl BCTyIUleHMsS B cuiay IIporokosma, mommucanuoro 2 gnekabps 2015 roma, o
npucoenuHennu Pecnybmukum Apmenns k CorlameHHI0O O eJUWHBIX IPUHIOUIAX U
IIpaBWJIaX OOpalleHUs JIeKApCTBEHHBIX CPeJCTB B paMKax EBpa3sHiiCKOTO 5KOHOMHYECKOTO
coto3a ot 23 nexabps 2014 rozxa, Ho He paHee ueM 10 ucTeueHnu 10 KanmeHAAPHBIX THEI C
IaThl 0bUINAIBHOTO Oy0IMKOBaHUA HacToAmero Pemenmus.

Ynens: Cosera EBpasuiickoii 5KOHOMHUIECKOH KOMHCCHM:

Ot Pecrry6uku Ot Peciy6muku =~ Ot Pecrmy6mukxu Ot Keipremsckoit Ot Poccuiickoi
Apmenus Benapycs Kazaxcran Pecnry6muxu ®ezepanyu

B.I'abpuenau B. MarromeBckuii A. Mamun O. Ilamkparos U. Ilysaxos



YTBEPXKX/IEHO

Pemenuem Cosera EBpasutickoit
SKOHOMHUYECKOM KOMUCCUHI

ot 3 Hos0ps 2016 T. Ne 75

ITOJIOXEHHUE

06 BKCHePTHOM KOMHUTETE IIO JIEKAPCTBEHHBIM CpeaCTBaM

I. O6uine nmonoxeHus

1. DKcuepTHBIII KOMHUTET IIO JIEKApCTBEHHBIM cpezncrBaM (zmanee - Komwurer)
cosmaercs npu EBpasuiickoit skoHoMHueckoil komuccuu (manee - Kommccus) B
COOTBeTCTBHH C IyHKTOM 8 cratbu 7 CoriameHus O eAMHBIX IPHHIIWIIAX M IIPAaBHJIAX
obpaleHus JeKapCTBEHHBIX CPEJCTB B paMKaxX EBpasmiicKOro 5KOHOMHYECKOTO COI03a OT
23 pmexabps 2014 roma u Pemenuem Bricirero EBpasuiickoro sKoHOMHYECKOTO COBeTa OT

23 nexabps 2014 r. Ne 108.

2. Komurer B cBoeil ZeaTeJIbHOCTH PyKoBoACTByeTcs JloroBopom o EBpasuiickom
sKOHOMHUYecKoM coio3ze oT 29 masa 2014 roma, CornameHveM O eJWHBIX IIPUHIUIAX U
IIpaBUjIaX OOpalleHNs JIeKapCTBEHHBIX CPEACTB B paMKaxX EBpa3uiicKoro sKOHOMHUYECKOTO
cooza or 23 pgekabps 2014 roma, axkTaMu, BXOAAIMMU B TIipaBo EBpasuiickoro
SKOHOMMYECKOro coro3a (manee - Coro3), a Takke HacTosmuM [lookeHnem.

3. OCHOBHBIMM IIpUHIUINIAMU JeATeJbHOCTH KoMmurera SABIAIOTCA IPUHIIUIIBL
3aKOHHOCTH, [JOOPDOBOJIBHOCTH, OTKPBITOCTH, PpABHONPABUA, KOMIIETEHTHOCTH U
mpodeccroHaNIN3Ma YIaCTHUKOB, KOJJIETHAIbHOCTY IPUHATUA pellleHUuil, OpueHTalluy Ha
MHPOBOM yPOBEHb Pa3BUTHUA HAYKU U TEXHUKHU.

4. KomuTeT Ha OCHOBaHMU OOpalleHHH OPraHOB TOCYZAPCTBEHHOHM BJIACTH
rocyzapcts - wieHoB Coio3a (manee - rocyzapcrsa-uieHs), wieHoB Kosnernu Komuccun
u wieHoB KoMureTa ocyecTBisgeT BoIpabOTKY IIpeIOXKEeHHH 110 BOIIPOCAM:

a) TapMOHM3ALWHU M yHU(DUKAIIUYM 3aKOHOJATEIBCTBA I'OCYJAPCTB- YIEHOB B cdepe
obpalleHus JTeKapCTBEHHbIX CPEZICTB;

0) TapMOHM3aIlMM 3aKOHOJATeJIbCTBA TOCYJAPCTB-WIEHOB B OOJACTH KOHTPOJL
(mamsopa) B cdepe oOOpalleHHs JIEKaPCTBEHHBIX CPEACTB U B3aUMOJEHCTBUA
YIIOJTHOMOYEHHBIX OPTaHOB, BBHINOJHAIONIVX KOHTPOJIbHBIE (HAaA30pHbIe) (QYHKUUH B
cdepe obpaleHUs TeKapCTBEHHBIX CPEZICTB;

B) obecreyeHHUs eAMHCTBA 00sg3aTeIbHBIX TpeOOBaHUI K 0e30I1aCHOCTH,
3G (dEeKTUBHOCTH U Ka4eCTBY JIEKAPCTBEHHBIX CPECTB HAa TEPPUTOPUAX FOCYJAPCTB-YWIEHOB
U UX COOIIOLEeHN;

I) IPUHATHA eNUHBIX IIPaBWI M TpPeOOBaHUM PperyJIMpOBaHUA OOpalleHHsI
JIeKapCTBEHHBIX CpeJiCcTB B paMKax Coro3a;



) obeciieyeHMs eIWHBIX ITOAXOJOB K CO3ZAHHIO CHCTEMBI OOeCIieYeHHus KadecTBa
JIeKapCTBEHHBIX CPEJICTB.

5. B memix ofecrmeyeHHs peanu3anuy eAWHBIX IPUHLIMIOB M  IIPaBUI
peryiupoBaHus OOpaljeHus JeKapCTBeHHBIX cpeicTB B pamkax Coroza Komurer Ha
OCHOBAaHMM OOpallleHHui#l OpraHOB TOCYZAPCTBEHHOM BJIIACTH TOCYAApCTB-4JIEHOB,
YIIOJTHOMOYEHHBIX Ha OCYIIeCTBIeHMe M (MIH) KOOPAMHALMIO [esATeIbHOCTH B cdepe
obpalieHus JIeKapCTBEHHBIX CPEJCTB, (Zajee - YIIOTHOMOYEHHBIE OPTaHbl), OCYIeCTBIISET
yperyiupoBaHue BOIPOCOB B cdepe oOpalleHUs JI€KapCTBEHHBIX CPEJCTB IIyTeM
[IOJTOTOBKY PeKOMEHJAIUM, BKII0Yas CIeAyIONIue BOIIPOCHL:

a) YyperyaupoBaHWe Pa3HOIJIACUN YIOJHOMOYEHHBIX OPTaHOB B OTHOIIEHUH
PETHUCTPAlN U DKCIIePTU3bI 0e30IIaCHOCTH, KadecTBa U 3(h(eKTUBHOCTH JeKapCTBEHHBIX
CpeZnCTB, NPU3HAHHUA Pe3yJbTaTOB AOKIMHUYECKUX (HEKIMHUYECKUX), KIMHUYECKUX U
MHBIX  MCCIeNOBAaHUN  (MCIBITAHUN)  JIEKADCTBEHHBIX  CPEJCTB,  Pe3yJIbTAaTOB
MHCIEKTUPOBAHUA IIPOM3BOACTBA, MOKIMHUYECKUX (HEKIMHUYECKUX), KIMHUYECKHX
HCCIeIOBAHUI (MCIIBITAaHUM) JIEKAPCTBEHHBIX CPeACTB, CcHCTeM (apMaKoHazA30pa Ha
COOTBETCTBHe IIpaBWJIaM HaJjeXXamux ¢apMaleBTUYeCKUX IPaKTUK, a Takke
TpeGOBaHUAM, yTBepkAaeMbsiM Komuccueii;

6) pacCMOTpeHHe CIy4aeB PACXOXAEHU B IMTO3UIUAX YIIOJTHOMOUYEHHbIX OPTaHOB 110
BOIIPOCY OIeHKHM COOTHOLIEHUSA IIOJIb3bI ¥ PHCKA JIEKAPCTBeHHBIX CPE/ICTB, HaXOAAIIUXCS B
obpalleHuY Ha TePPUTOPUAX IOCYJAPCTB-YWIEHOB;

B) OIpefeeHue HEOOXOAMMOCTH IIPOBEJEHUS COBMECTHOI (apMaleBTHYeCKOH
MHCIIEKIIUU CcyObeKTa B cdepe oOpaleHUs JIEKapCTBEHHBIX CPEJCTB HAa COOTBETCTBUE
TpeGOBaHMUAM IIPABIJI HAJIeXaumux ¢apManeBTUYeCKUX IPAKTHK M OTBETCTBEHHOTO 3a
OpraHM3aLMIO NHCIIeKINHU (apMalleBTUIeCcKOro MHCIIeKTOpaTa roCcyjapCcTBa- 4ieHa;

r) BBIOOp pedepeHTHOrO Ipemaparta MJjas IIPOBEJEHUS  JOKIMHUYECKUX
(HeKTMHUYECKUX) U KIMHUYECKUX MCCIeNOBaHUI (MCIIBITAHMIT) IEKAPCTBEHHBIX CPEJCTB
B CIIydasnx, IIpelyCMOTPEHHBIX [IpaBUIAMHU [IPOBe/IeHUS HCCIeJOBaHUM
OGMO5KBUBAIEHTHOCTH JIEKAPCTBEHHBIX IIPerapaToB B EBpasuiickoM 9SKOHOMUYECKOM CO03€
¥ IpaBUJIAMU IIPOBEJEHUA MCCIeNOBAaHUI OMOIOTMYEeCKUX JIeKapCTBEHHBIX IIPErnapaToB B
EBpasuiickoM 5KOHOMHUYECKOM COI03e, HAaUMEHOBAHUs HOBOM JIEKAPCTBEHHOU (opMbI
paspabaTsiBaeMOro JIeKapCTBEHHOTO IIperapara IIPU HEBO3MOXXHOCTH HCITOJIb30BaHUA
HowmenkaTypsl mekapcTBeHHBIX GOPM;

I) WHBIE BOIIPOCHI, OTHECEHHBIE K KOMIleTeHIuM KoMmuTeTa akTaMu, BXOZAIIUMU B
mpaso Corosa.

6. B memax obecneyeHus peaju3alUM eAWHBIX INPUHIIUIIOB U  IIPABHUII
peTyJIMpOBaHUA OOpalleHUs JIeKapCTBeHHBIX cpeiacTB B pamkax Coroza Kommurer Ha
OCHOBAHUU 3aABJIEHUH CyOBEKTOB OOpalleHUs JIeKapCTBEHHBIX CPeICTB paCCMAaTPUBAeT He
yperyiupoBaHHbIe aKTaMH KoMumccnum — BOIIPOCHI, CBfA3aHHBIE C  Pa3pabOTKOH,
TOKINHUIeCKUMU (HeKJIMHUYeCKUMN) HCCIeJOBaHUAMU u KJIMHUYeCKUMH
HCCIeIOBAaHUAMU (HUCIIBITAHUAMM), OOecliedeHHeM KadecTBa JIEKAPCTBEHHBIX CPEJICTB U
IesATeIbHOCThIO (papMalleBTUYeCKUX HHCIIEKTOPAaTOB, M IPUHUMAET COOTBETCTBYIOIIUE



peKOMeHJall i H.

7. Komurer B cpok, He mpeBbrmaromuii 60 xajseHZapHBIX JHeH C ZaThl IIOTyYeHUd
COOTBETCTBYIOIIEr0 oOpamieHus (3agBJIeHUA), OCYLIECTBIIET PACCMOTPEHHE BOIIPOCOB,
yKa3aHHBIX B IIyHKTax 5 u 6 Hacrosmero [lonoxenus.

II. Cocra u nopagox dopmuposanus Komurera

8. CoctaB Komurera ¢popmupyerca Konnerueit Komuccun Ha 3-neTHuil nepuop us
IIpe/iCTABUTENEH TOCYJApCTB-WIEHOB, KaHAWJATYPHl KOTOPBIX IIPEACTABISIOTCA B
Komuccuio ynoTHOMOYeHHBIMU OpTaHaMU B KOJIMYeCTBe He Gojiee 3 4eIOBEK OT KaXKZO0Tr0
roCcyZiapCcTBa-4IeHa.

Ilo oOpameHHIO COOTBETCTBYIOUIETO YIIOJHOMOYEHHOTO OpraHa IIpeICTaBUTENb
rOCyJapCTBa-4iIeHa MOXeT OBITh OTO3BaH M3 cocraBa Komurera, BMeCTO Hero
YIIOJTHOMOYEHHBIH OpraH IIpeACTaBIsgeT APYIYIO KaHAUAATYpPYy. Y TBepXJAeHHe HOBOTO
IIpeACTaBUTe A rocyzapcrBa-uwieHa B Komurere ocymecrsiastercsa Komrerneit Komuccumn.

9. IlpemcenarenscTByeT Ha 3acefaHHaXx Komurera u ocyllecTBiafeT oOuiee
pykoBozcTBo paboroit Komwurera unen Kosrerumwu, xypupyromuii BOImpockl oGpalieHus
JIeKapCTBEHHBIX Cpe/iCTB (Jaee - mpefcenarens Komurera).

10. ITIpu Komurere dhopmMupyeTcs IIOCTOAHHO AeHCTBYOMMI cekpeTapuaT Komurera
U3 JOJDKHOCTHBIX JIMIL ¥ COTPyAHUKOB KoMuccuu (maee - cekperapuar).

11. JIna obecrie4eHus pacCMOTPEHUA U BRIPAOOTKH PeKOMEHIALUIN U IpeIoKe I
II0 OTZEeIBHBIM BoIrpocaM mpu Komurere popMupyiorcs npu Heo6X0LUMOCTH SKCIIEPTHBIE
U paboyrie IPYIIIIEL.

III. IIpencemarens KomuTera 1 cekperapuar
12. IIpencenaTtens Komurera ocymecTsiser:

a) PYKOBOZCTBO AeATeIbHOCThI0 KoMuTeTa M OpraHu3aIuio paboThl 110 BBIIIOTHEHUIO
BO3JI0’KeHHBIX Ha KoMureT 3aza4 B cooTBeTcTBUM ¢ HactosmuM [Toroxxenuem;

0) yTBepXKZeHHe periaMeHTa 3acenanuii Komurera;

B) COTJIaCOBaHME IIPOEKTA ITOBECTKU MHs, JaThl, BpeMEeHM M MeCTa IPOBeJeHUST
3acemanusa Komurera;

r) BemeHue 3acemanus Komurera;

) TIOANIMCAHUe NIPOTOKOJIA 3acefanus Komurera, 3aBU3MPOBAaHHOTO YYaCTBYIOUUMU
B 3acefaHuy wieHaMu Komurera;

E) I/IH(l)OPMI/IPOBaHI/Ie Komnerun KOMI/ICCI/II/I, YIIOTHOMOYE€HHBIX OpraHOB O
BLIPa6OTaHHBIX KomureTrom PEKOMEHOANMAX U IIPENJIOKEHNAX,

X) YTBEpIKIeHHe TTOJIOKeHUH U COCTaBOB (popmupyemsIx mpu Komurere sxcrepTHbIX
¥ pabovnX IPYIII IO IPeAIOKeHUAM YIIOJTHOMOYEHHBIX OPTaHOB;



3) mpexcraBreHnne Kommurera Ha 3acemanusx Komrnermun Kommccuum u  Bo
B3aMMOOTHOIIEHUIX C UHBIMU opraHamu Coro3a;

I/I) Ha3Ha49€HHne OTBETCTBEHHOTO CEKpeTapsa Komurera.

13. CexperapuaT ocylecTBIfeT OpraHU3allMOHHOe obecnieyeHue paborsl Komurera,
y4acTByeT B IOJATOTOBKe NOKYMEHTOB, IIpeJHA3HAYeHHHIX A Ipexcemarens Komurera,
uneHoB KoMuTeTa, SKCIIepTHBIX U pabOYMX TPYIIIL

14. PyxoBozcTBO paboToil cekpeTapuara OCYILECTBJISET OTBETCTBEHHBIN CEKpeTaph
Komurera.

15. OrBercTBeHHBIH cekpeTaph KoMurera HazHavaeTcs npencenarenem Komurera us
YHCJIa JOJDKHOCTHBIX JIUIL ¥ COTPYZHUKOB Komuccuu.

16. OrBeTcTBeHHBIH ceKpeTaps KomureTa:

a) TOTOBUT W HampasifeT wieHaM Komurera NIpOeKT IOBECTKM MAHA 3acelaHUA
Komurera u MaTrepuais! K Hel;

6) BemeT MpOTOKON 3acemaHus KomuTeTa UM IIpeACTaBiseT €ro Ha IOJMHUCAHUE
npezaceparento Komurera;

B) OCYUIECTBIAe€T MOHUTOPUHT WCIIOJTHEHUS IIOPyYeHUH, IpeRyCMOTPEHHBIX
IIpOoTOKOJIaMu 3acefanuit Komurera;

r) uHpopmupyer uneHoB Komurera o0 Jare, BpeMeHM M MeCTe IIPOBeIEHUSI
ouepesHOrO 3aceganug Komurera;

I) ¢dopMupyeT IpOeKThl IIIaHOB paborel KomuTera M JOBOJUT HX [0 YJIEHOB
Komurera;

E) OCYyIIEeCTBJIIET KOHTPOJb 34 HO,Z[I‘OTOBKOfI n TIIpeAcTaBIeHNEM pa60‘II/IX
MaTepHaJiOB K 3daC€NdHUAM KOMI/ITeTa;

) OpraHM3yeT IIOJTOTOBKY M JOBeJeHHe 10 wWieHoB KomuTera HTOTOBBIX
nokymeHTOB KomureTa.

IV. llopagnox mearensHocTn Komurera

17. Ilpepnoxxkenus mo (OpMUPOBAaHUIO IIPOEKTa IIOBECTKU AHA 3acemaHus Komurera
U MaTepuUasbl K Hel, B TOM 4YMCJIe B DIeKTPOHHOM BHe, HAIIPaBIAIOTCA IIpeJcenaTeslio
Komurera ynonHomMoueHHBIMH opraHamu, wieHamu Kosternnm Komumccuu m 4wieHamu
KomuTera He mosgmee ueMm 3a 15 KaseHZapHBIX AHEH OO AHA NPOBeJNEHUS 3acelaHUIL
KomwuTera, 3a mCKIlOYeHHEM JOKIAZOB SKCIEPTHBIX TPYIII, KOTOpble HAIIPAaBIAIOTCA Ha
paccmorpenue Komurera B leHb UX yTBepXKAeHUA PYKOBOJUTEJIEM IPYIIIIE.

Ilo BOIIpOCaM, TPE6YIOH.II/IM Ge30TIaraTeIbHOrO PpacCMOTpeHUA, IIPENCTABUTETIN
YIOJIHOMOYEHHBIX OpPraHOB MOTYT HEIIOCPEeACTBEHHO Ha 3aCeJaHUuU Komurera
IIpeaaIoXUTh BKIIOUYHUTDH rILOl'IOJIHI/ITeJIBHbIIt/'I BOIIPOC B IIOBECTKY AHA 3dC€AdHUSL Komurera.

18. IlpemcraBmenHsle Ha paccMoTpeHne Kommrera o0OpalleHHS —/TOJDKHEI



COIIPOBOXZATBCA MaTe€pHaIdAMU, HEO6XO,ZI;I/IMBIMI/I AJIA  TPUHATHA COOTBETCTBYIOIINX
pelHEHHfI. Hpe,Z[JIO)KEHI/IH O BKJIIIOYE€HHHM IIOCTABJIEHHOIO B O6pa]lIEHI/II/I BOIIpOCa B
IIOBECTKY [AHA 3dCeJaHUA Komurera IIoaJjieKatT 000CHOBAHHUIO B CIIpaBKe, BKJIIOUYaeMOi B
KOMILJIEKT MaTE€pHaIOB.

19. B cry4ae HeZOCTATOYHOCTH IIPEJCTABIEHHBIX MAaTepPHAJIOB OTBETCTBEHHBIH
cexperapp KomuTera BIpaBe OOpaTHUTBCA C 3aIIPOCOM JOIOIHUTEIBHBIX MAaTEpPHATIOB K
YIOJHOMOYEHHBIM OpraHaM M JHMIIaM, IIpeACTaBUBIIMM BOIIPOCBI HAa PpacCMOTpeHue
Komurera, a Takxe K APyruM YIIOJTHOMOYEHHBIM OpPTaHaM.

20. CexperapuaT Ha OCHOBAaHMHM IIOCTYNHBIIUX OT YIIOJHOMOYEHHBIX OPTaHOB,
uneHoB Kosternu Komuccuu u uneHoB Komurera MarepuanoB ¢GoOpMUpPyeT IPOEKT
MMOBECTKH IHs 3acemanus Komurera.

21. IloBectka mus 3acemanus Kommrera, MaTepuassl IO BOIPOCAM, BKIIOUEHHBIM B
IIOBECTKY, HANPaBJIAIOTCS (B TOM YHC/Ie B 3JIEKTPOHHOM BHze) wieHaMm Komutera He
o374 Hee 4eM 3a 5 KaJleHZAapHBIX JHel [0 AHA NpoBefeHUd 3acemanus Komurera.

22. 3acepanusa KomuTera mpoBOAATCA Ha peTyJIApHOI OCHOBe, HO He pexke 1 pasa B
KBapTaJl.

23. IlpencraBuTenbs YIIOTHOMOYEHHOrO oOpraHa, oOparuBureroca B Kowmwurer c
obpameHneM 00 yperyJIMpOBaHMM PA3HOTJIACHI, BO3HHKIINX IIPH PETUCTPALHH
JIEKapCTBEHHBIX CPEeJCTB, B 00f3aTeJIbHOM IOpAAKe IPUIJIAIIAETCA Ha 3ace/laHUe
Komureta as moKIaza 110 JaHHOMY BOIIPOCY.

24. Komurer IIpPHHUMAET HeO6XO,I[I/IMLIe MEpBI IIO 3aIIHUTE KOH(i)I/I,Z[eHI_LI/IaJILHOCTI/I
Hpe,ILCTaBHEHHOfI I/IH(1)OpMa]_LI/II/I B COOTBETCTBUHU C dKTdMH, BXOAAIMINMH B IIPABO Corosa, nu
COOTBETCTBYIOIIMM 3dKOHOAATE/IbCTBOM I'OCYAdpPCTB-1JI€HOB.

25. 3acemanua KomuTera NpOBOAATCA NPU HAJIMYHU KBOPYMA, COCTABJIAIOIIETO He
MeHee IBYX TpeTell OT obmero uucia 4wieHOB Komurera, B TOM 4mcie He MeHee OJHOTO
IIpeICTaBUTEe A KaXX/IOTO TOCyAapCTBa-YIeHa.

3acemanua KoMuTera MOrYyT IPOBOAMTHCS B JIIOOOM M3 TOCYJApCTB- YIEHOB IIO
pemreHuio mpexcenartens Komurera, mpuHMMaeMOMYy Ha OCHOBe IIPe[JIOKEHUN YIEHOB
Komurera. Ilo pemenuro mpexcenatens KomuTeTa 3acefaHus MOTYT IIPOBOIUTHCA B
dopmate Bumeo- u (WIHM) UHTEPHET- KOH(pepeHI .

B ciry4ae HEBO3MOXHOCTM Y4YacTHA IIpefiCTaBUTeNed TOCyZapCTBa- 4WIEHA B
3acejannyu KomureTa YIIOJTHOMOYEHHBIH OpraH TIOCYJapCTBa-ueHa HAIpaBIieT B
Komuter mudpopmanuio (B IMCPMEHHOM BHE) O IO3UIIMU II0 BOIPOCAM ITOBECTKH IHS
3acemanusa Komwurera.

26. 3acemanua Komurera oTKpBIBAIOTCA U 3aKpHIBAIOTCA IpefcenaTeneM Komurera.

27. lloaroroBky paccMaTpuBaeMbIX Ha 3acefaHuu KoMuTera IIpOeKTOB
pexoMeHzauuit u npepnoxenuit Komurera obecrieunBaeT ceKpeTapuar.

28. B memax peanmmsanmuu GYHKIHH II0 IIOATOTOBKE PEKOMEHJAIUH COTJIACHO
nyHKTaM 5 u 6 Hacrosamero Ilomoxenus Kommurer MoxeT ¢GoOpMHUpPOBATH SKCIEPTHBIE



TPYIIIBI, @ IO BOIIPOCAM, YKa3aHHBIM B IIyHKTe 4 Hacrosamero Ilonoxenus, - pabouue
TPYIIIIBL.

29. Pemenve o popMHPOBAaHUY DKCIIEPTHOH MIn pabodeil IpyIIbl IPUHUMAETCS Ha
3acegannu KomuTeTa B paMKax pacCMOTPEHHUs COOTBETCTBYIOIIETO BOIIPOCA IIOBECTKU JHS
3acemanusa Komwurera.

B ciydae obpameHuii B COOTBeTCTBHMM C IIyHKTOM 5 Hacroamero Ilonoxenus
peunleHre O GOPMHPOBAaHMM OSKCIIEPTHOH TPYNIBI MOXET TaKKe IPHHUMAThCI
npegcesaTenem Komurera.

30. Cpok paboThHI 3KCIEPTHBIX M PabOYUX I'PYIII ONpefiedeTcs B PelleHuU 00 uX
dopmupoBanuu Komurerom miu mpezcenareneM KommTera c ydeToM ITOCTaBI€HHBIX
3a/]ad ¥ BpeMeHM, HeoOXOAMMOTIO AJiA BRIPAOOTKM peKOMeHJAIluU WIU IIpejIOKeHUd U
IOJITOTOBKY JOKJIa/za.

31. Ha ocHoBanuu o6paiieHuil (3asBieHMIl), IOCTYIMBIINX B COOTBETCTBUU C
nyHkTamMu 4, 5 u 6 Hacrosmero IlonoxkeHms, cekperapuaT B TedeHHe 5 KaJeHAAPHBIX
IHeN IIocje IOoNy4deHUs oOpaueHus (3asgBJIeHUsA) HAIPaBiIfeT B DJIEKTPOHHOM BHUJE
uneHam Komurera yBezmoMieHre o GOpMUPOBAaHUY DKCIIEPTHOH MIH pabodeil IPyIIIIb.

Yinenst Komurera He mosgHee yeM depe3 5 KajleHJApHBIX JHeH C JaThl IOTy4YeHUS
yBeJOMJIEHUA HAIpPaBIAIOT B 3JIEKTPOHHOM BHJEe B CEKpeTapuaT IpeJJIOKeHHSI IIO
KaHJUZATypaM IJIg BKIIOYEHH B COCTAaB OKCIIEPTHOM MWK pabodeil IPyIIImsL.

CexpeTapuart B TeueHHe 3 KaJeHJIApHBIX JHEH IOCIe MOTydeHUs BCeX Ipe/IoKeHUH
II0 KaHAMAATYpaM [ BKJIIOYEHHSA B COCTaB OKCIIEPTHOM WIM Pabodyeil TPYIIIBI
IIOATOTABINBAeT U HallpaBJIdeT npezcenarento Komurera nmpeanokeHue o popMUpOBaHUU
SKCIIEPTHOU MK paboyeil IPyIIIIbL.

32. B cocTaB sKcmepTHOH MM pabodeil TPyIIIBI MOTYT OBITH BKJIIOUEHBI UJIEHBI
KomuTeTra M He3aBHCHMBIE SKCIIEPTHI TOCYAApCTB-YIeHOB, oOJajaiomue oOpa3oBaHHEM,
ypOBHEM KBanu(UKALWUY, IIPAaKTUYECKHMM OIBITOM, HEOOXOAWMBIMU JJIf pelIeHHI
IIOCTaBJIEHHBIX BOIIPOCOB, M IIPEJOCTABUBINME 3agBIe€HHE 00 OTCYTCTBUM KOH(IMKTA
MHTEPECOB B PAMKaX ITIOCTaBJIE€HHbIX BOIIPOCOB.

33. B ciry4ae BIABIEHHSA KOH(IMKTa HMHTEPECOB UIeH SKCIEPTHONH MIK pabodeit
TPyHIBl IO pellleHUIO Ipeicenarens Komurera B TeueHue 2 KaJlleHJAPHBIX [AHeH
HCKJIIOYaeTca U3 OOCYXJeHHWS BOIIPOCOB, II0 KOTOPBIM OBLI BBIABIEH KOHQIHKT
MHTEPECOB, O YeM He3aMeJJIMTeNbHO M3BEIIAIOTCSA COOTBETCTBYIOIIMI yIIOJTHOMOYEHHBIN
opraH, wieHsl KoMmuTera 1 cOOTBeTCTBYIOIAA SKCIIEPTHAA MIIM pabodas IrpyIia.

34. Komuter mpu HeOGXOLUMOCTH OIIpeZesiseT 3aadn IJIs SKCIEPTHBIX U Pabodux
TPynnm B LeafX BBHIPA0OTKM pPEeKOMEHJAIUYA U IPeIJIOKEHUM I10 IOCTYIIHUBIINM
oOpaieHUIM (3asIBIEHUIM).

35. B 3acemaHmm SKCIepTHBIX M pabouux Ipymm, 3acemaHuax Kommrera MoOryT
IPUHHUMATh ydYacTHe IIpeACTaBUTeNH CyOBEKTOB OOpalleHHs JIeKAPCTBEHHBIX CPeZCTB,
Hay4YHbIe ¥ MeJULIMHCKUE PaOOTHUKHY, SKCIIEPTHI SKCIEPTHOW OpPraHU3alliy, B TOM JHCIIe
IPUHMUMABIINE y4YacTHe B IIPOBEINEHUU OKCIIEPTH3Bl JIEKAPCTBEHHOTO CpPEJCTBa,



HE3aBMCHMbIE€ SKCIIEPTHI II0 IIPEAJIOKEHNIO YIIOTHOMOYE€HHBIX OPTaHOB UJIN Komuccumn.

36. PYKOBO,I[I/ITEJII/I JKCIIEPTHBIX U pa60‘-II/IX TpynIl Ha3HAYAIOTCI M3 YHCJId 9JI€HOB
KOMI/ITETH, HHBIX Hpe,ZLCTaBI/ITeJIefl YIIOJIHOMOY€HHBIX OpraHOB n OKCIIEPTHBIX
OPI‘aHI/IBHHI/Iﬁ TOoCyAapCTB-1JIEHOB.

37. PykoBopguTenm SKCIEpTHBIX H pabo4YMx TPYNIN IUIAHUPYIOT UX paboTy u
PYKOBOZAT UX TeKyIIeH JesTeTbHOCTBIO.

38. Ilo mpexcraBieHUIO PYKOBOAMTENEH OSKCIHEPTHBIX U paboyux TPy
npencenarens KoMurera B 1essx IOJMyYeHUS CBeJEeHUI, HEOOXOAUMBIX IS IOATOTOBKHU
PEKOMEeHJAUNYN WU IPeAJIOKEeHUs, HalpaBideT (B TOM YUCIe B JJIEKTPOHHOM BUJE)
COOTBETCTBYIOIIME 3allpOCHl B YIIOJIHOMOYEHHBIe OpraHsl M opraHusanuu. OTBeTsl Ha
3aIIPOCHI JJOJDKHBI OBITH ITPEJICTaBIeHBI B 3JIEKTPOHHOM BHZe He mo3gHee 20 KaJeHZapHBIX
ITHeH CO AHA UX HAIIPaBJIeHUs B 3JIEKTPOHHOM BHUE.

CexperapuaT HampaBisgeT WiIeHaM COOTBETCTBYIOIIEH SKCIIepTHOM wiu paboueit
TPYIIIIBI MaTepHajsl, IOCTYNHBIINE BMeCTe C oOpalieHreM (3asgBIeHHeM) B COOTBETCTBUU C
myHKTaMu 5 u 6 Hacrosmero [Tonoxenus.

39. Ilo oxoHwaHmu pabOTBl WMJIM IIPU HAIUMYUU BHIPAOOTAHHON pPEKOMEHIAIUU
(mpemiokeHMA) OKCIlepTHas MIM pabodas TIpynma TOTOBUT JOKIAJZ, KOTOPBIH
yTBep:KJaeTcsa pyKOBOZHTeIeM TPYIIIIBL U IIPeICTaBAeTCa Ha paccmorperue Komurera.

Ilo pesynpTaTaM paccMOTpeHHA JOKJIaja SKCIepTHOH wiu pabodeil TPyIIIEI
KomuTer mpuHHUMaeT COOTBETCTBYIOIINE PeKOMEHAALNH HIH TIPeIOKeHNUA.

40. Bompocs! moBecTku AHA 3acefaHusa KoMmuTeTa JOKJIAaABIBAIOTCA IIpefcelaTeseM
Komurera, unenom Komurera munu npencraBuTesieM yIIOJHOMOYEHHOTO OpraHa.

ITpu popmMupoBaHUY IOBECTKH IHA IPUOPUTET OTAAETCA PACCMOTPEHUIO BOIIPOCOB
IO YPeryJIupOBaHHUIO BO3HHUKAIOMMUX IIPHM PETUCTPAlMM JIEKAPCTBEHHBIX CPEenCTB
pa3sHOIIaCui.

4]. Komurer mprHuUMaeT peKOMEeHAAIUHN U TIpe]I0KeHHUA:

a) KOHCEHCYCOM - II0 BOIIPOCaM, YKa3aHHBIM B IIOAIIYHKTaX «a», «O» U «I» IyHKTa 5 1
nyHKTe 6 Hactosamero Ilomoxxenus;

6) OTKPBITHIM T'OJIOCOBAaHHEM OOJBIIMHCTBOM TOJIOCOB (KaX[Oe TOCYyZAapCTBO-WIEH
o61ajaeT OJHUM TOJIOCOM) - IIO BOIIPOCAM, YKa3aHHBIM B ITOAITYHKTAX «B» U «T'» ITYHKTa 5.
Ynensr Komurera MoryT opopMuTs 0c0O0€ MHEHHE IO IPHHATOMY peIleHHIO, KOTOpoe
IIpUJIaraeTcs K MPOTOKOIY.

B T'OJIOCOBAaHUU IIPHUMAIOT y4dacTtue YJI€HBI KOMI/ITeTa, ABJIAIOUIMECA
IIpeaACTaBUTETIAMU I'OCYyAdpCTB-9JI€HOB.

42. Ilo oxonwanum 3acemaHus Komurera odopmisfercs IPOTOKOJI, KOTOPBIH
IOJNKCHIBaeTCsA IpejcenareneM Komurera, 1 B CpOK, He IIPeBhIIAIONUN 5 KaleHZapHbIX
IHEeW, HallpaBJIAeTCA B YIIOJTHOMOYEHHBIE OPTaHBbI.

Pexomenganmuu u mpemnoxkenus Komurera 1o pesyspraTaM  pacCMOTpeHUS



obpamieHus (3asABJ€HUs) HANPABIAIOTCA B azpec OOpaTUBLIETOCS JIHMIA OTBETCTBEHHBIM
cexperapem Komurera B CpOK, He IIpeBBINIAIOIUY 5 KaJeHJApHBIX AHeH CO AHA HX
IPUHATHA.

43. YnionrHOMOYeHHBIe OpPTaHbl MHPOPMUPYIOT NIpefcenaTesns KoMureTa 0 IpUHATHIX
Mepax B YaCTHU peaju3aluy peKOMeHJauuil u npeayioxenuii Komurera.

44. Ilo pemenmio Komurera pexkoMeHJaMM X IpeAJOXKEHHS pasMeNIAOTCA Ha
opunmanpHoM caifite Coro3a B HH(POPMAIMOHHO-TEIEKOMMYHUKAIIUOHHOM  CeTH
«IHTepHeT».



