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O mexBen0oMCTBEeHHOI kKoMHccHu npu PenepanbHoii cyx0e o Hag3opy B cdhepe
3APaBOOXPaHEHHA N0 BbiAavye cOIVIacOBaHM# HAa ofpalleHne JJeKapCTBEHHOIO
npenapara

B cootBeTcTBUM ¢ TyHKTOM 5 [TonoxeHws 06 0COGEHHOCTSX BBOJA B IPAXKIAHCKHUIMA
000pPOT JIEKapCTBEHHBIX NPENapaToB A MEIULMHCKOTrO IPUMEHEHHS, YTBEPKICHHOTO
nocraHoBlenueM IlpaBurensctBa Poccuiickoit ®enepannu ot 30 urors 2020 r. Ne 955
«00 0COGEHHOCTAX BBOJA B IPaXJAHCKUI 0OOPOT JIEKAPCTBEHHEIX IIPENApaToB OIS
MEIUIUHCKOro  mpuMeHeHus»  (OduuuanbHBIf  WHTEPHET-TIOPTAT  NPaBOBO
uHpopManuu http://www.pravo.gov.ru, 01.07.2020), npuka3ssisaro:

1. Co3nate MexBenoMCTBEHHYO KoMuccHIO pu PenepanbHo ity x0e 110 Han30py
B cdepe 31paBOOXpaHEHHUS 0 BBIIAYe COIIACcOBaHH Ha OOpallleHHe JIEKapCTBEHHOTO
Ipemnapara.

2. YrBepmuth npunaraeMoe ITonoxenne o MexBeJOMCTBEHHON KOMHUCCHH IIPH
DenepanbHoH ciTy>x6e Mo Hafzopy B chepe 3ApaBOOXpaHEHHS 10 BhIaYe COTNacOBaHUM
Ha oOpallleHHe JeKapCTBEHHOTO Ipernapara.

PykoBoguTtens A.B. Camoiinosa




ITpunoxenue
K npuka3y PenepanbHoit CIryKObI
IO HaJ30py B cdepe 3MpaBOOXpaHEeHUT

or YR, 0F 2020r.Ne K645

HOJOXEHHUE
O MEXBEJOMCTBEHHO KOMHCCHH ITPA ®EJEPAJIBHOM CJIYVKBE
I1IO HAA3O0PY B CO®EPE 3IPABOOXPAHEHUS 11O BBITAYE
COTJIACOBAHHUI HA OBPAIIIEHUE JEKAPCTBEHHOI'O IIPEIIAPATA

1.  MexBenomcTBeHHass komuccus pu DenepaibHOi CiIykOe 1Mo Han30py B
cepe 3mpaBOOXpaHEeHHS HO Bbigadye COTNACOBAHHN HA OOpalleHHe JIEKapCTBEHHOIO
npenapaTta (Janee — MeXBeIOMCTBEHHAs KOMMCCHS) CO3[aHa B IENAX MPUHSTHUS
pelIeH’ss O BO3MOXXHOCTH (HEBO3MOXHOCTH) Bbiiaun DenepanbHON CiIyk00iH MO
HaZ30py B cepe 3ApaBOOXpaHEHHUS COTIIACOBaHHMS B IIENISX BBO/IA B IPAXIAHCKHIA 000pOT
0e3 HaHECEHHs CpeICTB HACHTUOUKAUM JIEKAPCTBEHHBIX IIPENaparoB Ui
MEIUIMHCKOIO IIPUMEHEHHS, NpOU3BeNeHHbIX B nepuod ¢ 1 mrons 2020 roma go 1
okT6ps 2020 roaa, a Taike BBo3a B Poccuiickyto ®enepanuio 6€3 HAaHECEHHUA CPEACTB
HJEHTU(DUKALHY B IIeNISX BBOZA B IPaXXJaHCKHUi 060pOT JEKAPCTBEHHBIX PEIapaToB A
MEIUIUHCKOIO IPUMEHEHHUs, 3a HCKIIOYEHHEM JIeKaQpCTBEHHBIX MIPENaparoB s
MEIMIMHCKOIO HPUMEHEHUs, IPEAHA3HAYECHHbIX IS oOecreyeHus JHI, OOJIBHBIX
remModuinel, MyKOBHCHMAO30M, THUMOMU3APHEIM HAHW3MOM, Ooje3Hpi0 [ ome,
3JI0KQY€CTBEHHBIMH HOBOOOPa30BaHUAMHU TUM(OUIHON, KPOBETBOPHOM U POACTBEHHBIX
UM TKaHEH, pacCesHHBIM CKIEPO30M, JIHI] IOC/Ie TPAaHCIUIAHTAIMH OPraHoB U (MJIH)
TKaHeH, IIPOU3BEIEHHBIX 3a npeaenamu Poccuiickoit @eneparyu 10 1 okta6ps 2020 roga
(manee COOTBETCTBEHHO — JIEKapCTBEHHbIE MPENapaThl, pEIIEHHE, COTIACOBAHME ).

2. MexBenOMCTBEHHas KOMMCCHS B CBOeH [eSTeNbHOCTH PYKOBOACTBYETCH
nonoxeHusMu OenepanbHoro 3akoHa ot 12 anpens 2010 r. Ne 61-D3 «O6 obpameHun
niekapCTBEHHEBIX cpeicTB» (CobpaHue 3akoHoaTenbcTBa Poccuiickoii Depeparum, 2010,
Ne 16, cr. 1815; 2020, Ne 14, ct. 2035), nocranosienuem IIpaBurensctsa Poccuniickoit
Denepanyu ot 14 gexabps 2018 r. Ne 1556 «O6 yreepxkaenun ITonoxeHus o cucreMe
MOHHMTOPHUHTa ABMXXEHHUS JIEKAPCTBEHHBIX NIPENApaTOB I MEAULUHCKOTO MPUMEHEHUS»
(Cobpanue 3axoHomarenbcTBa Poccuiickoit Memepanum, 2018, Ne 53, ct. 8641; 2020,
Ne 13, et. 1925), mocranosnenueMm [IpasutensctBa Poccuiickoit ®enepanyu ot 30 uroHs
2020 r. Ne 955 «O06 ocoGeHHOCTAX BBOJAa B IPaXKAAHCKUM 0GOPOT JIEKAPCTBEHHBIX
NpernapaToB A METUIUHCKOro mnpuMeHeHus» (O¢QHUUMANbHBIA HWHTEpHET-IIOpTAl
npaBoBoi uadopmanun http://www.pravo.gov.ru, 01.07.2020), UHEIMM HOPMATHBHBIMH
IIPaBOBEIMH aKTaMH, a TakxKe HacTosumuM ITomoxeHueMm.

3. CocraB MexXBENOMCTBEHHOH KOMMCCHHM YTBEPKIAETCS PyKOBOIHUTEIEM
DenepanbHOH City OBl 10 HaA30py B cdepe 3IpaBOOXPAHEHHUS B KOIMUECTBE HE MEHEE
10 yenosexk.

4. B cocraB MexBeIOMCTBEHHOH KOMHCCHM  BXOJAT IpelcedaTellb
MeXBeIOMCTBEHHOM KOMHCCHUH, OTBETCTBEHHBIH CeKpeTaph MexXBeHOMCTBEHHOM



KoMHccuy, wiensl KoMuccun.

5. Ipencematens MexXBeIOMCTBEHHOH KOMMCCHHM OCYIIECTBISACT CIEAYIOMUE
ITOJITHOMOYHS:

PYKOBOIUT paboToit MeKBeIOMCTBEHHOM KOMHCCHH,

BEJIET 3acegaHusd MeXBeTOMCTBEHHOI KOMHCCHH;

omnpenenser Nopsaaok paboTel MexBeJOMCTBEHHON KOMUCCHH;

B ClIyyae PaBHOTO paclpe/ie]IeHUs rojocoB 00IaJaeT IpaBoOM PELlaloIIero rojioca
TIPY IPUHATHY PELICHUS;

Ha MEpHOJ] CBOEro OTCYTCTBHS OIpeleNisieT U3 4ICHOB MEXBEIOMCTBEHHOM
KOMHCCHH  JIMIIO, Ha KOTOpPOE€  BO3NAraloTcs  IIOJHOMOYMS  Ipeacearens
MexBe1OMCTBEHHON KOMHCCHH;

MOANKCHIBAET pelicHUsI MexXBeJOMCTBEHHON KOMHUCCHH.

6. OTBeTCTBEHHBIN cekpeTapb MeXBeJOMCTBEHHOM KOMHUCCHH:

OCYIIECTBJISAET MOJTOTOBKY 3acelaHuid MeXBeZOMCTBEHHOW KOMMCCHH, BKIHOYas
odopmIleHHE U PaCCBUIKY HEOOXOANMBIX JOKYMEHTOB;

CBOEBPEMEHHO YBEAOMIIET WIEHOB MeXBEeJOMCTBEHHOM KOMUCCUY O MECTE, Iate,
BpEMEHU IIPOBEICHUS 3aceqaHusa MexXBeJOMCTBEHHOM KOMUCCHY;

BeJIeT M O(POpMIISET POTOKOJ 3aceiaHrsl MeXBEeJOMCTBEHHON KOMUCCHH;

oopmiseT pelieHHe MeXBeJOMCTBEHHOI KOMUCCHUY;

OCYLIECTBISIET WHBbIE JEHUCTBUS OPraHU3alMIOHHO-TEXHUYECKOIO Xapakrepa IIo
00eCIIEUeHHIO JeITeNbHOCTH MeXBETOMCTBEHHON KOMHCCHH B COOTBETCTBUU C
HactosammM [lonoxeHneM W TMOpydYeHHSAMH TpeacedaTtens MexXBeIOMCTBEHHOM
KOMMCCHH.

7. UnneHsl MeXBeIOMCTBEHHOH KOMHUCCHH:

JUYHO MPUHUMAIOT ydacTue B paboTe MexBeIOMCTBEHHOM KOMMCCHH, Iepenaya
CBOMX MOJIHOMOYHUN APYTHUM JIULaM 3alpelaercs;

YyYaCTBYIOT B MNPHHATHU PEIIEHHUH O BO3MOXHOCTH (HEBO3MOXXHOCTH) BbIIauM
COTJIaCOBaHMUS,

BHOCST MPEIJIOKEHHUS 110 BoIpocaM paboTsl MexXBeJOMCTBEHHOW KOMHCCHHU.

8. H3meHenue cocTtaBa MeEXBEOJOMCTBEHHOM KOMHUCCHM  YTBEpPXKIAeTCsA
pyxoBonureneM Poc3npaBHanazopa.

9. 3acemanus MexXBEIOMCTBEHHOII KOMHUCCHMM [POBOIATCS IO  Mepe
HEOOXOIUMOCTH.

10. OcHoBHO#I (hopMO# JesATeIbHOCTH MeXBeJOMCTBEHHON KOMMCCHHU SIBJISIOTCS
3aceJaHus.

11. 3acemanus Komuccun mnpoBoaiTcs npencenarenemM MexBenoOMCTBEHHON
KOMMCCHH.

12. IlpuHsaTHe pemeHHUs O BO3MOXXHOCTU BBIJAYH COTJIACOBAHUS OCYLIECTBISIETCS
MexBeITOMCTBEHHON KOMHCCHEM B CiIydyae COOTBETCTBUS AEprKaTels WIM BIIAaJeibla
PETUCTPALMOHHOTO YAOCTOBEPEHUS CIEAYIOIINM KPUTEPUSIM:

1) mepxaTenem WM BIAJENbIEM PETHCTPALMOHHOTO YAOCTOBEPEHUS NPHHSATHI
CIenylolde Mephl 10 OOeCleueHHI0 HAHEeCEHUS CpPeACTB WACHTH(QUKALKMA Ha
JIEKapCTBEHHBIE MIPENapaTHhI:

Jlep>KaTesib UM Biajieliel] perucTpaliOHHOIO yJAOCTOBEPEHUS 3apETUCTPUPOBAH B
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denepanpHO roCynapCTBEHHOM CHCTeME MOHHTOPUHIA ABHKEHHS JIEKAPCTBEHHBIX
IpenapaToB I MEAULIMHCKOTO MPUMEHEHH (ajiee — CHCTEMa MOHUTOPHHTa),

3aKJIFOYEHB] JOrOBOPBI Ha MOCTaBKYy U YCTaHOBKY OOOpYNOBaHHUS AJisi HaHECEHUS
CPEACTB UICHTU(DUKALIUY;

3aKJIF0YCHBI IOTOBOPHI Ha pa3paboTKy Wi J0paboTKy MPOrpaMMHOT0 00eCIeYeHUS
B LleJsIX oOecreveHus: MHPOPMAILMOHHOTO B3aUMOJAEHCTBHSA C CHCTEMONH MOHHUTOPHHIA
(pu HEOOXOAMMOCTH);

2) mepxareneM WIH BlaebleM PErHCTPAllHOHHOTO YI0CTOBEPEHHS [IPEACTABIEHEI
000CHOBaHHs HEBO3MOXXHOCTH HaHECEHHS CPEACTB HICHTH(DUKAIIMK Ha JIeKapCTBEHHEIH
IpernapaT ¥ BBOJ B IPaXXAAHCKUHA 000pOT MapKMpPOBAHHOTO JIEKAPCTBEHHOT'O Mpernapara
¢ 1 wmrona 2020 r. BcieAcTBUe BBEAEHHS MEP MO OIPAaHUYEHHIO B YCIOBHAX YIPO3EI
BO3HMKHOBEHUS, BOSHUKHOBEHHSI YU JIMKBUAAIMY 4Ype3BbIYAHHON CHTyal[id, BKJIIOYas
JOKYyMEHTANbHbIE MOATBEPXKIEHUS (TMHChMa OT IOCTABIIMKOB OOOPYAOBaHHMS W (M)
IPOrpaMMHOTI0 06ecredeHus: 0 HEBO3MOXKHOCTH 3aBEPUIMTE PaObOThI B CPOK C OITUCAHUEM
IPUYKH [IEPEHOCA CPOKOB 3aBEPIIEHNs paboT 0 BHEJPEHUIO CHCTEMbl MOHUTOPHHTA);

3) BBINOJHEHHE IUIaHA MEPONPHUATHI MO BHEAPEHWIO CHCTEMBI MOHUTOPHMHIA C
yKa3aHHEM HTOrOBOM JaThbl TOTOBHOCTH IIPOM3BOAMTENS K HAHECEHHIO CpPEICTBa
HICHTUOHKAMK Ha YIIAaKOBKY JIEKQpCTBEHHOTO TperiapaTa M Iepejade JaHHBIX O
HAHECEHUH B CUCTEMY MOHUTOPHHTA (B Clly4yae MOBTOPHOM MOJAYH 3asBICHHS).

13. MexBeoMCTBEHHAsi KOMUCCHS UMEET IIPaBo:

IpUBIEKAaTh K paboTe MexBeIOMCTBEHHOM KOMHCCHH HE3aBHCHMBIX 3KCIIEPTOB B
00J1aCTH IPOM3BOJACTBA M KOHTPOJIS KauecTBa JIEKapCTBEHHBIX IIpenaparoB Oe3 IpaBa
COBEILIATENILHOTO roJI0Cca;

3acaylIuBaTh MpPEICTaBUTENIEH OpraHU3aldd, OCYLISCTBIAIOIICH NPOU3BOACTBO
JeKapCcTBeHHOro nmpenapata B Poccuiickoit @enepauny, WIM OpraHU3alldy,
OCYIIECTBIIAIONIEH BBO3 JIEKAPCTBEHHOTO npenapara B Poccuiickyro ®Penepanuio;

3alpallliBaTh M TONy4aThb HHGMOpPMAIlMio, HEOOXOAUMYI0 IS  paboThl
MeXBeIOMCTBEHHOM KOMHCCHH, OT (eliepalibHbIX OPraHOB HCIIOJHHUTEILHOM BIIACTH,
Jepxarelied WM BJafelbleB PEruCTPallUOHHOTO YAOCTOBEPEHHS, OpraHHM3allHii,
OCYIIECTBIAIONIMX TPOH3BOACTBO JICKapCTBEHHBIX IIpemapaToB B Poccuiickoii
Denepaiyy, OpraHM3alui, OCYILECTBISIOIIMX BBO3 JIEKAPCTBEHHBIX IIPENApaTOB B
Poccuiickyro ®enepanuio, Apyrux cyObeKTOB 00paIieHus JeKapCTBEHHBIX CPEICTB;

HU3MEHATh KOJHYECTBO €AMHHUIl JIEKapCTBEHHOTO Tmperapara, 3asBICHHOE s
MOJTy4YE€HMS COIIACOBAHM NPH NIPUHATHHN PELIEHUS O BBIIaYH TAKOT'O COTJIaCOBaHH.

14. MexBeIOMCTBEHHAss KOMUCCHS B TeUCHHE 5 pabovunX AHEH CO THSA NOCTYILICHHUS
AOKyMEHTOB W CBeleHMH OT Poc3apaBHan3opa IpUHUMAaeT pelleHHS OTKPHITHIM
r0JI0COBaHHEM ITPOCTHIM OOJIBITUHCTBOM I'OJIOCOB.

15. Pemennss MexxBeJOMCTBEHHONH KOMHUCCHH NPABOMOYHEI, €CJIM Ha 3acelaHUH
IIPHCYTCTBYET HE MEHEE MOJIOBUHBI COCTaBa MeXBeOMCTBEHHOI KOMHUCCHH.

16. Kaxxnpiii uneH MexxBeJOMCTBEHHOH KOMUCCHH UMEET OOUH ToJIOC.

17. Ilpy npuHATUM pemieHHs O BO3MOXHOCTH (HEBO3MOXHOCTH) BBIIAYH
COrlacoBaHUsl MeXBEJOMCTBEHHAass KOMHUCCHs YYMTBIBAET IPEJIOKEHHS DKCIEPTOB,
9KCIIEPTHBIX OpraHu3aluil (B cilydae UX MIPUBJICYECHHS).

18. Pemenuss MeXBeJOMCTBEHHOH KOMHCCHH O BO3MOXXHOCTH (HEBO3MOXKHOCTH)
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BBIJJa4YH COINIacOBaHHA OQOPMISIIOTCS B OHHOM 3K3eMILIAPE, MMOAMKUCHIBAIOTCS BCEMH
yneHamu Komuccun, npucyTCTBYIONIMMH Ha 3aCEIaHHH.

B peiennn yka3piBaeTcs KOJIMYECTBO €AMHHMII JIEKAPCTBEHHOTO IIpenapara ¢ y4eToM
KOJIMYECTBA, YKa3aHHOTO B 3asBICHUM AeprKaTessd WU BiaJeblia perucTpalioOHHOTO
YAOCTOBEPEHUS O BEIAa4e COTJIaCOBAHMS.

19. Pemiennss MexBe1OMCTBEHHOM KOMHUCCHU O BO3MOXHOCTH (HEBO3MOXKHOCTH)
BBIIAYM COIVIACOBAaHMs Hampapisitorca B Poc3apaBHam3op B ¢opMe 3JEKTPOHHOTO
OOKyMeHTa B TeueHHe 1 pabodero aHs co AHA opopMIIeHHUS.

20. Oprasu3aioHHO-TEXHUYECKOE oOecnieuenue eI TEIbHOCTH
MexBe1OMCTBEHHOW KOMUCCUU OCyIllecTBIsAeTCS Poc3apaBHaa30poM.




