MUWHUCTEPCTBO 3/IPABOOXPAHEHN S
JIYTAHCKOU HAPOJHOU PECIIYBJIMKU

(MHUH3/IPAB JIHP)
ITPUKA3
«13» 10 2023 . Ne 187-O/1
r. JIyranck

3apeructTpupoBaHo B MUHUCTEPCTBE IOCTUIIAN
Jlyranckoi Haponnoit Pecriy6inku
«18» 102023 Ne 118/118

06 yrBep:xxnenuu [osioxkenus
0 KOMHCCHH 110 PACCMOTPCHHIO 3asiBOK HA JICKAPCTBCHHBIC NPeNnaparsl,
CICHUAJM3MPOBAHHBIC POAYKTHI JICYCOHOI0 MUTAHUS U MECAUIUHCKHE
U3/1CIUA PU aMOYJIATOPHOM JICHCHUM T'PAKIAH, MPOKUBAIOLIMX
Ha teppuropuu Jlyranckou Hapoanoit PeciyOsinku o penenram Bpayei
deciuIaTHO

B nensix obecneuenus: rpaxaan Poccuiickoit denepatini, NpoKUBAOIINX Ha
tepputopun Jlyranckoit Haponnoit PecryOnuku, nekapCTBEHHBIMU Npernaparamw,
CHIENUAIU3UPOBAHHBIMU NPOAYKTAMU JIEUEOHOTO TMHUTAHUS W MEIUIIMHCKUMH
WU3ICTUSIMA TpH  aMOyJnaTOpPHOM JIGYEHWM 1O pelenTaM Bpadeld OecriaTHO
B COOTBETCTBUM ¢ TmocTaHoBiieHHeM [IpaBurenbctBa Poccuiickont Denepanyu
o1 30.07.1994 Ne 890 «O rocynapCTBEHHOW MOJAECPKKE Pa3BUTHS MEIULIMHCKOM
MPOMBIIIUIEHHOCTH ¥ yIy4lIeHUW OOeCTieUeHUs HACeNeHUs W YUPSKICHUU



3IPABOOXPAHEHUS] JICKAPCTBEHHBIMUA CPEJICTBAMU W M3JCIMSMU  MEIMIIMHCKOTO
Ha3HAuUCHUA», ¢ MyHKTOM 4.5. u moamyHkrtoM 4.7.2. nmyHkra 4.7. pazgena IV
[Tonoxkenuss o MunucTEpcTBEe 3ApaBooxpaHeHus Jlyranckorn Hapoanon
PecnyGnuku, yrBepskieHHoro Ykasom I'nmaswl Jlyranckoit HapoaHoit Pecniyonuku
oT 09.06.2023 Ne YI'-54/23 (¢ U3MEHECHHEM), I p K K @ 3 bI B & 10:

1. Coznate Komuccuio MunHuctepcrBa 3apaBooxpaHeHus JlyraHckon
Haponnoit PecniyOnviku 1o pacCMOTpPEHHIO 3asBOK HA JICKAPCTBEHHBIC TPETApaThI,
CHeuaIu3upOBaHHbIC MPOAYKTHI JI€YEOHOTO MUTAHHMS W MEAULMHCKUE H3JEIHS
npyu aMOYJIaTOPHOM JIYEHHH TPaXIaH, MPOXKHUBAIOIMX HA Tepputopun JlyraHckoit
Hapoanoit Pecniybsmuku 1o perientam Bpade OecIiaTHO.

2. YTBEepIUTD [Tonoxenue 0 Komuccun MunucrepcTBa
3apaBooxpaHeHus Jlyranckoi HapomaHoit PecryGiyku o paccMOTPEHHIO 3asBOK Ha
JICKapCTBCHHBIC MIPEMapaThl, CICIUAIN3UPOBAHHBIC MPOIYKTHI JICUCOHOTO MTUTAHUS
Y MCAMIIMHCKAC U3JICIHS TPU aMOyJIATOPHOM JICUCHHH TPAXKIaH, IPOXKUBAIOIINX HA
teppuropun Jlyranckoit Hapoanoit PecriyOnuku 1o penientaM Bpadeit 6ecIuiaTHo.

3. VYrBepaure cocraB Komuccun MuHucrepcrBa 31paBOOXpPaHECHUS
Jlyranckoit Haponnoii PecryOnuku mo paccMOTPEHHUIO 3asBOK HA JICKAPCTBCHHBIC
npenaparsl, CIeUATU3UPOBAHHBIEC TPOIYKTHI JIEHEOHOTO MUTAHUS M MEAULIMHCKUE
u3enuss npu amOyJaTOPHOM JIEYEHHWH TpaXKJaH, MPOXKHUBAIOIIMX HA TEPPUTOPHH
Jlyranckoii Hapomnoil PecnyOnmuku 1o penentaMm Bpaded OeCIUIaTHO COIJIACHO
npunoxeHuto Ne 1 kK HacTosIemMy MpuKasy.

4. PykoBogutensiM  (YIMOJHOMOYEHHBIM  PYKOBOAMTENIAIMH  JIULIAM)
MCIULIMHCKHUX OpraHM3aLuH, [IOIBEJOMCTBCHHBIX MunucrepcTBy
3apaBooxpaHeHus Jlyranckoit Hapomnoit PecnyOmuku, BO B3aMMOJICHCTBUU
C TJIABHBIMH BHCIITATHBIMU PECITYOJIMKAHCKUMH CIICIHAIUCTAaMU MUHHCTEPCTBA
3npaBooxpancHus Jlyranckoit Hapognoit Pecriybmmku o npodrino, odecrieunThb
KauyeCTBCHHOEC M CBOEBPEMCHHOE (OPMHUPOBAHHE 3asBOK Ha JIEKAPCTBCHHBIC
nperapaTsl, ClICHUAIM3UPOBAHHBIC [IPOIYKTHI JICUCOHOTO MTUTAHUS U MEIUIIUHCKUE
u3jenus Juist odecricucHus rpaxaan Poccuiickoit deneparuu, npoXUBaOMIUX HA
tepputopun Jlyranckoit Haponnoit PecriyOivku U MMEIOIIKMX MPaBO HA JILIOTY, IO
dbopme, ykazaHHOU B npuiioskeHUH Ne 2 K HaCTOSIIIEeMY TPUKa3y.

5. KOpuanueckomy OTACIY MuHuctepcTBa 3APAaBOOXPAHEHHUS
Jlyranckoii Hapognoit PecnyOnuku  HanmpaBUTh  HACTOSIIMA — TpHUKa3 B
MunucrepctBo toctunimu Jlyranckoit Hapoanoii PecnyOnumku niisi mpoBeneHHs
rOCyJapCTBEHHOU PpEruCTpaldd B IMOPSAKE, YCTAHOBICHHOM JEHCTBYIOLIUM
3akoHoxaarenbcTBOM Jlyranckout Haponnoii Pecriybnuku.

6. KOHTpOJTb 32 BHIMOTHEHUEM HACTOSINETO MPUKa3a OCTABIISIIO 32 COOOM.



7. Hacrosammii npuka3 BeTynmaer B CWIy €  MOMEHTa  €ro
rOCyJapCTBEHHOU peructpauuu B Munucrepcrse roctuuu Jlyranckon Hapomgnon
Pecnybmuku.

Bpro MuHuKcTpa 3/[paBoOXpaHCHUS
Jlyranckoit Hapoanoit Pecrry6muku O. A. Banuesn



IIpunoxenue Ne 1

K IpUKa3zy MUHUCTEPCTBA 31PaBOOXPAHEHUS
Jlyranckoit Hapoanoit PecniyOnuku

ot 13.10.2023 Ne 187-O1

CocraB Komuccuu MuHucTEpCTBA 3ApaBooXpaHeHuss JIyranckou
Hapoanoit Pecny0/1MKHU 10 pACCMOTPEHHIO 3a81BOK HA JIeKAPCTBEHHbIE
Npenaparsl, CeNUAIN3MPOBAHHBIC IPOAYKTHI J1€4e0OHOI0 MUTAHUS U

MEJIMUIMHCKUE U31e/THs IPU aMOYJIATOPHOM JICYEHHH I'PAKAAH, IPOKUBAIOLINX HA
TeppuTopuu Jlyranckoit Hapoauoi Pecniy0inku no peuenram Bpavei 0ecniiaTHo

ITepBeiii 3amMectuTens MuHuncTpa 3apaBooxpaneHus Jlyranckor Haponnon
Peciyoiiuku — mpencengarens  Kommecnn  MwuHuCTEpCTBA  37paBOOXPAHCHUS
Jlyranckoit HapomHoit PecrniyOiimky mo paccMOTPEHHIO 3asiBOK Ha JICKAPCTBCHHBIC
npenaparsl, CICHHAIM3NPOBAHHBIC TIPOYKTHI JICYCOHOTO MUTAHUS U MCIUITUHCKHAC
u3enuss nOpd  amOynaTopHOM JiedeHMM rpaxaaH  Poccuiickoit  ®epnepanum,
NPOXKUBAIOIIMX Ha Tepputopun Jlyranckoit Hapomnoil PecnyOnuku mo peuentam
Bpaueli OecruiatHo (nanee — Komuccus);

3amectuTesb  Munucrpa  3apaBooxpaHeHus  Jlyranckon — HaponHon
PecriyOinky, KypUpYyIOIIUKA JICKApCTBEHHOE OOCCIICYCHUE TpakaaH Poccuiickoi
denepanyn, MPOKUBAOINX Ha TeppuTopun Jlyranckoit Haponnoit PecryOnuku (asiee
— IpaKJaHe) — 3aMeCTHTENb IIpeacenarens Komuceuu;

IJIaBHBIA KOHCYJIBTAHT OTZieNa OOECIEYeHHs JIEKAPCTBEHHBIMU CPEIICTBAMM U
TOBAPAMHM  MEAMUMHCKOTO  HA3HAYEHUS  JEMapTaMEeHTa  TOCYyAapCTBEHHOIO
pEryaupoBaHHus oOOpalieHuss W 00ecleueHUs JEKApCTBEHHBIMH CpEACTBAMU H
MEIULUMHCKUMHU H3IEIUSIMHU, KOHTPOJS 3a (papMalEBTUUYECKOH MAESITEeIbHOCTBIO U
auueH3upoBanus  MuHucTepcTBa  3apaBooxpaHenus  Jlyranckoi  Hapopanou
Pecry6immku — cekperaps Komuccunn.

Ystenst Komuccuu:

L. HavanbHuUK OTHEIa TOCYAAPCTBEHHOIO pPETryJIUPOBaHUS OOpalllCHUS
JIEKAPCTBEHHBIX CPEJICTB U TOBAPOB MEIUIIMHCKOTO HA3HAYEHUS JECMapTaMEHTa
rOCYJIapCTBEHHOTO PETyJIMpOBaHUsl oOpalleHus W OOeCTeUeHUs JIEKAPCTBEHHBIMU
CpPEeICTBAMH W MEIUIMHCKUMH M3ACIUAMH, KOHTPONS 3a (hapMaleBTHYECKOM
JEATEIbHOCTBIO M JIMLIEH3UpOBaHKWs MuHHCTEpPCTBA 3ApaBooXpaHeHus Jlyranckou
Haponnoti.
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2. HavyanbHuK oTj€na opraHd3aldd MEIULMHCKON MOMOIUM U MEAMULIMHBI
Karactpo JemapraMeHTa OpraHu3alud MEIUIMHCKOW TOMOIIM, MEIUIUHBI
Karactpod, oOpa3oBaHUs U HAYKH;

3. HavanpHuK oTzaena OpraHu3allid MEIUIMHCKON IIOMOIIM JIETCKOMY
HACEJIICHUIO U CIyKOBl  POJOBCIIOMOKEHHUSI  JCMapTaMeHTa  OpraHHU3allH
MEIUIMHCKON TOMOIIY, MEJUITMHBI KaTacTpod, 0Opa3oBaHMs U HAYKU;

4. ['aBHBIE KOHCYJBTAHTBI OTAENA TOCYAAPCTBEHHOIO PEryJIHUpPOBAHUA
oOpallieHus JIEKapCTBEHHBIX CPECTB ¥ TOBAPOB MEIUIIMHCKOTO Ha3HAYEHUS;

5. ['aBHBIE BHEWITATHBIE PECIyOJMKAHCKUE CHELUaNUCcTbl MHUHHCTEPCTRA
3npaBooxpanenust Jlyranckoit Hapomnoi PecrmyOmauku, KOTOpbIe BXOIAT B COCTaB
KoMmuccun B 3aBUCHMOCTH OT TpPYNIBl HAaceleHHs M KaTErOpUU 3a00JICBaHH
(oT 3a0071€BaHM, a TAKKE OT BO3PACTHOM KaTeTOpUN).



ITpunoxenue Ne 2
K IIpHKa3y MUHHCTEPCTBA 31paBOOXPAHEHUS

Jlyranckoit Hapoanoit PecniyOnuku
ot 13.10.2023 Ne 187-O0

3asBKa Ha JIEKapCTBEHHBIE MPENaparhl, CIEHUATA3UPOBAHHBIE IPOAYKTHI JIEYEOHOTO
MATAHWSA U MEJULIMHCKUE U3CTUA
u1s obecnieuenus rpaxaad Poccuiickoit denepanumy,
MIPOKUBAIOIINX Ha Tepputopuu Jlyranckoit HapoaHoit PecriyOinku n uMmeroime

IIpaBoO HA JILIOTY HA  TOJ
No | Kon ATX Mexnaynapoanoe | ToproBoe HammeHoBanue | Llena | [lotped- | Cymma
mwmn | ATX | mepeuns | HenmaTeHTOBAHHOC JICKapCTBCHHOTO (py6.) | HOCTB (py6.)
WITH XUMHAYECKOE npenapata/@yHKIIHOHA- JATY
WITH JBHBIC XapaKTCPUCTUKHU (xou-BO
IPYIIIHPOBOYHOE (moTpebuTeNnbpCcKue yI1.)
WJIM TOProBoe CBOICTBA), KAYCCTBCHHBIC
HAaUMEHOBaHUE XapaKTepUCTUKHU TOBapa




YTBEPXIEHO
IpuKa3oM MUHHUCTEPCTBA 31paBOOXPAHCHUS

Jlyranckoit Hapoanoit PecniyOnuku
oT «13» 10 2023 Ne 187-O/1

3apeructpupoBaHo B MUHHCTEPCTBE IOCTULIUU
Jlyranckoit Hapoanoii Pecriybnukn
«18» 102023 Ne 118/118

IHoJi0:keHuE
0 Komucenu Munucrepersa 3apasooxpanenus Jlyranckoit Hapoanou
Pecny0JMKkH o paccMOTPEHHIO 3asiBOK HA JIEKAPCTBEHHbIE MPeNapaThl,
CNenuaATU3NPOBAHHDBIE MPOAYKTHI JIeYeOHOT0 MUTAHUA U MeTUIIHHCKUE U3/IeTUs
npu aMOyJIATOPHOM JIEYeHUH TPAKIaH, POKUBAINNX HA TEPPUTOPUH
Jlyranckoii Hapoanoii Pecniy0imku mo peunentaM Bpaveil 0eciiiaTHo

1. O0mue mooKeHUSA

I.1. Komwuccuss MunucrepctBa 3apaBooxpaHeHus Jlyranckoir Hapoanoi
PecniyOiiukn 110 pacCMOTPCHMIO  3asiBOK  HAa  JICKAPCTBCHHBIC — IPCIIApaTHhl,
CIIEHUAIU3UPOBAHHBIE TIPOAYKTHI JICUEOHOTO MUTAHUS U MEAUIMHCKUE U3JIENIUs TIpU
amMOyJIaTOpDHOM JieucHHUM TpaxnaH Poccmiickoit dDepepanuy, NPOXKUBAIOIIAX —HA
teppuropun Jlyranckoir Hapoao#t Pecriybmmku 1o perieriram Bpadeit 6ecruiatHo (jianee
— Komucens), co3nana B LENAX YIy4YlIEHHS KadyecTBa OKAa3aHMs JIEKAPCTBEHHOTO
oOccricucHust rpaxaaHaMm Poccuiickoit denepanyu, NPOKUBAIONIMX HA TEPPUTOPHH
Jlyranckoit Haponnoiil Pecniybnmku (nanee — rpaxiaHe).

1.2. B cBoeli gaedrenpHOCTH KomuccHusi pyKOBOACTBYETCS CIIEIYIOIIMMH
HOPMAaTUBHBIMH ITPaBOBbIMHU akTamu Poccuiickon Penepanuu:

®enepanbHbiM 3ak0HOM OT 17.07.1999 Ne 178-®3 «O rocynapcTBeHHOMN
COLIMAJIbHOM IMOMOILIN;

®enepanbabiM 3akoHOM OT 21.11.2011 Ne 323-®3 «O06 ocHOBax OXpaHbI
370pOBbs Tpax/JiaH B Poccutickon denepanuny;



2

[ToctanoBnennem IlpaBurensctBa Poccuiickoit ®enepamun ot 30.07.1994
Ne 890 «O rocynapCTBEHHOH  MOAACPKKE  pPa3BUTHUA  MEAMLIMHCKON
OPOMBIIIJIEHHOCTH W YIy4YIIEHHH OOeCTedeHHs] HaceleHuss U YUPeKACHUN
3[IpPaBOOXPAHCHHS JICKAPCTBCHHBIMU CPCACTBAMH M M3JACIUAMU MCAUIUHCKOTO
Ha3HAUCHUY.

I1. 3apayn u npasa Komuccun

2.1. 3agayamu Komuccuu asngercs:

pPacCMOTpPEHHE NOCTYNMMBIINX B MUHHCTEPCTBO 3ApaBOOXpaHeHUs JIyranckou
Haponnoit Pecnybnuku (mamee — Munznpa JIHP) 3asBoxk Ha JieKapCTBCHHBIC
nperaparsl, ClIEHUAIU3UPOBAHHBIC POAYKTHI JICUCOHOTO IUTAHUS U MEIULIMHCKUE
u3zenusi juia obecrieucHus rpaxnaaH Poccmiickoit dexpepaiivy, NpoXKUBAIOIMIAX HA
tepputopun Jlyranckoil Hapoanoii PecnyOivku ¥ HMEHONIMX MPaBO Ha JIbFOTY
(nanee — 3asBKa).

ompeaciIcHUEe  CPOKOB  (OPMUpOBaHWSI M NPCIOCTABICHUS  3asBOK
MEIUIIMHCKUMU OPTaHU3alHSIMU;

OpUeM M aHaJlu3 3asBOK, B TOM YHCIJIC JONOJHUTCIBHBIX 3asBOK (I1OCIIC
YTBEPXKJEHUSI OCHOBHOM 3asBKHM) OT IVIABHBIX BHEIITATHBIX PECHYOJUKAHCKHX
cienuaMctoB  Munsapasa JIHP  1no  cornacoBaHuioo ¢ pYKOBOAMTEIIEM
(YMOJTHOMOYEHHBIM PYKOBOAUTEIEM JIATIO) MEJIMIIUHCKOM OpraHu3alyn
noaBeAOMCTBEHHOW  MunszapaBy JIHP Bo  B3aumoaelcTBUM € TJIABHBIMU
BHCILITATHBIMM  PECITyOJIMKAaHCKUMH  cricnpainuctamu  Munsapasa JIHP, nHa
JIEKapCTBEHHBIE MpenapaThl, CIEIUATU3UPOBAHHBIE MPOAYKTHI JIeueOHOI0 MUTAHUS U
MCJIMIIMHCKUE M3JCius (Jajee — JICKAPCTBCHHBIC IIpCraparbl U MCAMIMHCKUC
U3/AeIus ),

OCYIIECTBJICHUE aHaM3a IIOTPEOHOCTH B JICKAPCTBEHHBIX IIpenaparax u
MEIULMHCKNX U3ACTUAX KaXIOW MEIMLMHCKONW OPraHU3alUH C YYETOM OCTATKOB B
MPUKPETUICHHBIX TYHKTaX OTIYCKa U Ha ONTOBOH (hapMalleBTUUECKON OpraHu3aluy;

MOJATOTOBKA CBOJHON 3asBKH, KOTOpas (GOpMHPYETCS IIOCIIC 3aBEPIICHMS
KOMHUCCHOHHOM TMpPOUEAYPhl 3allUThl 3aABOK M B JaJbHEUIIEM [MOJJICKHUT
yrBepxkaeHuto llpencenarenem Komuccun HW  pacCMOTPEHHI0O Ha O4YEPEIHOM
3acegannu Komuccuu.

2.2. Jlns peuienus nocTaBleHHbIX 3a1a4 KoMmuccus Brpase:

3anpamuBaTh M MOJy4aTh B YCTAHOBJIEHHOM TOpPAJIKE HEOOXOJMMBbIE
JOKYMEHTBHI U WHBIE CBEACHHS OT (pelepasibHbIX OPTaHOB HCIIONHUTEIBHON BIJIACTH,
WCIIOJIHUTENBHBIX opraHoB Jlyranckoi HaponHodt PecnyOmuku, CTPYKTYpHBIX



noapazaeiacHuii Munzapasa JIHP, a Takke MeIUIMHCKMX M (apMaleBTHUCCKUX
opranu3auui Jlyranckoit Haponnol PecnyOnuky, y4acTBYIOIIMX B JIEKAPCTBEHHOM
o0ecnedyennu Tpaxkian;

MPUBJIEKATh K YYACTHIO B CBOCH JEATEIHLHOCTH PAOOTHUKOB KaK CTPYKTYPHBIX
noapazaencHuit Munzapapa JIHP Tak u paGoTHUKOB MEIUIIMHCKUX OpraHU3aIlui,
T1OJIBEIOMCTBEHHBIX Mun3apasy JIHP.

II1. Opranusanus aesarejabHocTH Komuccuu

3.1. Komwmccus Qopmupyerca B COCTaBe IMpeacenarens, 3aMeCTHUTEI
npeaceaaTens, ceKpeTapss KOMUCCHH, WICHOB KOMHCCUU. COCTaB WICHOB KOMHUCCHUU
BApBbUPYETCS B 3aBUCUMOCTH OT TPYIIbl HACENEHUS U KaTeropuu 3a001€BaHusl, HO HE
Mmenee 10 yenoBek.

3.2. lTlpencenatenr Komuccuu, a BO BpeMsi €ro OTCYTCTBUA U (WJIN)
HCBO3MOKHOCTH  Y4acTHsl 10 YBOXHUTCJIBHOW mpuduHE (OOJC3HB, OTIYCK,
KOMaHAupoBKa) npenacenarens Komuccum Ha 3acenanuun  Komwuccuu, ero
IIOJIJHOMOYHMSI ~ OCYLUECTBIJISIET ~ 3aMECTUTENb  IIPEICElaTelss, pPYKOBOJIUT €€
JIEATEIIBHOCTBIO, IIPEJCEaTe/IbCTBYET Ha 3acegaHusx Komuccuu, onpenenser
COJlep)KaHUE M TOPANOK pPACCMOTPEHHUsT BONPOCOB Ha 3acedaHusx Komuccuu,
YTBEPKJIACT MTOBECTKY JHs 3acenanust Komuccuu, ocyniecTBisieT OOIHi KOHTPOIIb 32
peanu3anuen MPUHATBIX PELICHUH.

3.3. OTBeTCcTBEHHBIN cekpeTaps KoMuccuu:

dbopmupyer 1mwiaH-rpaduk 3acegaHuii KoMuccMuW W IPCACTaBIsSCT €ro Ha
YTBEpKJACHHUE mpecenareno Komucenu;

[oAroTaB/IMBACT IIOBCCTKY AHA 3aCCAaHMA KOMI/ICCI/H/I;

obOccricunBaeT TOATOTOBKY 3acemanwii  Komuccum B COOTBETCTBHH €
YTBEPKJECHHBIM IJIaHOM-TpadukoM 3aceaanuit Komuccuu, noBecTkoi AHS 3aceaaHus
Komuccnu n nmpurnamieHue Ha 3ac€JaHUe JUIl B COOTBETCTBUM C COTJIACOBAHHBIM
¢ mpeacenarenemM KOMHCCUM WIH OJTHUM U3 €T0 3aMECTUTENEH CITMCKOM JIHIL.

B orcyrcTtBHe OTBETCTBEHHOro cekperaps Komuccun €ro mnonHoOMOYus
BBIMOJIHSIET nApyron wieH Komuccum mno pemenuro npencemarens Komwuccnu
(3amecTuTens npeaceaarens Komuccun).

B uensx BbINOJHEHMS BO3JIOXKEHHBIX Ha Hee 3anady Komwuccus Bopase
MPUBJIEKATh K PACCMOTPEHUIO 3asBOK HA MOCTABKY JIEKAPCTBEHHBIX MpenapaTos 0e3
IpaBa  COBEHIATENILHOTO  ToOJIOCA  MPEACTaBUTENEM  (peepalibHBIX  OpraHOB
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rOCy1apCTBEHHOM BJACTH, OPraHOB T'OCYJApPCTBEHHOM BJACTH, OPraHOB MECTHOTO
CaMOYIPABJIEHHUS W OpraHu3aldi, Haxoasuxca B BeaeHun Munsgpasa JIHP,
SKCIEPTOB U KOHCYJBTAHTOB B COOTBETCTBHH C UX KOMIICTCHIUEH.

3.4. Ynenr Komuccuu:

IPUCYTCTBYOT Ha  3acepanusx Komwuccun. Ilpy  HEBO3MOYKHOCTH
IIPUCYTCTBOBATh Ha 3acegaHny Komuccuu uieH KOMUCCHH 00s13aH 3a0JIarOBPEMEHHO
U3BECTUTh 00 »TOM npeacenarens Komuccuu (3aMecTHTENs IpeacenaTesis
KomMuccnn) u oTBeTCTBEHHOTO cekperapsi Komucenu;

BHOCAT mpeacenareno Komuccnm mnpemtoxkeHus 1o — I1UiaHy-rpaduky
3acenanuii Komuccum, mo nmoBecTke AHs 3aceganusa KoMuccuu, B TOM YHCJIE B YaCTU
NPEIJIOKEHUS 110 KaHIMJaTypaM SKCIIEPTOB IS yd4acTHs B 3acenanud Komuccuuy;

y4acTBYIOT B OOCYXJICHMM paccMmaTpuBacMbix Komuccuell BOIPOCOB U
BBIPAOOTKE 110 HUM PCUICHUN.

Uneunl Komuccuu ne BIIpaBC ACJCTUPOBATE CBOH MMOJIHOMOYHA APYTUM JIMLIAM.

3.5. 3acenanus KoMuccuu mpoBOJATCA MO MEPE HEOOXOAMMOCTH, HO HE PEXe
OJIHOTO pa3za B KBapTal. B HEOOXOMMMBIX Cily4asiX, MO PEHICHUIO TpEACceAaTelis
Komuccuu (iubo ero 3amectureis, o COMNIACOBaHUIO ¢ npejcenarenieM Komuccun),
TaK)K€ Ha OCHOBAHMHM CHYXEOHOM 3alMCKU OT PYKOBOJUTENS MEAMLIMHCKON
opraHu3anuu nojaseaoMcTBeHHOU Mun3apary JIHP Bo B3auMoaeHCTBHM € IJIaBHBIMU
BHEIUTATHBIMU  pECMyOJIMKAaHCKUMH  cnenuanuctamMu  Mwunzapasa JIHP  moryt
IIPOBOAMTLCS BHEOUCPEAHBIC 3acenanus Komuccun.

3.6. 3acenanne Komuccuu sBIISIETCSl IIPABOMOYHBIM IIPM HAJIMYUM HA HEM HE
MEHee 2/3 OT YCTaHOBJICHHOM dYMCIICHHOCTH wWicHOB Kommccun. Kaxnaplid dieH
Komuccenn, npuCyTCTBYIOIIMA Ha €€ 3aCelaHrnH, UMEET OJMH TroJioc. Pemenue
KoMuccnn cumrtaercs OpPHHATBIM, €CJIM 3a HEro IMporojocoBajio HE MeHee 2/3
OT NPUCYTCTBYIOIIMX Ha 3aceJaHuu (0T KOJIMYECTBA 4YENOBEK VYKa3aHHBIX B
npoTokoie 3acenanun Komuccun).

3.7. KoMmuccuss NOpUHHUMAET PEHICHUS MPOCTHIM OOJBIIMHCTBOM TOJOCOB
OT UMCla MNPUCYTCTBYIOIIMX Ha 3acegannu wieHoB Komuccuu. Ilpu paBeHCTBe
rOJOCOB PEIIAKOIIUM SBJISACTCS TOJIOC TMpEAcenaresss Ha 3acemaHun KoMHCCHH.
Pemiennss KomMuccuum noanuchIBalOTCS MOPEACEATENIEM U MPUCYTCTBYIONMIMMU Ha
3acelaHny wieHaMu KoMuccun.



3.8. Kpurepuem ansa npunsatus pewenus Komuccueit 00 OTKIOHEHUHU 3aBKU
ABJISETCS:

[IpcaoCTaBJICHUC HC B IIOJIHOM o0BeMe HOTp€6HOCTI/I JICKAPpCTBCHHBIX
ImpermaparToB MU MCAHNIHHCKHUX HS,HGJII/Iﬁ B COOTBCTCTBHH C KIMHHYCCKHMH
PCKOMCHAAIUAMHU U CTAHAAPTAMH OKa3aHHA Me,ZII/IHI/IHCKOﬁ ITOMOIIIH

HaJIM4AE B 3a4BKE JICKAPCTBEHHBIX IIPENApaToB M MENULIUHCKUX W3IENHH,
KOTOPBIE HE 3aPETrUCTPUPOBAHHBIX HA TeppuTopun Poccuiickon denepanuu;

3asjdBKad COIACPIKHUT HC TIOJIHBIM MAKET JOKYMCHTOB K HGI?I;

3adBKa HC IIPOoNLIa OYHYIO MK 3a04YHYIO 3allUTYy.

3.9. Pemenuss Komuccuu opopmiisitoTest mpoTokoaom 3acenanusi Komuccuu u
XPAHSTCS B TEUECHUE 3 JIET.

IV. IIpuem u paccMoTpeHNe 3a1BOK HA JIEKAPCTBEHHbIE NIPenaparbl U
MeAULIMHCKUE U3/1eTUs

4.1. Bnauane 3asBOYHOH KOMIIAHMM, B CPOK HE IMO3AHEE | HIOHSA TEKYLIETO
rojga, OJlaHK 3asiBKH, pacceutaercs Munzapasom JIHP B agpec memauumHCkux
OpraHu3aluMid  NOABEAOMCTBEHHBIX  Mmunu3gpaBy  JIHP,  ywactByrommx B
JIEKapCTBEHHOM 00€CTIeUEHNH OTAEIBbHBIX KaTErOpHil rpak1aH.

4.2. T'naBHBIC BHCHITATHBIC PECIYOJIMKAHCKUEC CIICHUATUCTHI MuH3IpaBa
JIHP nmo cornacoBanuro ¢ PYKOBOAUTEISIMM MEAUUMHCKUX  OPraHU3ALUN
(YTTOJTHOMOYCHHBIMH PYKOBOAMTEIISIME JIUIIA) TTOJBCIOMCTBCHHBIX Mun3apasy JIHP
GOpPMUPYIOT M NPEIOCTABISIOT 3asiBKU B Mun3apas JIHP B anekTpoHHOM BHIC M Ha
OyMa)XHOM HOCHUTEJIC 33 MOANKHCBHIO PYKOBOJUTCIS MEAUIMHCKON OpraHu3anun
(YTTOJTHOMOYCHHBIC PYKOBOIUTECIISIMHU JIMI[A) COTIIACHO MPIUIOKEHUIO0 No 2 K TIpHKasy.

43. C uenpto  (QopMUpPOBAHUS  3asBKH  NPUKA30M  PYKOBOJUTCIIS
(YIIOJTHOMOYCHHBIM PYKOBOJHUTEIIEM JIM1IA) MCJIMLIMHCKOM Opra"u3anuu
noaBeAOMCTBEHHOW Mun3znpaBy JIHP Ha3HawaeTcs 5nuLO, OTBETCTBEHHOE 3a
dbopMupoBaHUe 3asBKU. 3agBKH COCTaBJISIOTCS MCXOJS U3 TPYNIbl HACEICHUS U
KaTeropuu 3a00JIeBaHus TPaXK/IaH C YUETOM:

OCTATKOB JIEKQPCTBEHHBIX [PENAPATOB, CHECUAAIUZUPOBAHHBIX [POJIYKTOB
J1e4eOHOro MUTaHHUS U MEIULIMHCKUX U3ETUH;

IUIAHUPYEMOTO K 3aKymke  oObeMa  JIEKAPCTBEHHBIX  IIPENaparos,
CHEIUATN3UPOBAHHBIX TIPOYKTOB JICUCOHOTO MUTAHUS M METUITMHCKUX W3JICITHMA
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Koppektupyemoro MumnszapaBom JIHP B mpenenax Or0MKETHBIX aCCUTHOBAHHM,
IpeaycMOTpeHHbIX B 3akoHe o Oromxere Jlyranckod Haponnoii PecnyOnuke Ha
COOTBETCTBYIOIIMH (PUHAHCOBBIM TOA W JUMHUTOB OIOMKETHBIX O00S3aTENLCTB,
JOBEJICHHBIX B YCTAaHOBIEHHOM TmopsAnke a0 Munznpasa JIHP nHa 3akynky
JICKapCTBECHHBIX MpEnapaToB, CICIUATU3UPOBAHHBIX MTPOIYKTOB JICUCOHOTO MUTAHUS
Y MEIUIUHCKUX U3CIIH;

NPUMEHEHUS TOPSAKOB OKa3aHUS MEIMLUMHCKOM IMOMOLIM, KIMHUYECKUX
peKOMEHIAM M CTaHJapTOB MEAMLMHCKON TIOMOIIM, TakkKe HEOOXOIUMBIX
JEKapCTBEHHBIX MpPENapaToB A MEIULMHCKOrO NMpUMEHEHus B oObeMe He MeHee,
4eM OTO TMPEeAyCMOTPEHO IMEPEeYHEM JKU3HEHHO HEOOXOAMMBIX U BaXKHEHIINX
JICKapCTBCHHBIX MPENapaTroB, c(OPMUPOBAHHBIM B COOTBETCTBUHU ¢ DejepalibHBIM
3akoHOM OT 12.04.2010 Ne 61-®3 «O6 obparieHun JIeKapCTBEHHBIX CPEACTBY.

4.4. Havano MepoupusiTuid 10 [POLUEAYpPE 3aKYIKU JICKAPCTBEHHBIX
npenapaToB U MEIULIMHCKUX U3ACNUM He Mo3/iHee | KBapTaia MmIaHOBOTO roja.

3akylika JIaHHBIX JICKAPCTBEHHBIX IIPENIapaTOB M MEIHUIUHCKUX HW3JICIIHi
ocymectBusiercs Munsapasom JIHP B cpokm, npenycmorpeHHble DenepanbHbIM
3akoHOM Poccuniickon @epnepanun ot 05.04.2013 Ne 44-®03 «O KOHTpaKTHOU
cucteMe B cdepe 3aKynmok TOBapoB, pabor, ycayr s oOecreyeHus
rOCYJapCTBEHHBIX U MYHUIMNAIbHBIX HYXI» W TMOCTaHOBIeHHEM I[IpaBuTesbCTBA
Poccuiickoit ®eaepammm ot 30.12.2022 Ne 2559 «O mMepax 1o 06eCTICUCHHUIO PEKUMA
BOCHHOTO TIOJIOKCHUS U 00 0COOCHHOCTAX IUIAHUPOBAHUS M OCYIICCTBIICHHS 3aKYTIOK
JUIsi 0OCCIICUCHUSI TOCYHApCTBCHHBIX HYxa Jlonemnkoit Hapomnoit Pecrrybinkm,
Jlyranckoit Haponuo#t PecriyOnuku, 3anopoxckoit o6nacti, XepCoHCKO o0acTu u
MYHULIUOANBHBIX HYXJ MYHMIMNAIBHBIX 00pa30BaHUM, HaXOIALIMUXCA Ha UX
TEPPUTOPUSIX, U O BHECEHHUU W3MEHEHUW B HEKOTOphIe akThl l[lpaBuUTENbCTBA
Poccutickoit @enepannny;

4.5. PykoBoauTeiu (yIIOJTHOMOYCHHBIC PYKOBOUTCIISIMY JIMITA) MCIATTMHCKUX
OpraHu3aiuui nOABEIOMCTBeHHbIX Mun3apasy JIHP yBemomirsirorcs o cpokax
MPOBEJCHUS 3alUThl (B OYHOM WM 3ao4HOi ¢dopme) 3asiBok B Munszapase JIHP.
B cnydae OTCyTCTBHS BO BpeMs 3alUTHI 3asBOK, PYKOBOAWTENIS MEIULHMHCKON
OpraHu3auuyd noABeIOMCTBeHHONM Munznpay JIHP wnu nuna, oTBeTCTBEHHOrO 32
dbopMHupoBaHUE 3afBKH, HA3HAYAIOTCS  YIMOJHOMOYEHHBIE COOTBETCTBYIOIIMM
MPUKA30M PYKOBOJUTENS (€T0 3aMECTUTEIEM) JUIA, KOTOPhIE HECYT NMEPCOHATBHYIO
OTBETCTBEHHOCT.

4.6. B cnydae BbisgBiIeHUss MuH3apaBoMm JIHP HeEKOppeKTHO NMpeaoCTaBIEHHBIX
7100 HE MPEJAOCTABIEHHBIX B CPOK JIaHHBIX, 3asIBKA MOJIEKHUT JTOPaOOTKE B TEUEHUU
5 nHel pabounx ¢ MOMEHTa Bo3BpaTa paboTHukamMu Munsapasa JIHP.



4.7. 3agBKa MEOUUIMHCKON OpraHu3alMM MpejacTaBisieTcs B Munzapas JIHP
JUISL TIPOXOKJICHHSI MPOUEAYpPbl OYHOM 3aliuThl (B COOTBETCTBUM C MPUKA30M
Mumnsznpasa JIHP).

4.8. Ilpu HE0OXOIUMOCTH BHECEHHS M3MEHCHMH U [JONOJHECHUH B 3asBKU
MEIULMHCKOW  OpraHu3allKi, KOPPEKTHUPOBKA W MPEACTABICHHE 3a8BOK B
JMIEKTPOHHOM BHJI€ OCYILECTBIIAETCS B TEYEHUE JABYX JHEH pabouux co JHS
OKOHYAHHS NPOLEAYPBI OYHON MUJIM 3a09HOM 3aIIUTHI 3a5BKH.

4.9. 3asBKM, YTBEpXKACHHBIE PYKOBOAMTENISAMH  (YIOJIHOMOYEHHBIMU
PYKOBOJUTEISAMU JIMLIA MEIUMUMHCKUX OpraHu3alMid, BO B3aMMOACHCTBUM H IO
COTJIACOBAHUIO C TJIABHBIMU BHEIITATHBIMH PECIYOIMKAHCKAMH CIEIHAINCTAMU
Munznpasa JIHP mo mpoduiio mpeacTtaBisioTcss Ha OyMaKHOM M 3JICKTPOHHOM
HOCHTEJIE 32 TIOJANUCHI0 PYKOBOAUTENS (YIIOJTHOMOYEHHBIE PYKOBOJAUTESIMH JIMLA) B
Munsnpas JIHP.

B cinyuae HecoriiacoBaHus 3asBKUM Kommccuend paccMarpuUBarOTCS CIIOPHBIC
BOIIPOCHI M IPUHUMAETCS PELIEHUE IIyTEM I'OJIOCOBAHUSI.

[TpunsTeie 3asBkM 0000mAKOTCA W (QOPMUPYETCA CBOAHAsT 3asBKa Ha
JIEKapCTBEHHBIE MPENapaThl U MENULIMHCKUE U3JIETUS A1 00eCleueHHsl TpaXaaH.

4.10. B cnyuae HEOOXOAUMOCTH (TIOSIBIEHUE BHOBD BBISIBJICHHBIX OOJIbHBIX WJIN
W3MEHEHHUSI Kypca JICUCHHs) TJIaBHBIMKM BHEIITATHBIMU  PEeCIyOJUKAHCKUMU
cnennasmeramu  Munsapasa JIHP  mo  cormacoBaHuioo ¢ pyKOBOJMTENSIMH
(YIOTHOMOYEHHBIMU ~ PYKOBOJWTENSIMH  JIMI[a)  MEIMUMHCKUX  OpraHu3aiuil
1OJIBEIOMCTBEHHBIX Mun3apaBy JIHP npeacraBisaior JONMOJHUTEIBHYIO 3asBKY B
ICKTPOHHOM BHJC U Ha OymaxkHoM Hocutenie B Munzapas JIHP no ycranoBneHHOM
dbopme. B monosHeHNE K HEH MPEACTABISCTCS apryMCHTUPOBAHHAS TOSCHUTCIILHAS
3anmucKa (PEKOMCHIAIMH CICHHAIMCTOB). J[0 MOMEHTA 3aKyIK{ JICKAPCTBCHHBIX
IIpenapaToB M MEIMIMHCKUX HU3JCIUA 110 JIONOJHUTEIbHBIM 3asiBKaM IalHUCHTHI
OyanyT oOccricUnBaTRHCS MTyTEM TIEPCPACIPEICIICHUS.

Bpuo MuHuCTpa 31paBOOXpaHEHUS
Jlyranckoit Hapoanoit PecniyOnuku O. A. Banues



