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NPUMEHEHUs», MocTtaHoBlicHUEM  [IpaButensctBa  Poccuiickoit  denepauuu
ot 26 anpens 2012 roga Ne 403 «O nopsiake BeaeHus DeaepaibHOrO perucTpa jJuL,
CTPAJAOIIUX KUZHEYTPOXKAIOLUMHU U XPOHUYECKMMU TTPOTrPECCUPYIOLIMMU PEAKAMHU
(opdaHHbIMK ) 3a00JIEBAHUSIMH, PUBOISIIUMHI K COKPAIICHUIO MPOJOJKUTEIBHOCTH
JKM3HM TPOKAAH WM HMX WMHBAIMAHOCTH, M €r0 PErMOHAIBHOIO CETMEHTAY,
PYKOBOACTBYSICh cTarbsiMu 72, 73 Konctutyuun Jloneukoit Hapoanoi PecnyGnukm,
crarbeil 23 3akona JloHenkoit Haponnoii PecnyOnukm ot 30 Hosi0ps 2018 roma
Ne 02-ITHC «O IlpaButensctBe Joneukoit Haponnoit PecniyOnukuy, [TpaBuTenbCcTBO
Jloneukoi Hapoanoi PecnyOnuku

HOCTAHOBJISAET:

1. VYcranoButh, uto rpaxpaHam Poccuiickoii denepanuu, MPOKUBAIOLIAM
Ha Tepputropun Jlonenkoir HapoaHoii PecnyOnnku, oka3biBatOTCs JTOMOJHUATEIBHBIC
COLMAJbHBIE  YCIYrHM  (MEPBl  COLMATBHOM  MOAAEPKKH) MO  JILFOTHOMY
JIEKaPCTBEHHOMY OOCCIECYECHHIO JICKAPCTBEHHBIMM CPEACTBAMHM, MEIULMHCKUMU
W3JIEUSIMHA U CTIENUAIM3UPOBAHHBIMU MPOIYKTAMH JICUEOHOTO MUTAHUS IJIs JETEH-
WHBAIMIOB IPH OKA3aHWM MEIMIUHCKON MOMOIIM aMOyJIaTOPHO MO perenTaM Bpava
OecIIaTHO.

2. YTBEpOuTh:

2.1. Tlopspok oOecrieyeHHsl OTACTBHBIX KaTeropwii rpaxaaH Poccuiickoi
denepanuu, TpoXUBAKOMIMX Ha TeppuTopuu JloHenkoil Hapomnol PecnyOmukw,
JIEKAPCTBEHHBIMU CPENCTBAMM, MEIMLMHCKUMHU W3JIETASIMA
¥ CHELMATM3UPOBAHHBIMU MPOAYKTAMH JICUEOHOTO NMUTAHUS IJsl ACTCH-MHBAJINIOB
OpPU OKAa3aHWK MEAWLMHCKON MOMOIIM aMOyJIaTOPHO MO peuenTaM Bpaya OeCriaTHO
(npunoxenue 1).

2.2. 1lopsmOK BBIMUCKKA PELENTOB HA JIIOTHBIE JIEKAPCTBEHHBIE NpEnaparbl
W/MnM MEAWLIMHCKUE W3JeNus TpaxknaHam Poccuiickoit deaepanuu, MOCTOSHHO
MPOKUBAKOIMM Ha Tepputopun JloHenkoit HapoaHoit PecyOnuku, B METUIIMHCKUAX
OpraHu3alusx (MPUIoKEHUE 2).

2.3. TlopsmoK OTIyCKa JIEKAPCTBEHHBIX MPENAPATOB, MEAULMHCKAX W3AETUN
U CHECUMATM3UPOBAHHBIX MPOAYKTOB JICYEOHOTO MUTAHUS Ui JACTCH-MHBAJIAIO0B
OecraTHO (MPUIOXKEHHE 3).

2.4. TlopsmOK BENEHUs PETMOHAIBHOIO PErMCTPA TPAXKIAAH, UMEIOIIMX MPABO
Ha OOECHeYCHUE JICKQPCTBCHHBIMM TMpenaparaMmy, MEAWLIUHCKAMH W3ACTHAMU
Y CIICHUATM3NPOBAHHBIMH MPOIYKTAMH JI€Y€OHOTO MUTAHUS IS IETEH - MHBAJIAIOB
3a cueT OFKETHBIX ACCUTHOBaHWH (efepaibHOrO OrojkeTa u Oropkera JloHenkoi
Hapoanoii PeciyOnuku (mpustoskeHue 4).

3. MunucrepctBy 3apaBooxpaHeHus Jlonenkoit HapoaHoii PecrnyOnuku
OpraHu30Barh padoTy MO peaiM3alid HACTOSLIETO MOCTAHOBJICHHUS, MPUHSATH MEPHI
N0 OpraHu3anmy OOECNEYECHHsT OTACTBHBIX Kareropumii rpaxiaaH Poccuiickoii
Oenepan  JIEKApPCTBEHHBIMA  CPEACTBAMU,  MEIULUHCKAUMH  W3JEIIHASIMH



U CHELMATM3UPOBAHHBIMU MPOAYKTAMHU JICUEOHOTO NMUTAHUS IJsl ACTCH-MHBAJINIOB
OpU OKa3aHWU MEIULMHCKONW MOMOIIM amOyJIaTOPHO MO peuenTaMm Bpava OecCIiaTHO,
B TOM YHCJIE TO:

3.1. OnpeneneHuro NEpeUHs MEAMLMHCKUAX OPraHU3alMid, YIIOJTHOMOYEHHBIX
HA BBIACKY PEUENTOB Uil OO0ECMEUeHUs OTACIbHBIX KAaTEropvil rpakaaH
JIEKAPCTBECHHBIMU CPEICTBaMU, MEAULMHCKUMHU U3JICTTUSIMU
¥ CHELMATM3UPOBAHHBIMU MPOAYKTAMHU JICUEOHOTO MUTAHUS IJsl ACTCH-MHBAJINAIOB
OpH OKAa3aHWK MEAMLIMHCKON MOMOIIM aMOyJIaTOPHO MO peuenTaM Bpaya OeCriiaTHO
(1asee — IbroTHOE JICKAPCTBEHHOE O0ECIIEYCHUE ).

3.2. OnpeneneHuro nepeyHss MEAULMHCKUX OPraHW3alyid, YIOJIHOMOYEHHBIX
Ha OTIYCK JIEKAPCTBEHHBIX CPEACTB, MEIUIIMHCKUX M3ACIUI U CIICLIHATU3UPOBAHHBIX
OPOAYKTOB JI€YEOHOTO MUTAHUS AJsl ACTEH-UHBAIMIOB NMPU OKA3aHUKM MEIULIMHCKOM
MOMOIA aMOyJIaTOPHO MO pelentaM Bpaya OECIiaTHO B paMKaxX JIbIFOTHOTO
JIEKAPCTBEHHOIO 00ECIICUYCHHSI.

3.3. Cozmanno Komuccun 1o paccMOTPEHUIO MOTPEOHOCTH METUIIMHCKUX
OpraHm3alyii B JICKAPCTBEHHBIX  CPEACTBAX,  MEAMLMHCKHX  W3JCIHIX
U CHELUATM3APOBAHHBIX TMPOAYKTaX JEYeOHOr0 MHUTaHWs A ACTECH-WHBAIMIIOB,
OTIYCKAEMBIX TPH OKa3aHWHM MEIUIIMHCKOW MOMOoIM amOynaropHO MO peuentaM
Bpaua OecruiatHo (manee — Komuccus), yTBepkaeHut0 cocrtaBa Komuccuu
u [Tonoxxenus o Komuccnu.

3.4. TIpUHATUIO MHBIX HOPMATUBHBIX IMPABOBLIX AaKTOB, HAMPABICHHBIX Ha
peaM3alri0 HACTOSIIETO TOCTAHOBIICHUSI U OPTaHU3ALUI0 OOECIIEUCHUsT HACETICHHUS
Jonenkoit HaponHoii PecnyOnmKu JIEKQpCTBEHHBIMHM CPEACTBAMH, MEAMLMHCKAMHA
U3JICTHSIMHA W CIICHAATM3NPOBAHHBIMYA MPOAYKTaMHU J1€4€OHOrO MATAHUS JUIs NETECH-
WHBAJIMOB MPU OKA3aHWHM MEAMLMHCKON MOMOIIM aMOyJIaTOPHO MO PeLenTaM Bpaya
OecIIaTHO.

4. DUHAHCUPOBAHWUE  PACXOJOB TO  OOCCICUCHUIO  JIEKAPCTBCHHBIMU
CpPEeICTBAMM, MEAUIMHCKUMU HW3ACIUSIMHA W CICHHAM3UPOBAHHBIMU TMPOJYKTAMHU
J€4eOHOr0 MUTaHUs JUIsl ETEH-UHBAJIMJOB MPU OKA3aHMM MEIUIMHCKOW MOMOUIA
amMOyJIaTOPHO MO penenTam Bpada OECIUIATHO OCYINECTBISIETCS B Ipeaenax
NPEAYCMOTPEHHBIX HA TAHHBIE 1€ OFOKETHBIX CPEACTB.

5. KoHTponp ¥ peanu3aluio HACTOSIIETO ITOCTAHOBJICHUS BO3JI0MKUTH
Ha MuHHCTEPCTBO 31paBooxpaneHus Jlonenkoit Haponnoii PecryOnmukn.

6. Hacrosiliee NOCTaHOBIEHHUE BCTYMAET B CUIIYy 4epe3 AecATh AHEH CO AHSA
€ro O(pUIUATEHOTO ONMYOJIMKOBAHMSI.

Hpencenarens IlpaBuTenbcTBa E.A. Contnuesn




















































































