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HPABUTEJIbCTBO CBEPJJIOBCKOH OBJIACTH

MHUHHCTEPCTBO 3/IPABOOXPAHEHUS CBEP/IJIOBCKOM OBJIACTH
(Munzapae CeepasioBckoii 00.1acTu)

ITPUKA3

09 04 2021 N 743-/7
- r. ExarepunOypr

O enecenuu usmeHeHuii @ npukas MuxHucmepcmea 30pagooxpaHerusi Ceep0106cKotl

o6aacmu om 08.02.2018 Ne 167-n «O nopsioke 0ono/AHUMeNbHO20 ofecneyeHus Ha
ambynamopHoM 3mane jseveHus NO HCU3HEHHbLM NOKA3AHUAM AeKapCcmeeHHbIMU
npenapamamu, He 8K/1104eHHbIMU @ NepeyHU, ymeeplicOeHHble (hedepanbHbIMU U

006/1acCMHbIMU HOPMAMUBHBLMU NPAGOEbIMU AKMAMU, HO NPedyCMOMpeHHbIMU
cmaHoapmamu MeOUYUHCKOU NoMOWjU U nepeyHem Hcu3zHeHHO HeoOX00UMbIX U
8aXiCHEUWUX /1IeKAPCMEEHHbIX NPenapamog 011 MeOUYUHCKO20 npuUMeHeHUs1 OMoOe/IbHbIX
Kamezopuil 2paxcoan Poccuiickoli Dedepayuu, npoxcusarowjux ¢ Ceepoa06cKoli
obGaacmu, 3a cuem cpedcme 061acmHo20 61003cema»

B cootBercTBUH co cTaTheii 101 ObmacTHOro 3akoHa ot 10 mapta 1999 roza Ne 4-03
«O npaBoBEIX aKTax B CBep/I7I0BCKOI 06/1acTi»

ITPUKA3BIBALO:

1. BHecru B [lopsagok monoHUTeI-HOr0 obecneyenns Ha aMOynaTOpHOM 3Tarie
JleueHus 10 XKU3HeHHBIM [T0KAa3aHWsIM JIEKAPCTBEHHBIMH IIperiapaTaMy, He BKIFOUEeHHBIMU B
IepeyHy, yTBepXKJeHHble ¢e/lepadbHBIME M O6JAaCTHBIMM HOPMATHUBHBIMH - IPaBOBEIMU
aKTaMW, HO IIpeyCMOTPEHHBIMH CTaHJAapTaMH MeJUIMHCKOM IIOMOIIM M IlepeyHeM
JKU3HEHHO HeoOXOJMMBIX U Ba)KHEHIIMX JIeKapCTBeHHBIX IpernapaToB [ MeULIMHCKOIG
IIpMMEHeHUsI OTJe/IbHbIX KaTeropud rpaxkaaH Poccuiickoi ®ezepalivy, IIPOXKUBAIOLIMX B
CaeppioBckoM 06nacTy, 3a cueT cpeACTB 00s1acTHOrO Oro/pKeTa, yTBEP)KJEHHBIH NIPHUKA30M
MunucrepcTBa 3apaBooxpanenusi CmepgyioBckoir obnmactu ot 08.02.2018 Ne 167-nm
«O Tlopsinke [momoOMHUTE/LHOTO oOOecreueHHss Ha amOy/IaTOPHOM STame JledeHWs [0
JKA3HEHHBbIM [M0KA3aHUSIM JIeKaPCTBEHHBIMM IperiapaTaMy, He BK/IFOUCHHBIMH B IIepeuHH,
yTBep)X/JeHHble (efilepabHEIMU U 00/IaCTHLIMA HOPMaTHBHBIMK IPAaBOBBIMHU aKTaMH, HO
NpeiyCMOTPEHHbIMM  CTaHJapTaMM MEJUIIMHCKON IIOMOIM W IepeuyHeM JKHU3HEHHO
HeoOXOAUMBIX U BXKHEHIIINX JIeKapCTBEHHBIX MPEIapaToB /s MeJULIMHCKOTO IPUMEHeHHS
OTZeNbHBIX KaTeropuii rpakjas Poccuiickoit @epepaiyy, pokuBarovx B CBepAJIOBCKOM
obmactH, 3a cuer cpenctB obnactHoro Oromkera» («OduianbHBI WHTEpHET-TOpTall
niparoBoi nHbopMaru CBepAIOBCKO# 061acTi» (Www.pravo.gov66.ru), 2018, 13 despais,
No 16469 ) c u3MeHeHHsSAMH, BHeCEHHBIMH NIpHKa3aMyd MUHHCTepCTBa 3/paBOOXpAHEeHHs
Crepasiockoit o6nactu ot 03.04.2018 Ne 497-m, ot 04.03.2021 Ne 384-11 (ganee — npukas
Ne 167-m1) ciieyioliyie U3MeHEHHS:

1) TyHKT 5 U3JI0KUTH B CJ/IeYIONIeH pelakIjiu:

«5. Obs3aTenbHBIN IIepeueHb JOKYMEHTOB M CBefleHUH (flajlee - MakKeT JOKYMEHTOB),
IIpe/loCTaB/IsIeMBIX AJ paccMoTpenust Komuccuy, BKIIFO4aeT:

1) cBeneHus, NOATBEP)KJAIOIME€ TPaBO Ha Mepbl COLMAIbHOW NOAAEPKKU
IO JIEKapCTBeHHOMY oDecIieueHMIO (KapTOuKa IaljfieHTa, paclieyaTaHHas U3 PerioHaIbHOrO
cermeHTa OOsacTHoro win @eepajibHOrO perucrpa JBIOTHHKOB, A1 (hefiepalbHbIX
JITOTHHUKOB TIPU OTCYTCTBUH B PErUCTPe - ClTpaBKa TePpUTOPHAILHOrO oprada IlencoHHOro
donza Poccuiickoit ®enepaniuun);
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2) 3asB/IeHMe MEJWITMHCKOM OpraHu3alii O pacCMOTPEHHUH JOIOJ/IHUTEILHOTO
HasHAUeHUs >KU3HEHHO Heo0XOJUMOro JIEKAaPCTBEHHOrO IIperiapaTa, He BXO/SIIEro B
JbFOTHBIE IIepeYHM, YTBepKJeHHble ¢efepalbHBIMA M 00/aCTHBIMA HOPMAaTHUBHBIMU
TIPaBOBBLIMU aKTaMU;

3) Konuio (M1) pekoMeHJanuii Bpaua (eilepalbHOTO YUPEX/eHUs 34paBOOXpaHeHN s
II0C/Ie HampaB/eHHsl TpaXJaHWHa Ha BBICOKOTEXHOJIOTHUYHYI0 MeJWIMHCKYH) IIOMOLLb,
Ha3HAUMBIIEro JIeKapCTBEHHBIM Ipemapar (akTyaJbHOCTh - He Oosiee 1IecTH MecsieB
C MOMeHTa Ha3HaueHUs);

4) BBINMCKY U3 amMOynaTopHO# KapThl naryieHTa ¢ uH(opmauueit 06 s¢dekTrBHOCTU
IIPOBOAMMOTO JIEUEeHHS;

5) corslacue Ha 00pabOTKy IlepCOHANBHBIX [AaHHBIX, 3all0/IHEHHOE TPaKAAHWHOM
JUYHO M/IA ero 3aKOHHBIM IIpejCTaBUTesieM M0 ¢opMe, YTBEP)KAEHHOM IIPUKA30M
Munucrepcria (ipunoxenue Nel);

6) KOIMIO CTPaxoOBOTO CBHETE/NbCTBA 00s3aTeNhHOTO NMEeHCHOHHOI'O0 CTPaXOBaHMA,
COJlepXKallero CTpaxOBOM HOMEpD WH/VMBUAYalbHOTO JIMLEBOIO cCYeTa B CHCTeMe
00s13aTeNLHOTO MeHCHoHHOro crpaxoBanus (CHUJIC);

7) TIpY HeNepeHOCHMOCTH PaHee Ha3HAUEHHOT'0 JIEKapCTBEeHHOTO IIperiapaTa:

33aK/IFOYeHHe Bpaua-ajljieprosora o 3a(MKCHpOBaHHOM HellepeHOCHMOCTH TIpelapar;

KOIIMIO (MM) KapThI-U3BELIEHHs O II0Z03peBaeMoil HeGIarompusTHOH MO0O0YHON
peakijid Ha paHee Ha3HAUeHHBIM JIeKapCTBEHHBIN TperapaT, 3aperMCTPUPOBaHHON B
PernonasibHOM  1jeHTpe  MOHWTOpWHTa  0e30MACHOCTH  JIeKapCTBEHHBIX  CPEeACTB
MuHucTepcTBa;

IIDH Ha/MuuM 3aUKCHUPOBAHHOM HEIEePeHOCHMOCTH 2-X U 0Oomee TOProBBIX
HaMMEHOBaHWM  3aK/IOUYeHHe TIJIaBHOTO  IUTAaTHOro (BHEITAaTHOrO)  CHelyanncra
MunucTepcTBa 0 11e/1eC000pa3HOCTH NPOO/DKeHHS JIeUeHHs JIeKapCTBeHHBIM NpeliapaToM B
paMKax JJaHHOI'0 Me)XAyHapoAHOT0 HellaTeHTOBAHHOrO HauMeHoBaHuA (fanee — MHH);

8) xomuro 3aK/OueHHs TIABHOTO BHEIITATHOTO CleljanncTa MUHHCTepCTBa
0 11es1eco06pa3HOCTH Ha3HAUeHWs JIEKapCTBEHHOTO Tperapara, He BXOZSILEro B JIbTOTHEIE
IlepeuHy, yTBepXJAeHHble ¢efepalbHBIMU M 007aCTHBIMU HOPMAaTHMBHBEIMHM IIPaBOBBIMH
aKTaMH (aKTyanbHOCTb - He BoJjiee H1eCTH MecsilieB C MOMeHTa Ha3HaueHus);

9) rpu TIOBTODHOM HallpaB/IeHUHA [OKYMEHTOB J[JIs1 TPOJJIeHUsl Kypca JIeueHus
[OIIOJIHUTE/IBHO TpefocTaB/isieTcss HHGopManus 06 3¢(QeXTHBHOCTH IIPOBOAUMOTO JIeUeHNUs
U TOAy4YeHHWH TepaleBTUUYeCKM 3HAUMMOTO pe3ynbTara C YKa3aHHeM JOCTUTHYTBIX
ToKa3aresieil MOHUTOPUHIa JJMHAMUKHU (B CDaBHEHUH HadajIbHBIX JAHHBIX C JOCTUTHYTHIMHU U
IIJIAHOBBIMH TI0Ka3aTe/IsIMH).»;

2) MOyHKT 6 JOTIO/HUTE YaCThI0 BTOPOU C/IEYIOIIETO CO/lePrKaHuUs:

«[JIaBHBle BHEIUTATHbIE CIIeL{HaJHCThl MMHMCTEPCTBA OQOPMIAIOT 3aK/IHOUYEHHS O
1ies1ecoobpa3sHOCTY Ha3HaUeHMst JIeKAPCTBEHHOTO Mperiaparta B TeueHHe AecsiTH pabouux
AHel c MoMeHTa o6 palleHys anueHTa WK AaThl IOCTYIIeHUs JOKyMEHTOB JJIs1 IPOBe/leHUs
9KCIEPTU3BL»;

3) IYHKT 7 U3/I0)KUTh B CJIeyIOL[eH peZjaKkijuu:

«7. OTBeTCTBEHHOE /M0 MeJUI[MHCKOH OpraHW3alli{ Hampas/seT TOATOTOB/IeHHbIHA
MakeT JIOKYMEHTOB B (opMaTe jpg U CO3[aeT JOKyMeHT B ¢opmare word WM txt C
uHpopmanmeii: .11.0., CHWIC, nomic, HaMMeHOBaHWe MeJMIMHCKONM OpraHu3aljiH, KO
MeJUIIMHCKOM opraHu3aliuy — B MUHUCTEPCTBO 1o KaHany VipNet Ha agpec 02_02_daiin
uck/roueHus1. HasBaHue oTnpaessieMoro ¢aiiia JO/DKHO cofiepKaTh (haMUIMIo MaljeHTa.

Cekperapp Komuccuu TIpoBepsieT TNpPaBUILHOCTH OQOPMIIEHHS JIOKYMEHTOB,
NPe/ICTAB/IEHHBIX MEeIUI[MHCKAMH OpraHM3al[isaMH s JIOTIOJIHUTeLHOro obecrieueHus



JIeKapCTBeHHBIM IIperapaToM II0 Mepe UX TMocTyuleHua. IlakeTbl [JOKYMEHTOB;
odopMeHHEIe C HapyIlleHHeM TpeGoBaHHUI, U3/10)KEeHHBIX B TIYHKTe 5 HacTosiero ITopsika,
BO3BpALl[AIOTCS B COOTBETCTBYIOLIYIO MEIWIIMHCKYIO OPraHH3allii0 B TeueHue 5 pabounx
JHeH.»;

4) nyHKT 11 U37I0KUTE B C/I€YIOIEHN peaaKI[Hiu:

«11. Cekperaps Komuccunu:

B OJHOJHEBHBIM CpPOK IOC/e TOANMCAaHUS [POTOKoja peleHus Komuccum
Hampas/IieT BBIMMCKY M3 Hero Mo KaHaay VipNet B MeguIIMHCKUE OpraHu3aluy,
HarpaBuBLIME JOKYyMeHThI Ha Komuccuio;

B TeueHHe 3-X pabouux JHel MMoc/ae COCTaBeHWS MPOTOKOJA 3acefaHust Komuccuu
TOTOBUT M HalpaB/sieT B 3/7eKTPOHHOM Buje V3BeilleHWe O 3aKyIKe JIeKapCTBEeHHBIX
IIpernaparoB.».

e Hacrosmumii mpuKa3 HanpaBuTh I O(ULMAJGHOTO ONyOJMKOBaHUS Ha
«O¢upasbHOM UWHTEPHET-TIOpPTajle MpaBOBOM WHGopMaruu CBep/AOBCKOM 00/1acTi»
(www.pravo.gov66.ru) B TeueHHe JeCSTH JHeH ¢ MOMEHTA IO/ IHCAHUS.

3. Komuio HacTosilllero mpHKasa HamnpaBUTh B NPOKypaTtypy CBepAToBCKOM
oﬁnacm u I'maBHoe ympasnende MuHucTepcrBa rocturum Poccuiickolt defjeparuu 1o
CeepayioBckoii 06/1acTH B TeueHHe CeMM JHeH Tiocje AHA TEpBOro OQUIMAILHOTO
OIyO/IMKOBAHMSI.

4. KoHTpPOJIH 32 UCTIO/IHEHHEM HACTOSIIEro MpHKa3a OCTaBJIAI0 3a coO0i.

MuHHCTp 7 ~ A.A. Kapnos
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