PECIIYBJHKA AJITAR AJITAH PECIIYBJINKA
MHHUCTEPCTBO 3/IPABOOXPAHEHUS AJITAM PECOYBJMKAHBLIH
PECIYBJIAKY AJTAU CY-KAJABIK KOPBILIP MUHHCTEPCTBO3bI
y 5 ITPUKA3 .
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r. l'opuo-Anraiick

O nopsiake
JABLTOTHOr0 00ecieeH sl IEKAPCTBEHHBIMHU NPENAPATAMHU, MeAHLHHCKAMMU H31eTUsIMH
U CMEUHATNIUPOBAHHBIMH MPOLYKTAMY JIeueOHOTO MHTAHHS NPH aMOYIaTOPHOM
JICICHHH PAsKIa 32 CHeT cpe/icTs pecnybdankanckoro 0lomkera Pecnybanku Anraii

B messix oprasusamuy oGecIieueHns JeKapCTBEHHBIMY IIpeIIapaTaMy, MeJHITHCKIMU
U3ICIIASMH U CTICLMATU3UPOBAHHBIMY [IPOJIYKTaMH J1e4e0HOT0 IIUTaHus Py aMOy IaTOPHOM
JICHCHUN TPAXAAH 32 CHET CPEACTB peciryOnukaHckoro Oromkera Pecmybnuxku Anrtait, Ha
OCHOBaHWW noxanyskra & nyHkra 8 pasgena I Tlojokenus o MuHucrepctre
3paBooxpaneHus PecnyGimkn AnTtail, yTBEpkASHHOTO MOCTAHOBICHHEM IlpaButenbcraa
PecnyGnuxu Antait ot 16 mons 2009 r. Ne 160 «06 yreepkaeHnn Ilonoxkenus o
Munucrepetse 3apaBooxpaHendst PecriyOnuku AnTait ¥ npusHaBvun YTPATUBLIMMHU CHUITY
HekoTopeix [ocranosnennit pasurenscrsa Pecrrybnnkn Anrtaiix» NpHKa3bIBalo:

Yreepauth npunaraembiit [lopsaok nerotHoro obecrnedenus JIEKaPCTBEHHBIMU
lpenapatamu, MEIMUMHCKAMU  HU3ACHMAMM W CHEHHATH3MPOBAHHBIMU  TPOIYKTAMHE
neqedHOro0  nutanus  npu  aMOyJlaTOpHOM —JEYEHMH TIPAKIAH 34  CHeT CPEICTB
pecnyOnukanckoro Oroxera PecrryGaniu Anrait.

Munuctp B.A. EnsikomoB




YTBEPX/EH
npukazoM MuHucTepcBa 3ApaBOOXPAHEHUS
PecniyOnuku Anrai
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MOPAJAOK
JBLTOTHOIO 00eciieveH s JIEKAPCTBEHHBIMHU MpenapaTaMmu, MeJHUMHCKUMH H3eJHAMH
U CHENHAIH3HPOBAHHBIME NPOAYKTAMHE Je4e0HOro NUTANKA IPH aM0yJIaTOPHOM
JedeHUH IPAKAAH 32 CYET cpeacrB pecnybiuKanckoro orokera PecnyOauku Ajrai

1. Hacrosiiuit 1Topsgok AproTHOrO 0OECIEUYEHNUsS JIEKapCTBEHHBIMH IPErapaTamMH,
MEAMLIMHCKUMKU M3AENHAMU U CIIeNUAU3APOBAHHBIMU HPOJYyKTaMH JIE4eOHOr0 TUTAHUs
npu aMOynaropHOM JICYECHWM TPaKIaH 3a CHeT CPEACTB peclyOnuKaHckoro Owkera
PecriyGnuku  Anraiét (namee - [Ilopsiiox) ycTaHaBIMBAeT mpaBuia IO OOECHEYEHUIO
JIEKAPCTBEHHBIMM  [IPENapaTamMy, MEIUIMHCKUMYU H3JENMAMU U CHELHMATH3UPOBAHHBIME
MpoayKTaMu nedebroro nuTanus 1pru aMOyIaroOpHOM JIEHEHUHW IPaXKAaH, OTHOCSIIUXCS K
ONpefeNeHHBIM TPYITiaM HaceIeHns, B COOTBETCTBUM ¢ Ilepeunem rpynr HaceneHHs U
Kareropuit saboiesanuil, npu aMOyJIaTOPHOM JIEYEHMU KOTOPbIX JIEKAPCTBEHHBIE CPEJCTBA
M MEJULMHCKWE WM3/e/iksl OTITYCKAKOTCs M0 pelenTaM Bpadell OeciiaTHO, U HEPEYHEM Py I
HaceneHus1, npu aMOyJj1aTOPHOM JI€HEHUH KOTOPBIX JIEKAPCTBEHHBIE CPEACTBA OTIIY CKArTCs
no peuenraMm Bpavedl ¢ S0-IpONEHTHOM CKUAKOH €O CBOOOAHBIX LIEH, YTBEPXKJICHHBIX
nocranosieHueM [IpasuTenbersa Poccuiickoit Genepannn ot 30 urons 1994 r. Ne 890 «O
roCy AapCTBEHHON TMOACPIKKE Pa3BUTHSL MEJMLMHCKON NPOMBINIIEHHOCTH M YIy4IICHHH
obecrieuenus HaCeIeHUs U yUPExHKACHHUH 3paBOOXPAHEHMS JIEKAPCTBEHHEIMH CPEACTBAMU U
U3ACITUAMU MEIMILMHCKOTO Ha3HaueHMsI»(Jlajlee - FpaKaane). _

2. Oprauusanuio obecredeHusl JEeKapCTBEHHBIMU IIpenaparaMy, MeTULIUHCKUMHU
Y3ACITUAMA U CHELKHAN3UPOBAHHBIMA TIPOAYKTAMHU MUTAHUS Npyu aMOyJIaTOPHOM JI€YEHUH
rpakaan  oCyulecTeiseT MuHUCTepeTBO 3apaBooxpaHetus PecnyOauku Anrtad myTem
(GOPMHUPOBAHHST TOCYAAPCTBEHHOTO 3aKd3a Ha IIOCTABKY JIEKAPCTBEHHBIX [IPENapaTos,
MEIMIMHCKUX M3AeKi B COOTBETCTBHM € 3aKoHOAarenbecTBOM Poccuiickoil Penepannn O
KOMTPAKTHOH cucreme B cdepe 3akyrnok ToBapos, pador, yeuyr s oOecreueHus
FOCYIAPCTBEHHBIX H MY HULMIANBHBIX HY K.

dopmupoBanmne  rOCYAAapCTBEHHOIO  3aKa3a HA  JIEKAPCTBEHHBIE  IIPEIApaThl,
MEAULIMHCKHE M3IACHMST W CHCLMATH3UPOBAHHBIC NPOLYKTBl IIWTAHUA IIPOU3BOAUIC
MuudcTepCIBOM — 37paBooxpaneHus PecnyOnuku Asnrail B QopMe M B CPOKH,
YTBEPIKIEHHBIE TPUKa30M MUHUCTEPCTBA 3apaBooxpaHenus PecnyOnuxu Anrait.

3. IlpaBo wHa JproTHoe o0ecHedeHHE  JIEKAPCTBEHHBIMHM  IIpelaparaMm,
METMLMHCKUMY W3AEITHSIMU U CTICTHAIM3UPOBAHHBIME TIPOTYKTAMU TTHTAHUS BO3HUKAET Y
rpaskIad TOCIEe BHECEHHSI CBEJACHWIT O HUX B perHoHaibHBIM cerment @enepasbHOro
perucrpa rpakjaH, MMEIOMMX TPaBo Ha OOECIeYeHHE JIEKapCTBEHHBIMHU IIpelaparaMH,
MEIMLMHCKUMH U3AEIUIMU U CHENMATU3UPOBAHHBIMY TIPO/LyKTAMU JIeueOHOr0 MUTaHus 38
cueT OIOKETHLIX ACCUTHOBaHMi (enepanpHoro Otoukera U OIOMKETOB CyOBEKTOB
Poccuiickoit denepaiiiu, ¢ NpUCBOCHMEM YHHMKAJILHOMO HOMEpA PEIMCTPOBOW 3alMCH B
nopsake, ycraposnenHoM [lpaswiamu  Bejnenus PenepanbHOTO perucrpa TPadkaaH,
UMEIOLMX  MpaBo Ha odecreueHue JCKAPCTBEHHbIMK  [Iperaparamu, MEAULIMHCKUMU
M3IENUAMH M CICLMAIM3UPOBAHHBIMA  TIPOAYKTAMM  JIe4eOHOTO INUTAHMA 38 CUeT
G10/DKETHBIX acCHrioBanuit Qenepaabaoro oromkera U O1o/pkeros cyGbexroB Poccuiickolt



Genepaunn, yreepxaeHHpIMU nocranosnenueM Ilpaeurenscrsa Poccutickoit ®enepanun
ot 12 oxtsi6psa 2020 r. No 1656.

4. Hasnauenne  1neKapCTBEHHBIX MpENaparoB, MCAWLUHCKUX  WRIASHUM U
CHELHATMU3UPOBAHHBIX  [IPOAYKTOB JIe4eOHOrO [MUTAHUSI TPpaskiaHaM OCYIIECTBISIETCS
JeYanMM Bpavyom, (ENbALEPOM B Clydae BO3JAMKEHMS HA HWX MMOJHOMOYHWN Jevaiiero
Bpaua B TMOPSAKE, YCTAHOBAEHHOM [PUKda30M MUHUCIEPCIBA 3APABOOXPAHEHUS U
conanbHoro passurust Pocculickolt ®epepanmm ot 23 mapra 2012 r. Ne 2525 «06
yreepxaenun  llopsinka  BoznmoskeHuss Ha  Qenpamepa, akylwepKy —pyKOBOLHUTEIEM
MEJIMIIMHCKON OpraHM3alMi IPH OPraHM3alliy OKa3aHUs IEPBUYHON MEIMKO-CAHWTAPHOH
TIOMOILM M CKOPOM MEIUIUHCKOM IOMOIIM OTHAENbHBIX (DYHKIHH Jieyamiero Bpaya IO
HEIIOCPEACTBCHHOMY OKa3aHHIO MEAMLIMHCKON IIOMOINM MAIMEHTyY B TEPHOM HAOIIONEHUS
32 HUM W €T0 JICYCHHsI, B TOM YHMCIIC II0 HA3HAYCHWIO M MPHUMEHCHWIO JICKAPCTBEHHBIX
NperapaToB, BKIIOYAs HAPKOTUYECKUE JIEKAPCTBEHHbIC MpEnapaTsl W ICHXOTPOIHBIE
JICKAPCTBEHHBIE  TIpEMapatel»  (jlajiee- MEAWLHHCKHE pabOTHWKM), TIPH  OKa3aHWH
MEIMIIMHCKOW  MOMOIIM B MEJULUMHCKAX  OPTaHM3anMsIX,  [OJBEJOMCTBEHHBIX
MunucrepeTy  3npaBooxpaHenus PecmyOiauku Anraif ¥ OKasbBalOIMX NEPBHYHYIO
MEIAWKO-CAaHUTAPHYIO [TOMOLIB O MECTY KMTENbCTBA (TIPHKPEIUIEHHs) IpaxkaaH (nanee —
MEJMLUMHCKUE Opratu3alimu).

d. Jlexapcrsennble mpenapaTel, MEAULMHCKHE W3/ETWsS W CIELUaTH3UPOBAHHBIE
APOAYKTBI  MHTAHMA  1pu  amOylaropHOM  JIGUEHHM  BbIIMCHIBAIOTCS  rpakiaHaM B
COOTBETCTBHM ¢ [lepeuHeM JIEKApCTBEHHBIX MpENaparos, MEAHLMHCKAX W3MeNuil u
CIIEUMANIA3HPOBAHHbBIX [POAYKTOB J1eHeOHOr0 MHTaHMS OTNYCKAEMbIX HACEIEHUI0 B
COOTBETCTBMM C TICpeYHEM TPYIIl HAceNeHus M Kareropuil 3aboneBanui, mpu
amMOyJIaTOPHOM JIEYEHHH KOTOPBIX JICKAPCTBEHHBIE MPENApaThl ¥ H3ACIHS MEIUIMHCKOTO
HA3HAYCHUS OTITyCKAIOTCS II0 pelenTtaM Bpaded OecriaTHO, a TaKKe B COOTBETCTBHU C
NEPeYHEeM TpyTIl HACCICHMA, Npu aMOyNaTOPHOM JIEUYEHWH KOTOPBIX JIEKADPCTBEHHBIE
CPelCTBa OTHYCKAIOTCS [0 penentaM Bpaded ¢ SO-mporeHTHOM CcKuakoi( pamee —
NEPEUCHDB), YTBEPHKAAEMBIM  exerofHo IIpaBurenscTBoM PecrmyOnuku Antail B paMkax
TepputopnanpHoit  nporpaMMBl  TOCYNAPCTBEHHBIX TapaHTHil  OECcIIaTHOTO OK43aHus
rpaskiaHaM MEeAULMHCKOM MOMOILH,

JlekapcTsennpie  mpemapaTel, MEIMUMHCKHE H3METHsl, HE IPeTyCMOTPEHHBIE
[lepeunenm, yxazaHHbiM B MyHKTE 5 Hactosuero [opsika, BRIIMCHIBAIOTCS IO PEILEHMIO
BpayeOHON KOMMCCHM B CIIYYasX M MOPSAKE, YCTAHOBIEHUBIX TMOPSIKOM CO3JAHHS W
ACSITENBHOCTH  BPa4cOHON KOMHCCUHM  MENMLIMHCKON OpPraHu3auMd B COOTBETCTBHU C
nprukazom  Muubuciepersa 34paBoOXpaHeHMs M COLUMANBLHOIO pasBuIus Poccuiickoit
Depepatimm or S mast 2012 r. Ne 502n.

6. PeuenTel HA JIEKAPCTBEHHBIE  IPEMApaThl, MCAWLMHCKHE W3JENus |
CHeLHMATIM3UPOBAHHBIC MPOAYKTEl IMTAHUS HpU aMOYJIaTOPHOM JI€YEHUH BBITUCHIBAIOTCS
MEULUMHCKUMU PAaOOTHUKAMU MEJMIIMHCKIX OPraHu3alldii B COOTBETCTBUM C IPHKA30M
Mununcrepersa 3apaBooxpanenns Poccuiickoit denepanum ot 24 nosbps 2021 r. Ne 1094u
«O06 yreepxnennu [lopska Ha3HAYCHS TEKAPCTBEHHBIX MIPETIAPATOB, (OPM PEIIENTYPHBIX
OnaHKoB Ha JjieKapcrBeHHble npernaparsl, [lopsaka oQopMIeHUs yKa3aHHBIX GIAHKOB, MX
ydera ¥ XpaHenuss, (GopM OTaHKOB PEHENTOB, CONCPIKAIIMX HA3HAYEHHE HAPKOTHHEECKHX
CPEACTB WMAM [CMXOTPONHBIX BEWECTB, [lopsfxa WX H3rOTOBJICHHS, paclpeaeIcHus,
perucrpanuu, ydyera u XxpaHeHus:, a Takxke [IpaBun odopmienns 61aHKOB peuenTOB B TOM
urcie B JOpMeE dNEKTPOHHBIX JOKYMEHTOBY.

Bbinucka peuentos Ha eKapcTBEHHBIC NPENAparhl, JIEKAPCTBEHHBIE NpPEIapaTHl,
MEMIMHCKUE  W3JCHKsS W CHELHATU3HPOBAHHBIE  [POAYKTHI  Je4eOHOTO  ITUTAHUS
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MPOM3BOANICS Ha OyMaKHOM HOCWTENIe WM B (DOpME DIEKTPOHHBIX JOKYMEHTOB B
COOTBETCTBHUHM € IIpHKa3zaMu MuHMUCTEpCTBa 3apaBooxpanenus PecyGnuku Anraii.

7. Ortnycxk  JEKapCTBEHHBIX — TMPENapaToB,  MEIAMLMHCKUX — M3JENAd U
CHELHAM3UPOBAHHBIX POJYKTOB MUTAHUS OCYIIECTBISETCS alTeYHBIMU OPTaHU3aALUIMHY,
MEIULIMHCKHMK  OPTaHM3alMsAMHA, HWMEIOLUMU  JUIECH3MI0  Ha  (PapManeBTHYECKYIO
JAEATENbHOCTh, W WUX  000coOJeHHBIMH  HofpasfelieHusMH  (aMOyJIaTODHIMH,
(empamepckuMy W (PEIbILEPCKO-AKYIIEPCKUME TTYHKTaMU, HEHTpaMHu (OTAEICHUAMHU)
obert BpatuedHon (cemelHON) MpakTHKU), PaCIONOKEHHBIMU B CEIBCKUX IOCENIEHUSIX
PecnyOnukn Antail, B KOTOPBIX OTCYTCTBYIOT alTe€4HbIe OpraHu3anuy (Janee - anrexka) B
COOTBETCTBHM € Nprkazom Munuciepersa 3apaBooxpaHeHus PecriyOnvku Anraii .

B ciyvae oicyTCTBUSL JIEKAPCTBCHHBIX TpENaparoB, MEIMUMHCKUX HM3AEIUNA U
CHENMAIM3UPOBAHHEIX [POAYKTOB IMTAHMS, yKa3aHHBIX B pEIENTe, Npu o0palleHuu
TpakJaHMHA B allteKy pelenT IIpUHUMAaeTcs Ha OTCpodeHHoe OOCIy:KHBaHHE U
Munncrepcrso 3apaBooxpaneHus PecnyOnukn Anrait mprHUMAeT MEphI 10 00eCIIEYSHHIIO
rpaxan B cpok He Gomee 10 gHEH ¢ naTel oOparmeHust rpaKIaHWHA B alTeKy.



