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r. JIyranck

3apeructTpupoBaHo B MUHUCTEPCTBE IOCTUIIAN
Jlyranckoi Haponnoii Pecriy6inku
19.03.2026 Ne 62/787

O BHeceHuM U3MeHeHUIT B IpuKa3 MUHMCTEPCTBA 3/1paBOOXPAHEHUSs
Jlyranckoiit Hapognoii Pecny6aukm ot 11.07.2023 Ne 14-O/1

C uesbro NPUBEJICHUS B COOTBETCTBUE C JICUCTBYIOIIMM 3aKOHOJATEIILCTBOM
Poccuiickoit ®enepanuu 1npukaza MuHucrepcTBa 3apaBooxpaHeHus Jlyranckou
Hapomnoit PecnyOimku ot 11.07.2023 Ne 14-OJ] «O6 yrBepxacuuu Ilopsikos
B3aUMOJICIICTBUSA YYaCTHUKOB JIBIOTHOTO JICKAPCTBCHHOTO OOCCIICUCHUSI TPaKiaH,
MPOXKUBAOIIMX Ha Tepputopuu Jlyranckoi HapoaHoit PecryOnukuy B COOTBETCTBHE C
3aKOHOAATENBCTBOM Poccuiickor ®deniepaliid, a TAKKE B CBA3U C YTPATOM CHJIBI
OT/IEJILHBIX HOPMATHBHBIX MPABOBBIX aKTOB, B COOTBETCTBUH C MPUKa30M MUHHCTEPCTBA
3npaBooxpanenust Poccuiickoit ®enepaiuu ot 07.03.2025 No 1001 «O06 yTBEp ) ICHUN
MpaBUJ OTHYCKA JEKAPCTBEHHBIX TMPENApaToB JJIi MEAUIMHCKOTO MPUMEHECHUS
arTeYHBIMU OPTAHU3AIUAMU, UHIUBUYATbHBIMU TPEATPUHUMATEIIMU, UMCIOIIUMU
JUIEH3UIO Ha OCYHIECTBJIEHUE (PapMalleBTHYECKON NeATEeIbHOCTH, METUIMHCKUMU
OpraHu3alusIMMi, MMEIONMMU JIMIIEH3UI0 HAa OCYIIECTBJICHHE (HapMalleBTUUECKON
NEATETLHOCTH, M WX 000COOJEHHBIMH TOAPA3CICHUSIMH, PACTIOJIOKEHHBIMH B
CEIbCKHUX HACEJIIEHHBIX NMYHKTAaX, B KOTOPBIX OTCYTCTBYIOT aiTEYHbIE OPraHU3ALH,
MpaBUJi  OTIYCKA  HAPKOTUYECKHMX CPEACTB M I[CUXOTPOMHBIX  BELIECTB,
3apPErUCTPUPOBAHHBIX B KAYECTBE JEKAPCTBEHHBIX MPEMAPATOB I MEIULMHCKOTO
MPUMEHEHUS, JICKAPCTBEHHBIX IMPENapaTtoB s MEAUIUHCKOTO MNPUMEHEHUS,



COJIepKAILMX HApKOTHUYECKHME CPEACTBA M IICUXOTPOMHBIE BEIIECTBA, MNOPSIKA
OTOyCKa TpaxkJaHaM  anTEeYHbIMH  OPTaHU3ALUSIMA  HUMMYHOOHOJOTHUYECKUX
JICKapCTBEHHBIX TpEnapaToB JUIsi HUMMYHONpPO(HIaKTHUKKN», ¢ TyHKTOM 4.5
n noanyHkrom 4.7.2, nynkra 4.7 pasgena IV llonmoxennss o MunuctepcTse
3npaBooxpanenusa Jlyranckoid Hapoanoit PecnyOnuku, yTBEpKISHHOIO YKa3om
I'maBer  Jlyramckoit Hapommoit Pecnyomuku ot 09.06.2023 Ne  VI'-54/23
(C UIBMCHEHUSAMH) I p U K @ 3 bI B & 10:

1. Buectu B Ilopsaok B3aMMOJICHCTBUS YYACTHUKOB JIEKAPCTBEHHOTO
oOccricucHusl TpaxkJaH, MPOXKUBAIOIIUX Ha Tepputopuu Jlyranckoir Hapopgnoii
pecnyONUKY JICKapCTBCHHBIMH ITperapaTaMy, CICIUAIM3UPOBAHHBIMU TIPOAYKTAMHU
7e4eOHOrO MUTAHUS U MCIUIMHCKUMH U3JICAUAMHU MPU aMOyJIaTOPHOM JICUCHUH 10
peuenitaM  Bpaded — OeCIUIaTHO, YTBEPXKICHHBIM  npHKa3oM  MuHHCTEpCTBA
3npaBooxpaHenusa Jlyranckod Hapognoit Pecny6Gnuku ot 11.07.2023 Ne 14-O[f
3aperucTpupoBaHHblii B MuHucTepeTBe toctiuu Jlyranckoit HaponHoit PecryOnmku
26.07.2023 3a No 26/26 (nanee — [lopsigok), caeAyrOIINe H3MEHEHHUS:

1.1.A63a11 Bocemo# nyHkTa 2.2.1. mynkra 2.2. pasnena Il Iopsaka, H310KUT
B CJICAYIOIICH PEIAKIUU:

«IIpy  NOJOXKUTEIBHOM  PEUICHUM  OpPraHU3yeT  3aKylKy  JaHHbIX
JIEKapCTBEHHBIX MPENAPaTOB U MEAUIMHCKUX W3ACIUN B CPOKH, MPETYCMOTPEHHBIE
®dcnepanbHbiM - 3ak0oHOM  Poccuiickoit ®@enepamun ot 05.04.2013 Ne 44-@3
«O KOHTpakTHOM cucTteMe B cdepe 3aKylnoK TOBApOB, TOCYAApPCTBEHHBIX W
MYHULIUOANBHBIX HYXKI» (C H3MEHEHHUsIMH), MOoCTaHOBIeHUeM [IpaBuTenbcTBa
Poccuiickoit ®eacpammm ot 31.12.2022 Ne 2559 «O Mepax 1o 00CCIICUCHHAIO PEKUMA
BOEHHOT'O MOJIOXKEHUS U 00 0OCOOCHHOCTSX TUTAHUPOBAHUS U OCYLIECTBICHUS 3aKyTOK
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 BHECECHUHM HM3MCHEHUHA B HEKOTOpbIC akThl lIpaBureibcTBa
Poccutickoit @enepanuu.y.

1.2. A03an necarbii noamyHkra 2.2.1. mynkrta 2.2. pasgena Il Ilopsnaka
V3JIOKUTH B CIEAYIOIIEH PENAKLINHN:

«YTBEPXKJIa€T TEPEUYEHh MEJIUIIMHCKUX OpraHu3aifii, UMEIIUX TpaBo Ha
BBITIUCKY PELENTOB, ISl JIEKAPCTBEHHOTO 00ECIIEUeHUs TpaxaaH JIEKapCTBEHHBIMU
npenapaTaMi M MEIUIIMHCKUMU U3JIETUSIMU U CHEHHATU3UPOBAHHBIX TPOYKTOB
JIe4eOHOTO MUTAHUS (Jlaliee — MEJUIIMHCKAS TTPOJIYKIIHS ), TAKXKE TePEeUeHb alNTEYHBIX
OpraHu3alyi, KOTOPbIE OPTaHU30BBIBAIOT OTIIYCK U XPAHEHUE JAHHOW MEIUIIMHCKOU
npoaykiuu. CornacoBaHHasi WH(OpMAaIUs MO JAaHHBIM TEPEYHSIM HW3JIaraeTcs B
roCyIapCTBeHHBIX KOHTpakTax MunzapaBa JIHP ¢ onToBoi (apmaneBTHIECKOM
OpraHu3alieil Ha OKa3aHUE€ YCIYTd MO MPUEMKE, XPAHEHUIO, YYETy, JAOCTABKE U
OTIYCKY».

1.3. A63ar Tpernii mynkrta 2.4. pazaena Il [lopsiaka u3moXuTh B CIEAyIOMICH
peaaKkuuu:



«00ecneunBalOT XpaHEHUE JICKAPCTBCHHBIX TPEMApaTOB W  MEIUIMHCKUX
W3IECIIMM B COOTBETCTBMM CO cratber 58 DenmepambHoro 3akoHa ot 12.04.2010
Ne 61-®3 «OO0 oOpalleHHH JIEKAPCTBEHHBIX CPEACTB» (C HM3MEHEHUSMH H
JOMOJHEHUSAMU), NpHUKa3oM MUHHCTEPCTBA  3[ApaBOoOXpaHeHus  Poccuiickoi
@enepaunn ot 29.04.2025 Ne 260 «OO yTBEpKJIEHUHM TMpPaBUI XPAHEHUS
JEKAPCTBEHHBIX CPEACTB AJISI MEAULMHCKOTO IPUMEHEHUS;)Y.

1.4. Hononuuth nyHKT 2.4. pazgena II Ilopsnka abG3amamu ceMb U BOCEMb
CIEAYIOIIETO COAECPIKAHUS:

«OTIIyCK W3 aNTE€YHOM OpraHu3allil MEIHWIMHCKOM IPOAYKIUU, YKa3aHHOU
B peEleNTe, IPUHITOTO0 Ha OTCPOUCHHOE OOCITYKUBAHUE OCYIICCTBIACTCS B CPOK, HE
MPCBBIMIAIOIIMN  JlecaTd pabouyux JHEH ¢ JaThl oOpalllcHus TpakIaHUHA
B AITCUYHYH OPraHu3aliilo, 3a HCKIOYCHHEM JICKapCTBEHHOTO IIpernapara,
BBIIUCAHHOTO HAa PELENTe C MOMETKOM «Cito» (CpOYHO), KOTOPBI OTMYyCKaeTCs
B CPOK, HE MPEBBIILIAIINN TpeX pabouux JHEH ¢ JaThl OOpalleHus;

B Cily4yae HEOOXOAMMOCTH 3aKyNKH MEIWLHWHCKOW MNpPOAYKLMH, YKa3aHHOM
B pelenTe, AaHHas MEIMIIMHCKAs MPOAYKIUS OTIMYCKAETCA anTeYHOM opraHu3aiuen
B CpPOK, HE TPEBHILAKIIMN TpUALATH padoYuX JHEW ¢ JaTbl OOpalleHUs
TpaXIaHUHA;».

1.5. AG3aiel  cemb-TpuHaauath nyHkra 2.4. pasgena Il Tlopsnaka
COOTBETCTBCHHO CUMTATh ab3allaMu JCBIATh-IIATHA/IIATh.

2. Buectu B Ilopsiyiok B3aMMOJCHUCTBUSL YYACTHUKOB OOCCIICUCHMSI JIHII,
OO0BHBIX TEMODMINCH, MyKOBHCIIHI030M, THIIO(H3apHBIM HAHW3MOM, 00J1e3HbBI0 [ ot11e,
3JI0KaYECTBCHHBIMH HOBOOOPA30BaHUAMHU JTUM(PONIHOM, KPOBCTBOPHOM M POJICTBCHHBIX
UM TKAaHEW, PpACCESHHBIX CKIIEPO30M, I'E€MOJIMTUKO-YPEMUYECKUM CHUHIPOMOM,
FOHOIIECKUM apTPUTOM C CHUCTEMHBIM HaydajioMm, mykoronucaxapujgozoMm [, I, u VI
TUTIOB, aIlJIaCTUUECKONH aHeMHeH HEyTOYHEHHOW, HACIEACTBEHHBIM JePUIIMTOM
¢daktopos Il (pubpunorena), VII (mabunbnoro), X (Ctroapra-Ilpayspa), aun nmocne
TPAHCIUIAHTALIUM OpPraHoB © (WJW) TKaHeW, JEKapCTBEHHBIMU TIpernapaTaMu,
obecrnieueHus: UL UH(UIIMPOBAHHBIX BUPYCOM HMMYHOJEC(PUIIUTA YETOBEKA, B TOM
qucjae B CcoueTaHMM ¢ Bupycamu renatutoB B u  C, aHTUBUPYCHBIMU
JIEKapCTBEHHBIMU TIpenapaTaMu AJisi METUIIMHCKOTO TPUMEHEHUSI, 00ECTICUeHUs JIuII,
OOJIbHBIX TYOEpPKYJI€30M C MHOMKECTBEHHOW JIEKAPCTBEHHOM YCTOWYHMBOCTHIO
BO30OYAHTEINSA, aHTHOAKTEPUATBHBIMA W TIPOTUBOTYOEPKYIE3HBIMHU JICKAPCTBEHHBIMH
npenapatamMu  IJi8  MEAUIMHCKOTO TMPUMEHEHHUS, YTBEPKACHHBIM  [PHUKA30M
MunucrepcrBa 3apaBooxpanenus Jlyranckoit Hapomuott Pecrybmuku ot 11.07.2023
14-OJ/1, 3apeructpupoBaHHblii B MuHuctepctBe toctuiuu Jlyranckoir HapoaHoit
PecnyOmuku 26.07.2023 3a Ne 27/27 (nanee — [lopanok) crnemyromnme n3MeHEHUS:

2.1. Mznoxuts nyHKT 1.1. [Topsiaka B caenyromniei peiakiuu:

«2.1. TlopsioK B3aUMOJICUCTBUS YYACTHUKOB OOECIIEUEHUS JIUI], OOJIbHBIX
remodusivie, MYKOBHCIH030M, TUMO(PU3APHBIM HaHU3MOM, O0oje3Hbi0 [ore,
3JI0KQ4€CTBEHHBIMU HOBOOOPA30BaAHUSIMU TUMQOUTHOM, KpOBETBOPHOH
U POJCTBEHHBIX MM TKaHEW, pacCeTHHBIM CKJIEPO30M, TFEMOJIUTUKO-YPEMUUECKUM
CUHJIPOMOM, IOHOIIIECKUM apTPUTOM C CUCTEMHBIM HadaloM, MyKOIIOJIHCAXapUI030M
I, I m VI TuUnos, ammacTUYECKOW aHEMHUEW HEYTOUHCHHOMW, HACJIECICTBEHHBIM



nepunurom ¢akxropos Il (pubpunorena), VII (madbunproro), X (Crroapra-Ilpayspa),
JUIl  TIOCAE€ TpaHCIUIAHTAUMKA OpraHoB U (WIM) TKaHeW, JeKapCTBEHHLIMHU
npenapaTamy, oOecredenus Jul HWHQUIHPOBAHHBIX BUPYCOM HMMYHOACPHUIIMTA
4eJIOBEeKa, B TOM YUCIIE B COYETAHUM C BUpycaMu renatutoB B n C, aHTUBHPYCHBIMH
JeKapCTBEHHBIMH MpenaparaMu 1 MEAUIMHCKOTO IPUMEHEHNs, 00eCTIeUeHUs JIHII,
OONMBHBIX TYOEpPKYyJe30M C MHOXXECTBEHHOW JICKAPCTBEHHOW YCTOHYMBOCTHIO
BO3OYAUTEIA, aHTHOAKTCPUAIBHBIMU U MPOTUBOTYOCPKYJIC3HBIMU JICKAPCTBCHHBIMU
npenaparaMu JUisi MEIUIIMHCKOTO mnpuMeHeHus (ganee — Ilopgmok), paspaboTan
C ICJbIO YIMOPSAJOUYCHUS COBMECTHOW pabOThl MEAMIIMHCKUX M (hapMalcBTUUECCKUX
OpraHu3allii, y4JacTBYIOIIMX Ha Tepputopuu Jlyranckoit HapoaHo¥t PecmyGmiuku
B OpraHM3aliud oOecrledeHUs JHIl, OONBHBIX TIeMO(QUINCH, MYKOBUCITHIO30M,
runodu3apHbIM HAaHU3MOM, OOJIC3HBIO I"omre, 3JIOKa4€CTBCHHBIMH
HOBOOOpPa30BaHUAMH JUM(POUIAHOM, KPOBETBOPHOM M POJICTBEHHBIX MM TKaHEH,
pPACCEsHHBIM  CKJIEPO30M, TE€MOJIHMTHKO-YPEMHUYECKUM CHHIPOMOM, FOHOLIECKUM
apTPUTOM C CHUCTEMHBIM Havajaom, Mykomnomucaxapuaoszom I, II u VI Tunos,
arIaCTUYECKOW aHEeMHEelW HEYTOYHEHHOM, HacleICTBEHHbIM AepuuunToM (axtopos 11
(bubpunorena), VII  (mabunsnHoro) X (Crroapra-lIlpayspa), nun mnociue
TPaHCIUIAHTALIMY OPraHoOB M (WJIM) TKaHEW JIEKApCTBEHHBIMH TpenapaTamu (nanee —
B3H), obecnieuenust iul MHQUIMPOBAHHBIX BUPYCOM MMMYHOAE(MULIMTA YEJIOBEKa,
B TOM 4YMUCJIE B coueTaHuu ¢ Bupycamu renatutoB B u C, aHTUBUPYCHBIMU
JICKapCTBCHHBIMU TIpEIiapaTaMu JIJIsl MEJIUIIMHCKOTO IPUMCHCHUS, 00CCIICUCHMSI JIHII,
OONBHBIX TYOCPKYJIC30M C MHOXXCCTBCHHOM JICKAPCTBCHHOM yCTOWYMBOCTBIO
BO30YyIuTEINSA, aHTHOAKTEPUAIBHBIMU U IPOTHBOTYOEPKYJIE3HBIMHU JICKAPCTBEHHBIMU
npenapaTamMu Uil MEAMIMHCKOro npuMmeHeHus (nasiee — BUY B coderanuu
c rerratutoM B u C, TyOepKysie3 ¢ MHOKCCTBCHHOM JICKAPCTBCHHON YCTOMYUBOCTHIO),
B COOTBETCTBUU C 4. 7 CT. 44 @enepansHoro 3akoHa ot 21.11.2011 Ne 323-®3
«O0 ocHOBax oOxpaHbl 3710poBbsi rpaxaaH B Poccuiickoii ®Denepanyny
(C UIBMEHEHUSMH U JIONOJHEHUSAMM) JEKAPCTBEHHBIMHU IpenaparaMu Mo NEpEedHsIM
JIEKapCTBEHHBIX TMPENaparoB, YTBEPKIAEHHBIX pacnopsbkeHueM llpaBuTenbcTBa
Poccuiickoit ®enepaunn ot 18.12.2025 Ne 3867-p «O0 yTBEpXKIE€HUU TEPEUHS
YKU3HEHHO HEOOXOIMMBIX M BAKHEWINWX JIEKAPCTBEHHBIX MNpENnapaToB, a TaKXKe
MEepevyHell JIEKapCTBEHHBIX MpEenapaToB JJIi MEJUIIMHCKOTO TMPUMEHEHUS MU
MHUHUMAaJNbHOTO aCCOPTUMEHTA JIEKAPCTBEHHBIX IMPENapaToB, HEOOXOOUMBIX Jis
OKa3aHMsI MEIULIMHCKOM [TOMOLLM.)».

2.2. A63ar Tpermit myHkTa 2.4. paznena II [lopsaka u310KuTh B Cleayromniei
peRaKuuu:

«00ecTeynBalOT XpaHEHHE JIEKAPCTBEHHBIX MPENapaToB W MEAWLIUHCKHX
M3JETUA B COOTBETCTBHM cO cTathell 58 @DenepanbHoro 3akoHa ot 12.04.2010
Ne 61-03 «OO6 oOpaieHun JEKAPCTBEHHBIX CPEJICTB» (C  HU3MEHEHUSIMU H
JIOTIOJTHEHUSAMU),  TpUKa3oM  MUHHUCTEpPCTBA  3/[paBOOXpaHeHHus  Poccuiickoi
G®enepanu o 29.04.2025 Ne 260 «OO yTBEpKJI€HMH TPaBUJ XPaHEHUS
JIEKapCTBEHHBIX CPEJCTB JJI1 METUIIUHCKOTO NPUMEHEHHSI ;).

3. IOpuanueckoMmy otaeny MuHucTepcTBa 3apaBooxXpaHeHus JlyraHckoit
Hapoanoii Pecny6iuku 00eCIICYnTh nojavy HACTOSIIETO npuKasza



Ha TOCYJAapCTBEHHYI) peructpauurd B MuHUCTEpCTBO rocTUUMM Jlyranckou
Hapoanoii Pecniy0nuxu B yCTaHOBIEHHOM IMOPSIZIKE.

4. KoHTpOIb 32 BBIMOJHEHUEM HACTOSIIETO NPHUKa3a OCTAaBJISIO 32 COOOM.

5. Hactosmmii npuka3 BCTYIIAeT B CHIy CO [JHS €ro rocylapCTBEHHOM
peructpaunu B Munucrepctse roctuimnu Jlyranckoit Hapoanoit PecyOnuku.

Bpuo MuHHUCTpa 3/IpaBOOXpaHEHUS
Jlyranckoit Hapoanoit Pecrry6muku A.C. PyKaBUIITHUKOB



