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O BHeceHHH H3MEHEeHHIi
B HEKOTOPBIe (pOPMBI 3aiBOK HA MOCTABKY
JIEKAPCTBEHHBIX MPENapaToB JJI MeJHIIHHCKOr0 NPHMEHEHHs,
npeaHa3HAYEHHBIX AJIs ofecnedyeHns OTAebHbIX KATErOpHH JIHIX

B cootBerctBuu ¢ myHKTOM 5 IlonoxeHHss o6 opraHuzanuu OOecIeYeHHs JIHII,
UHQHUIMPOBAHHBIX BHPYCOM HMMYHOJAe(HIHMTa 4Y€NIOBEKa, B TOM YHCIE B COYETaHHH
¢ BupycaMu rematutoB B u C, aHTHBHUPYCHBEIMH JI€KapCTBEHHBIMM IIpelapaTamMH
U1 METUIIMHCKOTO MpUMEHeHus U MyHKToM 5 [TonoxeHus 06 opranusalvy o6ecreyeHus
nul, OONBHBEIX TYOepKyjie3oM ¢ MHOXXECTBEHHOM JIEKapCTBEHHOM YCTOWYHBOCTHIO
BO30yIOMTEN, AHTHOAKTEPHAIBHBIMH M TNPOTHBOTYOEpKYJE3HBIMH JIEKapCTBEHHBEIMM
npemnapataMi Ui MEIMLIHMHCKOTO IIPHMEHEHWS, YTBEPXKIEHHBIX IIOCTAHOBICHHEM
IlpaButenscTBa  Poccuiickoit  ®Pemepanmum ot 28 mekabpa 2016 . Ne 1512
(Co6panue 3akoHoaatenscTBa Poccuiickoit @enepamuu, 2017, Ne 2, ct. 344; 2021, Ne 27,
cT. 5408), mynkToM 5 IlpaBun opraHu3aiuy obecnedeHus JIEKapCTBEHHBIMY MpenapaTaMu
nuL, GONBHEIX reModuiIne, MyKOBHCHHAO30M, THIIO(U3apHBIM HAaHH3MOM, OOJIE3HBIO
Tomie, 3J0Ka4YeCTBEHHBIMH  HOBOOOpPa30BaHMSMH  JHUM(OMUIHONW, KPOBETBOPHOMH
U POACTBEHHBIX MM TKaHEH, pacCesHHBIM CKIEpO30M, TI'€MOJIHUTHKO-YPEMHIECKHM
CHHIPOMOM, IOHOIIECKHM AapTPHTOM C CHCTEMHBIM Ha4alloM, MYKOIIOJIHCaXxaphI030M
I, II m VI THODOB, amIacTHYeCKOil aHeMHel HEyTOYHEHHOH, HacClIeICTBCHHEIM
nedurmrom ¢akropos II (¢pubpuuorena), VII (;abmneHoro), X (Crroapra — [Ipayapa),
JIMII TIOCNIe TPAHCIUIAHTAI[UM OpPraHOB U (MNIM) TKaHEH, yTBEpXICHHBIX MMOCTAHOBIIEHHEM
[paButensctBa  Poccmiickoit ~ ®epepanuu  oT 26 HOA6ps 2018 . Ne 1416
(CobGpanne sakonomarensctBa Poccmiickoii ®enepanuu, 2018, Ne 49, ct.7620; 2021,
Ne 27,cT.5408), npu ka3 bl Balo:

VTBepaWTh MpUJIaraeMble H3MEHEHHs, KOTOPEIE BHOCATCA B HEKOTOPBIE GOPMBI 3aBOK
Ha [OCTaBKy JIEKAPCTBEHHBIX MpENapaToB I  MEIUIMHCKOro  IPUMEHEHMHS,
peJHa3HaYeHHBIX 11 o6ecniedeHHs OTACABHBIX KaTerOpHil rpaxaaH.

MuHUCTp M.A. Mypartko




VTBEP)XIEHEI

nnprka3zoM MUHHCTEPCTBa 34paBOOXPAaHEHHA
Poccuiickoit ®enepanuu

OT«_Z_» M%Z 2021 r.Ne’/‘//zﬁ/

HN3MeHeHHn,
KOTOpbI€ BHOCSTCA B HEKOTOphie GOPMEI 3asIBOK
HA MOCTABKY JIEKAPCTBEHHBIX NPENapaToB AJji MeIHIIHHCKOI0 NpHMeHeHH ,
npeJHA3HAYEHHBIX AJIS o0ecnedyeHHs OTAC/IbLHBIX KaTeropHil rpakaaH

1. B mnpuxaze MunucrepcTBa 371paBooxpaHeHHss Poccuiickoii ®exepauuu
or 23 mapta2020r. Ne21lH «O6 yrBepxaeHMH (OpMBI 3aiBKH Ha IOCTaBKY
AQHTHBUPYCHBIX JIEKAPCTBEHHBIX MpENapaToB [UId MENHMIMHCKOTO IIPUMCHEHWUs,
IIpeHA3HAYEHHBIX /I 06eceyeH s UL, HHOUIUPOBaHHEIX BHPYCOM HMMYHONe(HUIHTA
YyeoBEeKa, B TOM 4YHCJE€ B COYETAaHWH C BHpycamH remarutoB B u C, BKIIOYEHHBIX
B IepeueHb >KU3HEHHO HeOOXOMWUMBIX M BaXKHEHINMX JIEKapCTBEHHBIX TIPENaparos,
u ¢opMBl 3a9BKM Ha [OCTaBKy aHTHOAaKTEpHABHBIX H IPOTHBOTYGEpKYJE3HBIX
JIEKapCTBEHHBIX I[IperaparoB Ui MEIMLUHCKOTO IIPUMEHEHHS, TpeaHa3HaYeHHBIX
mis obecriedeHHs ML, OONBHBIX TyOepKyJe3oM ¢ MHOXECTBEHHOH JIEKapCTBEHHOM
YCTOHYMBOCTBIO BO30yIUTENs, BKIIOYEHHBIX B IIepeUeHb JXHM3HEHHO HEOOXOMMMBIX
M BAXHEHIIMX JIEKQpCTBEHHBIX MpenapaToB» (3aperucTpupoBad MuUHHCTEPCTBOM
foctunuH Poccumiickoit ®enepanyu 22 anpens 2020 r., peructpanuoHHbIA Ne 58162):

1) B npunoxeHuu Ne 1 k pukasy:

clioBa
«HauMeHOBaHHE Oprasa,
IIPEJCTAaBUBILETO 3a5BKY:

(opran ucronHMTENLHON BiacTH cyGhekTa Poccuiickoii ®enepaluu B cdepe OXpaHsl
310poBhs1, DefepanbHOS MeIUKO-GHONOTHIECKOE areHTCTBO)»

3aMCHUTH CJIOBaMHA
«

(HaUMEHOBAaHHE OPraHa MCIIONHHUTENLHON BIacTH cyoneKTa Pocculickoii ®eiepanuy B chepe OXpaHbI 310pOBbS,
denepanpHOe MeAMKO-GHONOrMIECKOe areHTCTBO, DeiepanbHas Ciyx0a HCIOIHEHHS HaKa3aHyi)

(HauMeHOBaHWE TIONTy4aTe s AHTHBUPYCHBIX TeKaPCTBEHHBIX MPENApaToB, apec MeCTa MOCTAaBKH)Y;
ciloBa
«PyKkoBOAUTENb OpraHa HUCIOJIHUTENBHOM
BiacTh cyOnekra Poccuiickoit Oeneparmu
B cepe oxpaHbl 310poBbs, DeneparbHOro
MEIHKO-0M0IOrHIeCKOro areHTCTBa

(omrmice) (pac¢poBKa MOATVCH)




HUcnomuurens

(HOIDKHOCTB) (nommick) (pacmm¢poBKa NONIHCH)»
3aMCHHUTH CJIOBaMH
«HcnonHuTeNnb

(®HO) (morpKHOCTE) (ampec 3MEKTPOHHOI MOYTHI,
KOHTAKTHbIH HOMEP TeneoHa)

PykoBoguTeNs opraHa HCIIOMHUTENBHOM BIIaCTH CyObeKTa
Poccuiickoit ®enepamiu B cdepe OXpaHBI 3IOpPOBHA,
@enepalbHOIO  MEIUKO-OHOJIOTHYECKOTO  areHTCTBa,
OenepalibHON CITY>KOBI UCIIOJTHEHUA HAKa3a Uit

(3JIEKTPOHHAS TIOIYWHICE)Y;
2) B npuwiokeHHH Ne 2 K mpuKasy ciIoBa
«PykoBosTeNns OpraHa HCIIOMHUTEBHOM
BIacTu cyowekta Poccuiickoit @eneparim
B cepe OXpaHBbI 310POBBS
(momImICE) (pacmmpoBKa NOMITHCH)
MII

Hcnonnurens

(aomKHOCTE) (moarmicy) (pacm¢ypoBKa MOIIICH)»
3aMEHUTH CIIOBAMH
«HcnomauTens

(®HO0) (ZOJDKHOCTB) (ampec AMEKTPOHHOM NOYTHI,

KOHTAKTHbI HOMED TenehoHa)

PyxoBoauTens opraHa HCIIOMHUTENBHOM BIaCTH CyOBbeKTa
Poccutickoit deneparvu B cepe OXpaHbI 3M0POBBS

(9NeKTPOHHAA MOJIIHCE).

2. B mnpunoxeHun K npukasy MuHucTepcTBa 3ApaBooxpaHeHusi Poccuiickoii
®enepauuu ot 23 anpens 2020 r. Ne 3711 «O6 yTBepKaeHUN (HOPMBI 3aBKH HA ITOCTABKY
JIEKapCTBEHHBIX IpENapaToB, IIpeJHa3HAaYeHHBIX JUIg obecledeHus L, OOJIBHBIX
reMopmivell, MYKOBHCHUAO30M, TUMO(PH3apHBIM HaHU3MOM, OojesHsto [ oie,
3JI0Ka4€CTBEHHEIMH HOBOOOPa30BaHUAMH JUMGOHIHOH, KPOBETBOPHOH M POJCTBEHHBIX
MM  TKaHeW, pacCesHHBIM CKJIEpO30M, TI€MOJIUTHKO-YPEMUUECKAM CHHIPOMOM,
JOHOIIECKUM apTPUTOM C CUCTEMHEIM HaudalioM, Mykomnomucaxapuao3oM I, II u VI tumnos,
allaCTUYEeCKOM aHeMHeld HEyTOYHEHHOM, HacleACTBEHHBIM JaedpuuuroM (aKkTopoB
II (¢bubpunorena), VII (mabunvcHoro), X (Crwoapra-—Ilpayspa), mui mocie
TPaHCIUIAHTALK OPraHOB M (MJIK) TKaHel» (3aperucTpupoBaH MUHHCTEPCTBOM IOCTULIH
Poccwiickoiit ®enepaunn 29 mas 2020 r., peructpaumonssiii Ne 58501) cnosa
«PykoBomuTeNlb OpraHa rOCYHapCTBEHHOM
BIacTH cyOvekTa Poccuiickoit ®epeparpm
B c(epe OXpaHBI 310POBBS

(moAmKcE) MII (pacumdposka nommick)




Hcnonaurens
(nOIDKHOCTE) (nommAck) (pacmmpoBKa MOTIHCH)»
3aMCHHTE CJIOBAMHA
«Hcnomuaurens
(®HNO) (HOIDKHOCTB) (aapec SMEKTPOHHOM NOYTEI,

KOHTAKTHBIH HoMep TesiedoHa)

PykoBomutens opraHa rocyJjapCTBEHHO BIIaCTH CyOBeKTa
Poccwuiickoit ®epepariiu B chepe OXpaHbl 3T0POBES

(3NEKTPOHHAS [IOTIHCE)».




