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O BHeceHHH H3MEHEeHHii
B HEKOTOpPBIE (pOPMBI 3a8BOK HA MOCTABKY
JeKAPCTBEHHBIX NMPEenapaToB JJisi MEIHMIIHHCKOro NPHMEHEeHH S,
npeaIHA3HAYEHHBIX /sl 00ecneyeHns OT/AeIbHbIX KaTeropHi JuI

B cootBerctBuu ¢ myHkToM 5 IlomoxkeHus o6 opraHu3anuy oOeclieueHHs JIUL,
HHDUIIUPOBAHHBIX BHPYCOM HMMYHOIE(HUIUTAa 4YeIOBEKa, B TOM YHCIE€ B COYETaHHH
¢ BupycamMu rematutoB B u C, aHTHBHPYCHBIMH JIEKaPCTBEHHEIMHM IIpemapaTaMHu
U1 MEZMIIUHCKOTO IpUMeHeHUs U MyHKToM 5 [TonoxxeHus o6 opranuzaiuy obecredeHus
nui, OOJBHBIX TYOepKyjlIe30oM C MHOXXECTBEHHOM JIEKapCTBEHHOM YCTOMYHBOCTBIO
BO30YIUTENSA, aHTHOAKTEpPUANBHBIMH U IPOTHUBOTYOEpKYNE3HBIMHM JIEKapCTBEHHBIMHU
npenapaTaMd Uil MEQUIMHCKOTO IIPAMEHEHHs, YTBEP)XKIEHHBIX IIOCTAHOBJIECHHEM
IlpaButenscTBa  Poccuiickoit  ®emeparuu ot 28 gekabpsa 2016r.  Ne 1512
(Cobpanue 3akonopatenscTBa Poccuiickoit @enepannu, 2017, Ne 2, c1. 344; 2021, Ne 27,
cT. 5408), myukToM 5 IlpaBun opranuzaiuu obecrneyeHus JeKapCTBEHHBIMU IIperapaTaMu
nuL, GOJBHEIX reMO(UIHeH, MYKOBHCIHMZO30M, T'UMO(U3apHBIM HAHH3MOM, OOJIE3HEBIO
Tome, 3/0KAQUYECTBEHHBIMH  HOBOOOPa30BaHUSMHU  JMM(OUAHOH, KPOBETBOPHOMH
U POJCTBEHHBIX WM TKaHEH, pacCesHHBIM CKIEpO30M, TI'€MOJIMTHKO-YPEMHUIECKUM
CHHJIPOMOM, IOHOIIECKMM apTpPHTOM C CHCTEMHEIM HayajJoM, MYKOIIOJHCaXapH030M
I, I uw VI TuooB, amIacTHYeCKOH aHeMHel HEYTOYHEHHOM, HacCJIEICTBEHHBIM
nedunuroMm daxropos II (¢ubpunorena), VII (rabunsnoro), X (Crioapra —Ilpayspa),
JIMI[ TOCJI€ TPAHCIUIAHTAMK OPTaHOB M (WJIM) TKaHEU, yTBEPXKACHHBIX IOCTAHOBICHUEM
IIpaButensctBa  Poccuiickon ®enepanuu oT 26 HoaOps 2018 .  Ne 1416
(Cob6panue 3akoHomarenscTBa Poccmiickoit ®eneparuu, 2018, Ne 49, cr. 7620; 2021,
Ne 27,ct.5408),npu ka3 bl Balo:

VTBEpAUTS NpUIIaracMele M3MEHEeHHUs, KOTOPBIE BHOCATCA B HEKOTOPBIE (POPMEI 3asBOK
Ha I[IOCTaBKy JIEKApPCTBEHHBIX IIpemaparoB Uil MEIOMLMHCKOIO IPHMEHEHHH,
peIHa3HAYeHHbIX Ui 00ecleueH s OT/eIbHbIX KaTeropyii rpaXKiaH.

MunucTp M.A. Mypalriiko




VTBEPKIEHEI

npuka3oM MUHHCTEPCTBA 34paBOOXPaHEHHS
Poccuiickoit @enepanuun

oT «_D_Z_» M@%Z 2021 . e 7Lt/

H3meHenus,
KOTOpbIe BHOCSITCA B HEKOTOpbIe (POPMEI 3aBOK
HA MOCTABKY JIeKAPCTBEHHbIX NPENapaToB A/ MeIHIHHCKOro NpHMeHeHH s,
npeIHA3HAYEHHBIX 1715 o0ecneyeHHsl OTAEJbHBIX KaTeropuii rpa’kaax

1. B mpukaze MunuctepctBa 37ApaBooxpaHeHHs Pocculickoit ®Depepaiinu
or 23 mapta2020r. Ne2lln «OO0 yrBepkaeHMH GOpMBI 3asdBKH Ha IIOCTaBKY
AQHTUBHUPYCHBIX  JIEKQPCTBEHHBIX INpenapaToB Uil MEQUIMHCKOTO  MPHUMEHEHWS,
TIpeTHA3HAYEHHBIX JUIS 00eCe e H s JINL, HHOUINPOBaHHBIX BUPYCOM UMMYHOIeHIMTA
JeloBeKa, B TOM YHCJIE B COYETAaHWH C BHUpycaMu renatutoB B m C, BKIIIOUYEHHBIX
B IEpeYeHb >KU3HEHHO HEOOXOAWMBIX M BAXKHEHIIMX JIEKapCTBEHHBIX IMPernapaTos,
U ¢GopMBl 3afBKM HA IIOCTaBKy aHTHOAKTEepHAIBHBIX H IPOTHBOTYOEPKYJIE3HBIX
JIEKapCTBEHHBIX IpernapaToB M MEIMIUHCKOTO IPHMEHEHHs, IpeIHa3sHaY9eHHbIX
s obecrieueHMs JIMI, OONBHBIX TyOepKyJe30M C MHOXECTBEHHOH JEKapCTBEHHOH
YCTONYMBOCTBIO BO30YIMTENs, BKIIOYEHHBIX B IlepedeHb JKM3HEHHO HEOOXOIMMBIX
M BaXHEHIIMX JIEKQpCTBEHHBIX IperaparoB» (3aperucTpupoBadH MHHHCTEPCTBOM
foctunud Poccuiickoit ®eneparmu 22 anpens 2020 r., peructpanuoHHbii Ne 58162):

1) B npunoxenuu Ne 1 x npukasy:

clloBa
«HanMmeHoBaHUe Oprasa,
TIPeJICTAaBUBILETO 3asBKY:

(oprad HcronHMTENBHON BhacTu cy6bekta Poccuiickoii ®enepal B chepe OXpaHbl
3/10poBbs, DeaepaTbHOES METUKO-GHOIOTHIECKOE areHTCTBO)»

3aMCHUTD CJIOBAaMH
«

(HaMMEeHOBAaHNE OPraHa HCMOJHUTENBHOM BIIacTH cyObekTa Poccniickoii ®eepanny B cdepe OXpaHbl 310POBBS,
denepanpHOe MEAUKO-GHONOTHYECKOE areHTCTBO, DeiepanbHas CiTyk6a MCIIONHEHHS HaKa3aHuii)

(HaUMEHOBAHHE TOTy4aTe i AHTHBUPYCHBIX JIEKAPCTBEHHBIX MPENapaToB, aapec MeCTa MOCTABKU)»;
CJIOBa
«PyKOBOAUTENb OpraHa MCIIOIHUTENBHON
BiIacTH cyonsekta Poccuiickoit Denepanmu
B cepe oxpaHbl 310poBbs, DenepanbHOro
MEIHKO-0HOJIOMMYECKOT0 areHTCTBA

(momvcs) (paciumdpoBKa NOATVICH)




Hcnomaurens

(HOIDKHOCTB) (mommice) (pacumpoBKa HOMIICH)»
3aMCHHUTH CJIOBaMHU
«Hcnonxutens

(®HO) (ZOIDKHOCTE) (ampec 3EKTPOHHOIA MOYTHI,
KOHTaKTHbII HOMep TenedoHa)

PykoBoauTens oprana UCIIOMHUTENILHOM BIIAaCTH CyOBeKTa
Poccuiickoii ®enepamii B cdepe OXpaHBI 3IOPOBBA,
@efiepalIbHOTO  MEIUKO-OMONIOTMYECKOTO  areHTCTBA,
®OenepanbHO CITy OBl UCTIOTHEHUS HaKa3aHUH

(SMeKTPOHHAS TIOTHCE)Y,
2) B npuioxeHud Ne 2 K mprKa3sy cJI0Ba
«PyKOBOZMTENb OpraHa HCIIOJIHUTEIBHOM
BacTi cyonrekra Poccuiickoit Deneparyu
B cepe OXpaHbl 30POBBS
(mommice) (pacmm¢poBKa MOIIHCH)
MI1
Hcnomuaurens
(IO/DKHOCTB) (mommmick) (pacmm¢poBKa MOIIHCH)»
3aMCHUTH CIIOBAMH
«HcrionauTens
(®HO) {NOJDKHOCTB) (ampec 3MeKTPOHHOM! HOYTHI,

KOHTAKTHbL HOMep TenedoHa)

PyxoBoauTens opraHa HCIIOMTHUTENBHOM BIIaCTH CyObEKTa
Poccutickoit ®eneparmu B chepe 0XpaHbl 3A0pOBbI

(SMeKTpOHHASA MO/IITHCE).
2. B mnpunoxeHun K mnpukaly MuH#cTepcTBa 3ApaBooxpaHeHHs Poccuiickoii

@enepanuu ot 23 anpens 2020 r. Ne 3711 «O6 yTBepkaeHHH GOPMBI 3a9BKH HA TTOCTABKY
JIEKapCTBEHHBIX MpENapaToB, NpeJHAa3HAYeHHBIX JJi1 oOecleueHHus JUIl, OONBHBIX
reModunmel, MYKOBHUCUHMIO30M, THUNOQHU3apHBEIM HaHH3MOM, Oose3usio [ oire,
3JI0Ka4e€CTBEHHBIMH HOBOOOPa30BaHUSAMH JIUM(OUIHOMN, KPOBETBOPHOH M POACTBEHHBIX
UM TKaHeW, pacCesHHBIM CKJIEpO30M, TIE€MOIUTUKO-YPEMUUYECKHUM CHHAPOMOM,
IOHOLIIECKUM apTPUTOM C CHCTEMHBIM HavaioM, Mykonoimcaxapuao3om I, II u VI tumnos,
aIUIaCTUYECKOM aHeMHell HEeyTOUYHEHHOM, HacleACTBEHHBIM JedHIuTOM (aKTOpOB
II (dbubpumnorena), VII (;mabunmsHoro), X (Crroapta—Ilpayspa), mul mocie
TPaHCIUIAHTAIMK OPraHoB M (WJIK) TKaHel» (3aperucTprupoBaH MUHHUCTEPCTBOM FOCTHIIMH
Poccuiickoit ®enepannn 29 mas 2020 r., peructparuonsiit Ne 58501) cimosa
«PykoBomuTeNlb OpraHa rocynapCTBEHHOMH
Biactu cyObekta Poccuiickoii ®Deneparmu
B cepe OXpaHbI 3710POBBSI

(noAImics) MII (pacumdposka noamicy)




Hcmonnurens
(DOIDKHOCTE) (mommicE) (pacmmdpoBKa MOATHCH)»
3aMCHHUTH CIIOBAMHA
«HAcnomauTens
(®UO) (IOIDKHOCTB) (ampec 3NeKTPOHHOM MOYTEI,

KOHTaKTHBII HoMep TeneoHa)

PykoBoautens opraHa rocyiapCTBEHHON BIIACTH CyOBbeKTa
Poccutiickoit Oenepariiu B chepe OXpaHbl 30POBbA

(9NEKTpOHHAS TIO/IIHCE).




