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MuHECTEPCTBO 3APpaBOOXPaHEHHSA
Poccuiickoit Pegepanyuu

PENEPAJIBHAA CJIIY2KBA I1O HAI30PY
B C®EPE 3IPABOOXPAHEHHS
(POC3IPABHANI30P)

yes /M%{?ﬂﬁwz’, MHHHCTEPCTRO HOCTHINA cnﬁcxon ey, 7L S
SAPETHCTPHPOBAHO
Perucrpaunonani o OL 672

o 'L Qepececfure
= v —
06 yreepikaenud popmbl 3akmouenns o nedexrype (pHCKe ee BO3HHKHOBEHHS)
JH00 OTCYTCTBHH B 0GpAaICHAH JIeKAPCTBEHHBIX PeNapaToB, BKIIOYEHHbIX
B NepedeHb KU3HEHHO Heo0X0 UMBbIX H BaXKHEH X JIEKaPCTBEHHBIX NPeNapaTos,

B CBfI3H € nenooﬁpasoaarmem Ha HHAX

B cooTBeTcTBHH ¢ IMyHKTOM 2 OCOGEHHOCTEH rOCyJapCTBEHHOTO PEryINPOBAHHA
IIpeleNbHBIX OTIYCKHBIX IEH IPOM3BOJMTENeH Ha JIEKapCTBEHHBIE IMPEMapaTel,
BK/IOUEHHbIE B IIepedeHb JKM3HEHHO HEOOXOMVMBIX M BKHEWMIINX JEKapCTBEHHBIX
IIpeIapaToB, yTBEPXKAEHHBIX [ocTaHoB/eHHeM [TpaBuTenscTBa Poccniickoi denepanyy
ot 31 oxtabps 2020 r. Ne 1771 «O6 yTBepxaeHHH OCOOEHHOCTEH rOCyIapCTBEHHOTO
peryIMpoBaHMsl MpeleibHBIX OTIYCKHBIX LEH MPOU3BOJUTENEH Ha JIEKapCTBEHHEBIC
Ipemnapars], BKTIOYEHHBE B IepedeHh JXM3HEHHO HEOOXOAMMBIX M BaXHEHIINX
JIEKApCTBEHHBIX MPENapaToB, 1 BHECEHHH W3MEHEHHUI B OTICJIBHBIC 3aKOHOJATENLHBIC
axTel IlpaButennctBa Poccuiickoit ®enepamun» (OuunanbHbll MHTEPHET-NIOPTA
mpaBoBO}  MHObOpMamME ~ Www.pravo.gov.ru, 3 HosOps 2020  roza,
Ne 0001202011030002) npr K a3 Bl Balo:

VrBepouts mpuimaraemyio ¢opmy 3akmouenus o Aedexrype (pucke ee
BO3HMKHOBEHHMs) MO0 00 OTCYTCTBHM B OOpallleHHH JICKapCTBEHHBIX IIPENaparos,
BKJIIOYEHHBIX B IIEPEYEHb JKM3HEHHO HEOOXONMMBIX M BaXHEHINNX JIEKapCTBEHHBIX
IIPEnaparoB, B CBA3H C LIeHOOOpa30BaHKEM Ha HUX.

PykoBonutens A.B. Camoiinosa




IIpunoxenue

K IIPUKa3y

®enepanbHO# CIyOBI IO HAA30PY
B c(pepe 3qpaBOOXpaHEHUSA

ot «7/%» A4 2020 1. Ne 70 AL 4’

®opma

depepanbHas cityx0a o Haa3opy B chepe 3ApaBOOXPAHEHUS

VTBEPXJIAIO

(PYKOBOAHUTEIH HIIH HHOE YIIOJIHOMOYEHHOE JIHIIO,
(haMuUITUs, UMsl, OTYECTBO (IIPH HATHYIHH),
MOJIITHCh, TIEUaTh)

« »

3akiroueHue
o nedexrype (prcKe ee BOSHHKHOBEHHU) OO 06 OTCYTCTBHH B OOpallieHuM
NeKapCTBEHHBIX MPENApaToB, BKIIOYEHHBIX B I€PEUEHb KU3HCHHO HEOOXOMUMBIX U
Ba)XHEMIIMX JIEKApCTBEHHBIX NIPENapaToB, B CBA3H C IEHOOOpa30BaHMEM Ha HUX

Ne ‘ OT « » 20 T

1.

(MEeXIyHApONHOE HEMATEHTOBAHHOE HAHMEHOBAaHHE JIEKaPCTBEHHBIX IpenaparoB (MM
XHMHAYECKOE, WM TIPyIIMPOBOYHOE HAMMEHOBAHME) M MMEIONIHE OJMHAKOBBIA IyTh BBEACHHA
(3KBHBJIEHTHBIC JICKAPCTBEHHBIE POPMBI M IO3UPOBKH).

2. Tlepeuncnsiorcs: TOProBeie HAMMEHOBAHMS JIEKAPCTBEHHBIX IPENapaToB Wi MEAHLMHCKOTO
MPUMEHEHHS C YKA3aHHEM B OTHOLIEHHH KaXJIOTO JEKapCTBEHHOH (OpMbL, MO3HPOBKH, ($OPMEI
BHITYCKA, HAMMEHOBAHMS IIPOM3BOAHMTENCH JIEKApCTBEHHOIO Mpemapara, JaTel M HOMEpa
PETHCTPAIOHHON0 YAOCTOBEPEHHS JICKapPCTBEHHOTO Tpenapara, 3aperuCTPUPOBAHHON IpeaebHON
OTIIyCKHO# LIEHBI JIEKAPCTBEHHOTO npenapara (B py6iax, 6e3 Hanora Ha A06aBICHHYIO CTOAMOCTD):

1) ;

2) ;

3) : ;

4) , .

3. Hacrosinee 3akmodeHue IOATOTOBJICHO HA OCHOBAHUU!:

1) umerommxca B pacniopsbkennn enepanbHoi CIy6bI M0 Han30py B chepe 3ApaBOOXPaHEHHS
(nanee — Ciyx6a) cBeleHHH O JIEKAPCTBEHHBIX NpeTIapaTaX, HOCTYHBIIMX B IPaXIAaHCKHIi 000pOT B
Poccuiickoii @enepanum;

2)

(YKa3BIBAIOTCS CBENEHHs O JepXATelsX HIM BIaje]blaX PETHCTPALMOHHBIX YAOCTOBEpPEHUI
JIEKapCTBEHHBIX NpeNapaToB, npeacrasuBiux B Ciyx0y cBeneHHS O IUIAHAPYEMBIX 00BeMax BBOJR




JIEKapCTBEHHBIX IIPENApaToB B rpaxcaaHckuii 060poT B Poccuiickoii desiepaiiiu, HoMEpa U IaThl IHCEM,
KOTOPHIMH TIPEJICTABJCHbl yKa3aHHble CBEJCHHS H KOTOpBIE IIPHIIAraloTCsi K HacTOALIEMY
3aK/IOYEeHHIO);

3)

(yKa3bIBaeTCs HOMEP H JaTa MicbMa (eiepabHOT0 rocy JapCTBEHHOTO OIO/DKETHOTO YUPEKICHUS
«LleHTp KCIepPTH3bI ¥ KOHTPOJIS KauyecTBa MEAULIMHCKOM NOMOIM» MUHHCTEPCTBA 3/[paBOOXPAHCHHS
Poccuiickoit ®enepaiun, kotopsiM B Ciyx0y npeznctasieHa HHOQOPMAIHS O HATHYHM JIEKAPCTBEHHBIX
NpenaparoB B KIMHUYECKHX PEKOMEHAALHUAX, CTaHAapTaX MEAUIMHCKON IIOMOIIY HJIM MEPOIPUATHSX
10 HMMYHOIIPOQHIIAKTHKE H O BO3MOXKHOCTH (HEBO3MOXKHOCTH) MX 3aMEHBI H KOTOPOE HpHiaraeTcs K
HacTosmeMy 3aK/IIOYEHHIO);

4)

(yxa3eIBaloTCsS HOMEpa U AaThl uceM MuHHCTepCTBa 3/paBooxpanenus Pocculickoi ®eepaun
H MHHKCTEepCTBA MPOMBIILIEHHOCTH W TOproBiu Poccuiickoit ®enepannu, kotopsiMH B CiyxOy
TIPeICTaB/ICHBI HMEIOLIMECS CBEACHHUS O AeeKType (PHCKaX €€ BOSHUKHOBEHHs) IM00 00 OTCYTCTBUY B
00palleHHH JICKAPCTBEHHBIX MPENapaToB B CBA3H C IIEHO00Pa30BaHMEM Ha HUX ¥ KOTOPBIC IIPHIIAratoTCs
K HaCTOAIIEMY 3aKTIOYEHUIO (IPH BX HATUYHH).

4. B OTHOLIEHMH JIEKAPCTBEHHOTO TIPENapara, yKa3aHHOTO B IMMyHKTe 1 HACTOSAIIEro 3akioueHus,
MpOBEEH PacyeT MHIAEKCA OTKIOHEHHs NOCTYIUICHMs JIEKapCTBEHHOrO Ipenapara B IPaXIaHCKUH
o6opor B Poccuiickoit @enepaunn. [To nToramM pacyeToB yCTaHOBJICHO CHIDKCHHE MEHEE YeM Ha MHHYC
30 mpoueHTOB, KOTOPOE COCTABHIIO:

(orxn) =

(OpHBOJASATCS PacieThl B COOTBETCTBHH C IyHKTOM 3 OCOOEHHOCTEH roCcy 1apCTBEHHOTO PETyIHPOBaHHs
NpeliebHBIX OTIyCKHBIX IEH NPOH3BOJMTENCH Ha JIEKapCTBEHHBIC MpenapaThl, BKIIOYCHHBIC B
IepeYeHb JKU3HEHHO HEOOXOIMMBIX M BAXHEHINMX JICKApPCTBEHHBIX MPENapaToB, YTBEPKICHHBIX
mocranoBenneM IlpasutensctBa Poccuiickoit ®@emepammu ot 31 okrabps 2020 r. Ne 1771
(OdunuaneHLl HHTEPHET-TIOPTAN mpaBoBoit MHbopmamuu http://pravo.gov.ru, 3 Hosbps 2020 r.,
Ne 0001202011030002).

5. BeiBozBIL.

Mo uTOraM MpPOBENECHHBIX PAcueTOB, HA OCHOBAHHMH CBEIEHHi, COIEpXKALIUXCA B JOKYMCHTaX,
YKa3aHHBIX B [lyHKTe 3 HACTOAIIETo 3aK/IIOYCHHUS, BHIABICHO (HYXHOE yKa3aTh):

- nedbeKTypa TeKapCTBEHHBIX MPENApaToB, YKa3aHHBIX B MOJMYHKTE __ TYHKTa 2 HaCTOAIIETO
3aKIoYeHHs, B CBS3M C LICHOOOpa30BaHHUEM Ha HHX,

- PHCK BO3HHKHOBEHHUS Ae(EKTYypBI JEKapCTBEHHBIX NPENaparoB, YKa3aHHbIX B HOMIYHKTE
IyHKTa 2 HACTOSIIETO 3aKIIOUCHHU, B CBA3H C LIEHOOOPa30BaHHEM Ha HHUX;

- OTCYTCTBHE B OGpaIleHHH JIEKAPCTBEHHBIX IIPENAapaToB, yKa3aHHBIX B MOANMYHKTE _ MYHKTa
2 HACTOAIIEro 3aKIIOYEHHUs, B CBA3H C LIEHOOOPa30BaHMEM Ha HHX.

Hpnnoxceﬂne: KOIMH JOKYMCHTOB, YKa3aHHbIX B HACTOALICM 3aKmo4eHuH, Ha __JL.B 1 2Kk3.




