3apeructpupoBano B Muntocte Poccun 27 anpens 2007 r. N 9364

MUHUCTEPCTBO 3/IPABOOXPAHEHUSA U
COIIUAJIBHOI'O PA3BUTHUSI POCCUNCKOM
®EJEPAIINU

ITPUKA3
ot 12 ¢peBpans 2007 r. N 110

O HOPAAKE HASHAYEHUSA U BBITINCBIBAHUSA
JEKAPCTBEHHBIX IPEMNAPATOB, U3JIEJIUIA
MEJUIUHCKOI'O HASHAYEHHUA U
CHEHUAIU3UPOBAHHBIX NPOAYKTOB JIEYEBHOI'O
IINTAHUA

(B pen. ITpukazoB Munszapascorpa3sutus PO ot 27.08.2007 N 560, ot 25.09.2009 N 7944, oT
20.01.2011 N 131, Munznpasa P® ot 01.08.2012 N 54H, ot 26.02.2013 N 94H, ot 24.11.2021 N
1094n)

B cootBerctBUM co cTathedt 6.2 PenepanbHoro 3akoHa ot 17 wurons 1999 r. N 178-®3 "O
rocyaapcTBeHHOM cormanbHoi nmomomu" (Cobpanue 3akoHomaTenbcTBa Poccuiickoit deneparum,
1999, N 29, ct. 3699; 2004, N 35, ct. 3607; 2006, N 48, ct. 4945; 2007, N 43, ct. 5084; 2008, N 9,
cT. 817; N 29, c1. 3410; N 52, ct. 6224; 2009, N 18, cT. 2152; N 30, ct. 3739; N 52, cT. 6417; 2010,
N 50, ct. 6603) u B 1ensx obecrieyeHus TpakJIaH, B TOM YHUCJIE UMEIOIIUX MPaBO Ha TMOTydYeHHE
rOCy/IapCTBEHHOW COLMAIbHOM MOMOIIM, MO penentaMm Bpaya (¢enbamepa) HEoOXOIUMBIMU
JIEKapCTBEHHBIMU TMpenapaTaMu, U3IEIHsIMI MEAUIIMHCKOTO HA3HAYSHHSI U CTIeUaTIN3uPOBAHHBIMU
OPOAYKTaMU JIeYeOHOro MUTaHUS Ui JeTel-MHBaIMIOB, MpuKasbBaio: (B pen. Ilpukasa
Mumnsapascorpassutus PO ot 20.01.2011 N 13H)

1. YTBepauTs:

1.1. ITynkt yrpatun cuiy. (B pea. Ipukasa Munszapasa P® or 01.08.2012 N 54n)

1.2. ITynkt yrpatun cuiy. (B pea. Ipukaza Munszapasa P® or 01.08.2012 N 54n)

1.3. Ilyskr yrpatun cuiy. (B pen. [Ipukaza Munzapasa PO ot 26.02.2013 N 94H)

1.4. ITyskt yrpatun cuiy. (B pen. [Ipukaza Munzapasa PO ot 26.02.2013 N 94H)

1.5. ITynkr yrpatun cuiy. (B pea. [Ipukasa Munsapasa P® or 26.02.2013 N 94n)

1.6. ITyukt yrpatun cuiy. (B pea. Ipukasa Munsapasa P® or 26.02.2013 N 94n)
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1.7. ®opmy N 148-1/y-04 (;1) "Penent" cornacuo npuiioxxenuto N 7,
1.8. ®opmy N 148-1/y-06 (;1) "Penent" cornacuo npunoxxenuto N 8;

1.9. Unctpykuuto no 3anosHeHnio ¢hopmbl N 148-1/y-06 (1) "Penent" u dpopmber N 148-1/y-06 (i)
"Penient" cornmacuo npunoxenuio N 9;

1.10. ®opmy N 305-1/y "Kypnan ydera B MenuuuHCckux opranum3zauusix ¢opmsl N 148-1/y-88
"Peuentypnsbiii 6mank", popmbr N 148-1/y-04 (1) "Penent", dpopmbr N 148-1/y-06 (i) "Penent",
dopmbr  "CrienuanbHBIA pelEenTypHBIA OJNAHK HAa HAPKOTHYECKOE CPEJCTBO W TICHXOTPOITHOE
BemecTBO" cornacHo npmwioxkeHuto N 10; (B pen. Ilpukaza Munznpasconpassutus PO ot
20.01.2011 N 13#n)

1.11. Iyt yrpatua cuiy. (B pea. [Ipukasza MunzapaBa PO ot 26.02.2013 N 94H)
1.12. Tyt yrpatun cuiy. (B pen. [Ipukasza Munzapasconpassutust P® ot 20.01.2011 N 13#)

1.13. MHCTpYKLIMIO O MOPSAKE BHINUCHIBAHUS JIEKAPCTBEHHBIX IIPENAapaToB U OPOPMIICHUS PELIEHITOB
U TpeOoBaHMN-HaKIaIHbIX coryiacHO npuioxenuto N 13; (B pen. [Ipukaza Mun3apaBcoupa3BuTHs
P® o1 20.01.2011 N 13H)

1.14. HCcTpyKUMIO O NOPSAJKE Ha3HAUYEHUS U BBINUCHIBAHUS W3JIEIMH MEIULIMHCKOIO Ha3HAUYEHUS U
CHELMATU3UPOBAHHBIX TMPOJIYKTOB JIeYEOHOro MUTaHMS Ui JIeTeH-MHBAIUIOB  COIJIACHO
npuioxxenuto N 14;

1.15. MHCTpYKIUIO O MOPSIIKE XPAaHEHUS PELIENTYPHBIX OJIaHKOB coriiacHo mpuiioxkenuto N 15.

2. ®enepanbHOi cinyx0e 1O Ham3opy B cdepe 3ApaBOOXpPAHEHUS U COLUAIBHOTO Pa3BUTHUS
o0ecreunTh KOHTPOJb 3a COOJIIOJIGHHEM MOpsAJKa HA3HAYEHMsI, BBIIUCBHIBAHUS JIEKAPCTBEHHBIX
IpenapaToB, W3JEJINH MEIUIUHCKOIO HAa3HAUYEHUsS U CIIEUATN3UPOBAHHBIX MPOJIYKTOB JIe4eOHOTO
NUTaHus IS eTeid-uaBanuaoB. (B pen. [Ipukaza Munsapascoupaszsutus PO or 20.01.2011 N 13#)

3. Ilpu3HaTh yTpaTUBIIUMHU CHITY:

ITpuxa3z MunucrepcrBa 3apaBooxpaneHus Poccuiickon ®enepaunn ot 23 aprycra 1999 r. N 328 "O
palMOHAILHOM Ha3HAYEHUHU JIEKAPCTBEHHBIX CPE/ICTB, MPaBUJIaX BBIMHUCHIBAHUS PELENTOB Ha HUX U
HNOpsiIKE HX OTHYCKAa aNnTEeYHbBIMM  YYPSKICHUsSMH (opraHuzanusMu)" (3aperucTpupoBaH
MunuctepctBoM toctuin Poccuiickoit denepanuu 21 oktsaops 1999 r. N 1944);

ITpuxa3 MunucrepcTBa 3npaBooxpaneHust Poccuiickoit @enepanuu or 9 suBapg 2001 r. N 3 "O
BHECEHMH u3MeHeHui u pomnonHeHuit B Ilpukaz MwunsnpaBa Poccum ot 23.08.99 N 328 "O
palMoOHAILHOM Ha3HAYEHUH JIEKApCTBEHHBIX CPEJICTB, MPAaBUIAX BHIMHMCHIBAHUS PELIETITOB HA HUX U
NOpSAIKE HX OTIYCKAa aNTeYHbIMH YUYPEXKICHUSMH (OopraHuzaunusMu)" (3aperucTpupoBaH
MunuctepctBoM toctuiiu Poccuiickoit @enepanun 23 saBaps 2001 r. N 2543);

ITpuka3z MunucrepcrBa 3apaBooxpanenust Poccuiickoin ®enepanun or 16 mag 2003 r. N 206 "O
BHECEHUW W3MEHEHWH u jonoiHeHwid B [Ipwka3 Mmum3zapaBa Poccumm ot 23.08.99 N 328"
(3apeructpupoBan MunucTepcTBOM roctuimu Poceniickoit @eneparyn S urons 2003 . N 4641);

[Tpuxa3z MunuctepcrBa 3apaBooxpanenusi Poccuiickoit denepanun ot 19 gexabps 2003 r. N 608
"O BHecenuu usmenenuil B Ilpukaz Munsnpasa Poccun ot 23.08.99 N 328" (3apeructpupoBaH
MunucrepctBom rocturmu Poccuiickoit ®eneparuu 21 stuBaps 2004 . N 5441);

IIpuka3z MuHHCTEpCTBA 34PABOOXPAHEHUS U COLMANBHOIO pa3Butusa Poccuiickont @enepanuu ot 22
Hosa0ps 2004 1. N 257 "O BHecenuu aonoiHeHuit B [Ipukas Munsapasa Poccun ot 23 aBrycra 1999
roga N 328 "O panuoHaqbHOM Ha3HAYEHWM JIEKApPCTBEHHBIX CPEJCTB, MPaBUIIAX BBINHUCHIBAHUS
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pELIENTOB Ha HUX M IOPAJKE HUX OTIYCKAa AaNTeUYHbIMM YUPEXKJIEHUSAMHU (OpraHusaunusMu)”
(3apeructpupoBad MunucrepctBoM octuiuu Poccuiickoit @enepannu 30 Hosiops 2004 . N 6148);

[Ipuka3 MuHHCTEpPCTBA 3/IpaBOOXPAHEHUS U COLMAILHOTO pa3BuTusa Poccuiickont denepanuu ot 16
mapra 2005 r. N 216 "O BHecenun uszMmeHeHus B Ilpuka3 MuHucTepcTBa 3ApaBOOXPAHEHUS
Poccuiickoit ®enepanmu ot 23 aBrycra 1999 roma N 328 "O panuoHalbHOM Ha3HAYEHUU
JIEKAPCTBEHHBIX CPEJCTB, IpaBWiaX BBIIKUCHIBAHUS PELENTOB HA HUX W MOPSAKE HX OTIycKa
anTeYHbIMH YUPEXKICHUSMU (OpraHu3anusiMu)" (3aperucTpupoBaH MMHHCTEPCTBOM FOCTHIIMH
Poccutickoit @enepanuu 8 anpeins 2005 r. N 6490);

[Ipuka3 MuHHCTEpPCTBA 3/IPaBOOXPAHEHUS U COLMAIBHOTO pa3BuTusa Poccuiickoit denepanuu ot 29
anpeas 2005 r. N 313 "O BHeceHMM H3MEHEHMH B HHCTpyKIuI0O O NOpsAAKEe Ha3HAYEHUS
JICKapCTBEHHBIX CPEACTB M BBIIUCBIBAHMS PEUENTOB Ha HHUX, yTBepxkaeHHylo [Ipukazom
MunucrepcrBa 3apaBooxpanenusi Poccwuiickoit @eneparmuu ot 23 asrycra 1999 r. N 328"
(3apeructpupoBad MunucrepctBoM octuiuu Poccuiickoit @epepannu 20 mas 2005 r. N 6607);

nyHkT 2 [lpukaza MuHHCTEpCTBA 3JpaBOOXPAHEHUS M COIMAJIBHOTO pa3BuTusi Poccuiickoi
@enepanun ot 14 npexadbps 2005 r. N 785 "O mnopsike oTHycka JIEKapCTBEHHBIX CpEACTB"
(3apeructpupoBad MuHuctepcTBoM roctuiuu Poccuiickoit @enepanuu 16 susapst 2006 r. N 7353);

[Tpuxa3z MuHucTepcTBa 34paBOOXpaHEHUs U coLManbHOro pazsurus Poccuiickoit @enepaunu ot 13
utoHs 2006 r. N 476 "O BHecenun usmeHeHud B Ilpukaz MuHuCTEpcTBa 3ApaBOOXpPAHEHUS
Poccuiickoit ®eneparuu ot 23 asrycta 1999 r. N 328 "O pauvoHanbHOM Ha3HAYE€HUU
JICKaPCTBEHHBIX CPENICTB, MpaBUJIaX BBHIMNHCHIBAHUS PELENTOB HAa HUX U MOPSAKE HUX OTIycKa
aNTeYHbIMM YUPEXKIEHUSMU (OpraHu3anusMu)" (3aperucTpupoBaH MMHHUCTEPCTBOM FOCTHIIMH
Poccuiickoii ®eneparun 13 urosst 2006 r. N 8044);

[Tpruka3 MuHUCTEPCTBA 3IpaBOOXPAHEHUS U COLMAILHOTO pa3BuTHs Poccuiickoit deneparnuu ot 17
deBpans 2006 r. N 97 "O mnopsigke BBIMUCHIBAHUS PELENTOB Ha JIGKAPCTBEHHBIE CPEACTBA
OTJIETIbHBIM KaTEropHusM Tpak[aH, UMEIOIIUX MPaBO Ha MOJTYYEHHE TOCYIapCTBEHHON COIMALHOM
MOMOINM, B  paMKax peaju3aliy  JONOJHHUTEIBHOTO  JIEKQpCTBEHHOro  oOecrieueHus"
(3apeructpupoBan MuHHCTEPCTBOM [ocTUIMK Poccuiickoit depeparuu 6 mapta 2006 . N 7561).

Bpuo Munucmpa
B.U.CTAPOAYHOB

HPUJIOKEHMUE 1. - YTpatuio cuay. (B pea. Ilpukaza Munsapasa
P® P® o1 01.08.2012 N 54H)

HPUJIOKEHUE 2. - YTpatuio cuay. (B pen. Ilpukaza Munsapasa
P® P® ot 01.08.2012 N 54H)

MNPUJIOKEHMUA 3 - 6. - Yrpatuau cuiy. (B pea. [Ipukaza
MunzapaBa P® P® o1 26.02.2013 N 94H)

Ilpunosicenue 7 ne npumensnemcsa c 01.07.2013 k npagoomuowienuam, c6:A3aHHbIM C
Ha3HaueHueM U GbINUCHIBAHUEM 1EKAPCMEEHHBIX NPENAPAN 08 U MEOUUUHCKUX uzoenull (HYHKm
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2 Ilpuxaza Munzopasa P® om 26.02.2013 N 94n).

MMHMCTepCTBO 3OPaBOOXPaHEeHNMA

M COLMAaJIBHOI'O pPa3sBUTUA

Poccunickon denmepaumum

Ipunoowcenue N 7
k Ilpukasy
Mun3zopascoypaszsumus Poccuu

om 12 ¢hespans 2007 2. N 110

YTBEPXIEHA
[lpukaszoM MuMHMCTEpPCTBA
3I0PAaBOOXPAaHEeHMa UM COLMAaJIbHOTO

paz3BuTUa Poccurickom denmepalumm

TaMn or 12 deBpana 2007 . N 110
(B pen. Ipmkxasza MumH3mgpaBcoupazeutud PO or 20.01.2011 N 13H)
Kon MenMUMHCKOM OpTraHM3aluMu
(B pen. Ipukasza MumuH3mparBcoupazeutus PO ot 20.01.2011 N 13H)
Kon dopmer mo OKYI 3108805
®opma N 148-1/y-04 (i)
Kon Kono /[CTOUHMK % OIJIATHL: Kono
KaTeTOpUM [HOBOJOTUUYECKOM [(DMHAHCUPOBAHMA X (MOOUEpPKHYTh) UIEKaPCTBEHHOI'O
TpaxgaH b OPMEL (MoOUYepPKHYTH) npenapatTa
(mo MKB-10) (BanosiHgeTcda

1. denepaJsibHEM

B allTekKe

1. BecnmnaTHO

)
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o°

2. CybwexkT PO 2. 50

S S L |L |L |. [L |3. MyHMUMIIAJELHBM

(B pen. lpukasza MmHzmpascoupaszBuTus PO or 20.01.2011 N 13H)

PELEIT Cepusa N IaTa BHIIUCKU: 200 r.
®.1.0. nmaumeHTa IaTa poxmeHmUA
CHWIIC

N CcTpaxoBOI'O
Me OMLMHCKOI'O
rnojyimca OMC:

Anpec mnu N MeOMIMHCKOM KapTh aMOyJIaTOPHOI'O HalMeHTa
(ucTopmsa paszBuTUAa pebeHKA)
®.1.0. Bpaua

Py6. |Kom. | Rp:
SO O S O i o O [ eee e e en | oo e e en |
O e O s e o = . | oo e e e e . |
(koo Bpaua, obenpnuepa)
[loonmce M JM4YHad IedaThb Bpada (benpnuepa) M.II.
PeuenT IeicTBUTEJIeH B TeueHue 1 Mecsdaua, 3 MecsleB

(HeHYXHOE BauepKHYThH)
(B pen. Ipmukxasza MumH3mgpaBcoupazeutuda PO ot 20.01.2011 N 13H)

————— (BanoynHgeTcsa CHOeluMaJMCTOM allTeyHOM opTraHM3aluMu) —-——-—-
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OTnymeHO 10 PeLenTy: TOprOBOE HaMMEHOBaHUE
I DO3UPOBKA :

laTa ornycka: " " 200 1. |KoIMuecTBO:

[[PUTOTOBWII : [lpoBepumsi: OTNYCTUI:

Kopewok pelLenTypHOTo OJiaHKa Criocof NpMMEeHEeHM:
HanMeHOBaHME [[POOOIIXNTEJIEHOCTE oHeN
JIeKapCTBEHHOT'O Ipelnapara:

KonmuecTBO MNPMEMOB B HOEHb:  pas
lo3MpPOBKaA : Ha 1 npuewm: en.

(B pen. Ipmukasza MuH3mgparBcoupazeutus PO ot 20.01.2011 N 13H)
Ilpunoscenue 8 ne npumensemcs c 01.07.2013 k npaeoomuouteHuAM, C6:A3AHHBIM C
HA3HAYEHUEeM U GbINUCHLIEAHUEM JIEKAPCMEEHHBIX NPEnaApamos u MeOUyUHCKux uzoeaui (nyHkm
2 Ilpukaza Munszopaea P® om 26.02.2013 N 94n).

Ipunoscenue N 8
k IIpukazy
Munszopascoypazsumus Poccuu

om 12 ¢hespans 2007 2. N 110

MUHMCTEPCTBO 3OPaBOOXPaHEeHUH
Y COLMAJILHOTO PasBUTUS
Poccunickon Odenmepaumnm MECTO IJId
ITPUX-KOIOA
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MenmumHCKasda OpTraHM3alnAa

yUpexneHue

YTBEPXIEHA

[lpukasoM MuHMCTEpPCTEBA
30PaBOOXPAaHEHMA UM COLMAJIbBHOI'O
pazBuTHa Poccumckom denmepaumm

or 12 despana 2007 r.

N 110

[Ipukaza Muuzzgpascoupazsurtma PO or 20.01.2011 N 13H)

(B pen.
MTamm
Kon OI'PH
Kon Kon ICTOUHMK
KaTeropumn HO3O0JIOTUYECKOM brHaHCHPOBAHMA :
TpaxnaH bopmel 1) dbenmepanbHBM
(mo MKE-10) OIKe T

Kon ¢opmer mo OKYI 3108805

dopma N 148-1/y-06 (i)

PEIEIT Cepmusa

®.11.0.

2) OomxeT
cybmekTa
Poccumickomn
denepalumm

3) MYyHMLUMIIAJbHBIM

OIXKeT
(HYyXHOE

[NONYEPKHYThH)

O

s OIIJIaThEI U3
IMICTOYHMKAa

brHaHCHUPOBAHUA :

1) 100%

2) 50%
(HyXHOe
MOOUEPKHYTH)

PeuentT
IeCTBUTEJIEH
B TeueHue 1
Mecsgia

oT

nalMeHTa



https://normativ.kontur.ru/document?moduleid=1&documentid=175157#l28
https://normativ.kontur.ru/document?moduleid=1&documentid=433962#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=71591#l0

JaTa poxmeHmuda .

CHWJIC

N cTpaxoBOTO

MEIMIMHCKOI'O
IIoJimca

(B pen. lpukaza MmHzmpascoupaszBuTusa PO or 20.01.2011 N 13H)

N MeOULIMHCKOM KapTH

pebeHKa)

aMOyJIaTOPHOT'O OOJIBHOTO (MCTOPUSA PasBUTUS

®.M.0. Bpaua (denbnmepa)

Kon Bpaua (desnepnmepa)

BrinmmcaHo :

Rp:

D.t.d.

Ho3mpoBKa

KomnuecTBO enmmHMIL

Signa

[lognuce Bpada (benpnuepa)

" JIM4YHAaAd IIe4YaTb Bpayda

(BanoJsiHdeTCd CclelMaJiMCcCTOM
arTeyHOT'O YUPeXIeHMS)

OTnymeHoO IO pelenTy:

IJaTa oTnycka

Kon JexapCTBEHHOI'O

npenapara

Toprosoe HaMMEHOBAaHME

KommuecTBO

Ha obumyin cyMMy
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(benvnoumepa)

PeuenTt OeMCTBUTEJIEH B TedeHMe 1 Mecsdua, 3 MecdleB (HeHYXHOe
34a4YEPKHYTh)

Kopemox PEIEIITA Cepmusd N oT

Crioco® NpMMEeHEeHUHA:

[IpOOOIXMTEIJIEHOCTD oHelY HauMeHOBaHMe JIEKapPCTBEHHOTO
KommuyecTBO NpPMEeMOB B OEHb: pas npernapara:

Ha 1 npuewm: en. IHosupOBKa:

(B pen. Ipmkasza MuH3mgparcoupazeutusa PO ot 20.01.2011 N 13H)

Ilpunoscenue 9 ne npumensemcs c 01.07.2013 k npagoomuouteHuAM, C6:A3AHHBIM C
HA3HAYEHUEeM U GbINUCHLIEAHUEM JIEKAPCMEEHHBIX NPEnapamos u MeOUUUHCKUX u3oeauil (nyHKm
2 Ilpukaza Munszopaea P® om 26.02.2013 N 94n).

Ipunooswcernue N 9
K IIpuxasy
Mumnzopascoypazsumus Poccuu

om 12 ghespans 2007 2. N 110

NHCTPYKIIUA

11O SAITIOJIHEHHUIO ®OPMBbI N 148-1/Y-04 (JI)
"PELHEIIT" U ®OPMBbI N 148-1/Y-06 (JI) "PELIEIIT"

(B pex. [puka3zoB Munsapascorpassutus PO ot 25.09.2009 N 794H, ot 20.01.2011 N 13H)

1. B Bepxnem neBom yriy ¢popmel N 148-1/y-04 (1) "Peuent" u popmer N 148-1/y-06 (;1) "Penent"
(mayee - perenTypHBIN OJaHK) MPOCTABISAETCS MITAMIT MEIUIIMHCKON OpraHW3allii ¢ YKa3aHUEM ee
HaNMEHOBAHMUs, ajipeca, TenedoHa, a TakKe yKa3zbIBaeTCs KOJ MEIUIIMHCKON opraHu3anuu. (B pei.
[Mpukaza Munsnpascoipazutist PO ot 20.01.2011 N 13H)

B Bepxneit wactu dopmer N 148-1/y-06 (;1) "Pement" 0003Ha4eHO MeECTO i HaHECEHHUS
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LITPUX-KOJA.

2. OdopmieHHE peLenTypHOTO OJaHKa BKIIIOYAeT B ce0s nudpoBoe KOJAUPOBAHHWE U 3aOTHCHHE
OJraHKa.

3. LudpoBoe KoAMPOBaHKE PEIIETITYPHOTO OJaHKa OCYIIECTBIISICTCS 110 CICAYIOIICH CXeMe:

IPU H3TOTOBJIEHUM pEUENTYPHbIX OJaHKOB Ie€yaTaeTcsd KOJ MEIMLMHCKON OpraHu3aluyd B
cooTBeTCTBUU ¢ OCHOBHBIM TOCYAAapCTBEHHBIM peructpaninoHHbiM HomepoMm (OI'PH); (B pen.
[pukaza Munsnpascoupaszputust PO ot 20.01.2011 N 13H)

Bpad ((enpamep) Ha aMOyIaTOPHOM MpPHUEME BHOCHT KOJ KaTeropuu rpaxaad (SSS), nMerommx
MPaBO HAa E©KEMECSYHYIO JICHeXKHYIO BBIIUIATy M OOECICUYCHHE JICKAPCTBCHHBIMHU IpernapaTaMu B
COOTBETCTBUU cO cTaThsiMmu 6.1 m 6.7 ®PenepanbHoro 3akoHa ot 17 urons 1999 r. N 178-d3 "O
rocynapcTBeHHoOU conuanpHor momomu" (Cobpanue 3akoHomarenscTBa Poccuiickoit Denepanum,
1999, N 29, ct. 3699; 2005, N 1, ct. 25; 2006, N 48, ct. 4945), 1 KO HO30JIOTHYECKON (HOPMBI
(LLLLL) mo MKB-10 myrem 3aHeceHHs KaKaoi HdpPBI B MyCThIE SYCHKH, TOUKA IPOCTABIISICTCS B
oTaenbHoM suetike. (B pen. [Ipukasza Munzapasconpassutus PD ot 20.01.2011 N 13n)

Hctounuk ¢unancupoBanus (denepanbubii Owomker [1], Oromker cyOwbekta Poccuiickoit
Oeneparuu [2], MyHHIHMNaneHBIA O0keT [3]) m mponeHt ortatel (Oecrutatao [1], 50% [2])
YKa3bIBAIOTCS TIOUCPKHBAHUEM.

[Ipu oTmycke JneKapCTBEHHBIX MpenaparoB, BeMHcaHHBIX HAa ¢popme N 148-1/y-04 (i) "Penent", B
anTe4yHOW OpraHu3allMyd TPOCTABISIETCS KOJ JIeKapcTBEHHOro mpemnapara. (B pen. Ilpukasza
Munzapascorpassutust PO ot 20.01.2011 N 13H)

4. 3amonHeHNE PelenTypPHOTO OJIaHKa.

PenentypHblif OJaHK BBIIUCHIBAETCA B 3-X SK3EMIUIIpaX, UMEIOIUX €AMHYIO CEPHIO U HOMED.
Cepus perienTypHoro 0jaHKa BKJIIOUYaeT Koj cyonrekTa Poccuiickoit deneparuu, COOTBETCTBYIOIINMA
JIBYM MIEPBBIM udpam Oo6mepoccuiickoro KkJaccupukaTopa 00BEKTOB
aaMuHHMCTpaTUBHO-TeppuTOopHanbHoro aeneHus (OKATO). Homepa npucBauBaroTcs o nopsiiky.

[Ipu odopmieHun peuentypHoro OJaHKa YKa3bIBAIOTCS MOJHOCTHIO (PaMuiIus, UMs, OTYECTBO
00JIbHOTO, JlaTa POKICHUS, CTPaXOBOM HOMEpP MHIMBHUAYAJbHOTO JIMIEBOIO CueTa IpakJaHHMHA B
[Tlencuonnom ¢ouae Poccuiickoit ®enepaunu (CHWJIIC), HOMEp cTpaxoBOro METUIIMHCKOTO
nomuca OMC, agpec wiM HOMEp MEAMLMHCKOW KapThl aMOylIaTOpHOTO MauueHTa (UCTOpHUU
pa3BUTHS peOEHKa).

B rpage "®.1.0. Bpaua (enpamepa)" ykazpiBaroTcs (haMuiiis ¥ MHULMABI Bpaya ((enpamepa).
B rpade "Rp:" yka3biBatoTcs:

- Ha JIATUHCKOM S3bIKE€ HAWMMEHOBAaHWE JIEKAPCTBEHHOTO Tpenapara (MeXIyHapOJHOE
HEMAaTeHTOBAaHHOE WM XHMHUYECKOe, JHOO TOpProBoe), 3aperucTpupoBaHHOrO B Poccuiickoii
®denepannn, €ro J03UpOBKa W KoiaumdecTBo; (B pen. [lpmkasza Mwunsnpascompazsutus PO ot
20.01.2011 N 13H)

- Ha PYCCKOM WM PYCCKOM M HAIMOHAIBHOM S3BIKaX CHOCOO MPHUMEHEHHUS JIEKapCTBEHHOTO
npenapara. (B pea. [Ipukaza Munsapascorpaszputus PO ot 20.01.2011 N 13#)

3ampenaercsi OrpaHUYMBaTHCS 0OIMMH yKka3zaHusMU: "BrayTtpennee", "M3BecTHo" u T.11.

Pa3pemmarorcsi TONBKO TPUHATHIE MPaBHJIAMU COKpAIICHUS OO003HAYCHMI; TBEPJbIE U CHIMYy4He
dbapmareBTHUECKHEe CyOCTaHIIMK BbIMUChIBatOTCs B rpammax (0,001; 0,5; 1,0), xunkue - B
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MIUTHIUTpaX, TpaMMax U Kamwiix. (B pea. Ilpukasza Munsnpasconpassutust PO ot 20.01.2011 N
13n)

Peuent mnoanuceiBaercss BpauoMm  ((penpamiepom) U 3aBepseTCs  €ro  JIMYHOW — MEYaThio.
JlonoMHUTEIBHO PELenT 3aBepsaeTcs eYaThio MEAUIIMHCKON opranu3anuu "Jis peuentos". (B pe.
[Tpukaza Munsapascoipa3putus P ot 20.01.2011 N 13r)

Kox B rpade "Kon Bpaua (dpenpamepa)" yka3piBaeTcss B COOTBETCTBUH C YCTAHOBJIICHHBIM OPTraHOM
yIOpaBJICHUS 37paBOOXpaHEHHEM CcyObekTa Poccmiickoit denmepanuu mnepedyHeM KOJOB Bpadeit
(penmpamiepoB), HMMEOIIMX TPABO HA BBINKACKY JICKAPCTBCHHBIX TPENaparoB B  IENSIX
MPEIOCTABICHUSI TOCYIapCTBEHHON COIMAIbHOM MOMOIIM B BHJIE€ HAOOpa COLMANbHBIX YCIYT. (B
pen. [Ipukaza Munsapascoupasurust PO or 20.01.2011 N 13H)

[lpu BBIIKCKE JIEKAPCTBEHHOTO IMperapaTa 10 PEUICHUI0 BpadyeOHON KoMmuccHH Ha 000poTe
peuenTypHoro OJaHKa CTaBUTCS CHeluanbHas oTMeTka (wramm). (B pen. Ilpukasa
Munzapascorpassutust PO ot 20.01.2011 N 13H)

5. Ilpu oTmycke JeKapCTBEHHOIO MperapaTa B alTeYHOW OpraHM3alli Ha PelenTypHOM OJaHKe
YKa3bIBAOTCA CBEACHUS O q)aKTI/ILIeCKI/I OTIIYHICHHBIX JICKAPCTBCHHLBIX Ipraparax (MC)KILYHapOI[HOG
HEMaTeHTOBAaHHOE WJIM XMMHUYECKOEe, JIM0O TOProBOe HAaMMEHOBAaHME, JT03UPOBKA, KOJIMYECTBO) U
npocTaBisieTes Aara otnycka. (B pea. [Ipukasza Munsapasconpassutus PO ot 20.01.2011 N 13H)

6. Ha peuentypHom OaHKEe BHM3Y MMEETCSl JIMHMSI OTPbIBA, Pa3AeisioNias pelenTypHblil OJaHK u
KOPELIOK.

Kopewmok ot penenra Bbliaercss OoJpHOMY (JMIy, €ro NPEACTAaBISIIOIIEMY) B alTEYHOU
OpraHM3ali, Ha KOpPEUIKe [elTaeTcs OTMETKa O HaWMEHOBAHHM JIEKAPCTBEHHOTO IIperapara,
JIO3UPOBKE, KOJIMYECTBE, CIOCOOE NPUMEHEHUs, MU OH OCTaeTcs y OOJNpHOro (JIMla, ero
npezcraisomero). (B pea. Ipukasa Munsapascorpassutus PO or 20.01.2011 N 13#H)

7. PeuentypHblii OJMaHK 3arojiHSAETCS NMPU BHIMMCHIBAHUU JIEKAPCTBEHHBIX MpPENapaToB, WU3JENHN
MEAMIIMHCKOTO HA3HAYeHUs] M CIEUUAIU3UPOBAHHBIX MPOAYKTOB JIEYEOHOrO NHUTAHUS IS
JleTeN-UHBAIIUOB, BKIIIOUEHHBIX B IIEPEYHU JICKAPCTBEHHBIX IPENAPATOB, U3ACIUNA MEIULIMHCKOTO
Ha3HAYeHUs] U CHELHMATU3UPOBAHHBIX NPOAYKTOB JIeYEOHOTrO MNUTAaHUS MJs JIeTel-UHBAINJIOB,
YTBEPKIAEMBIX B YCTAHOBIECHHOM IIOPSAJKE, a TAaKXE MWHBIX JIEKaPCTBEHHBIX IpPEnaparos,
OTIyCKaeMbIX OecriaTHO uiau co ckuakou. (B pen. Ilpukaza Munzngpasconpassutus PO ot
20.01.2011 N 13#)

8. TpeOoBaHus, NpeaBABISIEMbIE K BBIMUCHIBAHUIO W3JICTUNA MEIUIMHCKOTO HA3HAYEHUS U
CHEIHAIM3UPOBAHHBIX MPOAYKTOB JIEUeOHOTO MUTAHMS AJI JEeTEH-MHBAIUIOB B paMKax OKa3aHUSA
rOCYJapCTBEHHOM COIMAJILHOW TOMOIIM, AaHAJIOTMYHBI TPEeOOBaHUSM, TPEIBABIAEMBIM K
BBIMHICHIBAHUIO JICKAPCTBEHHBIX MPEMapaToB (3a UCKIIOYCHHEM OTMETKHU BpauyeOHOW KOMUCCHH). (B
pen. Ilpukaza Munsapascorpasputus P® ot 20.01.2011 N 13H)

9. Opran ympaBiieHus 37paBoOXpaHeHHEM cyOnekTa Poccuiickoit denepanuu MOXKET pa3pelinTh
U3TOTOBJICHHE PELENTYPHbIX ONAaHKOB B MEAMIMHCKUX OPraHU3alUsAX C HCIOJIb30BAaHHEM
KOMITBIOTEPHBIX TexHOJorui. (B pea. [Ipuka3a Munsapascorpassutus PO ot 20.01.2011 N 13H)

10. [Jomyckaercsi ohopMieHHE BCEX PEKBU3UTOB peuenTypHbIX OnaHkoB Gopmbl N 148-1/y-06 (i)
"Penent" ¢ MCNoJIb30BaHNEM KOMITBIOTEPHBIX TEXHOJIOTHH.

11. Ha obGopotHoii cropone penentypHoro Omanka ¢opmbel N 148-1/y-06(:1) meuaraercst Tabiuia
cienyoniero conepxanus: (B pea. [lpukaza Munszapascorpasputus PO ot 25.09.2009 N 794H)
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IIpurorosun IIposepui Otnyctun

12. Ha penentypubix Omankax ¢opm N 148-1/y-04(;1) m N 148-1/y-06(;1) BBIIUCHIBAETCS OJIHO
HAUMEHOBAHHME JICKAPCTBEHHOTO IMpermapara, HU3JIeNus MEIUIIMHCKOTO  HA3HAYCHHS WM
CHECIHUATM3UPOBAHHOTO TIPOAYKTA JeueOHoro nutanus. (B pen. [Ipuka3zoB MuH3apaBCOIPa3BUTHS
P® ot 25.09.2009 N 794H, ot 20.01.2011 N 13H)

WcnpaBienuss 1pu  BBINMCHIBAHWM  pPEUENTOB He  jgomyckatorcs. (B pea.  [lpukasa
Munsapagscoipazsutus PO ot 25.09.2009 N 794h)

13. Cpox neiictBusa penenta (1 mecsi, 3 mecsia) yka3blBaeTcs MyTeM 3adepKUBaHHSA. (B pejl.
[pukaza Munsnpascoupaszputust PO ot 20.01.2011 N 13H)

Ilpunoostcenue 10 ne npumensemcs c 01.07.2013 k npasoomuouteHuAM, C6A3AHHHIM C
HA3HAYEeHUEeM U 6bINUCLIBAHUEM JIEKAPCHBEHHBIX NPENAPAM 06 U MEOUUUHCKUX Uu30eull (RYHKm
2 Ilpuxaza Munzopasea P® om 26.02.2013 N 94n).

Ipunoocenue N 10
K IIpukazy
Mumnzopascoypazsumus Poccuu

om 12 ¢hespans 2007 2. N 110

Kox ¢opmsr mo OKV /I
Kog yupexnenns no OKIIO
MenuuuHcKas TOKyMeHTalus
MUHUCTEPCTBO 31paBOOXPAHEHUS ®opma N 305-1/y
11 COLIMAJIBHOTO Pa3BUTUSA Vr1Bepxkaena [Ipukasom
Poccutickon denepaunn MuHucTepcTBa 31paBOOXpaHEHUs
Y COLIMAJIbHOTO Pa3BUTHUS
(HaMMeHOBaHNE METUITMHCKOM Poccuiickoit deneparuu
OpraHH3aIiH) ot 12 ¢espamns 2007 r. N 110
(B pen. I[Ipukaza Mun3zapasconpaszsutust PO or 20.01.2011 N 13H)

AKYPHAJI <*>

YYETA B MEJUIIAHCKNAX OPTAHU3AIIUAX ®OPMBI
N 148-1/Y¥-88 "PEIENTYPHBIN BJIAHK", ®OPMBI N
148-1/y-04 (JT) "PELIENT", ®OPMBI N 148-1/Y-06 (JT)

"PELENT", ®OPMBI "CIIENUAJILHBII
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PELHENTYPHBIN BJIAHK HA HAPKOTUYECKOE
CPEACTBO U ICUXOTPOITIHOE BEHIECTBO"

(B pex. [lpukaza Munzapascoupazputust PO or 20.01.2011 N 13H)

[Tpuxon Pacxon

a oOuiee cepun u  [KonnuectBo| D.M.O.u |mara Bblmaun| cepus u KOJIMYECTBO ®.1.0. 110}
Ta,| KOJMYECTBO | HOMepa [OJIAHKOB IO  TMOANMUCH  [PELENTYPHBIX|  HOMEp BBIJIJAHHBIX [OTBETCTBEHHOTO[OTBETC
) [MOCTYNUBUIMX|PEUENTYPHBIX| CEpUAM [OTBETCTBEHHOT0| OJAHKOB [pELENTYPHOTO|PEIETTYPHBIX| MEIUIIUTHCKOTO | MEHII
11 |peUeNTYPHBIX| OJIAHKOB MEJUIIMHCKOTO OJ1aHKa OJIaHKOB paboTHHKA, pabo
OJaHKOB paboTHuKa, HOJYYHMBIIETO | MOJYY
MIOJTyYHBIIIETO pelenTypHbIe | peren

pelenTypHble OJ1aHKH om

OnmaHkKu
4 5 6 7 8 9 10 11

<*> )KypHain 1oyKeH ObITh IPOHYMEPOBaH, MPOLIHYPOBAH U CKPEIJIEH MOANUCHI0 PYKOBOIUTENS U
NeYaThi0 MEIUIMHCKON opranu3auuu. (B pen. Ilpukasa Munsapascoupazsutus PO or 20.01.2011

N 13n)

COI'JIACOBAHO

Pykosooumens (3amecmumens

pykogooumens) PCKH Poccuu
O.H XAPUYKHUH

12.02.2007

MNPUIOKEHUSA 11, 12. - YrpaTtuau cuay. (B pea. Illpuka3za
Munsapasa P® ot 26.02.2013 N 94n)

Ipunooscenue N 13

K IIpuxasy

Munszopascoypazeumus Poccuu

om 12 ghespans 2007 2. N 110

HHCTPYKLUA

O IHOPAAKE BbBIIIUCBIBAHUA JIEKAPCTBEHHBIX
HPEITAPATOB U O®OPMJIEHUA PELHEIITOB 1
TPEBOBAHUUN-HAKJIA/IHBIX

(8B pea. IlpukazoB Munzapasconpazsutusi PO ot 27.08.2007 N 560, ot 25.09.2009 N 794H, ot
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20.01.2011 N 131, Munsnpasa P® ot 24.11.2021 N 1094H)

|. O0mme TpeOOBaAHUA BHINNCHIBAHUS JIEKAPCTBEHHBIX NMPENapaTos (B
pen. [Ipuka3za Munszapascoupassutusi P® ot 20.01.2011 N 13H)

Ilynkmot 1.1 - 1.18 ne npumenaiomcsa K npagooOmMHOUEHUAM, C6A3AHHBIM C HAZHAYEHUEM U
GbINUCLIGAHUEM TIEKAPCMEEHHBIX NPenapamos u meouyunckux uzoeauii (nynkm 2 Ilpukaza
Munzopasa P® om 26.02.2013 N 94n)

1.1. Tlpy Hamu4MM COOTBETCTBYIOIIMX IOKAa3aHWH TpakJaHaMm, OOpaTHBIIUMCS 32 MEIULUHCKON
HOMOILBI0 B aMOYJIaTOPHO-MOJUKIMHUYECKOE YUPEXKJEHHE, a TaKkkKe B ClydasX HeoOXOAMMOCTU
NPOIOJDKCHUS JICUEHHS TOCIIEe BBIMUCKA OOJBHOrO M3 CTAllMOHapa Ha3HAYaroTCs JIEKapCTBEHHBIC
npenapaTthl ¥ BBIIMCHIBAIOTCS peuenTsl Ha HuX. (B ped. IIpukaza Mun3npasconpaszsutus PO ot
20.01.2011 N 13#n)

1.2. 3anpeniaeTcsi BEINUCHIBATh PELIEHTHI:

Ha JIEKapCTBEHHbIE IpenapaTbl, HE pa3pelIeHHble B YCTAHOBJICHHOM MOpPSAKE K MEIULMHCKOMY
npumenenuto; (B pen. [Ipukaza Munszapascoupaszsurust PO ot 20.01.2011 N 13H)

IIpu OTCYTCTBUU MCAUITUHCKUX HOKaSaHI/Iﬁ;

Ha JICKApPCTBEHHBIC IPEIaparhbl, UCIOJIb3yeMbIe TOJIBKO B MEIUIMHCKHX opraHuzanusx (3dup
HApPKO3HBIN, XJIOPITHI, PeHTaHMI (KpOME TPaHCIECPMAIbHOM JICKapCTBEHHON (POPMBI), COMOPEBHH,
Kanmuncon, Gproporan, keraMuH U 1p.); (B pea. [Ipukaza Munzapasconpazsutus PO or 20.01.2011
N 13n)

Ha HApKOTUYECKHE CPEACTBA U IICUXOTPONHbIE BemecTBa, BHeceHHble B Cmmcok II Ilepeuns
HAapKOTUYECKUX CPEICTB, IICUXOTPOIHBIX BELIECTB U UX MPEKYPCOPOB, MOJICKAMMUX KOHTPOIIO B
Poccuiickoit  @enepauuu, yrBepxkaeHHOro IlocranosnenueM IIpaButensctBa Poccuiickoit
O®enepann ot 30 urons 1998 r. N 681 (nanee - HapKOTHYECKHE CpPEACTBA U ICUXOTPOITHBIE
BemecTBa Crmcka Il) - 1151 ieueHns: HapKOMaHuUY;

Ha HapKOTHYECKHE CPEACTBA U MCUXOTpoIHbIe BemecTBa cnuckoB |l u |l - yacTHONpakTUKYIOIIMM
Bpayam.

1.3. 3yGHble Bpauu, (enpamepsbl, akymepKy BBITUCHIBAIOT OOJIBHBIM PELENThl HA JEKapCTBEHHBIE
Ipenaparsl 3a CBOEH MOJIMUCHI0 U C YKAa3aHWEM CBOEr0 MEAMIIMHCKOTO 3BAaHUS TOJBKO B CIydYasX,
YKa3aHHBIX B II. II. 3.3, 3.6, 3.7.2 UHCTpyKIIMK O NOpsAKE Ha3HAUYEHUS JIEKAPCTBEHHBIX IIPENapaToB
(mpunoxenue N 12). (B pen. [Tpukaza Munszapascomnpaszsutust PO ot 20.01.2011 N 13H)

1.4. PeuenTbl 60NBHBIM JTOJDKHBI BBITUCHIBATBHCS ¢ YKA3aHUEM BO3pacTa MaIMeHTa, MOPsIKa OIIaThl
JICKApCTBEHHBIX MPENapaToB W C y4YETOM JCHCTBHUS BXOMANIMX B WX COCTaB WHTPEIUCHTOB Ha
pelenTypHbIX OJaHKax, (OPMBI KOTOPBIX YTBEp)KIEHbI MUHHCTEPCTBOM 3paBOOXPAHEHUS H
cormanpHOro pa3Butusa Poccuiickoit deneparuu (mpunoxkenns N 1, 3, 5, 7 u 8). (B pen. [lpukaza
Munznpascornpassutust PO ot 20.01.2011 N 13H)

1.5. Peuentypubie Omanku ¢opmbl N 148-1/y-88 (mpunoxkenne N 3) mpenHasHaueHBI IS
BBITIMCHIBAHUS U OTITyCKa:

- TCUXOTPONHBIX BelecTB, BHeceHHbIX B Cnucok III TlepeuyHss HapKOTHYECKUX CpEACTB,
MICUXOTPOMHBIX BEIIECTB M UX MPEKYPCOPOB, MOMJIEKAIUX KOHTpou B Poccuiickoit denepannu,
yrBepxkaeHHoro [locranosnenuem IlpaBurenscra Poccuiickoit @enepannn ot 30 utons 1998 r. N
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681 (manee - mcuxorponHble BemecTBa Crnucka |ll), 3aperncTpupoBaHHBIX B YCTaHOBIEHHOM
HOpsi/IKE B Ka4eCcTBE JIEKAPCTBEHHBIX INpenaparoB; (B pel. [Ipukaza Munzapascoupassutus PO ot
20.01.2011 N 13#n)

- HMHBIX JIEKaPCTBEHHBIX CPEJCTB, MOMJICKAIIUX MPEIMETHO-KOJIUYECTBEHHOMY YYeTy; (B pell.
[Tpukaza Munsapascoipazputus P ot 20.01.2011 N 13r)

- aHa0OJIMYECKUX CTEPOUIOB.

J1Jist BRIMUCBIBAHUS U OTITYCKa JICKAPCTBEHHBIX MIPEMapaToB JUIsi aMOyJIaTOPHOTO JICYCHUSI TPAXKIAH B
paMKax OKa3aHWs TOCYJIapCTBCHHOW COIUAIBHOW IOMOIIM W TPaXKJaH, UMCIOIIUX IpaBO Ha
MOJTyYeHHUE JICKAPCTBEHHBIX MPENapaToB OSCIUIATHO U CO CKUIKOW, MpeJHa3HAYCHBI PEleNnTypHBIC
oanku popmer N 148-1/y-04 (1) u penentypHbie 61anku popmbl N 148-1/y-06 (1) (mpunosxerus: N
7 u 8). (8B pen. [Ipukaza Munzapascorpa3putus P® ot 20.01.2011 N 13#)

Bce ocranbHbIC JIeKapcTBEHHBIC MpEMaparhl BHITUCHIBAIOTCS HA PEUENTYpHbIX OnaHkax ¢opmbl N
107-1/y (npunoxkenue N 5). (B pex. [Ipukaza Munsapascorpasutust P® ot 20.01.2011 N 13H)

1.6. HapkoTuueckue cpeacrtBa M IMcuxoTpomnHble BemectBa Cnucka II, 3aperncTpupoBaHHBIE B
KaueCcTBE JIEKAPCTBEHHBIX CPEJICTB B YCTAHOBIEHHOM 3aKOHOAATEeNhCTBOM Poccuiickoii denepanyu
NOPSAJKE, JOJDKHBI BBINMCHIBATHCS Ha CIELUUANbHBIX PELENTYpPHBIX OJIAHKAX HA HApKOTUYECKOE
CPEJICTBO M MCUXOTpPOIHOE BeniecTBo (nprioxenue N 1).

1.7. Tlpy BBINMCHIBAHUM pELENTA Ha JIEKAPCTBEHHYIO MPOIUCh MHAMBUAYAJIbHOTO W3TOTOBIICHUS,
COJIEpKallyl0 HAapKOTUYECKOE CPEACTBO WM IcuxoTponHoe BemecTtBo Cmwmcka II, m apyrue
(apMaKoJOTMYEeCKHE aKTHBHBIE BEIIECTBA B J03€, HE NPEBBIIIAIONIEH BBICUIYIO Pa3oBYIO 103y, U
IpU YCIOBHH, YTO 3TO KOMOMHHMPOBAHHOE JIEKAPCTBEHHOE CPEACTBO HE SIBISETCS HAPKOTUYECKUM
CPEICTBOM WJIM IICUXOTPONHBIM BelecTBoM Crmcka |, cinenyer ncnosib3oBath pelienTypHbIi OJaHK

dopmer N 148-1/y-88.

OTHU penenTsl AOKHBI OCTABaThCA B alTEUHOM OpPraHU3alvy JJis IPEeIMETHO-KOJIUYECTBEHHOIO
yueTa. (B pea. [Ipukaza Munsapascorpaszputus P® ot 20.01.2011 N 13#)

1.8. HpI/I BBIIIMUCBIBAHWUN PCHCIITA HA JICKAPCTBCHHYIO HNPONHUCHh MHAWBHUAYAJIBHOI'O MU3TOTOBJICHUS
Ha3BaHWA HAPKOTHUYCCKUX CpPCACTB W IICUXOTPOIIHBIX BEIICCTB CIIMCKOB u )51 m, HWHBIX
JICKAPCTBCHHBIX CPCACTB, MOMJICKAIIUX MPECAMETHO-KOJINYCCTBCHHOMY Y4CTYy, NMHUIIYTCA B HA4aJlC
PeneIiTa, 3aT€M - BCC OCTAJILHBIC MHTPCIUCHTHI.

1.9. BeimuceiBasi HAPKOTUYECKOE CPEICTBO WM NCUXOTporHoe BemiecTBO cnuckoB |l u 11, unbie
JIEKapCTBEHHBIE CPEACTBA, IOJIEKAIME MPEAMETHO-KOJIUYECTBEHHOMY YYETy, J03a KOTOPBIX
MPEBBIIIAET BBICIIMNA OJHOKPATHBIA MPHUEM, Bpad JIOHKEH HAMMCATh 03y 3TOr0 CPEACTBA WM
BEILIECTBA MPOIKUCHIO U IIOCTABUTh BOCKJIMIIATEIbHBIN 3HAK.

1.10. He paspemaeTcsi BINMKUCHIBATh ONpPEE/IEHHbIE JIEKAPCTBEHHbIE MpenapaThl B OJJHOM peLenTe
6oJiee TOro KOJMYeCTBa, KOTopoe yka3zaHo B npuwioxkenuu N 1 k Hactosmen MHcTpykuuu. (B pen.
[Mpukaza Munsnpascotpazutisi PO ot 20.01.2011 N 13H)

1.11. HopMmbl BBIIMCBHIBAaHUS M OTIHyCKa HapkoTuyeckux cpeactB Cnucka II, mpom3BoaHbIX
6apoutypoBoit KHCJIOTBI, MHBIX JIEKApCTBEHHBIX CPEACTB, MOJIEKALUX
MPEIMETHO-KOJIMYECTBEHHOMY YUeTy, JUIsl HHKYpaOelbHbIX OHKOJIOIMUYECKHUX M T€MaTOJOTHYECKUX
OOJBHBIX MOTYT OBITh YBEIMUYEHBl B 2 pa3a MO CPaBHEHUIO C KOJUYECTBOM, YKa3aHHBIM B
npunoxenun N 1 k HacTostmer UHCTpyKIInUH.

1.12. CocraB JieKapCTBEHHOTr0 TpenapaTta (B ciiy4ae KOMOMHMPOBAHHOTO Mpernapara), 0003HaueHHe


https://normativ.kontur.ru/document?moduleid=1&documentid=175157#l72
https://normativ.kontur.ru/document?moduleid=1&documentid=175157#l72
https://normativ.kontur.ru/document?moduleid=1&documentid=175157#l72
https://normativ.kontur.ru/document?moduleid=1&documentid=175157#l72
https://normativ.kontur.ru/document?moduleid=1&documentid=175157#l72
https://normativ.kontur.ru/document?moduleid=1&documentid=413849#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=413849#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=175157#l72
https://normativ.kontur.ru/document?moduleid=1&documentid=413849#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=413849#l287
https://normativ.kontur.ru/document?moduleid=1&documentid=413849#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=413849#l287
https://normativ.kontur.ru/document?moduleid=1&documentid=175157#l72
https://normativ.kontur.ru/document?moduleid=1&documentid=413849#l437

JIeKapCTBEHHOM (OpMBI 1 oOpalieHue Bpaya K (papmManeBTH4ecKkoMy pabOTHUKY 00 MU3TOTOBJICHUH U
BbIJIaYe JICKAPCTBEHHOT'O IIperapaTa BBHINKMCHIBAIOTCA Ha JIATMHCKOM s3blke. (B pen. [lpukasa
Munznpascornpassutus PO ot 20.01.2011 N 13H)

He nomyckaercsi cokpaimieHne 0003HAYEHWH ONU3KUX 110 HAaWUMEHOBAHHSIM HWHTPEIAUCHTOB, HE
MTO3BOJISIFOIINX YCTAHOBUTH, KAKOM UMEHHO JIEKaPCTBEHHBIH IperapaT BbINKMCAH.

Hcnons30BaHue JIATHHCKUAX COKPAIICHUN 3THX 0003HAUYECHUHN pa3peniaeTcs TOJbKO B COOTBETCTBHH
C  COKpallleHUSIMH, TPUHATBIMA B  MEOUIMHCKOM W  (apManeBTUUYECKOH  MpaKTHKe,
npeaycMoTpeHHbIMH npusioskenreM N 2 k Hacrosmeir UHcTpykiuu.

1.13. Cnoco6 mpruMeHeHus JIeKapCTBEHHOTO Ipernapata 0003Ha4aeTcsi C yKa3aHUEM JI03bI, YACTOTHI,
BPEMEHH IIPUEMa U €ro JUIMTEIbHOCTH, a JIJIs JIeKapCTBEHHBIX IPErnapaToB, B3aUMOICHCTBYIOMIUX C
MUIICH, - BpEMEHH WX YIOTPEeOJICHUS OTHOCUTEBHO MpUeMa UMMM (0 €Ibl, BO BpEeMs €JIbl, IOCIe
enpl). (B pen. [Ipukaza Munsapascorpassutust P® or 20.01.2011 N 13H)

1.14. Ilpu HEOOXOIUMOCTH SKCTPEHHOTO OTIYCKa JIEKAPCTBEHHOTO Tpernapara 00JIbHOMY B BEpXHEH
YaCTH PELENTYpHOro OJaHKa MpOCTaBIAOTCS 0003HaueHus "Cit0" (cpouno) wmm “statim
(mememnenHo). (B pen. [Ipukaza Munsapascorpazsutust PO or 20.01.2011 N 13H)

1.15. Ilpu BHINMKUCHIBAHUU pEHENTa KOJIWYECTBO JKUAKUX (papManeBTHUECKUX CyOCTaHIHN
yKa3bIBAETCSl B MUJUIMJIMTPAX, TpaMMax WIN KaIljisiX, a OCTalIbHbIX (papMalleBTUYECKUX CYyOCTaHIMH
- B rpammax. (B pen. [Ipukaza Munzapascorpassurus P® ot 20.01.2011 N 13#H)

1.16. ChenupaibHble peIHENTHl HAa HAPKOTHYECKOE CPEACTBO M IICHXOTPOIHOE BEIISCTBO
JNEHCTBUTENILHBI B TEUYCHHWE 5 JHEW CO JIHS BBHIMHCKHU; PEIENThl, BBHITMCAHHBIC HA PEIENTYPHBIX
onankax ¢popmel N 148-1/y-88, - B Teuenue 10 nueit.

Penentel Ha JIeKapCTBEHHbIE Ipernaparsl (3a UCKIIIOUEHUEM (0010 (S 2 111704
IPEIMETHO-KOJIMYECTBEHHOMY Y4YeTY), BbIIMCaHHbIE Ha peLeNnTypHbIX OsaHkax ¢opmbel N
148-1/y-04 (1) u dopmsr N 148-1/y-06 (1), ans amOynaTOpPHOTO JieYEHUS TPaKAaH B paMKax
OKa3aHHs TOCYJapCTBEHHOM COIMAIbHOM IMOMOIIM M Tpax/JaH, MMEIOIIMX IPaBO Ha IOIY4YEHHE
JIeKapCTBEHHBIX MIPENnapaToB OECIUIaTHO U CO CKUAKOM, AEHCTBUTEIbHBI B TeUeHHe 1 MecsIa co JHs
BBHIIACKH, @ B CIIyYae BBIMHMCKH TAaKWX PEHENTOB YKAa3aHHBIM KaTETOPHSIM TPaXKAaH, JOCTHTIIAM
NEHCUOHHOTO BO3pacTa, CPOK JEHCTBUS pelenTa cocTaBiseT 3 Mecsua co JHS BbIMMCKH. s
JeYeHUsl 3aTSDKHBIX M XPOHMYECKHMX 3a00JIeBaHMM TpakJaHaM IEHCHOHHOIO BO3pacTa MOTYT
BBINKCBIBATHCS PELIETITHl HA JIEKAPCTBEHHBIE MpenapaTbl Ha Kypc JeueHHus 10 3-X MecsleB. (B pei.
[Mpukaza Munsnpascoupaszputus PO ot 20.01.2011 N 13H)

PenienTel Ha Bce OcTanbHBIE JIEKAPCTBEHHBIE IIPENAapaThl JEHCTBUTEIBHbI B TEYEHUE 2-X MECSLIEB CO
JHs BeIMTUCKH. (B pea. [Ipuka3za Munsnpascoupazputisi PO ot 20.01.2011 N 13H)

Peuentel Ha npoun3BoAHbIE OApOUTYPOBON KUCIOTHI, I3QEeAPUH, N1CEBA03(PEIPUH B YUCTOM BHJIE U B
CMECH C JIpYTMMU JIEKapCTBEHHBIMH CPEICTBAMH, aHA0OJIMUYECKUE CTEPOUIb, KJI03aMuH, THAHENTHH
JUIsL J1edeHus] OOJIbHBIX C 3aTSHKHBIMU M XPOHHMYECKHMMH 3a00JIEBaHUSIMU MOTYT BBIIHCBHIBATHCS Ha
Kypc JedeHuss a0 1 wmecsna. B astux ciyuyasx Ha perenrtax JobkHa ObITh Hajgmuch "Ilo
CIEIIMAIbHOMY HAa3HAYEHMIO', CKpEIUIEHHAs TMOAMMChIO Bpadya M TNEYaThIO MEIUIIMHCKOMN
opranmzauun "/{is perenito”. (B pen. [Ipukaza Munzapascoupassutust PO or 20.01.2011 N 13#)

1.17. Tlpu BBINUCBIBAHUM XPOHUYECKUM OOJBHBIM PELENTOB Ha TOTOBBIE JIEKAPCTBEHHbBIE
IpernapaTsl ¥ JIEKAPCTBEHHBIE IIpENapaThl WHAWBHUYaJbHOTO M3TOTOBIIEHUS BpauaM paspeliaercs
yCTaHaBJIMBaTh CPOK JIEHCTBHs pelenTa B Mpejesnax 0 OJHOrO roja, 3a UCKIIOUeHHeM: (B pen.
[Tpukaza Munsnpascoupaszsutust PO ot 20.01.2011 N 13H)
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- JIEKaPCTBEHHBIX CPENCTB, MOUIEKAIINX TPEIMETHO-KOJINYECTBEHHOMY YUETY;
- JIEKapCTBEHHBIX MpenapaToB, 00JIaAa0MIX aHA0OTNYECKON aKTUBHOCTBIO;

- JIEKapCTBEHHBIX IIPENapaToB, OTIYCKAEMbIX M3 alTEYHbIX OpraHU3alUi IO peuenTaMm s
amMOyJaTOPHOTO JICYCHHS TPaKAaH B paMKax OKa3aHMS TOCYIapCTBEHHOW COIMAIbHON MOMOIIU U
rpaxkJiaH, UMEIOLUX MPaBO Ha MOJY4YEHHUE JEKApCTBEHHBIX CPEACTB OECIIaTHO U CO CKUIKOMW; (B
pen. [Ipukaza Munsapascoupaspurust PO or 20.01.2011 N 13H)

- CHUPTOCOJEPKALIUX JICKAPCTBEHHBIX MPENapaToB WHIWBUIYAIbHOTO HW3TOTOBJICHHS. (B pell.
[Tpukaza Munsapascoipazputus P ot 20.01.2011 N 13r)

[Tpu BBIMTMCBIBAHUH TAKUX PELICTITOB Bpay JOJDKEH CAENaTh MOMETKY "XPOHHYECKOMY OOJIhHOMY",
yKa3aThb CpPOK JCHCTBUS pelenTa W TMEPUOJUYHOCTh OTIYCKa JICKAPCTBEHHBIX IIPENapaToB W3
anTeYHOM oOpraHu3aluu (€XKEHEIeIbHO, €XKEMECAYHO U T.I.), 3aBEpUTh OSTO YKa3aHUE CBOEH
MOAMKCHIO W JIMYHON NEYaThi0, a TAKXKE MEYaThI0 MEAUITMHCKON opranu3anuu "Jljist perentos". (B
pen. Ilpukasza Munsapascorpasputus P® ot 20.01.2011 N 13H)

1.18. Peuenr, He oTBeyaromuii X0Ts Obl OTHOMY U3 NEPEYUCIEHHBIX TPEOOBAHUIN WM COACPIKAIIUN
HECOBMECTHUMBIE JIEKAPCTBEHHbIE CPEJCTBA, CUMUTAeTCA HeneHCTBUTENbHbIM. (B pen. Ilpukaza
Munzapascorpassutust PO ot 20.01.2011 N 13H)

B citydae BO3MOXKHOCTH YyTOUHEHUS Y Bpaya UM IPYroro MEJUIIMHCKOIO pabOTHHKA, BBIMHUCABILIETO
peuenT, HauMEHOBaHUs JIEKapCTBEHHOI'O IIpernapara, €ro JO3UPOBKH, COBMECTUMOCTH M T.IIL,
pabOTHUK aNTeYHON OpraHU3alMd MOKET OTIIYCTUTh JIEKAPCTBEHHBIH IpenapaT MalueHty. (B pe.
[Mpukaza Munznapascoupaszputust PO ot 20.01.2011 N 13H)

I1. ITopsaaok BoINMCHIBAHUSA PeleNITOB HA JIEKAPCTBEHHbIE NMPenapaThl
IJIs1 aMOyJIATOPHOT 0 JICYeHHsI TPAXKIAAH B PAMKAX OKA3aHU S
rocyJapCTBEHHOM CONUAIBLHOM MOMOIIM U TPAXKIAH, UMEIIIHNX MPaBO
Ha MOJIyYeHHe JIEKAPCTBEHHBIX CPEACTB 0eCIIATHO U CO CKUAKOM (B
pen. llpukaza Munsapasconpazsutus P® ot 20.01.2011 N 13H)

ITynkmeut 2.1 - 2.10 ne npumenaromcsa K npagooOmMHOUIEHUAM, C6A3AHHBIM C HA3HAYEHUEM U
6bLINUCHIEAHUECM TIEKAPCHIEEHHBIX NPenapamos u meOuyunckux usoeaui (nyukm 2 Ilpukasa
Munszopasa P® om 26.02.2013 N 94n)

2.1. CaMOCTOSITENHHO JICUalIMM BPAauoOM WM BPayOM-CIEIUATHCTOM JIe4eOHO-MPOPHIAKTUYECKOTO
YUPEKICHUS BBIMUCHIBAIOTCS PEIENITHI HA JICKAPCTBEHHBIC TIPETapathl JJik aMOyIaTOPHOTO JICUCHUS
rpaxkJad B paMKax OKa3aHUs TOCYAapCTBEHHOM COLMAIIBHOM IMOMOIIM U IpaXkJaH, UMEIOLINX IIPaBO
Ha MOJy4YeHNe JIEKAPCTBEHHBIX CPEJCTB OECIIATHO U CO CKUIKOM, B COOTBETCTBUHU CO CTaHJIapTaMu
MEIUIIMHCKOW TOMOIIM, 32 HCKJIIOUEHHEM CIy4yaeB Ha3HAYEHUs, ONPENEICHHBIX MyHKTOM 2.4.1
nacrosimeit Muctpykiumn. (B pea. [Ipukaza Munzapascorpassutus PO ot 20.01.2011 N 13#H)

2.2. TIpaBO CcaMOCTOSITEIbHO BBINIUCHIBATh PELENTHI Il MOJYYEHUS B aAlTEYHOW OpraHU3aliu
JIEKAPCTBEHHBIX CPEACTB I'paKJaHaM B MOPSAKE, YCTAHOBIEHHOM M. 2.1 Hacrosimeit UHctpykuuu,
umeroT takxke: (B pea. [Ipukaza Munsapascorpassutus PO or 20.01.2011 N 13#H)

2.2.1. B mpenenax cBoed KOMIETCHIIMM Bpadd, padoTaomue B MEIUIMHCKONW OpraHu3alud o
COBMECTHTEIBLCTBY; (B pen. [Ipukaza Munzapasconpassutus PO ot 20.01.2011 N 13#)
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2.2.2. Bpauu CTAllMOHAPHBIX YUPEKICHUI COLMAIBHOM 3aIMTHI U HUCIPABUTEIBHBIX YUPEKIACHUN
HE3aBHCHUMO OT BE€ZOMCTBEHHOW ITPUHAIIC)KHOCTH;

2.2.3. BpauM BEJOMCTBEHHBIX NOJUKJIMHHK (enepanbHoro (cyownekra Poccuiickoit depepannmn)
MOAYUHEHHUS:

- TrpakJaHaM, HMEIOIIUM CTaTyc Mo MpodeccruoHallbHOMY IPHU3HAKY, pacxolbl Ha OecriaTHOe
JICKapCTBEHHOE OO0ECTieYeHnEe KOTOPBIX B COOTBETCTBHHM C 3aKOHOAATEILCTBOM Poccuiickoii
®Denepalliy MOKPHIBAIOTCS 32 CUET CPEACTB (eiepalibHOTO Or0IKeTa;

- UHBIM KaTeropusM IpaKIaH, pacxojibl Ha OeCIUIaTHOE JIEKapCTBEHHOE oOecreyeHre KOTOPBIX B
COOTBETCTBUU C 3akoHoaaresbcTBOM Poccuiickoit denepanuu INOKPBIBAIOTCA 34 CYET CPEICTB
OIOKETOB PA3IMYHBIX YPOBHEH U 0053aT€ILHOTO0 MEIUIIMHCKOTO CTPAXOBAaHUS IO COTJIACOBAHUIO U
B TIOPSIAKE, ONPESIIIEeMOM OpraHaMU HCIIOJTHUTEIBHON BIacTh cyobekTa Poccuiickoit deneparnym,
ecid B OmOKETaX COOTBETCTBYIOIIMX (pelepalIbHBbIX OpPraHOB HCIHOJHUTENIBHON BIIACTH HE
BBIJICJIEHBI (DMHAHCOBBIE CPEICTBA HA ATH LEJIH;

2.2.4. 4acTHONPAKTHUKYIOIIME Bpaud, paboTaroliue MO JIOTOBOPY C TEPPUTOPHAIBHBIM OPraHOM
yIIpaBJICHUS 3PABOOXPAHEHUEM W/WJIH TEPPUTOPUAIBHBIM (OHIOM 0053aTEIBHOTO MEAUIIMHCKOTO
CTPaxOBaHMsI U OKA3bIBAIOLINE MEJAUIIMHCKYIO TIOMOIIb TpakJaHaM B paMKax MPOrpaMMbl OKa3aHUs
rOCy/IapCTBEHHOW COLIMAJBHOM TIOMOLIM M TpakJaHaM, HMEIOLIMM @PaBO Ha IOJyd4yeHUe
JIEKapCTBEHHBIX MpenapaToB OecIIaTHO U co ckuakoi. (B pen. [1puka3za Munzapascoipa3sutus PO
or 20.01.2011 N 13H)

2.3. B 0co0bIx cirydasx (IIPOKUBAaHUE B CEITBCKON MECTHOCTH, TJI€ HAXOUTCS TOJIBKO MEIHIIMHCKAS
opraHmzansi WM ee 000co0JeHHOe ToJpa3fefieHue, He UMEIoIlee Bpaya) peLenThl Ha
JICKapCTBEHHbIE TMpemaparbl s amMOyJaTOPHOTO JIEYeHHS TpaXJaH B paMKax OKa3aHHSA
rOCyIapCTBEHHOW COLMAJIbHOW TIOMOIIM U TpaXKIaH, HUMEIONIMX TMpaBO Ha TOIy4YeHUe
JIEKapCTBEHHBIX MpPEnapaToB OECIIATHO U CO CKUIKOW, MOTYT OBITh BBIMHCAHBI CAMOCTOSTEIHHO
BEAYILIUM IpHUeM (eabIepoM Wi aKylIepKoi Takol MEIUIIMHCKONW OpraHHU3aluy B COOTBETCTBUU
c n. 2.1 nacrosueit Uuctpykuuu. (B pexn. Ilpuxaza Munsapascoupassutus PO or 20.01.2011 N
13n)

Hepequb MCOUIIMHCKUX opraHmaum‘/'I U TOpSAJ0OK JICKAPCTBECHHOI'O oOecrieueHns YKa3aHHBbIX
TpaXKAaH OMPEIENSIFOTCS OPraHOM HMCIOJHUTENbHOW BiacTH cyObekTa Poccuiickoit @enepannu B
chepe 3apaBooxpanenus. (B pen. [Ipukaza Munzapasconpassutust P® ot 20.01.2011 N 13H)

2.4. BeinuceIBaHUE PELENTOB HA JIEKAPCTBEHHbIE IIPenaparhl A aMOyIaTOPHOTO JICUEHUS IPaXaaH
B paMKax OKa3aHUs TIOCYNapCTBEHHON COIMAIBbHOM TOMOINM M Tpak[JaH, MMEIOIIHUX IPaBO Ha
NOJy4EHUE JIEKaPCTBEHHBIX IPENaparoB OECIUIaTHO M €O CKHUIKOM, OCyHlecTBIseTcs: (B pen.
I[Tpukaza Munsnpascoupazsutus PO ot 20.01.2011 N 13#)

2.4.1. BpauaMu-CIIeIIUATUCTAMU

- Ha HAapKOTUYCCKHUEC CpeacTBa u IMPOTHUBOOITYXOJICBBIC mpenapaTsl
(OHKOJIOTHYECKUM/TeMATOJIOTMYECKUM OOJIBHBIM) - OHKOJIOTOM H/HJIU T'€MaTOJIOrOM, HE(PPOJIOTOM,
PEBMATOJIOTOM H JIp.;

- Ha UMMYHOMOZYJISITOPBI - T€MAaTOJIOrOM W/WUJIM OHKOJIOrOM (IIOCiie MPOBEACHUs JIyueBOW W/Win
XUMHOTEpaNuy, Mepecajki KOCTHOro Mosra), uMMyHosoroMm (6onbHbiM CIIM /oM unu npyrumu
TSDKETIBIMU HApYIICHUSIMU UIMMYHHMTETA), TPAHCIJIAHTOJIOTOM (IIOCJIE Mepeca ki OpraHoB U TKaHel ),
PEBMATOJIOTOM U MHBIMH CIIEIMAINCTAMY;

- Ha IPOTUBOTYOEPKYJIE3HbIE MTpernapaThl - PTU3NATPOM;
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- Ha mpoTuBoAMadeTHUecKue (OONBHBIM CaxXxapHbIM JUAa0ETOM) W MpOYMEe JIEKAPCTBCHHBIE
Ipernaparsl, BIUSIONIME HAa SHIOKPUHHYIO CUCTEMY, - SHAOKPUHOJIOTOM, B MOPSAKE, ONPEACTICHHOM
B IyHKTe 2.4 WHCTpyKIMM O NopsaKe Ha3HAYEHMs JIEKAPCTBEHHBIX IpenapaTtoB (nmpuioxkeHue N
12). (B pen. Ilpukasza Munsapascorpasputust PO ot 20.01.2011 N 13#)

HpI/I OTCYTCTBHH YKa3aHHBIX CIICHHUAJIMCTOB BBIIIHCBIBAHUEC JIBI'OTHBIX PCUCIITOB B 3THUX ClIy4dasaX
IMPOU3BOAUTCA JICHAIIUM BPAav4OM I10 PpCIICHHUIO BpaHGGHOﬁ KOMUCCHH ITOJIUKIIMHUKH,

2.4.2. neyamyM BpauoM HJIM BPauoOM-CIICLUATIMCTOM TOJBKO IO PEUICHUIO BpauyeOHON KOMHCCHH
MeIUIMHCKON opranusaiuu: (B pea. [Ipukaza Munsapascorpaszputus PO ot 20.01.2011 N 13#H)

- Ha ncuxoTporHbie BemecTBa cnuckoB |l u I, uHbIe NekapcTBEHHBIE CPENCTBA, MOJJICKAIINE
MIPEAMETHO-KOJMYECTBEHHOMY YUETY, aHA0OJNYECKHE CTCPOUIBL;

- Ha Hapkotudeckue cpenctBa Crnucka Il OompHBIM, HE CTPANAIONUM OHKOJIOTHYCCKHM
(reMaToyIOrHYECKUM) 3a00JIeBaHUEM;

- Ha JIEKapCTBEHHBIC TIperapaTrhl, Ha3Ha4aeMble JICYAllUM BpAuoOM U BpayaMH-CIICIHAINCTAMHU,
OJTHOMY OOJIbHOMY B KOJIMYECTBE IISITH HAMMEHOBAHUN M 00Jiee OJTHOMOMEHTHO (B T€YCHHE OJTHHX
CYTOK) WJIM CBBIIIE JECATH HANMEHOBaHMI B TedeHHe OmHoro wmecsna; (B pen. Ilpukasos
Munsapascorpassutus PO ot 25.09.2009 N 794H, ot 20.01.2011 N 13H)

- Ha JIEKapCTBEHHbIEC IIpernaparbl B CIy4asX HETUIIUYHOTO TEUeHHUs OOJIe3HH, NpPU HATUYUHU
OCJIOKHEHUH OCHOBHOTO 3a00JIEBaHMSI W/WIIM COUETAHHBIX 3a00JICBaHUM, TPU HA3HAYCHUN OTIACHBIX
KOMOUMHAIMH JIEKapCTBEHHBIX CPE/ICTB, a TAKXKE PU UHAUBUYAIIbHOM HEEPEHOCUMOCTH.

2.5. Ilyukt yrpatui cuiy. (B pen. [Ipukaza Munsapascorpassutus P® ot 27.08.2007 N 560)

2.6. He nomyckaercsi BbIIMCBHIBAHUE PELIENITOB Ha JIEKAPCTBEHHbBIE IpenapaThl Ui aMOyJaTOPHOTO
JeYeHHUsl TpakJaH B paMKaX OKa3aHUsA TOCYJapCTBEHHOW COLMAIbHOM IOMOIIM M TpakJaH,
UMEIOUINX MPaBO Ha MOJYYEHHE JIEKAPCTBEHHBIX MpenaparoB OECIUIaTHO M CO CKHUJIKOW, Bpayamu
CaHATOPHO-KYPOPTHBIX YUPEKJICHUH, BpauaMH CTAllMOHAPHBIX YUPEKACHUH, B T.d. THEBHBIX (32
UCKJIIOYEHHEM CTAllMOHAPHBIX YUPEXKICHUN COLMAIbHOM 3alIUThl), a TAKXKE BpayaMu MEAUIIMHCKUX
OpraHu3aliii B NEepHOJ] HAXOXKICHUS OOJBbHBIX HA CTALlMOHAPHOM JIEYEHHH B COOTBETCTBUU C
JeUcTBYIOIUM mopsiikoM. (B pen. [Ipukaza Munsapasconpaszsutust PO ot 20.01.2011 N 13H)

YacTHONPAKTUKYIOIMM BpadyaM 3alpeniaeTcs BhIIUCHIBATh PELENTh Ha JIEKapCTBEHHbIE MpenapaThl
JUIs aMOYJIaTOPHOTO JICUEHUs TPaKJaH B paMKaxX OKa3aHUs rOCyJapCTBEHHON COLMAIbHON OMOIIH
U IpaXKaH, UMEIOIIUX IPaBO Ha MOJIyY€HUE JIEKAPCTBEHHBIX MpPEnapaToB OECIUIaTHO U CO CKUAKOM,
3a UCKJIIOUYEHHEM CITy4aeB, YKa3aHHBIX B MyHKTe 2.2.4 HacTosAued NHCTpykuuu.

2.7. HazHaueHHe JIEKapCTBEHHBIX MpenaparoB Jyisi aMOYJIaTOpPHOIO JIEYEHMs TpakJaH B paMKax
OKa3aHUs TOCYJapCTBEHHOM COLMAJIBHOM IOMOILIM M TpaXkJaH, MMEIOIIUX IPaBO Ha IOIY4YCHHE
JIEKapCTBEHHBIX IpenapaToB OECIUIATHO M CO CKUAKOWM, OTpakaeTcs B MEAMIIMHCKOW KapTe
amMOynaTOPHOTrO OOJIBHOTO B MOPs/IKE, MPEIyCMOTPEHHOM MyHKTOM 1.6 MHCTpykuuu o mopsiake
Ha3Ha4YeHUsl JIEKapCTBEHHBIX mpernapatoB (mpuioxkenue N 12), mynkramu 1.2 - 1.10 Hacrosuiei
WHcTpyKLny, ¢ yKa3aHHMEM HOMEpa pelenTa U B TaJIOHE aMOYJIaTOPHOTO MallMeHTa, YTBEP)KICHHOM
B YCTaHOBJICHHOM Topsizike. (B pea. [Ipukaza Munsnpascorpazputusi PO ot 20.01.2011 N 13H)

[Ipu BBIIUCHIBAHWM PEIENTOB Ha JIGKAPCTBEHHBIC TMperapaThl Jisg aMOyIaTOpHOTO JICUCHHS
rpakJlaH B paMKaX OKa3aHMs TOCYAApCTBEHHOM COLIMAIIbHOW MOMOIIY U TPaXkJaH, UMEIOIIUX MPaBO
Ha TOJY4YEHHE JIEKApPCTBEHHBIX IpPErnapaToB OECIUIaTHO U CO CKHUAKOW, 0053aTeIbHO yKa3bIBaeTCs
HOMep TenedoHa, IO KOTOPOMY PaOOTHUK alNTEUYHOW OpraHU3aIl[Mi MOXKET COTJIACOBATH C JICUAIIUM
BpadyoM  (BpayoM-CIECIIHAIIUCTOM, BpadeOHONW  KOMHUCCHEW  MEIUIIMHCKOM  OpraHu3aIliy)
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CMHOHMMHYECKYIO 3aMEHY JIEKapCTBEHHOro mpenapara. (B pexa. Ilpukaza MuH3apaBconpa3BUTHS
P® ot 20.01.2011 N 13H)

2.8. Pentenit Ha peuentypHoMm Onanke Gopmbr N 148-1/y-04 (1) u N 148-1/y-06 (;1) BEITUCKHIBAETCS
BpauoM ((enpamepom) B 3-X IK3eMIUIIpax, C IBYMs SK3eMIUISIpaMH KOTOPOTo OOIBbHOM oOpamaercs
B anTeuHyKH opraHu3anuioo. [locieaHuii SK3eMIUIp peuenTa MOAKJIEHBACTCS B aMOyJIaTOPHYIO
kapty 6osbHOrO. (B pea. [Ipukasza Munzapasconpa3sutust PO or 20.01.2011 N 13n)

2.9. Hapkotuueckue cpeAcTBa U ICUXOTponHbIe BenlecTBa Crimcka 1 ms amOynatopHOTO JiedeHus
TpaKJIaH B paMKax OKa3aHUs rOCYIapCTBEHHOW COIMAIBHOW MOMOINU U TPAKIaH, UMEIOIINX MPaBO
Ha [IOJIy4€HHE JIEKapCTBEHHBIX IMpernapaToB OecIyIaTHO M CO CKHUAKOM, BBIMHMCHIBAIOTCS Ha
CIEIMAILHOM DPELENTypHOM OJlaHKe Ha HAPKOTUYECKOE CPEACTBO U ICHUXOTPOITHOE BEMIECTBO, K
KOTOPOMY JIOTIOJTHUTEIHPHO BBIITUCHIBAIOTCS PEIENThI Ha perentypHoM Oanke Gpopmer N 148-1/y-04
() wm dpopmer N 148-1/y-06 (). (B pen. [Ipukaza Munzapascornpazsutus PO or 20.01.2011 N
13n)

[lcuxorporubie BemectBa Croucka I, WHBIE JeKapCTBEHHBIE CPEICTBA, MOJISKAIIUE
NPEIMETHO-KOJIMYECTBEHHOMY ~ YUYeTy, AaHa0OJMYECKHUE CTEpOMIbl, NpEAHA3HAYCHHbIC IS
amMOyJIaTOPHOTO JICYEHHs TPAXKIAH B PaMKaxX IOCYAapCTBEHHON COIUAIbHOM IOMOIIM W TpaskaaH,
UMEIOIIMX TPaBO Ha TMOJYYCHHE JIEKAPCTBEHHBIX NpEnapaTtoB OECIIaTHO W CO CKHUIKOM,
BBIMHMCHIBalOTCA Ha peuentypHom Omanke N 148-1/y-88, k KoTOpoMy [OMOJHUTEIHHO
BBINKCBHIBAIOTCSL perentsl Ha peuentypHoMm Onanke ¢opmer N 148-1/y-04 (1) mmm dopmer N
148-1/y-06 (;). (B pea. Ilpukaza Munzapascoupazputust PO ot 20.01.2011 N 13H)

2.10. [Jns oGecrieueHnss HAPKOTUUYECKUMH CPEACTBAMU M TICUXOTPOMHBIMH BEIIECTBAMHU OOJbHBIC
MPUKPEIUISIOTCS K KOHKPETHOW MEAMIIMHCKOW M alTeYHOW OpraHU3aIUsM MO0 MECTY KUTEIhCTBA B
MOPSIZIKE, OMPEACNIIEeMOM OPraHOM MCIIOJHUTEIBHOM BiacTu cyObekTa Poccuiickoit denepannu B
chepe 3apaBooxpanenus. (B pen. [Ipukaza Munsapascoupaszsutust PP ot 20.01.2011 N 13n)

I11. Ilopsanoxk odopmiieHns TPeOOBAHUIT-HAKIAAHBIX B AIITEYHYIO
OPraHM3alMI0 HA MOJIyYeHHe JIEKAPCTBEHHBIX NPenapaTos /I
MeAUUMHCKUX opranu3auui (B pea. llpukasza Mun3apaBcoupasBuTus
P® o1 20.01.2011 N 13n)

3.1. Jna oOecnedeHust se4eOHO-AMATHOCTHYECKOrO Ipoliecca MEIUIUHCKHE OpraHu3aluu
MMOJIY4YaroT JICKAPCTBCHHLIC IPCHIapaTbl U3 anTevyHOon OopraHu3anuu I1o TpeGOBaHI/IHM-HaKJlaI[HLIM,

YTBEPKACHHBIM B YyCTAaHOBJIEHHOM mopsjake. (B pen. Ilpukasza Munsapasconpaszsutus PO ot
20.01.2011 N 13#)

TpeboBaHue-HaKIaAHAsT Ha NOJyYEHUE M3 aNTEYHBIX OPraHU3alUi JIEKapCTBEHHBIX IpernapaToB
JIOJDKHA MMETh IITAaMII, KPYIJIylo I1€4aTh MEAULUHCKOW OpraHU3alyy, MOANKUCH €€ PYKOBOIUTES
WIM €ro 3amecturens mo JsedeOHod uvactu. (B pea. [lpukaza Munsnpascoupassutus P® ot
20.01.2011 N 13n)

B TpeOoBaHMM-HaKIAIHOW YKa3bIBa€TCS HOMEp, JaTa COCTABICHHS JTOKYMEHTA, OTIPABHUTENb U
NOJIyYaTeb JIEKApCTBEHHOT0 MpenapaTa, HaMMEHOBAaHUE JIEKApCTBEHHOT0 Ipernapara (C ykazaHHueM
JO3UPOBKH, (OPMBI BbIycKa (TaOJETKH, aMITyJbl, Ma3H, CYNIO3UTOPUU M T.I.), BHJ YIIaKOBKHU
(xkopoOku, (rmakoHbl, TyOBl M T.M.), CIOCOO0 NpHUMEHEHUs (A1 WHBEKIUH, IS HapPYKHOTO
NPUMEHEHHS, TpreMa BHYTPb, IJIa3HbIC KAl U T.II.), KOJIMYECTBO 3aTPeOOBAHHBIX JIEKAPCTBEHHBIX
IpenapaToB, KOJMYECTBO U CTOMMOCTh OTITYIICHHBIX JIEKAPCTBEHHBIX NpenapatoB. (B pen. Ilpukaza
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Munznpasconpaszputist PO ot 20.01.2011 N 13H)

HaumenoBanusi nekapCTBEHHBIX IpenapaToB NUIIYTCS Ha JATHHCKOM s3bike. (B pen. [lpukasa
Munzapascorpasutus P® or 20.01.2011 N 13r)

TpeGOBaHI/IH'HaKJIa[[HBIe Ha JICKApCTBCHHBIC CPCACTBA, MOJICKAUC MPEAMCTHO-KOJIMYCCTBCHHOMY
ydeTy, BBINHCHIBAIOTCS Ha OTAEIBHBIX OJIaHKaxX TpeOOBaHMH-HAKIATHBIX JUIS KaXKIOH TPYIIIBI
IperapaToB.

MenuuuHcKue OpraHu3allid  IPU  COCTAaBJIEHWM 3asBOK HA HAPKOTUYECKHE CpeIcTBa U
ncuxoTrponHeie  BemiectBa cnuckoB Il w1l mODKHBI  pyKOBOACTBOBATHCS —PAaCUETHBIMU
HOpMAaTHBaMH,  YTBEP)KICHHBIMH B  yCTaHOBJIEHHOM  mopsake. (B pea.  Ilpukasa
Munzapascorpasutus P or 20.01.2011 N 13r)

3.2. TpeOoBaHUsS-HAKIAJAHBIE CTPYKTYPHOTO TMOJpa3[eieHUsi MEIUWLIHUHCKON OpraHu3aluu
(xabuHeTa, OTHENEHHUA U T.I.) Ha JIEKApPCTBEHHbIE Ipenaparhbl, HAMpaBISEMble B aNTEUHYIO
opranuzanuio, opopMIISIIOTCS B TOPSIIKE, ONpeaeseHHOM nyHkToM 3.1 Hacrosimeidt MHcTpykuuy,
MOJIMUCHIBAIOTCS PYKOBOJUTEIEM COOTBETCTBYIOIIETO MOAPA3JICICHHUSI U OPOPMIISIFOTCS IITaMIIOM
MEIUIIMHCKON opranu3aimu. (B pea. [Ipukasa Munzapascorpassutus PO ot 20.01.2011 N 13#H)

[Ipu BBIKCHIBAHUH JIEKAPCTBEHHOTO Mpenapara Jiisi WHAWBUIYaIbHOTO OOJILHOIO JOMOJHUTEIBHO
yKas3plBaeTcsi ero (GammiMs ¥ HMHUIMAIB, HOMep wucropuu Oosie3nu. (B pexa. Ilpukasa
Munznapascorpassutust PO ot 20.01.2011 N 13H)

3.3. Cromarosnoru, 3yOHbIe Bpaud MOTYT BBIITUCHIBATH 332 CBOCH MOAMKCHIO TPeOOBaHUS -HAKIIAIHbIE
TOJIbKO Ha JIEKAPCTBEHHBIE MPEIapaThl, IPUMEHSIEMbIE B CTOMATOJIOTUYECKOM KaOuHeTe, 6e3 mpaBa
BbIJIAYM X MAllMeHTaM Ha pyKu. (B pen. [Ipukaza Munsapascorpaszsutist PO ot 20.01.2011 N 13H)

3.4. TpeOoBaHusI Ha SAOBHUTHIC JIEKAPCTBEHHBIC CPEACTBA, KPOME IOAMKMCH CTOMATOJIOra WIIH
3yOHOrO Bpaya, JODKHBI MMETh MOJIKMCh PYKOBOAUTENS YYPSKICHUS (OTHCICHHS) WM €ro
3aMecTUTENs] W KpYyIJIyl0 TledaTb  MEIMIMHCKON  opranmsaumu. (B pex. Ilpukasa
Munsnapascorpassutus PO ot 20.01.2011 N 13H)

3.5. TpeboBaHus-HakIagHblE Ha OTIYCK YaCTHOMPAKTUKYIOUIMM BpadaM JI€KapCTBEHHBIX
IpernapaToB (32 UCKIFOUYSHUEM HAPKOTHIECKUX CPEJICTB M IICUXOTPOIHBIX BemtecTB cruckos 1l u 11,
a TaKXke JIEKapCTBEHHBIX MPENaparoB, COAEPKAIIMX ATH CPEACTBA U BelIeCTBa) OGOPMIISIOTCS B
nopsiike, ompeaeneHHoM m. 3.1 - 3.4 Hacrosmed WHCTpyKiMu, Ha OCHOBaHUHM JIOrOBOpa
KYTUTA-TIPOJI’KU MEKy YaCTHOMPAKTUKYIOIIUM BPAauoOM U alTeUyHOW OpraHMU3alMel v JUIEeH3UH Ha
MEJHMIIMHCKYIO JIeTeIIbHOCTh, BBIJAHHOH B yCTaHOBIEHHOM Tmopsike. (B pen. [lpukasa
Mumnsapagcorpassutus PO ot 20.01.2011 N 13H)

3.6. B anTeuHbIx opranu3anusax TpeOoBaHUs-HAKIAJHbIE JI€Y€OHO-IPOPHIAKTHIECKUX YUPESKICHUN
Ha OTIYCK HapKOTUYECKUX CpEACTB M NCUXOTponHbIX BemecTB cnuckoB Il u Il xpanarcs B
Tedenne 10 jmer, Ha  OTHYCK  MHBIX  JIEKAPCTBEHHBIX  CPEACTB,  MOAJIEKALIUX
MPEIMETHO-KOJIMUYECTBEHHOMY Y4YeTy, - B TE€YeHHe 3-X JIeT, OCTaJbHBIX TPYII JEKAapCTBEHHBIX
IpenapaToB - B TEUEHHE OJHOTO KajeHJapHoro roja. (B pex. Ilpukasa Munsapasconpaszsutus PO
or 20.01.2011 N 13#H)

3.7. TpeboBaHUs-HaKIaJHblE MEAMLIMHCKUX OPraHM3ALMN JOJDKHBI XPAHUTHCS B aANTEYHOH
OpraHM3ali B YCIOBUSIX, 00€CIEUNBAIONINX COXPAHHOCTb, B COpPOIIIOPOBAHHOM M OINE€YaTaHHOM
BUjie 1 0(OPMIIATECS B TOMA C YKa3aHUEeM Mecsla u roja. (B pea. [Ipukaza Mun3apaBcorpa3BUTHs
P® o1 20.01.2011 N 13H)

3.8. ITynkr yrpartun cuiny. (B pea. [Ipukaza Munsapasa PO or 24.11.2021 N 1094n)
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V. KoHTpoJib 32 BHINUCHIBAHNEM PEeLENITOB U
TPpeOOBAHMHM-HAKJIAAHBIX HA JIEKAPCTBEHHbIE Npenaparsl (B pes.
Ipuka3za Munsapasconpasputus P® ot 20.01.2011 N 13H)

4.1-4.4. Ilynktel yrpatuim cuiy. (B pen. [Ipukaza Munsapasa PO ot 26.02.2013 N 94H)

COI'JIACOBAHO
Pyrxoeooumens (3amecmumens
pykosooumens) ®CKH Poccuu
O.HXAPUYKUH

12.02.2007

Ipunooicenue N 1

K Unempykyuu o nopsioke

BbLINUCHIBANUSL IEKAPCIEEHHBIX

npenapamos u oopmieHus peyenmos

u mpeboB8aHUli-HAKIAOHDIX,

ymeepawcoenrou Ilpukazom

Munzopascoypazsumus Poccuu

om 12 ghespans 2007 2. N 110

(6 peo. Ilpuxaza Munzopascoypazeumus P® om 20.01.2011 N 13n)

MPEJAEJBHO JJOMYCTUMOE KOJMYECTBO
JEKAPCTBEHHBIX CPEJICTB U151 BBINUCBHIBAHUS
HA OJIMH PELIENT

(B pex. Ipuka3zoB Munzapascorpassutus PO ot 25.09.2009 N 794H, ot 20.01.2011 N 13H)

N | HaumeHoBaHMe JeKapCTBEHHOIO CPEICTBA ®dopmMma BBIITyCKA U KonunuectBo
/1 JIO3UPOBKA
1. [bynpeHopdun Tabnerku s 50 Tabu.

CyOJIMHTBaJIbHOTO MTpHEMa
200 mxr 1 400 MKr

2. |[BynpeHopdun PacTBOp /11 HMHBEKIIUH,
AMITYJIbI

300 mxr/mit 1 M 30 ammyn
300 MKr/mi 2 mit 15 ammyn
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bynipenopdun

TpancaepmanbHas
TepaneBTUYECKasi CUCTeMa

35 MKr/4 20 rutacr.
52,5 MKr/4 8 1IacT.
70 MKT/4 S miacr.

4. Huruapoxonenn-perapa (AI'K Kontunyc) Tabnerku ams mpuema
BHYTpPb
60 mMr 40 Tadm.
90 mr 30 Tab.
120 mr 20 Tab.

5. [Iunmupomop(mupuTpammn) PacTBOp miist uabekui, |50 ammyn
ammyssl 0,75% 1o 2 M

6. Mopduna rugpoxiaopu PacTBOp miist uabekui, [20 ammyn
amnyssl 10 Mr B 1 mi

/. |(OMHOTIOH PactBop st uabekiui, |10 ammyn
ammyssl 1% u 2% no 1 mu

8. [[Ipomenon (TpuMenepuIHa THIAPOXIOPHT) TabneTku a1 npuema 50 Tabu.
BHYTpPb 25 MT

0. [[Ipomenon (TpuMenepuIHA THIPOXIOPHT) PacTBOp 111 MHBEKLIUH,
ammynsl 1 1 2% no 1 man |10 amnyn
mmpun-Trooukn 1 u 2% |10
o 1 mn INTPHI-TIOOUKOB

10. Mopduna cynsdar (MCT KOHTHHYC HITH TabiieTKu 1 KarcyJibl

NpyTUe aHAJIOTU IPOIOJIKUTEIbHOCTBIO [POIJIEHHOTO eCTBUS
neiicTBus He MeHee 12 yacoB) IS TIpYeMa BHYTpb

10 mr 160 tabn.
30 mr 60 Tadm.
60 mr 20 Tabu.
100 mr 20 Tab.
200 mr 20 Talu1.

11. [Ipocunon TabneTku ans 50 Tabm.
OyKkajabHOTo npuema 10
mr u 20 Mr

12. [Tpocumon PactBop st uabekui, [S0 ammyn
amiynbsl 10 Mr B 1 mi

13. [PenTaHMI TpancaepManbHast
TepaneBTUYECKasi CUCTEMA
12,5 MKr/gac 32 miacT.
25 MKr/49ac 16 nnacr.
50 MKr/4ac 8 riacr.
75 MKr/4yac S macr.
100 Mxr/yac 4 mutacr.

(B pen. [Ipukaza Munszapasconpaszsutusi PO ot 25.09.2009 N 794H)

14. Koneun (koneuna ¢ocdar) [Topomox 0,2 T

15.

KoMOnH1pOBaHHbBIE JIEKAPCTBEHHBIE
Mpernaparsl, CoAepKallie KOAeuH (KoJerHa

(bocdar)

TabneTku, Kancyssbl,
[PacTBOPHI U T.1.

He Ooniee 0,2 T
<*>

(B pen. [Ipukaza Munszapasconpaszsurusi PO ot 20.01.2011 N 13H)
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16. [DTunmopduHa rupoxaopu (TMOHUH) [Topormox 0,2 T <**>
17. |Amdenpamon (Ppernpanon) Tabnerku, npaxe 25 mr |50 Tabu.
18. [XanbimoHn (Tprazonam) Ta6merku 250 MKr 30 Tabm.
19. [Hatpus okcubyTtupat PacTBop 114 IpremMa 2 prmakona

BHYTpb 06,7%, cupon aJis
mpuemMa BHYTpb 5%

20. [Ddeaprna THIAPOXIIOPU U IPYTHE COJIN [Toporok 0,6 T
bdhenpuHa

21.[Teodenpun, Teodpenpun-H, Heoreobenpun  [Tabnerku 30 tabu.

22. |Conyran PactBop 50 M 1 durakon

23. |CiazmoBepanrus, CriasmoBepanrui-Heo Tabnerku 50 Tabu.

24,

JIpyriue KOMOMHHUPOBAaHHbIE JICKAPCTBEHHBIC
[Ipernaparsl, coAepkale pepruHa
CUAPOXJIOPHL U TIOJIIEKAIIHE
[TPEIMETHO-KOJIMYECTBEHHOMY YUETY

TabneTku, MOPOIIKU U T.1.

1 ynakoBka

(B pen. [Ipukaza Munsapasconpassurusi PO ot 20.01.2011 N 13H)

25. [KoMOMHUPOBAaHHBIE JIEKAPCTBEHHbBIE Karcynbl, mopomiku, 1 ynmakoBka
MpernapaTel, CoAepIKalIre rnceBaodgpenpruna CHpOTI, TaOJIETKH,
CUAPOXJIOPH U TIOJJIeKAIIHe PKUKOCTD JUISI IpHeMa
MPEIMETHO-KOJIMYECTBEHHOMY YUETY BHYTpb U T.]I.

(B pen. IIpukasza Munsapascorpasutust PO or 20.01.2011 N 13#)

26. Kimodenun Tabnetku 0,075 mr, 0,15 |1 ynakoBka

MT

27. [TaxukapriiHa TUAPONOINT [Topomiok 1,21

28. |Anabonm4yeckre TOpMOHBI: Tabnetku, pactBop Ay |l ynmakoBka
MeTtanapocrenosiod, Okcaniponaon Petabomnwi, MHBEKIUH U T. 1.
Haunponon, ®enobonun, CunaboiauH u Apyrue

29. [KomOMHMpOBaHHbIE JIEKAPCTBEHHBIE Karicymsl, TabneTku, | ynakoBka

[pernapaTsl, coaeprKaiine peHuInmponaHoJIaMiuH
M MTOJIEYKAIIUE PEIMETHO - KOJIMYECTBEHHOMY

yuery

CUPOII, KaIlJICTbI U T.[.

(B pen. Ipukasza Mun3zapasconpaszsutusi PO or 20.01.2011 N 13H)

30. |[DenobapOuTa Tabnerku 50 mr, 100 mr |10 - 12 tabneTok
31. [benzobapouran (ber3onan, berzodammin) Tabmerku 50 mr, 100 Mr |1 ymakoBka

32. [[Ipumunon (I'ekcamuaun, MuconuH) Tabnetku 125 mr, 250 mr |1 ynmakoBka

33. [byropdanon (Cramon, Mopamor) PactBop /it mEBeKINH 2 (10 ammyn

Mr/ma 1 Mot

<*> [Ipu BBHINUCBHIBAHUHU U OTITYCKE JIEKAPCTBEHHOTO IpernapaTa IPOU3BOJUTCS MepecyeT Ha YUCTOe
BerecTBo. (B pen. [Ipukaza Munzapascoupaszsutust PO or 20.01.2011 N 13H)

<**> B rnasHpIX KamsiXx M Ma3siX AMOHUH MOXET BBINMCHIBATBCS B KOJIMYECTBaX 10 | T mpu
HaJIMYMM yKa3aHus Bpada Ha peuente "[lo cnennanbHOMY Ha3HA4YE€HHUIO", 3aBEPEHHOrO MOJIUCHIO U
JUYHOM TIeYaThlO Bpaua, MeuaThi0 MEIUIIMHCKOW opraHu3anmu "J{ns penentoB". (B pexn. Ilpukasa
Munznpascornpazsutus PO ot 20.01.2011 N 13H)

IIpumeyanue:
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[lpy BBHIMUCHIBAHUM HAPKOTUYECKUX JIGKAPCTBEHHBIX MpENaparoB, HE MNPEAYCMOTPEHHBIX
HACTOSIIMM IPUIOKCHUEM, UX MPEACTbHO IOMYCTUMOE KOJIMYECTBO JJIsi BHIIHCBIBAHUS B OJHOM
peuente MOXET B IIATh pa3 MPEBHILATh PAa30BYK 03y, YKa3aHHY0 B HMHCTPYKLIUHU IO
MEJMIHCKOMY HPUMEHECHHUIO BBIUCHIBAEMOro JIEKapCTBEHHOro mpenaparta. (B pen. I[lpukasza
Munznpascorpassutus PO ot 20.01.2011 N 13H)

Ipunooicernue N 2

K Unempykyuu o nopsioke

BLINUCHIBAHUSL 1EKAPCMBEHHBIX

npenapamos u oghopmieHus peyenmos

u mpeboB8aHUli-HAKIAOHDIX,

ymeepawcoenrou Ilpukazom

Munzopascoypazsumus Poccuu

om 12 gpespans 2007 2. N 110

(6 peo. Ipuxaza Munszopascoypazsumus P® om 20.01.2011 N 13n)

BAKHEHIIUE PEHENTYPHBIE COKPALLIEHUS

Coxpamenue| IlonHoe HanmcaHue ITepeBon

aa ana 110, IOPOBHY

ac.acid. acidum KHCIIOTa

amp. ampulla amITyJia

ag. aqua BO/IA

aq. destill.  |aqua destillata IIMCTUILTUPOBAHHAS BOJIA

but. butyrum Macito (TBepJoe)

comp., cps  |compositus (a, um) CITOKHBIN

D. Da (Detur, Dentur) Brigaii (mycTh BBIaHO, MYCTh OY/IET BBIIAHO)

D.S. Da, Signa Detur, Signetur[Bsizaii, 0003Haub [TycTh OyaeT BbIIaHO,
0003HAYEHO

D.t.d. Da (Dentur) tales doses  [Boimaii (ITycts OyayT BbIIaHbI) TAKHE 03B

Dil. dilutus [pa3BeICHHBIN

div.in p.aeq. |divide in partes aequales |pa3nenu Ha paBHbBIC YacTH

extr. extractum DKCTPAKT, BBITSKKA

f. fiat (fiant) [Tyctb 06pazyetcs (0O6pazyroTcs)

qtt. qutta, guttae Karis, Karu

inf. infusum HACTOM

in amp. in ampullis B amMITyJIax

in tabl. in tab(u)lettis B TaOJIETKAX

lin. linimentum PKUIKAsI Ma3b
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lig. liquor PKHJIKOCTD

m. pil. massa pilularum UTIONIbHAST Macca

M. Misce, Misceatur Cwmemraii (ITycts Oymer cMmeniano)
N. numero YK CIIOM

ol. oleum Maciio (GKUIKOE)

past. pasta rmacra

Ppl. pilula MTVUITIONIS

p.aeq. partes aequales paBHBIE YACTH

ppt., praec. |praecipitatus OcaKIeHHBIIH

pulv. pulvis [Topomiok

q.S. quantum satis CKOJIBKO TIOTPEOyeTCsI, CKOJIBKO HAJI0
r., rad. radix KOPCHD

Rp. Recipe Bo3bmu

Rep. Repete, Repetatur [ToBTopu (IlycTh Oyner moBTOpEeHO)
rhiz. rhizoma KOPHEBUIIIC

S. Signa, Signetur 0603Ha4p (ITycts Oyaer 0603HaYEHO)
Ssem. Semen ceMsI

simpl. simplex pOCTOM

Sir. sirupus CHPOII

sol. solutio [pacTBOp

supp. suppositorium CBcua

tabl. tab(u)letta rabieTKa

t-ra, tinct.  [tinctura HacTOlKa

ung. unquentum Masb

Vitr. vitrum CKJISTHKA

MMPUJIOXEHMUS N 3 - 4 - YrpaTuau cudy. (B pea. [Ipuka3za
Munsapasa P® or 24.11.2021 N 1094H)

Ilpunosicenue N 14 ne npumensaemca K npagoOMHOUIEHUAM, C6A3AHHBIM C HAZHAYEHUEM U
8LINUCHIBAHUEM JIEKAPCHBEHHBIX NPENAPAN 08 U MeOuyunckux uzdenuii (nynkm 2 Ilpukasza
Munszopasa P® om 26.02.2013 N 94n)

Ipunoowcenue N 14
K IIpuxasy
Munszopascoypazeumus Poccuu

om 12 ghespans 2007 2. N 110

HHCTPYKLUA

O NOPSIJIKE HABHAYEHMS U BLINMUCHIBAHUS
W3JEJIUA MEJIUIIMHCKOT'O HA3SHAYEHUS U
CNEIAAJU3UPOBAHHBIX MPOAYKTOB JEYEBHOI'O
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NMUTAHUSA 111 JETEX-UHBAJIU10B

(B pen. IIpukasza Munsapascomnpasputust PO or 20.01.2011 N 13#)

1. M3penust MEAWIIMHCKOTO HAa3HAYEHUS W CIEIUAIM3HPOBAHHBIC MPOIYKTHI JIEUEOHOTO MHUTAHUS
JUIsL AeTeW-UHBAIMIOB HA3HAYAIOTCS U BBIIUCBHIBAIOTCS B paMKax IMPEIOCTABICHUS OTICIbHBIM
KaTeropusiM TpaXkJlaH TOCyIapCTBEHHON COIMAILHOW MOMOINM B BHJIE HAOOpa COIUAIBHBIX YCIIYT.
(B pen. IIpukasza Munsapascomnpasputust PO or 20.01.2011 N 13#)

2. W3nenusi METUIIMHCKOTO Ha3HAYCHMS HA3HAYAIOTCS M BBHIIHMCHIBAIOTCS Bpadamu ((enbamepamu)
MEIMIUHCKUX OpraHU3allMii, OKa3bIBAIOIIMX IEPBUYHYI0 MEIMKO-CAHUTAPHYIO HOMOILb. (B pEI.
[pukaza Munsnpascoupaszputust PO ot 20.01.2011 N 13H)

Crenuanu3upoBaHHbIe TPOAYKTH JIEYeOHOTO0 THUTAHWS JUIS JCTeH-WHBAJIMIOB HA3HAYAIOTCS
BpauaMyd MEIUIIMHCKUX OpTraHU3allii, OKa3bIBAIOIIUX MEJUKO-TEHETUYECKYI0 MOMOIIb, H
BBITIMCHIBAIOTCS BpauyaMU MEIUIMHCKUX OpraHu3aliii, OKa3bIBAIOIIHUX MEANKO-TEHETHUYECKYIO
MOMOIIb, WJIM BpadyaMH-CIIEUATNCTaMU (B CIIy4ae UX OTCYTCTBHUS JIHAIlUM BPadyoM) MEIUIIMTHCKUX
OpraHu3alMii, OKa3bIBAIONIMX TNEPBUYHYIO MEIUKO-CAHUTApHYIO moMoIlbs. (B pen. Ilpukaza
Munzapascorpasutus P or 20.01.2011 N 13r)

3. PeLIeHTI)I BBIIIUCBIBAIOTCA Ha HU3ACIIUA MCEAWULMUHCKOTO HA3HAYCHUSA MW CICHUAIM3UPOBAHHLIC
IMPOAYKTHI JIeYeOHOr0 MHUTaHUSA JJIA ,I[CTGI‘/‘I'I/IHBaJ'II/II[OB, BKIIFOUCHHBIC B IICPCUHHU I/ISI[GJ'II/Iﬁ
MCIUIUHCKOI0O Ha3HA4YCHUA U CHCHUAIM3UPOBAHHBIX MIPOJYKTOB JIeYeOHOr0 IHTAHMS JJIA
HeTeﬁ-HHBaﬂHHOB, YTBCPIKAACMbBIC B YCTAHOBJICHHOM ITOPAIKE.

4. PenieniThl BBIMHUCHIBAIOTCS Ha peuentypHbix 6mankax gopmsl N 148-1/y-04 (i) u N 148-1/y-06 (11)
B COOTBETCTBUU C TpeOOBaHUSAMH, pelycMOTpeHHbIMU pazaenamu | u |l MHctpykuuu o nopsiike
BBINKCBHIBAHUS JIEKAPCTBEHHBIX IPErnaparoB M O(QOpMIIEHUS PELENTOB U TpeOOBAHMMN-HAKIAJHBIX
(mpunoxenue N 13). (B pen. [Ipukaza Munsapasconpaszsutust PO ot 20.01.2011 N 13H)

5. Ilpu BBIMUCBHIBAHUM XPOHUYECKUM OOJBHBIM PELENTOB Ha CIELUATU3UPOBAHHBIE MPOJYKTHI
Je4eOHOro MUTaHUA JUIs JAEeTeH-UHBAIMJIOB BpauyaM pa3pellaeTcsl YCTaHaBIMBATh CPOK JAEUCTBUS
peuenTa B Ipejeiax 10 OJAHOro roja.

[Tpy BBIMKCBIBAHUU TAKUX PELENTOB Bpad JOJDKEH CJieNIaTh MOMETKY "XpoHH4eckoMy OoJabHOMY",
yKa3zaTh CpPOK JEWCTBUS pelenTa U MEePUOJUYHOCTh OTIyCKa CIENHATU3UPOBAHHBIX IMPOJYKTOB
Je4yeOHOro MUTaHMUSA s JIeTeH-MHBAIMIOB M3  alTE4YHOro YUYpeXkAEHUs (OpraHu3alluy)
(e’keHe1eTTbHO, EXKEMECSIYHO U T.I1.), 3aBEPUTH 3TO YKa3aHHE CBOEH MOJINUCHIO0 U IMYHOM IeYaThio, a
TAaKKE II€Y4aTbl0  MEOUIMHCKOW  opranusauuu "lna  peuenroB". (B pen. Ilpukasa
Munsapascorpassutus PO ot 20.01.2011 N 13H)

Ilpunosicenue 15 ne npumensemcs c 01.07.2013 k npasoomnouienuam, C6A3aHHbIM C
XpaneHuem peyenmypHusix 61aHK08 Ha JIeKapCmEeHHble NPEnapamsl U MeOUYUHCKUe U30enus
(nyuxm 3 Ipuxaza Munzopasa P® om 26.02.2013 N 94n).

Ipunoocernue N 15
K IIpuxasy
Munzopascoypazsumus Poccuu

om 12 ghespans 2007 2. N 110
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HHCTPYKLUA

O HOPAAKE XPAHEHUSA PEHEIITYPHBIX BJIAHKOB
(B pex. Ilpuka3zoB Munznpasconpassutus PO ot 25.09.2009 N 794H, ot 20.01.2011 N 13H)

1. MeaunuHCKUE OpraHU3alMM TOJIY4aloT HEOOXOAMMbIE pELENTypHble OJaHKH 4Yepes
TEPPUTOPUATIBHBIC OPTaHbl YIPaBICHUS 3IPAaBOOXPAHEHHUEM WJIM OpPraHU3alldd, YIOJIHOMOYECHHbIC
Ha 3TO OpraHaMH HCIIOJIHUTENIbHOW BiacTH cyObekToB Poccuiickoit denepanuu. (B pea. Ilpukasa
Munznpascornpassutus PO ot 20.01.2011 N 13H)

3amac penentypHbIX OJaHKOB B MEAMIIMHCKUX OpraHU3alusaX HE TOJKEH MPEBbIIIATh MOJIYTr010BOM,
a CrenualbHBIX PEIENTYPHBIX OJIAHKOB Ha HAPKOTHYECKHE CPEICTBA U NICHUXOTPOIHBIC BEIIESCTBA
Cuaucka II - mecsianoli motpedHOCcTH. (B pea. [Ipukaza Munsnpasconpazsutus PO ot 20.01.2011 N
13H)

YacTHONPAKTUKYIOIINE BPaud CaMOCTOSITEIILHO 3aKa3bIBAIOT OJIAHKH PEIICTITOB (32 MCKIIOUYCHUEM
CHEIHMANIbHBIX PElEenTypPHBIX OJIAaHKOB Ha HApPKOTUYECKOE CPEACTBO M ICHUXOTPOIMHOE BEIIECTBO) C
yKa3zaHHEeM TUTIOTPpa(CcKUM crtocoOOM B BEpXHEM JIEBOM YIJIy aJpeca Bpada, HOMEpa, aThl U CPOKa
NEHCTBUS JUIICH3WU, HAUMEHOBAHMSI OpraHa TOCYJapCTBEHHOW BIIACTH, BBIJABILIErO JIOKYMEHT,
MOATBEPKIAIOIINN HAJTUIHE JTULICH3UH.

2. B kaxmol MeAMIIMHCKOW OpraHu3aldd [PUKa30M PYKOBOJUTENs Ha3HA4aeTcs JIUIIO,
OTBETCTBEHHOE 3a MOJIYYCHHE, XPAaHCHHUE, YUE€T U BbIauy BCEX BHJIOB PEIENTYPHBIX OJIAHKOB. (B
pen. IIpukasza Munsapasconpassutus PD or 20.01.2011 N 13n)

3. PeuenTypHble O1aHKU JOKHBI XPAaHUTHCS OTBETCTBEHHBIM JIULIOM 0] 3aMKOM B METAJUINYECKOM
mKkady (ceiie) WM METAIUIMYECKOM SIUKE, a CHEelHaJbHble pelenTypHble ONaHKH Ha
HapKOTHUYECKOE CPEACTBO U IICUXOTPOITHOE BEIIECTBO - B celide.

YacTHONIPAKTUKYIOMMKA Bpad JIOJDKEH XPaHUTh pEIeNnTypHble OJaHKH IOJ 3aMKOM B
MeTaJuIn4eckoM 1kady (ceide) umu suuke.

4. Vuer peuentypHbIXx OJIAaHKOB 10 BHJaM BEAETCS B IKypHajaX, INPOHYMEPOBAaHHBIX,
NPOIIHYPOBAHHBIX M CKPEIUICHHBIX TOANKCHI0 PYKOBOAWTENS U T€YaTbIO MEIUIIMHCKOM
opranuzaiuu 1o ycraHoBieHHbIM ¢(opmam (mpunoxenus N 10 u N 11). (B pen. Ilpuxazos
Munsapascorpassutus PO ot 25.09.2009 N 794H, ot 20.01.2011 N 13n)

5. TlocTosiHHO JeHCTBYIOIAsE KOMHUCCHS, CO3[aBaeMas B MEIMIIMHCKOM OpraHu3alii, IpOBEpseT
COCTOSIHME XpaHEHUs, yueTa, (PaKTUYECKOe HATMYHUE U PACXO/T CIICIUATIBHBIX PEIENTYPHBIX OJaHKOB
Ha HApKOTHUYECKOE CPEACTBO U MCUXOTPOMHOE BELIECTBO OJHMH Pa3 B MECSAL U APYTUX PEUEHNTYPHBIX
OJIaHKOB - OJIMH pa3 B kBapTai. (B pea. [Ipukasza Munzapasconpazsutust PO ot 20.01.2011 N 13h)

B cinydae HecoBmageHUs KHM)KHOTO OCTaTKa PElEeNnTypHbIX OJIaHKOB C (DaKTHUYECKUM HaTUYHEM
JMII0, OTBETCTBEHHOE 3a TOJYy4YEHHUE, XpaHEHHE, YYeT W BbIAauy PEUEnTYpHBIX OJaHKOB, HECET
OTBETCTBEHHOCTh, IPELYCMOTPEHHYIO 3aKoHOAaTeIbcTBOM Poccniickoit denepanun.

6. Opransl yrpaBieHus 3jpaBooxpaHeHneM cyobekToB Poccuiickoit @enepariuu npu 00cie10BaHuu
MEAMIMHCKUX OpTraHu3aluid KOHTPOJUPYIOT HCIIOJNb30BaHME M 00eCredYeHHe COXPaHHOCTH
peuentypHbIx 01aHkoB. (B pen. [Ipukaza Munzapascoupaszsutust PO or 20.01.2011 N 13#)

7. PCI_[CHTypHBIe OllaHKM B KOJUYECTBE 2-He,[[eJ'ILHOfI HOTpe6HOCTI/I BBIJAKOTCA MCANIMHCKHUM
pa6OTHI/IKaM, HMCIOIIUM IIPAaBO BBINIHMCBIBAHUA PCUCIITOB, IO PACIOPSKCHUIO INNIAaBHOI'O Bpada WA
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€ro 3aMCCTHUTCIIA.

8. Jlewamemy Bpady paspeliaeTcsi BbIIaBaTh €AMHOBPEMEHHO HE 0ojee IEeCSITH CrenUalbHBIX
peLenTypHbIX OJaHKOB HAa HApKOTHYECKOE CPEICTBO M ICUXOTPOIHOE BEIIECTBO YCTAHOBJIEHHOIO
oOpa3la /s BbINMCHIBAaHUS HAPKOTUYECKUX CPEJICTB U IICUXOTPOINHbIX BelecTs Crucka II.

9. HOHy‘leHHBIC PELCIITYPHBIC 0JaHKH MCIUIIMHCKUC paGOTHI/IKI/I JOJIDXKHBI XpaHUTh B IIOMCIICHUAX,
06CCHCLII/IB3.IOH.II/IX X COXpPaHHOCTh.

COITTACOBAHO
Pykosooumens (3amecmumens
pykoeooumens) PCKH Poccuu
O.H XAPUYKUH

12.02.2007
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