MNHUCTEPCTBO 30PABOOXPAHEHNA N COLUMAIBHOIO PA3BNTUA
POCCUINCKOW ®EJEPALINA

MPUNKA3
oT 12 deBpansa 2007 roga N 110

O nopsigke Ha3Ha4YeHVs U BbIMUCbIBaHWS NEKApPCTBEHHbIX NpenapaTos,
n3genuii MeguLMHCKOro HadHa4YeHns U cneLmanu3npoBaHHbIX
nNpoayKToB fevebHOro nuTaHms *

(c nameHeHusiMn Ha 26 ceBpans 2013 roga)

[OKYMEHT C M3MEHEHUSIMM, BHECEHHBIMM:

npukaszom Munsgpascoupassutus Poccum ot 27 asrycta 2007 roga N 560
(Poccuiickas raseta, N 213, 26.09.2007);

npvikasom MuHsgpaecoupassutust Poccum ot 25 ceHTtsabpsa 2009 roga N 794H
(Poccuiickas raseta, N 232, 04.12.2009);

npvkasom MuHagpaBcoupassutus Poccum ot 20 sHBapsa 2011 roga N 13H
(Poccuiickas raseta, N 66, 30.03.2011);

npukaszom MunsgpaBa Poccum ot 1 aBrycta 2012 roga N 54H (Poccuiickas
raseta, N 192, 22.08.2012) (n3meHeHus BcTynumm B cuny ¢ 1 nonsa 2013 roga);

npukaszom Munsgpasa Poccum ot 26 deBpana 2013 rona N 941 (Poccuiickas
raseta, N 142, 03.07.2013) (sctynun B cuny ¢ 1 nions 2013 ropa).

* HavmeHoBaHWe B pegakunum, BBegeHHon B genctaue ¢ 10 anpensa 2011 roga
npukasom MuHsgpascoupassutma Poccum ot 20 aHeapst 2011 roga N 13H..

B cootBeTcTBMK CcO cTaTtben 6.2. PenepanbHoro 3akoHa ot 17 muona 1999 roga
N 178-®3 "O  rocynapcTBeHHoW couwuanbHon  nomoum”  (CobpaHue
3akoHoaatenscTBa Poccuiickon ®epepaumn, 1999, N 29, ¢1.3699; 2004, N 35,
c1.3607; 2006, N 48, c1.4945; 2007, N 43, c1.5084; 2008, N 9, cT1.817; N 29,
c1.3410; N 52, c1.6224; 2009, N 18, ¢1.2152; N 30, c1.3739; N 52, ¢1.6417; 2010, N
50, cT1.6603) 1 B Lenax obecneyeHns rpaxgaH, B TOM YuCIie MMEIOLLMX NpaBo Ha
nony4YeHWe rocyqapCTBEHHOW couManbHO/W MOMOWWM, Mo peuentaMm Bpaya
(dbenbpluepa) HEOOXOAMMBIMW  NEKAPCTBEHHBIMW  Mpernapatamuv,  U3AenvsmMm
MELMLMHCKOrO Ha3Ha4YeHWsi M CcrneuuanusvMpoBaHHbIMU MpoaykTamu nevyebHoro
nuTaHva Ans geten-uHBarmaos (npeambyna B pegakumm, BBEOEHHONW B AENCTBUE C
10 anpens 2011 roga npukasom MuHsgpaBcoupassutmua Poccum ot 20 aHBaps
2011 roga N 13H,
npukasbiBato:

1. YTBEpAUTL:

1.1. ®opmy "CneumanbHbln peLenTypHbI BraHk Ha HapKoTU4Yeckoe CpedcTBO U
NCUXOTPOrHoe BellecTBO" cornacHo npunoxennio N 1; *1.1)

1.2. MHCTpyKumio no 3anonHeHwio dopmbl "CneunanbHbli peLenTypHbli 6naHk Ha
HapKOTMYeckoe CPeAcTBO U MCMXOTPOMHOE BeLLEeCTBO" COrmacHo npunoxenuto N 2;

1.3. ®opmy N 148-1/y-88 "PeuenTypHbii 6naHk" cornacHo npunoxenuo N 3;

1.4. NHcTpykumio no 3anonHeHuto copmbl N 148-1/y-88 "PeuentypHblii GnaHk"
cornacHo npunoxexuio N 4;

1.5. ®opmy N 107-1/y "PeuentypHbii 6naHk" cornacHo npunoxenumo N 5;

1.6. WHcTpykumo no 3anonHeHuo doopmbl N 107-1/y "PeuenTypHbiii  GnaHk"
cornacHo npunoxexnto N 6;

1.7. ®opmy N 148-1/y-04(n) "Peuent" cornacHo npunoxexuo N 7;
1.8. ®opmy N 148-1/y-06(n) "Peuent" cornacHo npunoxenuio N 8;

1.9. WMHcTpykumto no 3anonHeHuio dopmbl N 148-1/y-06 (n) "Peuent” n cdopmbl N
148-1/y-06 (1) "PeuenT" cornacHo npunoxeruio N 9;

1.10. ®opmy N 305-1/y "KypHan y4yeTa B MeAMLMHCKUX opraHu3auusx cgopmel N
148-1/y-88 "PeuenTypHbin 6naHk", dopmbl N 148-1/y-04(n) "Peuent"”, copmbl N
148-1/y-06 (n) "Peuent”, dopmbl "CneumanbHbli  peuenTypHbii GrnaHk Ha
HapKOTUYecKoe CpedcTBO M NCUXOTPOMHOE BeLeCcTBO" cornacHo npunoxexunio N 10
(nyHKT B pepakuun, BBedeHHon B Aencteue ¢ 10 anpens 2011 roga npukasom
Munsgpascoupassutua Poccum ot 20 aHeapst 2011 roga N 13H;

1.11. ®opmy N 306-1/y "KypHan yyeta B MeQULMHCKMX opraHusaumsax ¢gopmbl N
107-1/y "PeuenTypHbiii BnaHk" cornacHo npunoxeHunio N 11 (NyHKT B pegakuuu,
BBeaeHHon B gencteue ¢ 10 anpensa 2011 roga npukasom MuH3gpaBcoLpa3BuTms
Poccum o1 20 ausaps 2011 roqa N 13H;
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1.12. VIHCTpyKUMIO O Nopsiike Ha3Ha4YeHWs1 NeKapCTBEHHbIX NPenapaToB COrfacHo
npunoxernunto N 12 (NyHKT B pedakuumn, BBeAeHHon B Aevicteme ¢ 10 anpens 2011
roga npukazom MvHagpascoupassutusa Poccum ot 20 sHeapsa 2011 roga N 13H;

1.13. WHCTpykumio o nopsiake BbINUCbIBAHUSI NEKAPCTBEHHbIX MNpenapaToB U
odhopmIieHMs peuenToB U TpeboBaHUi-HaKNaaHbIX CcormnacHo npunoxexHuto N 13
(nyHKT B pepakumn, BBedeHHon B Aeincteue ¢ 10 anpens 2011 roga npukasom

Munsgpascoupassutua Poccum ot 20 aHBapsi 2011 roga N 13H;

1.14. WHCTpyKUMIO O nOpsiAke Has3HayeHWs W BbIMUCbIBAHWA  U3OEnvn
MEAMLMHCKOrO Has3HayeHusi M  CheuuanMavpoBaHHbIX MPOAYKTOB  nevyebHoro
NUTaHWS 0N eTeln-MHBaNMAoB cornacHo npunoxenuio N 14;

1.15. WVHCTpykuMO O MOpsSiAKe XpaHeHVs peuenTypHbiX OnaHKoB corracHo
npunoxexuo N 15.

2. ®epepanbHol cnyxbe no Hap3opy B cdepe 34paBOOXPaHEHNS U COLMarbHOMO
pa3Butusi obecneuynTb KOHTpOrb 3a cobriogeHnem nopsigka HasHaueHus,
BbIMUCbIBAHNS NEKAPCTBEHHbIX NPenapaToB, U3nenuin MeANLMHCKOTO Ha3HaYeHUs 1
crneuvanu3nupoBaHHblX MNPOAYKTOB ne4YebHOro nuTaHus Ans  OeTel-uHBanMaoB
(nyHkT B pepakuvn, BeedeHHonm B Aencteue ¢ 10 anpens 2011 roga npukasom
Munsgpascoupassutuna Poccum ot 20 aueapsi 2011 roga N 13H.

3. Mpu3HaTh yTpaTuBLLMMU CUMy:

npvkas MuHMcTepcTBa 3apaBooxpaHeHus Poccuiickon Pepepaumm o1 23
aBrycta 1999 roga N 328 "O pauuoHanbHOM Ha3HaYeHUM NIEKapCTBEHHbIX CPEACTB,
npaBunax BbINVCLIBAHUA PELIENTOB Ha HUX M MOpsAKe KX OTNycka anTe4YHbIMU

YYPEXOEHVSMN _(OpraHu3auunamm)”’ (3apermcTpupoBaH MUHUCTEPCTBOM HOCTULIAM
Poccuiickon ®epepaumm 21 oktabpsa 1999 rona N 1944);

npvkas MuHncTepcTBa 3apaBooxpaHeHusi Poccunckon Pegepadium ot 9 aHeaps
2001 roma N 3 "O BHECEHWM M3MEHEHUM W [OMNONHEeHW B npukasd MuHagpasa

Poccun ot 23.08.99 N 328 "O paunoHanbHOM Ha3HaYeHWU JeKapCTBEHHbIX
CpeacTB, MpaBunax BbINWCbIBAHUS PELenTOB HA HWX W NOpsAKe WX oTnycka

anTeYyHbIMK eXOeHNAMM (opraHm3aunamm)” (3apeructpuposaH MuHncTepcTBoM
tocTuumm Poccunckon ®egepaumm 23 aHeapsa 2001 roga N 2543);
npuka3 MuHncTepcTBa 3apaBooxpaHeHusi Poccuiickon Pegepaumm ot 16 Mas

2003 roga N 206 "O BHECEeHWM U3MEHEeHW 1 OononHeHun B npukas Munaapasa
Poccun ot 23.08.99 N 328" (3apervctpvpoBaH MWHWCTEPCTBOM HOCTULUM

Poccwiickon ®enepaumm 5 niona 2003 roaga N 4641);
npuka3 MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoni Pegepaumm ot 19

nekabps 2003 rona N 608 "O BHeceHun n3meHeHuid B npuka3d Munsapaea Poccum
or_23.08.99 N 328" (3apernctpupoBaH MuHuctepcTBoM tocTuumm Poccuiickon

depepaunm 21 aHBapsa 2004 ronga N 5441);

npvkas  MuvHWCTEpCTBA  3[4pPABOOXPaAHEHWMS U COUMArbHOMO  pasBuUTUSA
Poccuiickoit ®enepauum ot 22 Hosabpsa 2004 roga N 257 "O BHeceHUM [A0NONHEHWI
B npuka3 Munaapasa Poccum ot 23 aBrycta 1999 roga N 328 "O pauvoHansHom

Ha3Ha4yeHun NieKapCTBEHHbIX CPEACTB, NpaBunax BbIMUCbIBAHUA PELIENTOB Ha HUX U
nopanke nx oTnycka anTeYyHblMu yypexaeHnamm (opranusaumnsmm)”

(3apeructpupoBaH MuHucTepcTBOM tocTulmm Poccuiickoin ®enepauum 30 Hosbps
2004 rona N 6148);

npuka3d  MuHUCTEpCTBa  3[paBOOXPAHEHVS U COUMAIbHOIO  pasBUTUS
Poccuiickon Pegepaunm ot 16 mapta 2005 roga N 216 "O BHECEHUM U3MEHEHUS B
npuka3 MuHucTtepctea 3gpaBooxpaHeHuns Poccurickon Pegepaunm ot 23 aBrycta
1999 rompa N 328 "O paunoHanbHOM Ha3HAYeHUW JIEKAPCTBEHHbLIX CPEACTB,
npaBunax BbINUCbIBAHUA PELIENTOB Ha HWUX M MOpsake KX OTnycka anTe4YHbIMU

yyYpexaeHnaMmn _(opraHvsauuamum)” (3apermcTpupoBaH MUHUCTEPCTBOM  OCTULIAM
Poccuiickoin ®enepaunm 8 anpens 2005 roaa N 6490);

npvkas _ MuvHWCTEpPCTBA _ 34DPABOOXPaAHEHVS U COLMAmbHOMO _ PasBUTUSA
Poccuiickoit ®enepaunu ot 29 anpens 2005 roga N 313 "O BHECEHWUN UBMEHEHWI B
WHCTPYKUMIO O nopsaaKke HasHaYeHUs NeKapCTBEHHbIX CPeACTB W BbINMCbIBAHUS
eLenToB Ha HUX BEPXKOEHHYI npukasoM MuHUCTepcTBa 34paBOOXPaHEeHWs

Poccuiickont ®enepaumnv ot 23 asrycta 1999 roga N 328" (3apervcTpvpoBaH
MunucTepcTBoMm tocTuuum Poccuiickon ®egepauum 20 mas 2005 roaa N 6607);

NYHKT 2 npvikasa MWHUCTEpCTBA 3[paBOOXPAHEHVS U COLMANbHOIO PasBUTUS
Poccuiickont Penepaunn ot 14 gekabps 2005 roga N 785 "O nopsgke otnmycka
NeKapCTBeHHbIX __cpedcTB”  (3apermcTpupoBaH  MWHMCTEpPCTBOM  HOCTULUM
Poccuiickoin ®enepaunm 16 sHeapsi 2006 roga N 7353);

npukas  MuHUCTEpCTBA  3[paBOOXPAHEHVS U COUMAIbHOIO  pasBUTUSA
Poccuiickoint Pepepaumm ot 13 noHa 2006 roga N 476 "O BHeceHUM U3MEHEHWI B
npukas MuHucTepcTBa 3apaBooxpaHeHuns Poccurickon Penepaunm ot 23 aBrycta
1999 roma N 328 "O pauumoHanbHOM HasHa4YeHuW JeKapCTBEHHbIX CpeacTs,
npaBunax BbINWUCbIBAHUA PELIENTOB Ha HUX M MOPSOKe WX OTnycka anTe4YHbIMU
yyYpexaeHmsaMn _(opraHusauunamm)” (3apermcTpupoBaH MUHUCTEPCTBOM  OCTULIAM
Poccwuiickon ®egepaumm 13 nons 2006 roga N 8044);

npvkas  MuHWCTEpCTBA  34pPABOOXPAHEHWMA U COLMArbHOMO  Pa3BUTUSA
Poccurckon depepauvm ot 17 Bpana 2006 roga N 97 "O nopsake
BbINUCbIBAHWS PELIenTOB Ha JIeKapCTBEHHbIE CPeACcTBa OTAENbHLIM KaTeropusam

rpaxxaaH, UMerLLIMX NPaBo Ha NoNyYeHne rocyaapCTBEHHOW CoLManbHOM NOMOLLM, B
amMKax eanmaaumm OMONHUTENBHOIO  NIEKApCTBEHHOro obecneyexus”

(3apeructpupoBaH MuHMcTepcTBOM tocTuumm Poccuiickont Pegepaumn 6 mapta
2006 roga N 7561).
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Bpuo Munuctpa
B.Ctaponybos

3aperucTpupoBaHo

B M1HMCTEpCTBE OCTUL MK
Poccuitckon ®epepavmm
27 anpensa 2007 roga,
perncTpaunoHHbii N 9364

MpunoxeHue N 1. dopma cneuymnansbHoOro
peuenTypHoOro 6naHka Ha HapKoTM4YecKoe
cpeAcTBO U NCUXOTPOMNHOE BelecTBo

Mpunoxerne N 1

YTtpartuna cuny ¢ 1 uiona 2013 roga -
npuka3 MvHsgpasa Poccum ot 1 aBrycta 2012 rona N 54H. -
CwM. mpeablayLyo peaakumio

MpunoxeHue N 2. UHCTPYKLUMSA NO 3anOSfIHEHUIO
¢opmbl "CneumanbHbIN peuenTypHbI OnaHk
Ha HapKOTU4YecKoe CpeacTBO MU NCUXOTPOMNHOE
BeLwiecTBo"

Mpunoxexue N 2

(c nameHeHusimm Ha 20 aHBaps 2011 roga)

YT1patuna cuny ¢ 1 nions 2013 roga -

npukas MvHsapasa Poccum ot 1 aBrycta 2012 roga N 54H. -
Cwm. npeabiayLiyo peakLumio

MpunoxeHune N 3. ®dopma N 148-1/y-88.
PeuenTypHbIN 6naHkK

Mpunoxexue N 3

K npvkady MuH3gpascoupa3sutus Poccun

ot 12 cpeBpansa 2007 roga N 110

(B pegakuum,

BBeaeHHon B gevictue ¢ 10 anpens 2011 roga
npvkasom MuHsgpascoLpa3sutus Poccum

ot 20 anBapa 2011 roga N 13H, -

CM. MpeablayLUy0 peaaKkLnio)

Mpunoxerue N 3 yTpaTuno cuny ¢ 1 nons 2013 roga -

npuka3 MvuHsgpasa Poccum ot 26 dpeBpana 2013 rona N 94H. -
Cwm. mpeablayLyo peaakLmio

MpunoxeHune N 4. UHCTPYKLUA NO 3aNOSNTHEHUIO
c¢opmbl N 148-1/y-88 "PeuenTypHbIn 6naHk"

Mpunoxexue N 4
K npukady MuHagpascoupassutua Poccun
oT 12 depans 2007 roga N 110

(c uameHeHusiMm Ha 20 sHBaps 2011 roga)

YTtpartuna cuny ¢ 1 uiona 2013 roga -
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npuka3 Munsgpasa Poccum ot 26 deBpans 2013 rona N 94H. -
Cwm. npeabiayLiyo pegakumio

MpunoxeHune N 5. ®opma N 107-1/y.
PeuenTypHbIn GnaHkK

MpunoxeHne N 5

(B pepakumm,

BBeaeHHou B aevicteue ¢ 10 anpensa 2011 roga
npvikasom MuH3apaBcoLpassutus Poccum

o1 20 sivBapsa 2011 rona N 13H, -

CM. MpeablayLyo peaakLUnio)

Mpunoxexue N 5 ytpatuno cuny ¢ 1 niona 2013 roga -

npukas MnHagpasa Poccun ot 26 depansa 2013 roga N 94H. -
Cwm. mpeabiayLyo peaakumo

MpunoxeHune N 6. UHCTPYKLMA NO 3anONHEHUIO
cdopmbi N 107-1/y "PeuenTypHbin 6naHk"

Mpunoxexue N 6

(c nameHeHusimm Ha 20 siHBapsi 2011 roga)

YTpatuna cuny ¢ 1 nons 2013 roga -

npukas MuHagpasa Poccun ot 26 depansa 2013 roga N 94H. -
Cwm. mpeabiayLyo peaakumo

MpunoxeHune N 7. ®opma N 148-1/y-04 (n).
PeuenT

Mpunoxerune N 7 k HacTosAwemy npvkasy ¢ 1 uona 2013 roga He npumMeHseTcs
K  NpaBOOTHOLLEHWAM, CBSiI3aHHbIM C  Ha3Ha4YeHWeM W BbINWCbIBAHUEM
NeKapCTBEHHbIX MNpernapaTtoB M MEAUUMHCKUX W34enui, - OyHKT 2 npukasa

Munsgpasa Poccum o1 26 doeBpans 2013 roga N 94H.

MpunoxeHue N 7

(B peoakuum,

BBegeHHon B Aevicteue ¢ 10 anpens 2011 roga
npukasom MuHsgpascoLpassuTtuna Poccum

ot 20 anBaps 2011 roga N 13H, -

CM. MpeablayLUy0 peaaKLnio)

MuHMCTEPCTBO 30pPaBOOXPaHEHNS
1 couManbHoro pas3BuTusi
Poccwiickon ®epepaum

YTBEP>XOEHA

NnpuKasom MuHucTepcTBa
37 paBOOXpaHEHNst "
couuarnsHoro pasBuTUSI

Poccuiickon ®epepaumm
oT 12 ¢peBpans 2007 roga N
110
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LWramn
Kog
MeauLMHCKON
opraHusauum
Kog  dhopmbl
no oKy[
3108805
dopma N 148-
1/y-04(n)
Koa Kopg MCTOUHMK % onnatel: | Kog  nekapcTBeHHOro
KaTeropum HO30r0rM4ecKon dMHaHcUpoBaHus: || (nogyvepkHyTh) || npenapata
rpaxgaH dopmbl (N0 MKB- || (nogyepkHyTb) (3anonHseTcs B
10) anTeke)
1. ®epepanbHbin 1. BecnnatHo
2. CybbekT PO
S|S|S|L|L|L L 3 2. 50%
MyHuuunaneHbI
PELUENT Cepus N Oata 200 r.
BbIMUCKMN:
d.N.0. [ata
nauueHTa poxaeHus
CHUNC
N
CTpPaxoBoro
MeauLnH-
CKoro
nonuca
OMC:
Anpec munm N MeAULIMHCKOMN KapTbl

ambyrnaTopHOro nauueHTa

(ncTopum
pebeHka)

pasBuTUSI

®.1.0. Bpaua




Py6. || Kon. || Rp:

Dt

(koa Bpaya, henbaLlepa) M.I.
Mognuce ¥ nuWyHas neyaTb Bpaya
(dernbawepa)

PeLenT gercTBuTEneH B TeueHre 1 Mecsiua , 3 MecsaLEeB (HEHYXHOE 3a4epKHYTb)

OTnyLueHo no peuenty: Toprosoe
HavmeHoBaHue

1 003UpoBKa:

[aTta " 200 r. KonunyecTso:
ornycka: "
MpuroToBus: MpoBepwr: OTnyctun:

(MnHUWA oTpbIBa)

Kopelliok peLenTypHoro Cnocob npuMeHeHus:
6naHka

HawnmeHoBaHne

NeKapCTBEHHOro MpofomKMTENBLHOCTb OHel
npenapara:

KonnyecTtso nprnemos B

OeHb! pas

[osnposka: Ha 1 npuem: eq.

MpunoxeHune N 8. ®opma N 148-1/y-06 (n).
PeuenT




Mpunoxerune N 8 k HacTosAwemy npvkasy ¢ 1 uona 2013 roga He NnpuMeHseTcs

K NPaBOOTHOLUEHUAM, CBA3a@HHbIM C

NIEKapCTBEHHbIX MNpenapaTtoB W MEeOUUMHCKMX U3Lerui,

MuHsgpasa Poccum o1 26 doeBpans 2013 roga N 94H.

Ha3Ha4yeHnem n

BbINUCbIBAHMEM
-YHKT 2 npukasa

Mpunoxexve N 8

(B peoakuum,

BBeaeHHon B aevictere ¢ 10 anpenst 2011 roga
npukasom MuHsapascoLpassuTtuna Poccum

ot 20 anBaps 2011 roga N 13H, -

CM. MpeablayLUyo peaaKkLnio)

MVIHVICTepCTBO 34 paBOOXPaHEHUA
1 counanbHOro pa3BmnTus

Poccuiickon ®epnepaumm MECTO anA
LWTPUX-KOOA
YTBEP>XOEHA
npukasom MuHucTepcTBa
3[1paBOOXpPaHeHNs n
coumanbHoOro  pasBuUTUS
Poccuiickon ®epepaumm
MeguvumHckasn opraHusaums oT 12 cpespans 2007 roga
N 110
LWTamn
Kog OI'PH
Kog  doopmbl
no OoKy[
3108805
dopma N 148-
1/y-06(n)
Kog Kog NcTouHMK % onnatbl u3 || Peuent
KaTeropum  HO30MOTMYECKON || doMHaHCUPOBaHWS: || UCTOYHUKA nencTeuTeneH
rpaxgaH dopMbl (no || 1) drepepanbHbii || dMHaHCUpOBaHUS: || B TedeHue 1
MKB-10) Grooxet 1) 100% mecsua
2) 6rooxet || 2) 50%
cybbekTa (Hy>HOE
Poccuiickon noa4epKHyTb)
Pepnepaumu
3)
MyHMLMNanbHbIN
GrooxeT
(Hy>HOE
NnoavepKHyTb)
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PEUENT Cepus N oT

&.M.0. naumeHTa

Oara CHUNC
poXaeHust . .

N cTpaxoBoro
MELMLNHCKOro
nonunca

N mMeauUMHCKO KapTbl amBynaTopHoro 6omnbHOro (McTopus
pa3BuTusi pebeHka)

d.N.0. Bpaya
(derbaLiepa)




Kog Bpaya (3anonHseTcs
(cbenbaLwepa) cneunanucToM  anTteyHoro
yupeXaeHust)
BbinucaHo:
OTnyLeHo Mo peuenTy:
Rp:
[ara otnycka
Kop nekapcTBeHHOro
npenapata
D.td. Toprosoe
HanuMeHoBaHve
[osupoBka
KornunyectBo
eavHuL,
Signa KornmyectBo
Moanuck Bpava (enbalepa) Ha obLyro
cyMmy

n nn4HasA ne4vyatb Bpa4ya
(derbaLuepa)
M.

Peuent pencTtButeneH B TeyeHnme 1 Mecsaua , 3 MecsiueB (HEHyxHoe

3a4epKHyTb)

(MHKSA oTpbIBa)

Kopewwok PELIEMTA Cepusi

Cnocob npumeHeHus:

npO,D,OJ'I)KI/ITeJ'IbHOCTb

KonnuyectBo npuemos B
OeHb

nHen HaunmeHoBaHue
nekapcTBEHHOro npenapara:

pa3

Ha 1 npuem

en. [osuposka:

MpunoxeHune N 9. UHCTPYKLUUA NO 3aNONTHEHUIO
cdopmbi N 148-1/y-04(n) "Peuent” n cbopmbl N



148-1/y-06(n) "PeuenT"

MpunoxeHne N 9

(c nameHeHusimm Ha 20 sHBapsi 2011 roga)

Mpunoxerune N 9 k HacTosAwemMy npukasy ¢ 1 uona 2013 roga He NnpuMeHseTcs
K  MPaBOOTHOLLEHUSIM, CBSI3@aHHbIM C  HA3Ha4YeHUMEM U  BbINUCbIBAHUEM
NeKapCTBEHHbIX MNpenapaTtoB W MEOWUUHCKMX W3Aernvin, - NyHKT 2 npukasa

MuHsgpaBa Poccuu o1 26 deBpans 2013 roga N 94H.

1. B BepxHem neBom yrny dopmbl N 148-1/y-04(n) "Peuent” u dopmbl N 148-1/y-
06(n) "Peuent” (manee - peuenTypHbI 6raHk) NpoCTaBMseTcs  LiTamn
MeOULMHCKOW OpraHn3aLmm ¢ ykasaHWeM ee HavMeHoBaHus, agpeca, TenedoHa, a
Takxe YykasblBaeTcs ko nevebGHO-npodmnakTudeckoro ydpexaeHust (absau B
pedakuun, BBedeHHom B pgenctene ¢ 10 anpensa 2011  roga npukasom
Munsgpascoupassutua Poccum ot 20 aueapst 2011 roga N 13H.

B BepxHen yactu dopmbl N 148-1/y-06(n) "Peuent” ob6o3Ha4yeHO mMecTo Ans

HaHeCeHusd LWTpux-koaa.

2. OdropmrieHne peLenTypHOro 6rnaHka Bkmo4YaeT B cebs LmdpoBoe KoanpoBaHue
1 3anonHeHve bnaHka.

3. LindppoBoe koampoBaHme peLenTypHoro 6riaHka ocyLLeCTBSIETCSA NO crieaytoLLen
cxeme:

npu W3roTOBMEHUM PeLEenTypHbIX OrNaHKOB nevaTarTCst Koh MeAWLUHCKOMN
opraHvsauum B cooTBeTCTBUM ¢ OCHOBHBIM rOCYAapCTBEHHBIM PErMCTPaLVOHHBIM
Homepom (OIPH) (ab3ay B pegakuuuv, BBegeHHon B Aencteue ¢ 10 anpens 2011
roga npukasom MvHsgpascolpassutusa Poccum ot 20 sHeapsa 2011 rona N 13H;

Bpay (chenballep) Ha ambynaTopHOM Npueme BHOCWUT Kof KaTeropuu rpaxaaH
(SSS), Mmetouyx NpaBO Ha eXEeMECHAYHYI0 AEHEXHYH BbiNmaty nm obecnedyeHve
NEeKapCTBEHHbIMU MpenapaTtaMu B COOTBETCTBMM co cTatbamu 6.1 1 6.7
PepepanbHoro 3akoHa ot 17 wond 1999 roga N 178-3 "O rocynapcTBeHHON
couvanbHo _nomoum"” (CobpaHune 3akoHopaTenbcTBa Poccuiickon Penepauuu,
1999, N 29, ¢1.3699; 2005, N 1, cT1.25; 2006, N 48, cT1.4945) 1 KOA HO30MOTMYECKON
dopmbl (LLLLL) no MKB-10 nytem 3aHeceHus kaxaon uudpbl B MyCTble SYEnKu,
TOYKa MpocTaBnseTcA B OTAEnbHOM svenke (ab3au B pefakuvn, BBEOEHHON B
pencteue ¢ 10 anpens 2011 roga npukaszom MuHagpascoupassutua Poccum ot 20
saHBapsa 2011 roga N 13H.

McTouHnk dmHaHcupoBaHust (dpegepanbHbii Glogxet [1], GrogxeT cybbekTa
Poccuiickon $epepaumn [2], MyHuumnansHein GogxeT [3]) U NpoueHT onnatbl
(6ecnnatHo [1], 50% [2]) yka3biBatoTCA NOAYEPKMBAHNEM.

Mpu oTnycke nekapcTBEHHbLIX NpenapaTos, BbiMMCaHHbLIX Ha opme N 148-1/y-
04 (n) "Peuent", B anTe4yHOW OpraHu3auuM NpPOCTaBNAETCHA KoL JleKapCTBEHHOro
npenapata (ab3ay B pegakuuu, BBeaeHHon B Aevicteue ¢ 10 anpens 2011 ropa
npukaszom MvHsgpascoupassutust Poccuu ot 20 sHeaps 2011 roga N 13H.

4. 3anonHeHve peuentypHoro 6naHka.

PeuenTypHbin 6naHK BbiNMCbIBAeTCA B 3 3K3eMnnspax, VMEOWMX eauHyo
cepnio u Homep. Cepust peuenTypHoro OnaHka BKMOYAeT Kop CybbekTa
Poccuiickonn  depgepauun,  COOTBETCTBYIOLMA  ABYM  MepBbiM  Ludpam
O6uiepoccuickoro knaccudmkaropa obbekToB aOMVHVCTPaTMBHO-
TepputopuanbHoro genexns (OKATO). Homepa npycBanBaoTCs no NOpsiaky.

Mpn odbopmrieHnn peLienTypHOro GrnaHka ykasblBaloTCsl MONHOCTbIO dbaMunms,
UMsl, OT4ECTBO BONbHOro, Aata POXOEHWsi, CTPaxoBOW HOMEP MHAUBMAYanbHOMo
nMueBoro cyeta rpaxgaHuHa B [eHcuoHHom choHae Poccuiickon dPepepaunm
(CHUIIC), Homep cTpaxoBoro meauuuHckoro normca OMC, agpec wim Homep
MEAMLMHCKON KapTbl ambynaTopHOro nauueHTa (MCTopumn pa3sutusi pebeHka).
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B rpadee "®.1.0. Bpaya (denbaLuepa)” ykasbiBaloTca haMunnsa 1 MHULMarnsl Bpada
(dbenbaLuepa).

B rpadpe "Rp:" yka3biBatoTCS:

- Ha naTVHCKOM $i3blkeé HaWMEHOBaHWE FEeKapCTBEHHOro Mpenapata
(MexgyHapogHoe — HenmaTeHTOBaHHOE WM XvMKUYeckoe, nmnbBO  TOProBoe),
3aperucTpupoBaHHoro B Poccuiickon defepaumm, ero Ao3MpoBKa M KONMYECTBO
(ab3ay B pepmakumu, BBeaeHHon B Aencteue ¢ 10 anpens 2011 roga npukasom
Munsgpascoupassutua Poccum ot 20 aHeapst 2011 roga N 13H;

- Ha PYCCKOM WIM PYCCKOM W HaLMOHarnbHOM si3blkax crnocob npumeHeHus
nekapcTBeHHOro npenaparta (ab3ay B pegakuuv, BBedeHHoW B paencteue ¢ 10
anpensa 2011 roga npukasom MuHsgopaecoupassutusa Poccum ot 20 sHBapsa 2011
roga N 13H.

3anpelgeTca  orpaHM4MBaTbCA  OOWMMM  yKazaHuaMKu:  "BHyTpeHHee",
"N3BeCTHO" N T.N.

PaspelialoTcsi TOMbKO MNPUHATBIE MpPaBUIaMM  COKpaLLEeHWUs1 00O03HaYeHWN;
TBEpPAbIE U ChiNy4ne drapMaLieBTUYeCKMe CyGCTaHLUM BbINMUCHIBAOTCS B rpammax
(0,001; 0,5; 1,0), xmaKkre - B MunnunuTpax, rpaMmMax 1 kannsax (absaw B pegakumm,
BBegeHHomn B gencteue ¢ 10 anpensa 2011 roga npukasoMm MuH3apaBcoLpa3BuTms
Poccuu o1 20 aHBapsa 2011 roga N 13H.

PeuenTt noanuceiBaeTcsi BpadoM (dhenbALlepoM) U 3aBepsieTcsl ero NMYHOn
neyatbto. [ONONHWTENbHO  peuenT  3aBepseTcs  neyaTbio  MeOULMHCKOW
opranusauum "Ons peuentos" (ab3au B pegakuun, BBeaeHHon B aevicteme ¢ 10
anpensa 2011 roga npukasom MuHsgpascoupassutusa Poccum ot 20 sHBapsa 2011
roga N 13H.

Koa B rpacde "Kog Bpava (cbenmbpluepa)’ ykasblBaeTCcs B COOTBETCTBUMM C
YCTaHOBIIEHHbIM OpraHoOM YrpaBrieHWs1 30paBooXpaHeHneM cyobekTa Poccuiickon
defepaumv nepedyHeM KOAO0B Bpaden (henbaLlepos), MMEIOLLMX NPaBo Ha BbIMMUCKY
NEeKapCTBEHHbIX MNpernapaTtoB B LUensx NpedoCcTaBrieHuss rocyaapCTBEHHOM
coumanbHoi nomoum B Buae Habopa coumanbHbix ycryr (absau B pedakuum,
BBeaeHHou B gencteue ¢ 10 anpensa 2011 roga npukasoM MuH3gpaBcoLpa3BuTmS
Poccuu o1 20 aHeapsa 2011 roga N 13H.

Mpv BbINUCKe NEKapCTBEHHOrO npenapaTta Mo peLueHuio BpadebHoM KoMmUccum
Ha obopoTe peLenTypHoro 6rnaHka CTaBUTCS creuuanbHasi oTMeTKa (LuTramm)
(ab3ay B pemakumu, BBeeHHon B fAencteue ¢ 10 anpens 2011 roga npukasom

MuHsgpascoupassutua Poccum ot 20 aHeapst 2011 roga N 13H.

5. lpn oTnycke neKkapCTBEHHOroO npenapata B anTe4yHoW OpraHuM3aumm Ha
peuenTypHoM O6naHKe YKasblBalOTCSl CBeAeHUst O (paKTUYECKU OTMYLUEHHbIX
nekapCTBEHHbIX Npenapatax (MexayHapoaHoe HEMAaTeHTOBaHHOE UMM XUMUYECKOe,
nmbo ToproBoe HavMeHOBaHWe, J03MPOBKa, KONMMYeCTBO) M MpocTaBnseTcs gata
oTnycka (NyHKT B pedakuuv, BBefdeHHom B gencteune ¢ 10 anpens 2011 roga
npukaszom MvHsgpaBcoupassutusi Poccuu ot 20 sHeaps 2011 roga N 13H.

6. Ha peuentypHOoM 6naHke BHU3Yy WMMEETCS IWMHUSI OTPbIBA, pasgenstolas
peuenTypHbI 6raHK N KOPELLIOK.

Kopeluok oT peuienta BblgaeTcs 6omnbHOMY (nuuy, ero NpeacTaBnsiioLemMy) B
anTe4yHoW OpraHu3auuM, Ha KOpelKe [eraeTcs OTMeTka O HauMeHOBaHWM
NeKapCcTBEHHOIO Mpenapara, J03UPOBKE, KONMMYecTBe, Cnocobe NPUMEHEHNS, U OH
octaetca y 6ombHOro (rmvua, ero npeacTasnswowero) (absau B pegakuum,
BBegeHHomn B gencteue ¢ 10 anpensa 2011 roga npukasoMm MuH3apaBcoLpa3BuTms
Poccuu o1 20 aHeapsa 2011 roga N 13H.

7. PeuenTypHbli OnaHK 3anonHaeTcs npu  BbIMUCbIBAHUM  JIEKAPCTBEHHbIX
npenapaToB, MW3AenuMii  MEeAWLMHCKOrO Ha3Ha4YeHust U  Creuuanm3mpoBaHHbIX
NPOAYKTOB reyebHOoro nuTaHvs Ans AeTel-vHBanmMAoB, BKIMOYEHHBIX B NMEpeYHn
NEKapCTBEHHbIX  MpernapaTtoB, M3OenMMA  MEAWLMHCKOrO  Ha3Ha4yeHus U
CneumanusvpoBaHHbIX MPOAYKTOB re4yebHOro nuTaHvws Ana AeTei-MHBanvMoos,
yTBEPXXOAEMbIX B YCTAHOBMEHHOM MOPSIAKE, a TaKXe WHbIX NeKapCTBEHHbIX
npenapaToB, OTMyckaembix 6ecrnnatHO WM CO CKuAKOW (MyHKT B pedakumu,
BBegeHHon B gencteue ¢ 10 anpensa 2011 roga npukasoMm MuH3gpaBcoLpa3BuTms
Poccuu o1 20 aHeapsa 2011 roga N 13H.

8. TpeboBaHusi, nNpeabsiBrsieMble K BbINACLIBAHUKO U3AENUA  MEAULMHCKOro
Ha3Ha4YeHNs1 U CreuuanM3MpoBaHHbIX NPOAYKTOB Ne4YebHOro NuTaHust ans AeTen-
MHBaNMMOOB B paMKax OKasaHus T[OCyAapCTBEHHOM COUManbHOW  MOMOLLM
aHarnormyHbl TpeboBaHMsIM, NPEABLSBMSEMbIM K BbIMACLIBAHUIO NEKAPCTBEHHbIX
npenapaToB (3a UCKMIOYEHNEM OTMETKMN BpayebHOM KOMMUCCUN) (NMYHKT B peaakumu,
BBegeHHon B Aeuncteue ¢ 10 anpensa 2011 roga npukasom MuH3gpaBcoLpa3BuTms
Poccum o1 20 aHeapsa 2011 roga N 13H.

9. OpraH ynpaBneHusi 3gpaBooxpaHeHnem cybbekta Poccuiickon depepauum
MOXET pas3pelunTb U3rOTOBMEHWE PELEenTypHbIX OnaHKkoB B MeOULMHCKMX
OpraH1M3auusx ¢ UCMonb30BaHWEM KOMMbIOTEPHbLIX TEXHOMNOMIA (MyHKT B pedakuuu,
BBegeHHon B gencteue ¢ 10 anpens 2011 roga npukasom MuH3agpaBcoLpa3BuTus
Poccum ot 20 sHBapsi 2011 roga N 13H.

10. JonyckaeTcst odhopMrieHne BCeX PeKBU3UTOB peLenTypHbIX GraHkoB dopmbl N
148-1/y-06(n) "Peuent"” ¢ MCnonb30BaHNEM KOMMbIOTEPHBLIX TEXHOSOMMIA.
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11. Ha obopoTHoi cTopoHe peuenTypHoro 6naHka dopmbl N 148-1/y-06(n)
nevataeTcs Tabnuua criegymouwero cogepxanvs (absay gononHeH ¢ 15 gekabps

2009 roga npukazom MuHsgpascoupassuTtuns Poccum ot 25 ceHTsabpsa 2009 rona N
794H:

MpwrotoBun MpoBepun OTnyctun

12. Ha peuentypHbix OnaHkax coopm N 148-1/y-04(n) wN__148-1/y-06(n)
BbINUCbIBAETCA OAHO HaMMeEHOBaHWe IeKapCTBEHHOTO MpenapaTta, W3aenus
MEAMLMHCKOrO HasHaYeHust WnuM creuuanMsavpoBaHHOrO npogaykta nevyebHoro
nuTaHusa (absau B pedakuuun, BeedeHHou B AeuncTtBue ¢ 10 anpens 2011 roga
npukasom MuHsgpascoupassutuna Poccum ot 20 aHeapst 2011 roga N 13H.

VcnpaBneHvs Npu BbINUCbIBAHAN PELLENTOB He [0MYyCKalTCs.

(MyHkT  pononmHuTenbHo BkitodeH ¢ 15 pekabps 2009 roga mpukasom
MuHsapaBcoupassutusg Poccum ot 25 cenTsabps 2009 roga N 794H)

13. Cpok penctBusi peuenta (1 Mecsy, 3 Mecsia) ykasblBaeTcsi MyTem
3ayepkmBaHus (MyHKT AononHuTensHo BkmtodeH ¢ 10 anpensa 2011 roga npukasom

MuH3aapaBcoupassutust Poccum ot 20 siHBapst 2011 roga N 13H).

MpunoxeHune N 10. ®opma N 305-1/y. XKYPHAI
yyeTa B MeAULIMHCKUX opraH13auusax opmbl
N 148-1/y-88 "PeuenTypHbin 6naHk", dopmbl N
148-1/y-04(n) "PeuenTt”, dopmbl N 148-1/y-06(n)
"Peuent”, ¢popmbl "CneumnanbHbIn
peuenTypHbIA 6N1aHK Ha HapKOTUYecKoe
CpeAacTBo ...

Mpunoxerune N 10 k HacToswemy npukasdy ¢ 1 niona 2013 roga He NnpuMeHsieTcs
K  NpPaBOOTHOLLEHWAM, CBSi3aHHbIM C  Ha3Ha4YeHWeM W BbINMCbIBAHUEM
neKapCcTBEHHbIX MNpenapaTtoB W MeOWUUHCKMX W3Aernvin, - NyHKT 2 npukasa

Munsgpasa Poccum o1 26 deeBpans 2013 roga N 94H.

Mpunoxexue N 10

(B pepakumm,

BBeaeHHon B Aevicteue ¢ 10 anpens 2011 roga
npukasom MuHsgpascoLpassuTuns Poccum

o1 20 sHBapsa 2011 rona N 13H, -

CM. MpeablayLyo peaakLmio)

MuHucTepcTBo Kop chopmbl no OKY[
3[1paBOOXPaHEHMS 7] Koa yupexgerus no OKIMO
couuarnsHoro pasBuTUsi MeauumHckast AOKyMeHTaL ust

Poccwiickon ®epepaumm

(HaMmeHoBaHWe MeaULMHCKON
opraHu3aLum)

XYPHAIT*

ydyeTa B MEOAULIMHCKNX OpraHm3aumnsax

®dopma N 305-1/y

YTBepxaoeHa npukasom
MuHncTepcTBa

3[paBOOXpaHeHUst "
coumanbHoro pasBuTus

Poccuickon ®egepauum
oT 12 cpespans 2007 roga N
110

Mmbl N 148-1/y-88 "PeuientypHbin 6naHk”, dpopmbl N 148-1/y-04(n) "Pevient”,
mbl N 148-1/y-06(n) "Peuent”, coopmbl "CreumanbHblin peLenTypHbIn
6naHK Ha HapKOTUYecKoe CPeaCcTBO M NCUXOTPOMNHOE BELLECTBO"

* XypHan gomkeH ObiTb NMPOHYMEPOBaH, MPOLUHYPOBaH M CKPemnieH Noanuchbio
PYKOBOAMTENS 1 NeYaTbio MEAULIMHCKON OopraHm3aLuu.
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N Mpuxon Pacxop ®.N.0. OcrTartok
n/n || narta N un | obwee | cepum u || kKorm- .1.0. nara cepusi KOrm- O.N.0. || nognuck || 1
pervc- || pata || konwu- Homepa 4ecTBO n Bblaa- || u yecT- oTBET- oTBeT- nognvcb
Tpauuu || ooky- || yecTBoO || peuen- 6naHkoB || nognuck || um pe- || Homep BO Bbl- || CTBEH- | CTBeH- oTBeT-
npu- MeH- || nocTy- | TypHbIX no oTBET- uen- peuen- || aaH- HoOro Horo CTBEH-
xop- Ta, nve- 6GnaHkoB || cepusim CTBEH- Typ- TYpHOrO || HbIx menw- mMeau- HOro
Horo oT LLIMX HoOro HbIX 6naHka || peuen- || umHC- UMH- pabor-
[OKy- Koro pe- mMeau- 6nan- TYp- Koro cKoro HUKa,
MeHTa rno- uen- LUMHC- KoB HbIX pabot- || pa6ot- BblAaB-
CTy- Typ- KOro 6naH- HUKa, HUKa, wero
nmn HbIX pabot- KOB nony- nony- peuen-
6nan- HYKa, 4mB- ymB- TYpHblE
KOB nony- Luero Lero 6naHkn
YmB- peuen- || peuen-
Lero TYPHbIE || TypHblE
peuen- 6naHkn || 6raHkm
TYpHble
GnaHkn
1 2 3 4 5 6 7 8 9 10 11 12 13 14

MpunoxeHune N 11. ®opma N 306-1/y. XKYPHAI
yyeTa B MeAULUHCKUX opraHusauusix coopmbl
N 107-1/y "PeuenTtypHbin 6naHk™

Mpunoxexve N 11

K npvkady MuH3gpascoupa3sutus Poccun
oT 12 deBpans 2007 roga N 110
(B pegakuum,

BBeAeHHon B aevicteue ¢ 10 anpensi 2011 roga

npukasom MuHsgpascoLpa3suTtuna Poccum
ot 20 anBaps 2011 roga N 13H, -
CM. MpeablayLUyo peaaKkLnio)

Mpunoxerne N 11 ytpatuno cuny ¢ 1 niona 2013 roga -

npuka3 MvuHsgpasa Poccum ot 26 dpeBpans 2013 rona N 94H. -

Cwm. mpeablayLyo peaakumio

MpunoxeHune N 12. UHCTPpyKUMA 0 nopsaake

Ha3Ha4YeHUA nekKapCcTtBeHHbIX npenapartos

Mpunoxexune N 12

(c uameHeHusimm Ha 20 sHBaps 2011 roga)

YTtpatuna cuny ¢ 1 uionsa 2013 roga -

npuka3 MvuHsgpasa Poccum ot 26 dpespans 2013 rona N 94H. -

Cwm. mpeablayLyo peaakLmio

MpunoxeHune N 13. UHCTpyKUMA 0 nopsaake

BbINUCbIBaHUS NeKapCTBEHHbIX NpenapaTtoB U
ocopmMmneHus peuenToB U TpeboBaHUN-
HaknagHbIX

Mpunoxexne N 13

(c nameHeHusamu Ha 26 cespansa 2013 roga)

* HammeHoBaHve B pegakuuum, BBegeHHon B aencteue ¢ 10 anpenst 2011 roga

npukasom Munsgpascoupassutma Poccum ot 20 aHBapst 2011 roga N 13H..
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I. O6wue Tpe6GoBaHMSA BbINUCbLIBAHUA NeKapCTBEHHbIX
npenapaTtos

(HanmeHoBaHWe B pegakumn, BBeaeHHou B Aenctaue ¢ 10 anpensa 2011 roga
npukasom MuHsgpascoLpassutma Poccum ot 20 aHeapst 2011 roga N 13H, -

CM. MpeablayLyo peaakumio)

MyHkTbI 1.1-1.18 HacTosAwen NHcTpykumm ¢ 1 uona 2013 roaa He NpUMEHSIOTCS
K  NpPaBOOTHOLLEHWSIM, CBSI3aHHbIM C  Ha3Ha4YeHWeM U  BbiNWCbIBaHUEM
NeKapCTBEHHbIX MNpenapaTtoB W MeOWUUHCKMX W3Aernuin, - NyHKT 2 npukasa

MuHsgpasa Poccuu o1 26 deBpans 2013 roga N 94H.

1.1. Mpu HaMM4YMM COOTBETCTBYIOLLMX MOKa3aHUN rpaxgaHaMm, obpaTuBLLMMCS 3a
MELMLMHCKON NOMOLLIO B aMBynaTopHO-MOSNMKIMHUYECKOE YUYPEXOEHNE, a Takxke B
crny4asx Heob6XOAMMOCTU MPOAOIPKEHVSA NEeYeHWst nocne BbINUCKU BOonbHOro 13
cTauuoHapa Ha3Ha4yalTCs NeKapCTBEHHbIE NpenapaThl U BbINMUCHIBAOTCS PELLENTbI
Ha HUX (MYHKT B pepakuuw, BBegeHHow B AenctBue ¢ 10 anpens 2011 roga
npukasom MuHsgpascoupassutuna Poccum ot 20 aHeaps 2011 roga N 13H.

1.2. 3anpeLiaeTcs BbINUCLIBATb peLenThbl:

Ha NekapCTBEHHbIE NpenapaThl, He pa3peLLeHHbIE B YCTaHOBIIEHHOM MOpsiaKe K
MeOMLUHCKOMY NpuMeHeHuto (ab3au B pefakuuv, BBeAeHHon B Aevicteue ¢ 10
anpenst 2011 roga npvkasoMm MuHsgpaBcoupa3sutusa Poccum ot 20 gHBaps 2011
roga N 13H;

Nnpyv OTCYTCTBUN MEAMULMHCKMNX MOKa3aHWU;

Ha JeKapCTBEHHble npenapaTbl, WCMOMb3yemble TONMbKO B  MEOULMHCKMX
opraHv3auusx (3dmp HapKO3HbIN, XIOpP3TUI, deHTaHun (KpoMe TpaHcAepMarbHON
nekapcTBeHHoW opMbl), COMOPEBUH, kKanuncon, dTopoTaH, kKeTamuH 1 ap.) (ab3au
B pepakuuv, BBedeHHon B pgenctene c¢ 10 anpens 2011 roga npukasom
Munsgpascoupassutua Poccum ot 20 aueapst 2011 roga N 13H;

Ha HapKOTMYecKkue cpeacTBa M MCUXOTPOMHbIE BELUeCTBa, BHECEHHble B
Cnucok Il _TNepeyHss HapKOTUYECKUX CPeaCTB, MCUXOTPOMHbIX BELIECTB U UX
NpPEeKypcopoB, Noanexalmx KoHTponto B Poccurickont Penepaunm, yTBeEpKOEHHOrO
noctaHosneHvieM lpaButenbcTea Poccuickon Pegepaunm ot 30 noHsa 1998 roga
N 681 (nanee - HapKkoTUYeCKME CpPeacTBa M NCUXOTPOrnHble BellectBa Crncka ) -
0N NeYeHnst HapKoMaHWUu;

Ha HapKOTMYecKne cpeacTBa M MCUXOTPOMHble BellecTBa cnvckoB Il umlll -
YaCTHOMNPAKTUKYIOLLMM Bpadam.

1.3. 3yOHble Bpauw, denballepbl, akyLepku BbIMUChIBAOT 60MbHLIM peLenTbl Ha
neKkapcTBeHHble MpenapaTbl 3a CBOeW MNOANWCbID W C  YyKa3aHWem CBOEro
MEOULIMHCKOrO 3BaHusi TOMbKO B CryyasiX, ykasaHHbix B n0.n.3.3, 3.6, 3.7.2
WNHCTpYKUMMN O NopsiAKe HasHaYeHUs NekapCTBEHHbIX Mpenapatos (npunoxexve N
12) (nyHKT B pedakumn, BBegeHHon B aerictBue ¢ 10 anpenst 2011 roga npukasom
MunsgpaBcoupassutust Poccum ot 20 sHeaps 2011 roga N 13H.

1.4. PeuenTbl 60MbHBIM AOMKHBI BINUCLIBATLCS C yKa3aHUMeM Bo3pacTa NnauueHTa,
nopsiika onsiatbl JIeKapCTBEHHbLIX MPEnapaToB U C Y4ETOM AEVCTBUS BXOASLWX B
MX COCTaB MHIPEAMEHTOB Ha peLenTypHbIX BriaHkax, hopMbl KOTOPbIX YTBEPXKOEHbI
MuHMCTEpCTBOM  30paBOOXpaHEHWs U coumanbHoro passuTus  Poccuinckon
depepaumm (npunoxenus N 1, 3, 5, 7 1 8) (NyHKT B pedakuuv, BBEAEHHOW B
nevicteue ¢ 10 anpens 2011 roga npukasom MvHagpascoLlpassutmsa Poccum ot 20
saHBapsa 2011 roga N 13H.

1.5. PeuentypHble 6naHku ¢opmbl N 148-1/y-88 (npunoxenve N 3) npegHas3HayeHbl
NS BbINVUCbIBAHWS U OTNyCKa:

- MCUXOTPOMHbIX BeLecTB, BHECEHHbIX B Cnucok lll NepeyHs HapkOTU4eCcKmx
CPEeACTB, MCUXOTPOMHbLIX BELIECTB U VX MPEKYPCOPOB, MOAMEXALMX KOHTPOMO B
Poccuiickont Penepauum, YyTBEPXKOEHHOro NocTaHosneHvem [NpaButensciea
Poccuiickon ®enepauimm ot 30 uioHa 1998 rona N 681 (nanee - NCUXOTPOMHbIE
BewecTtBa Cnucka lll), 3aperMcTpupoBaHHbIX B YCTaHOBIIEHHOM MoOpsidke B
KayecTBe JleKapCTBEHHbIX MpenapatoB (ab3ay B pedakuun, BBEOEHHOW B
pencteue ¢ 10 anpens 2011 roga npukaszom MuHaapascoupassutua Poccum ot 20
sHBapsa 2011 rona N 13H;

- VHbIX NEKapCTBEHHbIX CPEACTB, Noafiexalmx npeaMeTHO-KONMYeCTBEHHOMY
ydeTy (ab3au B pepakuum, BBeaeHHon B genctBue ¢ 10 anpens 2011 roga
npukasom MuHsgpascoLpassuTtung Poccum ot 20 aHeapst 2011 roga N 13H;
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- aHabonM4ecknx cTepouaoB.

[ns BbINMCbIBaHWS M OTNYyCKa JIeKapCTBEHHbIX NMPenapaToB A5 ambynaTopHOro
NeYeHNs rpaxaaH B paMKax oka3aHWsl rocy4apCTBEHHOMW COLMarbHOW MOMOLLM U
rpaxkaaH, UMErOLLMX NPaBo Ha MoslyvYeHne NekapcTBEHHbIX NpenapaToB 6ecnnatHo u
CO CKWOKOW, npedHasHadeHbl peuenTypHble OnaHku doopmbl N 148-1/y-04(m) u
peuenTypHble GnaHku dopmbl N 148-1/y-06(n) (npunoxennsa N 7 n8) (ab3au B
pedakuun, BBedeHHon B pgenctene ¢ 10 anpensa 2011  roga npukasom
Munsgpascoupassutua Poccum ot 20 aueapst 2011 roga N 13H.

Bce ocTanbHble nekapcTBeHHbIe MpenapaThbl BbINMCLIBAOTCA Ha peLenypHbIX
6naHkax dopmbl N 107-1/y (npunoxenue N 5) (ab3au B pedakuuv, BBeAEeHHOW B
nevicteue ¢ 10 anpens 2011 roga npukasom MuHagpascoLpassutmsa Poccum ot 20
aHBapsa 2011 rona N 13H.

1.6. HapkoTuyeckme cpeactBa UM NCUXOTponHble  BelecTBa Cnomcka I,
3aperucTpMpoBaHHble B KayeCTBE JIeKapCTBEHHbIX CPeACTB B YCTaHOBMEHHOM
3akoHogaTenbctBom Poccunckon Pepepauvn nopsigke, OOMKHbI BbINUCHIBATLCA
Ha creumanbHbIX peuenTypHblX OrnaHkax Ha HapKoTMyeckoe CpeacTBO U
ncuxoTpornHoe BeluecTso (Dpunoxexue N 1).

1.7. MNpy BbIMUCBIBAHWN peLenTa Ha NeKapCTBEHHYI0 NPOnMUChb WHAMBMAYarbHOMO
W3rOTOBIEHMSI, COAEPXaLLyl0 HapKOTUYeckoe CpefAcTBO WM NMCUXOTPOMHOe
BewlecTBo Cnucka |l, n apyrme drapmakornornyeckue akTvBHbIe BeELLecTBa B [03e,
He TnpeBbILAOLWe BbICLLYIO pPa3oBYl0 403y, W MpWM  YCMOBWM, YTO 3TO
KOMOMHMPOBaHHOE TNEeKapCTBEHHOE CpEeACTBO He SABMSETCS  HapKOTUYECKUM
CpPeacTBOM WnM NCUXOTPOMHbIM BellecTBom Cnucka ll, cnegyeT vcnonb3oBaTtb
peuenTypHbI 6rnank dopmbl N 148-1/y-88.

OTu peLenTbl AOMKHBI OCTaBaTbCS B anTeYHOW OpraHu3auun Ana npeameTHo-
KonmyecTBeHHoro yyeTa (ab3au B pegakuuum, BBeAeHHoW B Aevicteue ¢ 10 anpens

2011 ropa npukazom MuHagpaBcoupassutus Poccum ot 20 aHBapsa 2011 roga N
13H.

1.8. lMpn BbINWUCbLIBaHUM peLienTa Ha NeKapCTBEHHYIO NPOMNUCh WHAMBUAYaIbHOTO
M3rOTOBMEHWSI Ha3BaHWA HapKOTUYECKUX CPeAcTB W MCUXOTPOMHbLIX BELUECTB
cimckoB Il wmll, WHbIX neKkapCcTBEHHbIX CPeAcTB, MNOAMEXaWMX NpPeAMETHO-
KONMYeCcTBEHHOMY Y4YeTy, NULLYTCS B Hayane peuenTta, 3aTem - BCe OCTallbHble
VHIPEANEHTDI.

1.9. BbinucbiBass HAPKOTUYECKOE CPELACTBO WUIM NMCUXOTPOMHOE BELLECTBO CMMCKOB
i nlll, wHble nekapCcTBEeHHble CpeacTBa, Mognexawume npegMeTHo-
KONMMYECTBEHHOMY Y4eTy, A03a KOTOPbIX MPEBbIAET BbICLUMIA OQHOKPATHBIN NpueMm,
Bpay [OJDKeH HanucaTb [03y 3TOro CpeacTBa WnM BELUECTBA MPOMUCHID U
NOCTaBWTb BOCKIMUATENbHbIN 3HAK.

1.10. He paspeluaeTcs BbiNUCLIBaTb ONpeaeneHHble NeKapCTBEHHbIe NpenapaTthl B
ofHOM peuenTe Goree TOro KONMMYecTBa, KOTOPoe ykasaHo B npunoxeHun N 1 k
HacToswwen NHCTpykumn (NYyHKT B pedakuuun, BBegeHHow B aencteue ¢ 10 anpens

2011 ropa npukazoMm MunsgpaBscoupassutusi Poccun ot 20 aHeapsa 2011 roga N
13H.

1.11. Hopmbl BbIMUCBIBaHWS W OTNycka HapkoTudeckux cpencts Cnucka I,
nNpou3BOAHbIX  ©apOWUTYpOBOM  KMUCMOTbI, MHbIX JIEKApPCTBEHHbIX  CPeacTB,
noanexawwx  nNpegMeTHO-KONMMYECTBEHHOMY  ydeTy, AN WHKypabenbHbIX
OHKOMOIMYECKNX 1 remMaTornormyeckmx 60sbHbIX MOryT BbITb yBEMMYEHbI B 2 pa3a no
CpaBHEHWIO C KONMYEeCTBOM, YyKa3aHHbIM B npunoxeHun N 1 K HacTosAwen
MHCTpyKLMK.

1.12. CocTtaB nekapCcTBeHHOro nmpenapata (B crny4yae KOMOWHMPOBaHHOIO
npenapata), 0b6o3HayeHWe IneKkapCTBEHHOMW opMbl M oObpalleHWe Bpaya K
dapmaneBTU4ECKOMY PaboTHVMKY OO W3rOTOBMEHWM W BblAave ekapCTBEHHOro
npenapaTa BbINMUCbIBAOTCS HA NAaTUHCKOM si3blke (ab3al B pefakumu, BBEOEHHOW B
nevicteue ¢ 10 anpens 2011 roga npukasom MuHagpascoLpassutma Poccum ot 20

anBapsa 2011 rona N 13H.
He ponyckaeTca cokpalleHne o603HayYeHun OnmM3KMX No HaMMEHOBaHWUAM

WHIPEOWEHTOB, HE MO3BOMSIOWMX YCTAHOBWUTb, KaKOW WMEHHO mneKapCTBEHHbI
npenapar BbinucaH (ab3sau B pegakumn, BBeaeHHow B gencteue ¢ 10 anpens 2011
roga npukazom MuHsgpascoupassutmsa Poccum ot 20 aHBapsa 2011 rona N 13H.

Mcnonb3oBaHMe naTUHCKMX COKpaLleHU 3Tux 0OO03HaYeHur paspeLlaeTcst
TOMbKO B COOTBETCTBUM C COKPALLEHUSMMW, MNPUHATBIMU B  MEAMLMHCKON U
dapmaLeBTUHECKON  NpakTuKe,  MNPefyCMOTPeHHbIMU Npunoxernnem N 2 K
HacTosALen IHCTPYKLIMK.

1.13. Cnoco6 npuMeHeHVs1 nekapCTBEHHOrO npenapata obo3HayaeTcs ¢
yKasaHnem [03bl, 4acTOTbl, BPEMEHW MNpuemMa W ero AONMTENbHOCTW, a And
TNEKapCTBEHHbIX MpernapaTtoB, B3aMMOAEWCTBYIOLWMX C MULLEA, BPEMEHU KX
ynoTpebneHus OTHOCUTENBHO Npuema MUy (8o eabl, BO BpeMs efAbl, nocre enpbl)
(nyHKT B pepakuwn, BBefdeHHon B Aeincteue ¢ 10 anpens 2011 roga npukasom
Munsgpascoupassutua Poccum ot 20 aHBapsi 2011 roga N 13H.
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1.14. TMpn HeobXoQUMOCTWM 3IKCTPEHHOrO0 OTMyCKa IleKapCTBEHHOrO mMpenaparta
6onbHOMY B BEPXHEN YacTu peLenTypHoro bnaHka NpocTaBnstoTcs 0603HaYeHUs
"cito" (cpoyHo) wmnm "statim" (HemegneHHo) (NyHKT B pegakuvwW, BBEOEHHON B
nevicteue ¢ 10 anpens 2011 roga npukasom MuHagpascoLpassutma Poccum ot 20
anBaps 2011 roga N 13H.

1.15. lpn BbINUCbIBaHUM peLenTa KOMMYECTBO XUOKUX dhapMaLeBTUHECKNX
cybcTaHUMn ykasblBaeTCs B MWMNMIMTPaX, rpaMmax WM Kanmsax, a ocTarbHbIX
drapMaLeBTUHeCKNX CyOCTaHUMiA - B rpaMmax (NyHKT B pegakuvn, BBEAEHHON B
nevicteue ¢ 10 anpens 2011 roga npukasom MuHagpascolpassutma Poccum ot 20
anBaps 2011 roga N 13H.

1.16. CneumanbHble peLenTbl Ha HAPKOTUYECKOE CPEACTBO M MCUXOTPOMHOE
BELUECTBO [OEWCTBUTENbHbI B TeyeHWe 5 OHeln CO [HSA BbIMUCKW; peLenThbl,
BbINMCaHHbIE Ha peLenTypHbIx 6raHkax dopmbl N 148-1/y-88 - B TeueHue 10 gHen.

PeLenTbl Ha nekapcTBeHHble MpenapaTtbl (3@ WCKITOYEHWEM MOANEeXalLmx
NPeAMETHO-KONMYECTBEHHOMY YYETY), BbINWCaHHbIE HA peLenTypHbiX OGnaHkax
dopmbl N 148-1/y-04 (1) v dopmbl N 148-1/y-06 (11), ANS ambBynaTopHOro neyeHus
rpaxaaH B paMKax okasaHusi rocygapCTBEHHOW couManbHOM MOMOWM U rpaxaaH,
MMEILWX MpaBO Ha MOMyYeHVWe reKkapcTBEHHbIX npenapaTtoB 6GecnnatHo u co
CKMOKOW, OEeNCTBUTENbHbI B TeyeHe 1 Mecsiua co OHs BbINWUCKM, a B CryyYae
BbIMUCKN TakUX PELEenToOB YKasaHHbIM KaTeropusiM rpaxgaH, [AOCTUILLMM
NEHCWMOHHOrO BO3pacTa, CPOK AEWNCTBUS peuenTa cocTaenser 3 mecsiua co AHS
BbINMUCKW. [nisl neYeHns 3aTskHbIX W XPOHMYECKUx 3aboneBaHun rpaxgaHam
NEHCMOHHOTO BO3pacTa MOryT BbIMUCHLIBATLCS PeLenTbl Ha nekapCTBEHHble
npenapaTbl Ha Kypc neyeHust 4o 3 mecsueB (ab3ay B pegakuuv, BBEOEHHOW B
pencteue ¢ 10 anpens 2011 roga npukaszom MuHaapascoupassutua Poccum ot 20
saHBapsa 2011 rona N 13H.

PeLenTbl Ha BCe ocTanbHble NeKapCTBEHHbIe MpenapaTtbl AeNCTBUTENbHbI B
TeyeHue 2 MecsiLleB CO AHsi BbiNUCku (ab3au B pefakuum, BBEAEHHON B AelicTBue
¢ 10 anpens 2011 roga npukasoMm MuHsgpaBcoupassutus Poccum ot 20 sHBaps
2011 rona N 13H.

PeuenTbl Ha  npou3BodHble  0apbuTypoBOW  KUCMOTbI,  3adhedpuH,
ncesgoadegpvH B YWCTOM Buae M B CMECU C  OPYrMMU  NEKapCTBEHHbIMU
cpencTBamu, aHabonuyeckne cTepouabl, KIo3anuH, TUaHEenTWH AN fedeHus
B0rbHbIX C 3aTSHKHBIMU U XPOHUYECKUMU 3a60MEBaHUSIMU MOTYT BbINUCLIBATbLCS Ha
Kypc neveHus go 1 mMecsua. B atux criyyasx Ha peuentax forpkHa OblTe Hagnuch
"Mo cneumanbHOMY Ha3Ha4YeHWUO", CKpenneHHas MoAMMCbio Bpada W nevatblo
MeAMLUMHCKON opraHusaumn "Ona peuentoB" (ab3au B pegakuuv, BBELEHHON B
nevicteue ¢ 10 anpens 2011 roga npukasom MvHagpascoLupassutma Poccum ot 20
sHBapsa 2011 rona N 13H.

1.17. Tpy BbINUCbIBAHUM XPOHUYECKUM OOMbHBIM peLenToB Ha TroToBble
JIeKapCTBEHHbIE MpenapaTbl W fekapCTBEHHble npenapaTbl MHOVBUAYarNbHOIO
M3rOTOBMEHNS Bpavam paspellaeTcsl ycTaHaBMMBaTb CPOK AENCTBUSA pelenTta B
npegenax A0 OAHOMO rofa, 3a WCKMyeHueM (absau B pefakuuv, BBeOEHHOW B
nevicteue ¢ 10 anpens 2011 roga npukasom MuHaapascolpassutmsa Poccum ot 20
sanBapsa 2011 roga N 13H:

- NeKapCTBEHHbIX CPeACTB, MOANEXaLLMX NPeaMETHO-KONMMYECTBEHHOMY Y4ETY;

- NeKapCTBEHHbIX NpenapaTos, obraatoLLyx aHabonMyeckom akTUBHOCTbIO;

- NeKapCTBEHHbIX MpenapaTtoB, OTMyCKaeMblX W3 anTeYHbIX OpraHusauuin no
peuentam Ans  amMOynaTOpHOTrO fEYEeHWs1 rpaxadaH B paMKax —OKasaHust
rocy4apCTBEHHON coLMarnbHOM NOMOLLWM U rpaXaaH, MMEHOLLMX NpaBo Ha nornydeHve
NeKapCTBEHHbIX cpeacTB GecnnaTHo 1 co ckuakon (ab3al B pegakLmm, BBEAEHHOM
B gevicteue ¢ 10 anpensa 2011 roga npukasom MuHagpaBscoupassutus Poccum ot
20 ansapsa 2011 rona N 13H;

- CNVPTOCOAEPXalMX JIeKapCTBEHHbIX MpenapaTtoB  MHAVBUAYaNbHOTO
nsroToeneHus (absau B pegakumn, BBegeHHon B aericteme ¢ 10 anpensi 2011 roga
npukasom MuHsgpascoupassutuna Poccum ot 20 aHeapst 2011 roga N 13H.

Mpu BbINUCBIBaHWMM TakUX peLEenToB Bpay [OIDKeH cAenatb MNOMETKY
"XpoHuyeckomy 6onbHOMY", ykazaTb CpPOK OEWCTBUS peuenta u Nepuogu4HOCTb
oTnycKka NekapCTBEHHbIX MpenapaToB M3 anTeYHOW opraHu3auun (exeHeernsHo,
eXeMECHAYHO U T.M.), 3aBEPUTb 3TO yKa3aHne CBOEN MOAMUCHIO M NIMYHON MeYaTblo,
a Takxke nevatbio MeAMLMHCKOMN opraHu3aumm "ns peuentos"” (ab3ay B pegakuum,
BBegeHHon B gencteune ¢ 10 anpensa 2011 roga npukasom MuH3gpaBcoLpa3BuTms

Poccuu o1 20 aHeapsa 2011 roga N 13H.

1.18. PeuenT, He oTBevaroLMii XOTS Obl OAHOMY U3 NepevmcrieHHbIX TpeboBaHuiA
WM copepXawmii  HeCOBMECTUMbIE JIeKapCTBEHHbIE CpeacTBa, CuMTaeTcs
HegencTBUTENbHLIM (ab3al B pefakuum, BBeaeHHon B aevicteue ¢ 10 anpens 2011
roga npukasom MvHsgpascolpassutusa Poccum ot 20 sHeapsa 2011 rona N 13H.

B cnyyae BO3MOXHOCTWM YTOYHEHWSI Yy Bpava WM ApYroro MeaWLUHCKOro
paboTHWKa, BbINMCABLLETO peLenT, HaMMEeHOBaHWS NEKapCTBEHHOIO npenaparta, ero
[03UPOBKK, COBMECTUMOCTW M T.M., pabOTHWK anTe4YHOW OpraHu3auuMn MOXeT
OTMYCTUTb NIEeKapCTBEHHbIN NpenapaTt nauuneHTy (ab3ay B pegakumn, BBEOEHHON B
pevicteue ¢ 10 anpens 2011 roga npukasom MuHagpascoupassutma Poccum ot 20
sHBapsa 2011 rona N 13H.

Il. Mopspok BbiNUCbIBaHMA peLEenToOB Ha fleKapCTBEHHbIe
npenapatbl ANA ambynaToOpHOro feYeHUs rpaxaaH B
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paMKax oka3aHMA rocyaapcTBeHHOW couuaribHOM NOMOLLM
M rpaxaaH, MMelLWwMX NpaBo Ha Nosy4yeHue
NeKapCTBeHHbIX CpeaAcTB 6ecnnaTHO U CO CKUAKOWM

(HanmeHoBaHWe B pepakuuv, BBefeHHon B Aenctaue ¢ 10 anpens 2011 roga
npukasom MuHsgpascoupassutuna Poccum ot 20 aHeaps 2011 roga N 13H, -

CM. NpeablayLLYI0 PefaKLnIo)

MyHkTbI 2.1-2.10 HacTosAwen NHcTpykumm ¢ 1 uona 2013 roaa He NpUMEHSIOTCS
K  NPaBOOTHOLLEHWSIM, CBSI3@aHHbIM C  Ha3Ha4YeHWeM U  BbINWCbIBAHUEM
NeKapCTBEHHbIX MNpenapaTtoB M MEOWUMHCKWMX UM3Oernuii, - NyHKT 2 npuikasa

Munsgpasa Poccuu o1 26 deBpans 2013 roga N 94H.

2.1. CamoCTOsiTENbHO NeyalmM BpavyoM unvM BpavoM-cneumanicTom neyebHo-
NPOGMIaKTUYECKOrO YYPEXOEHUS BbIMUCHLIBAIOTCA peLenTbl Ha nekapCTBEHHble
npenapatbl AN amOynaToOpHOro rneveHuss rpaxgaH B paMKax —OKasaHus
rocy4apCTBEHHON CoLMarnbHOM NOMOLLM U PadkaaH, MMEIOLLMX NpaBo Ha nornyyeHve
nekapcTBeHHbIX CpeacTB 6ecnnmaTHO M CO  CKMOKOW, B COOTBETCTBUMM CO
CTaHgapTaMu MeAWLMHCKOM MOMOLLM, 3a MWCKIMOYEHWEM CIydaeB HasHaveHus,
onpegeneHHbix NyHkTom 2.4.1 HacTosiwen WHCTpykuum (NyHKT B pedakuuu,
BBegeHHon B gencteue ¢ 10 anpensa 2011 roga npukasom MuH3gpaBcoLpas3BuTms
Poccum ot 20 siHBapsi 2011 roga N 13H.

2.2. MpaBoO CaMOCTOSITENBHO BbINMUCHIBATL PELENTbl Afs1 NOMyYeHWs B anTevHON
OpraHv3auun NneKkapCcTBEHHbIX CPEACTB rpaxaaHaMm B MOpsSAKe, YCTaHOBIIEHHOM
n.2.1 HacTosuwen VHCTPYKUMW, UMEIT Takxe (MyHKT B pefakuuu, BBEAEHHON B
nevicteue ¢ 10 anpens 2011 roga npukasom MvHagpascolpassutmsa Poccum ot 20
anBapsa 2011 roga N 13H:

2.2.1. B npepenax CBOEW KOMMETEHUWMW Bpadu, paboTtaiowme B MEAULIMHCKON
OopraHv3auum no CoBMeCTUTENbCTBY (NYHKT B pefakLuuu, BBEAEHHON B AeNCTBUE C
10 anpens 2011 roga npukasom MuHagpaBcoupassutua Poccum ot 20 aHBaps
2011 roga N 13H;

2.2.2. Bpayu CcTauMOHAPHBIX YYpexaeHuin coumnansHOM 3awmTbl U CnpaBUTENbHBbIX
yUYpEXOEHNA He3aBMCUMO OT BE4OMCTBEHHOWN NPUHAATIEXHOCTH;

2.2.3. Bpa4m BeOOMCTBEHHbIX MOMUKIMHUK dhefepanbHoro (cyobekta Poccurickon
depnepaunn) nogUNHeHUs:

- rpaxgaHaM, UMEKLLYM CTaTyc no MpodecCHoHanbHOMy NpuaHaky, pacxogbl
Ha GecnnaTtHoe nekapcTBeHHoe obecrneyeHne KOTOpblX B COOTBETCTBUM C
3aKoHoAaTenbCcTBOM Poccuiickon denepaumn NOKPLIBAOTCS 3@ CYET CPeacTB
heneparnbHoro GlomKeTa;

- WHbIM KaTeropusiM rpaxdaH, pacxodbl Ha OecnnaTHoe IlekapCTBEHHOe
obecreyeHe KOTOpPbIX B COOTBETCTBMM C 3akoHopaTenbcTBoM Poccuickoi
depnepaumm NokpbIBAOTCA 3a CYET CpeacTB BOXKETOB pasfMyHbIX YPOBHEN U
0b6s13aTeNnbHOr0  MEQULMHCKOTO CTPaxoBaHWsi MO COrfacoBaHUI M B MOpsiake,
onpegensieMoM opraHamMmuM UCMOSNHUTENbHOM Brnactu cybbekta Poccuiickon
denepaumn, ecrm B OlogkeTax COOTBETCTBYIOLUWMX dedepanbHbiX OpraHoB
MCMOSHUTENBbHOW BacTU He BblAerneHbl (MHAaHCOBbLIE CPEACTBA Ha 3TW Lienw;

2.24. yacTHOMpakTuKylolume  Bpayu, paboTtawume no  [OroBopy C
TeppuTOopranbHbIM opraHom ynpaBneHusi 31paBOOXpPaHEHNEM n/urm
TeppuTopuanbHbiM - (POHAOM 00SA3aTENbHOrO0  MEOULMHCKOTO  CTpaxoBaHus, U
OKasblBaloLLye MEAMLIMHCKYIO NOMOLLb rpaxkaaHam B pamkax nporpaMmbl okasaHust
rocyfapCTBEHHON CoOUManbHOM MOMOLWM W rpaXgaHaM, WMEKWMM MpaBoO Ha
nony4yeHue rekapcTBEHHbIX NpenapaToB GecnnaTHO U CO CKMOKOW (NMyHKT B
pegakuuv, BBedeHHon B pgencteue ¢ 10 anpens 2011  ropga npukasom
MuHsgpascoupassutua Poccum ot 20 aHeapsi 2011 roga N 13H.

2.3. B 0cobbix crnyvasix (NpoxvBaHWe B CENbCKOW MECTHOCTW, [Ae HaxoauTcs
TOMbKO MeAMLMHCKas opraHusauus unm ee obocobreHHoe noppasgernieHve, He
MMetoLLee Bpada) peLenTbl Ha NekapcTBeHHble nmpenapaTtbl Anst aMOynaTopHOro
eyeHns rpakgaH B paMKax OKasaHWs roCyAapCTBEHHOW COLMarnbHOM nMOMouM n
rpaxaaH, MeloLLMX NpaBo Ha MomyYeHue nekapcTBEHHbIX NpenapaToB 6ecnnaTHo n
CO CKMOKOW, MOryT OblTb BbIMUCAHbI CaMOCTOATENbHO BedyLMM Mpuem
henbALLIepoM 1N akyLLIepKOW Tako MeaULMHCKOA opraHm3al M B COOTBETCTBUM C
n.2.1 HacTosAulen MHCTPYKLUN.

MepeyeHb  MEOMLMHCKMX  OpraHusauui U MNOPSAOK  NeKapCTBEHHOro
obecrneyeHnsi yKasaHHbIX [paxgaH ONpPeaensioTCA OpraHoM MWCMOMHUTENBLHON
BrnacTu cybbekTa Poccuiickon degepaumm B ccepe 34paBoOOXpaHEHUsI.

(MyHkT B pepakumn, BBeaeHHown B Aenctere ¢ 10 anpena 2011 roga npukasom

MuHsgpascoupassutua Poccum ot 20 aHeapst 2011 roga N 13H.
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2.4. BoinucblBaHWe peLienToB Ha NeKapCTBEHHbIE Mpenapatbl AN aMbynaTopHOro
JIeYEHUS TpaXkadaH B pamMKax OKasaHWsi roCy4apCTBEHHOM COLMarbHOW MOMOLLM U
rpaxaaH, UMeIoLLMX NpaBo Ha NosyveHne NekapcTBEHHbIX NpenapaToB 6ecnnatHo u
CO CKWAKOW, OCyLecTBnseTcs (MyHKT B pedakuuun, BBeaeHHow B Aenctsue ¢ 10
anpensa 2011 roga npukasom MuHsgpaecoupassutus Poccum ot 20 sHBaps 2011
roga N 13H:

2.4.1. Bpavyamu-cneumanmctTamm:

- Ha HapkoTM4eckue cpeacTBa WM MPOTUBOOMYXONEBblE  Mpenapathbl
(oHKOMOrM4YecKnM/remaTonorM4eckmm GOoMbHBIM) - OHKOIIOTOM W/MIM remaTorioroMm,
Hedppororom, peBMaTonorom 1 ap.;

- HAa UMMYHOMOAYNATOPbI - FeMaTororoM W/unmM oHKosloroM (Mocrie NpoBeaeHus
ny4yeBo W/WNM XuMuoTepanuu, nepecagkM KOCTHOrO Mo3ra), WUMMYHOMOrom
(6onbHbIM  CMUO v gpyriMu TSDKESbIMM - HApYLLEHWUSIMU  UMMYHUTETA),
TpaHCMaHTororomM (nocne nepecagky opraHoB U TKaHer), peBMaToNoromM 1 UHbIMU
crneuvanucTamu,;

- Ha NpoTuBOTYBEpKyne3Hble npenapartsbl - PTU3NaTPOM;

- Ha npotuBoauabeTnyeckne (6ONbHLIM caxapHbiM AuabeToMm) M npouune
NeKapcTBEHHble Mpenapatbl, BrMsOLME Ha  SHOOKPWMHHYKD — CUCTeMy, -
3HOOKPUMHOMOIroM, B nopsiagke, onpeaeneHHoM B NyHkTe 2.4 NHCTPYKLMW O Nopsake
HasHa4YeHWsa NekapcTBEHHbIX NpenapaTtoB (npunoxeHve N 12) (ab3au B pegakumm,
BBegeHHon B Aencteue ¢ 10 anpens 2011 roga npukasom MuH3gpaBcoLpa3BuTms
Poccum o1 20 aHeaps 2011 roga N 13H.

Mpn oTCYTCTBMM yKa3aHHbIX CNELNanMCTOB BbIMUCbIBAHWE NbFOTHLIX PELLENTOB
B 3TWX Crly4asx NpPOM3BOAMTCH fevalyM BpayoM MO peLleHuo BpadebHow
KOMUCCUW MOMUKIMHUKMY;

24.2. nedawum BpayoM UM BPa4YOM-CMELMANMUCTOM TOMbKO MO PELUEHUIO
Bpa4ebHON KOMUCCUN MEAULIMHCKON opraHn3auumn (ab3al, B pegakuum, BBe4EeHHON
B aevicteue ¢ 10 anpensa 2011 roga npukasom MuHsgpascoupassutus Poccum ot

20 aneapsa 2011 roga N 13H:
- Ha NcMxoTponHble BewwecTBa cnmckos Il u lll, MHble nekapcTBEHHbIE CPEACTRA,

nognexaipe npeMeTHO-KONMYeCTBEHHOMY y4eTy, aHabonmyeckue ctepouabl;

- Ha HapkoTudeckue cpenctBa Cnucka Il 6GonbHbIM, He cTpagatolwym
OHKOMOrM4ecKnM (remaTornormyeckm) 3aboneBaHvem;

- Ha NEeKapCTBEHHbIE MpenapaTtbl, Ha3HaYaeMble reyalyiM BpayoM 1M Bpavamu-
cneuvanuctamy, ogHoMy O0nbHOMY B KONMYECTBE MATU HauMEHOBaHWi n Gonee
OOHOMOMEHTHO (B TEYEHME OOHMX CYTOK) WIM CBbIE AECATU HaVMEHOBaHUIA B
TeyeHne opHoro Mecsua (ab3ay B pepakuun, BBedeHHOW B Jdencteue ¢ 15
nekabps 2009 roga npvkasom MuHaapaBcoupassutus Poccum o1 25 ceHTsa6ps
2009 roga N 794H; B pepakuuv, BBedeHHon B gericteue ¢ 10 anpensa 2011 roga
npukasom MuHsgpascoupassutuna Poccum ot 20 aueapst 2011 roga N 13H;

- Ha nekapcTBeHHble npenapaTbl B CIy4asX HETUMUYHOIO TeyeHus 6GonesHw,
npu HanmMM4YMU  OCMOXHEHW OCHOBHOrO 3aboneBaHUsi W/UMM  COYETaHHbIX
3aboneBaHuin, NpN Ha3Ha4YeHMN OMaCHbIX KOMOMHALWIA NIeKapCTBEHHbIX CPeacTB, a
TakKxe Npu MHAMBUAYarnbHON HENEPEHOCUMOCTMH.

2.5. MyHKT yTpaTun cuny ¢ 7 okTsiopsa 2007 roaa - npukas MuHaapaBcoupasButus
Poccum ot 27 aerycta 2007 roga N 560..

2.6. He gonyckaetcs BbINUCbIBaHWE PeLIenTOB Ha NiekapCTBeHHbIE NpenapaThbl AN
amMbynaTopHOro rieYeHVst rpaxhaH B pamkax OKasaHus  rocyaapCTBEHHON
couuanbHoM MOMOLLM W rpaxdaH, UMEIoLLMX NpaBo Ha NoslyvyeHve NekapCTBEHHbIX
npenapatoB 6ecnnatHO M CO CKMOKOW, BpayaMy CaHaTOPHO-KYPOPTHbIX
yypexaeHui, BpadYamu CTaLMOHAPHbIX Yy4ypexaeHwd, B T.M. AHeBHbIX (3a
WCKIIOYEHNEM CTaLMOHapPHbIX YYPEXOEHUA COLManbHOW 3awmTbl), a Takke
BpavyaMu MEAMLIMHCKMX OpraHm3auui B Mepuog HaxoxgeHus OorbHbIX Ha
CTaUMOHapHOM FEYeHNN B COOTBETCTBUM C AeWCTBYOLWMM nopsigkoM (ab3au B
pegakuun, BBedeHHon B pgenctene ¢ 10 anpensa 2011  roga npukasom
Munsapascoupassutus Poccum ot 20 aHeaps 2011 roga N 13H.
YacTHOMpakTuKyloLWM  BpavyaM 3anpellaeTcs BbiMUCbIBaTb  peLenTbl  Ha
nekapcTBeHHble npenapatbl AN aMOynaTopHOro IeYeHust rpaxaaH B pamkax
OKa3aHWsA rocyAapCTBEHHON COLMarnbHON NMOMOLLM U rpaxaaH, VMEeIoLWMX nNpaBo Ha
nofyyYyeHWe nekapcTBEHHbIX npenapatoB 6GecnnatHO W CO  CKUAKOW, 3a
VCKITHOYEHNEM CIy4aeB, yKa3aHHbIX B NyHKTe 2.2.4 HacToswen MHCTpykuum (ab3ay,
B pepakuvwn, BBefeHHon B pfdencteue ¢ 10 anpena 2011 ropga npukasom
MunsgpaBcoupassutus Poccum ot 20 sHeaps 2011 roga N 13H.
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2.7. HasHauyeHvne nekapCTBEHHbIX MpenapaToB Ans ambynaTopHOro neyYeHus
rpaxaaH B paMKax okasaHusi rocygapCTBEHHOW CouManbHON MOMOWM W rpaxaaH,
MMEILLWX MpaBO Ha MOMydYeHWe NeKapCTBEHHbIX NpenapaToB GecnnatHo u co
CKMOKOWN, OTpaxxaeTcsl B MEAULMHCKOM KapTe ambynaTtopHoro 605bLHOro B nopsiake,
npeaycMoTpeHHOM nyHKTOM 1.6 WHCTpyKUMM O nopsiake  HasHayeHust
nekapcTBeHHbIX npenapatoB (npunoxenne N 12), nyHktamu 1.2-1.10 HacTosulen
MHCTpyKUMK, C ykazaHWeM HoMepa peLenTa 1 B TarnoHe ambynaTopHOro naumneHTa,
YTBEPXXOEHHOM B YCTaHOBIIEHHOM nopsiake (ab3au B pefakuuu, BBEOEHHOW B
nevicteue ¢ 10 anpens 2011 roga npukasom MyHaapascoLpassutmsa Poccum ot 20
sanBapsa 2011 roga N 13H.

Mpyv BbINUCbIBAHUM pPELENTOB Ha JleKapCTBEHHble npenapaTtbl  Ans
ambyrnaTopHOro rieYeHust rpaxagaH B paMKax OKasaHusi rocy4apCTBEHHON
coumarnbHOM NOMOLLW 1 rpaXaaH, MMEIOLWMX NpaBo Ha NorydeHre nekapcTBEHHbIX
npenapatoB 6ecnnatHo M CO CKMAKOW, 06s3aTenbHO YKa3blBAaETCS HOMEp
TenedoHa, N0 KOTOPOMy pabOTHUK anTeYHOW OpraHusauunu MOXeT corfacoBaTtb C
nevalyM BpayoM (BpadoM-CreuuanncTom, BpayebHor KoMMccuen MeauLMHCKON
OpraHv3auuM) CUHOHMMWYECKYIO 3aMeHy IleKapCTBEHHoro npenaparta (absauy B
pedakuun, BBedeHHon B pgenctene ¢ 10 anpena 2011 roga npukasom

Munsgpascoupassutua Poccum ot 20 aHBapst 2011 roga N 13H.

2.8. Peuent Ha peuentypHoM 6naHke dopmbl N 148-1/y-04(n) n N _148-1/y-06(n)
BbINMCbIBAETCS Bpa4yoM (penbaLllepoM) B 3 aKk3eMnnsipax, C ABYMs SK3eMnisipamm
KoTOporo 60mbHON obpallaeTcs B anTeyHyl opraHudauuio. MNocnegHun ak3emnnsp
peuenTa nopkrnevBaeTcs B ambynaTopHylo KapTy 60mbHOro (MyHKT B peaakuum,
BBeaeHHou B gencteue ¢ 10 anpensa 2011 roga npukasoM MuH3gpaBcoLpa3BuTUS
Poccuu o1 20 aHBapsa 2011 roga N 13H.

2.9. HapkoTuueckue cpeactBa M ncuxoTponHble BewecTsa Cnucka Il ansa
ambynaTopHOro rievyeHust rpaxgaH B paMKax OKa3aHus  rocyAapCTBEHHON
coumarnbHOM NOMOLLW U rpaxaaH, MMEOLWMX NPaBo Ha NorydeHre NekapcTBEHHbIX
npenapaToB 6ecnnatHO M CO CKWAKOW, BbINMUCHLIBAOTCS Ha cneumanbHOM
peuenTypHOM GriaHke Ha HapKOTUYeckoe CPeacTBO UM MCUXOTPOMHOe BELLUECTBO, K
KOTOPOMY [OMOSHUTENBHO BbINUCHIBAOTCA peLenTbl Ha peuentypHoM 6GraHke
dopmbl N 148-1/y-04(n)  wrm coopmbl N 148-1/y-06(n1) (ab3ay B pegakuum,
BBeaeHHou B gencteune ¢ 10 anpensa 2011 roga npukasoM MuH3gpaBcoLpa3BuTUS
Poccuu o1 20 aHeapsa 2011 roga N 13H.

McuxotponHble  BewecTtBa Crnucka lll, wvHble rnekapcTBEHHble CpeacTBa,
nognexawwe npeaMeTHO-KONMMYECTBEHHOMY Y4eTy, aHabornuveckue ctepouabl,
npegHasHavyeHHble And  ambynaTopHOro  feyeHus  rpaxgaH B pamKax
rocynapCTBEHHON coLMarnbHOM NOMOLLWM U rpaxaaH, MMEOLLMX NPaBo Ha nonydeHve
JleKapCTBEHHbIX MNpenapaToB ©OecnnaTHO M CO CKWAKOW, BbIMMCLIBAKTCA Ha
peuentypHom 6nanke N 148-1/y-88, k KOTOPOMY AOMOMHUTENBLHO BbIMUCHLIBAIOTCS
peuenTbl Ha peuenTtypHoM 6niaHke cdopmbl N 148-1/y-04(n) nm Mbl N 148-1/y-
06(n) (ab3ay B pepmakuwmun, BBegeHHow B Aencteue ¢ 10 anpens 2011 roga
npukasom Munsapascoupassutuna Poccum ot 20 aHBapst 2011 roga N 13H.

2.10. [Ona obecnevyeHnss HapKOTUMECKMMM CpeacTBaMM W MCUXOTPOMHbIMU
BellecTBaMn GornbHbIe NPUKPENmSOTCH K KOHKPETHOW MEAULMHCKON U anTe4yHown
OopraHvM3auusim no MeCcTy XWTenbCTBa B MNOpsigke, OMpeaensemMomM OpraHom
ucronHuTensHo  Brnactu cybbekta Poccuiickon depepaumm B cdepe
3[4 paBooxpaHeHus (NMyHKT B pedakuuv, BBegeHHou B Agencteue ¢ 10 anpens 2011
roga npukasom MuHsgpascoupa3ssutusa Poccum ot 20 aHBapsa 2011 roga N 13H.

lll. Nopsapok ochopmneHus TpeboBaHNM-HaKNaAHbIX B
anTe4yHyl OpraHuM3auuio Ha nony4YeHue rekapCcTBeHHbIX
npenapaToB ANA MeAULUHCKUX OpraHu3auum

(HaMmeHoBaHWe B pefakumn, BBeaeHHou B Aencteue ¢ 10 anpens 2011 roga
npukasom MuHsapascoupassutus Poccum ot 20 aHeapsa 2011 roga N 13H, -

CM. MpeablayLyo peaakLnio)
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3.1. Ona obecneyeHus ne4ebHO-AMArHOCTUYECKOrO rpouecca MegULMHCKME
opraHu3auum nonyyarT fekapCTBEHHbIe MpenapaTbl U3 anTe4yHOW opraHu3auum no
TpeboBaHMsAM-HaKnagHbIM, YTBEPXKOEHHbIM B YCTaHOBMEHHOM nopsiake (absay B
pegakuun, BBedeHHon B pAencteue ¢ 10 anpens 2011  ropga npukasom
MunsgpaBcoupassutma Poccum ot 20 aHeapst 2011 roga N 13H.

TpeboBaHve-HaknagHass Ha  MOMyyYeHMe U3 anTedHblX — opraHu3auuii
NeKapCTBEHHbIX NpenapaToB AOIPKHA UMETb LUTaMM, KPYriyto neyatb MeauLMHCKON
opraHv3auum, NoanMcb ee pyKoBOAUTENS UMK Ero 3aMecTuTens no nevyeGHomn YacTu
(ab3ay B pepmakumu, BBeaeHHon B Aencteue ¢ 10 anpena 2011 roga npukasom
Munagpascoupassutua Poccum ot 20 aueapsi 2011 roga N 13H.

B TpeboBaHuu-HaknagHom yka3blBaeTCs HOMEp, AaTa COCTaBrieHVs JOKYMEHTa,
oTMpaBuTENb W Mofy4yaTenb JIEKApCTBEHHOrO npenapaTta, HauMeHOBaHue
TNekapCTBEHHOrO npenapara (C ykasaHnem [03VpoBKK, hopMbl Bbinycka (TabneTtku,
amnysbl, Masu, Cynmno3uTopuu T.M.), BUO YNakoBkU (KOpPOOKW, dhnakoHbl, TyObl u
T.M.), CNOCOO MpUMEHEHVS (NS UHBEKLMIA, AN HAPYXHOTO NMPUMEHEHUs, nprvemMa
BHYTpb, [Ma3Hble Kanim M T.M.), KONMYECTBO 3aTpebOoBaHHbIX IEKapPCTBEHHbIX
npenapaToB, KOMMYECTBO U CTOMMOCTb OTMYLUEHHbIX NEKapCTBEHHbIX MpernapaToB
(ab3ay B pepmakumu, BBeoeHHon B Aencteue ¢ 10 anpens 2011 roga npukasom
Munsgpascoupassutua Poccum ot 20 aHBapsi 2011 roga N 13H.

HaumeHoBaHMs NnekapCTBEHHbIX MpenapaTtoB MULLYTCH Ha MaTUHCKOM si3blke
(ab3au B pepmakuvu, BBefeHHon B Aencteue ¢ 10 anpena 2011 roga npukasom
MuHsgpascoupassutuna Poccum ot 20 aHeapst 2011 roga N 13H.

TpeboBaHuA-HaKkMagHble Ha  JleKapCTBEHHble  CPeAcTBa,  noanexawme
NPeAMETHO-KONMYECTBEHHOMY Y4eTy, BbINUCLIBAOTCA Ha OTAernbHbIX OGnaHkax
TpeboBaHWN-HaKMafHbIX ANA K40 rpynnbl NpenapaTos.

MeguumHCKME oOpraHM3auuyM MpyM COCTaBrEHWM 3asIBOK Ha HapKOTUYECKMe
cpencTBa v NCUXOTponHble BellecTsa cnuckos Il v il 4omkHbI pyKOBOACTBOBATLCS
pacyeTHbIMM HOpMaTMBaMK, YTBEPXKOEHHbIMY B YCTaHOBMEHHOM nopsigke (ab3au B
pegakuuv, BBedeHHon B pAdencteue ¢ 10 anpens 2011 ropga npukasom
MunsgpaBcoupassuTma Poccum ot 20 aHeapst 2011 roga N 13H.

3.2. TpeboBaHusa-HaknagHble CTPYKTYPHOrO nogpasfeneHns  MeauLMHCKON
opraHusauum (kabuHeTa, OTAENeHWs W T.M.) Ha fekapCTBEHHble npenaparhbl,
HanpaBnseMble B  anTeyHyl opraHu3auumio, odoopmnsloTcs B nopsake,
onpefeneHHOM NyHkToM 3.1 HacToswen WHCTpyKuMK,  NOANMChIBATCSA
pyKOBOAMTENEM COOTBETCTBYIOLLEro noapasgeneHnss M odopMIIAIOTCSA LITaMIoM
MEAMLMHCKON OpraHn3auum.

Mpy BbIMUCbIBaHWM NEKapCTBEHHOrO rMpenapata Ana  WHAMBMAYaIbHOTO
60nbHOro AOMOMHUTENBHO YKa3blBaeTCs ero hamunvis U MHULMarbl, HOMep UCTopUK
6onesHu.

(MyHKT B pepakumn, BBeaeHHon B AencTeue ¢ 10 anpens 2011 roga npukasom

MuHsapaBcoupassutust Poccum ot 20 siHBaps 2011 roga N 13H.

3.3. Ctomatornoru, 3ybHble BpayuM MOryT BbINWCbIBATb 3a CBOEW MNOAMUCHIO
TpeboBaHuA-HaKMagHble TOSMbKO Ha fleKapCTBEHHbIE NpenapaTbl, NpYMeEHsIEMble B
cTomaTornorMyeckomM kabuHeTe, 6e3 npaBa BblAaum MX NaLMEHTaM Ha PyKK (MYHKT B
pegakuuy, BBedeHHoW B pgencteue ¢ 10 anpens 2011 ropga npukasom
MuHsgpascoupassuTua Poccum ot 20 aHeapsi 2011 roga N 13H.

3.4. TpeboBaHus Ha SQOBWTbIE IEKapCTBEHHble CPeAcTBa, Kpome noanucu
cTomartoriora wurmM 3yOHOro Bpaya, OOMKHbI WMETb MOANWCH PYKOBOAMTENS
yyupexneHust (OTAENEHNs!) UMK ero 3amMecTUTensl U KPYriyo nevatb MeULMHCKON
opraHv3auum (NyHKT B pefdakuuun, BBeaeHHon B Aevicteve ¢ 10 anpens 2011 roga
npukasom MuHsgpascoupassutuna Poccum ot 20 aHeapsi 2011 roga N 13H.

3.5. TpeboBaHus-HaknagHble Ha OTMNYCK YaCTHOMPaKTUKYLOLWMM  Bpayam
NEeKapCTBEHHbIX MpenapaToB (3@ WCKIOYEHUEM HapKOTUYECKMX CPEACTB U
NCMXOTPONHbIX BewecTB cnuckoB Il unlll, a Takxke nekapCTBEHHbIX NpenapaTos,
coAepalmx 3TU CPpeACcTBa U BellecTBa) ohopMIsoTCSA B NOpsigke, onpeaernieHHom
n.3.1-3.4 HacToAwen VIHCTPYKLUM Ha OCHOBaHWM A0roBopa Kynmiu-npogaxv Mexay
YaCTHOMPAKTUKYIOLLWMM Bpa4YoM W anTe4yHOW opraHusauvMen W §MULeH3UM Ha
MEOULIMHCKYI0 AeATeNbHOCTb, BblAaHHOW B YCTAHOBMEHHOM nopsigke (NyHKT B
pedakuun, BBedeHHon B pgenctene ¢ 10 anpena 2011  roga mpukasom
Munsgpascoupassutua Poccum ot 20 aHeapst 2011 roga N 13H.

3.6. B  anTeuyHbix  opraHusaumax — TpeboBaHus-HaknagHole  rneyebHo-
NPOMNaKTUHECKNX  YYPEXOEHWA Ha OTMYCK HapKOTUYECKMX CPeacTB M
NcuxoTponHbiX BelyecTs cnuckoB Il u lll xpaHaTca B TedeHwe 10 meT, Ha oTnyck
WHBIX NEeKapCTBEHHbIX CPeACTB, NoanexaLyx npeamMmeTHO-KONMYECTBEHHOMY yYeTy
- B TeyeHve 3 reT, ocTasibHbIX PYnn feKapCTBEHHbIX NpenapaToB - B TeYeHue
OfHOro KarneHgapHoro roga (NMyHKT B pefdakuwu, BBeAeHHom B Aencteune ¢ 10
anpensa 2011 roga npukasom MuHsgpascoupassutusa Poccum ot 20 sHBapsa 2011
roga N 13H.

3.7. TpeboBaHusi-HaknagHble MEAULMHCKMX OpraHvM3auWii [OIDKHbl XPaHUTbCA B
anTeyHoW opraHMsauMm B YCroBMSX, OOecnevMBaloLLMX COXPaHHOCTb, B
cbpolLopoBaHHOM M onevataHHOM BuAae U oopMnaTbCA B TOMa C yKasaHueMm
Mecsua v roga (NyHKT B pedakuuu, BBeaeHHon B Agencteue ¢ 10 anpenda 2011 roga

npukasom MuHsgpascoupassutuna Poccum ot 20 aHeapst 2011 roga N 13H.
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3.8. To wucTeyeHum cpoka xpaHeHusi TpeboBaHWUs-HaKMNagHble noanexar
YHUHMTOXEHUIO B MPUCYTCTBMW YMEHOB CO3JaBaeMoV B anTeYHOW opraHu3auunm
KOMMCCUM, O YeM COCTaBMsATCA akTbl, OpMbl KOTOPbIX NPEeAYCMOTPEHbI
npunoxervem N 3 1 4 k HacToswen VHCTpyKuum (MyHKT B pedakuuv, BBEOEHHON B
nevicteue ¢ 15 gekabpsa 2009 roga npukasom MuHsgpaecoupassutust Poccum ot
25 ceHTa6ps 2009 roga N 794H; B pefakumv, BBeAeHHoM B AevicTBue ¢ 10 anpens

2011 ropa npukazoMm MuHsgpaecoupassutust Poccum ot 20 aHeapsa 2011 roga N
13H.

IV. KoHTponb 3a BbinUcbiBaHUEM peLenToB U Tpe6oBaHUM-
HaKnagHbIX Ha NNeKapCTBeHHbIe npenaparbl

(HanmeHoBaHVe B pefakumn, BBegeHHou B Aencteue ¢ 10 anpens 2011 roga
npukasom MuHsgpascoupassutus Poccum ot 20 aHeapsa 2011 roga N 13H, -

CM. MpeablayLUyo peaakLnio)

4.1-4.13. MyHkTbI yTpaTUna cuny ¢ 1 nions 2013 roga - npukas Munsapaea Poccum
ot 26 doepans 2013 rona N 94H..

MpunoxeHue N 1. NMpegensHO AONyCTUMOE KOJIMYECTBO
JNleKapCTBeHHbIX CPeACTB ANA BbINUCbIBAHMA HA OAUNH
peuenT

Mpunoxexue N 1

K VIHCTPYKL MM O Nopsifike BbINWUChIBaHUA
neKapCTBEHHbIX NMpenapaToB 1 0dopMIIEHNS
peLenToB 1 TpeboBaHUN-HAKNAAHbIX

(rpudb B pegakuum,

BBeaeHHou B aevicteue ¢ 10 anpensa 2011 roga
npvikazom MuHaapascoLpa3sutus Poccum

o1 20 sivBapsa 2011 rona N 13H, -

CM. MpeablayLyo peaakumio)

MPEOENBHO AOMYCTUMOE KONMMYECTBO
NeKapCTBEHHbIX CPEACTB AS1A BbINUChIBAHNA HA OAUH peLienT

(c nameHeHusimm Ha 20 sHBaps 2011 roga)
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N HavmeHoBaHue dopma Bblnycka n || Konnyectso

n/n neKapcTBEHHOro [031poBKa
cpencTtea

1. BynpeHopdmH Tabnetku ansa || 50 Tabn.

cybnuHreansHoro
npuema 200 mkr n 400
MK
2. BynpeHopdmH PactBop Ana uHbekuui,
amnynbl
300 mkr/mn 1 mn 30 amnyn
300 mkr/mn 2 mn 15 amnyn
3. BynpeHopdmH TpaHcaepmanbHas
TepaneBTnyeckas
cuctema
35 MmKkr/y 20 nnacr.
52,5 MKr/v 8 nnacr.
70 MmKr/y 5 nnacT.

4. OurnapokonevnH-petapa TabnetTkn ana npvema

(ArK KoHtuHyc) BHYTpPb
60 mr 40 Tabn.
90 mr 30 Tabn.
120 mr 20 Tabn.

5. Ounugonop PacTtBop Aona uHbekumn, || 50 amnyn
(MypuTtpamug) amnynbl 0,75% no 2 mn

6. MopdmHa rmgpoxropug PacTtBop Ans uHbekumn, || 20 amnyn

amnynbl 10 mre 1 mn

7. OMHonoH PacTtBop Aona uHbekumn, || 10 amnyn

amnynsl 1% n 2% no 1
mn

8. Mpomenon Tabnetkn pgna npuema || 50 Tabn.
(TpymenepuguHa BHYTpb 25 Mr
mapoxropua)

9. Mpomenon PactBop aons uwHbekuui, || 10 amnyn
(TpymenepuauHa amnynsl 11 2% no 1 mn
rmgpoxropua)

wnpuy-Tiobukn 1 n 2% || 10 wnpuy-
no 1 mn Ttob1koB




10. MopdwHa cynbdgat (MCT || Tabnetkm un  kancynbl
KOHTUHYC WM Opyrve || MPOASIeHHOMO  [AerCTBuUA

aHarorm ANs npuema BHYTPb
NPOAOITKUTESNIbHOCThLHO
nencTeus He MeHee 12
yacos)
10 mr 160 Tabn.
30 mr 60 Tabn.
60 mr 20 Tabn.
100 mr 20 Tabn.
200 mr 20 Tabn.
1. Mpocupon Tabnetku ana || 50 Tabn.
OykkanbHoro npuema 10
mrun 20 mr
12. Mpocugon PactBop ans uHbekuui, || 50 amnyn

amnynsl 10 mre 1 mn

13. deHTaHun TpaHcaepmanbHas
TepaneBTuyeckas
cuctema
12,5 Mkr/yac 32 nnacr.
25 mkr/yac 16 nnacT.
50 mkr/yac 8 nnacT.
75 mKr/yac 5 nnacT.
100 mkr/vac 4 nnacT.

(NyHKT B pefakumuv, BBeAEHHON B AeiicTeue ¢ 15 aekabpsi 2009 roaa npukasom
MuHsapaBcoupassutus Poccum ot 25 cenTsabpsa 2009 rooa N 794H

14. KopewH (kogeunHa || Mopoluok 0,2r
pocdpar)

15. KomBurHupoBaHHbIe TabneTku, kancynbl, || He 6onee 0,2
neKkapcTBEHHble pacTBOpbI U T.4. r
npenapaTbl, cogepxawme
KoAeuH (kopeuHa
chocgpar)

(NyHKT B pegakumu, BBeaeHHoun B Aecteue ¢ 10 anpens 2011 roga npukasom
MunsgpascoupassuTtua Poccum ot 20 aHBaps 2011 roga N 131

* MNpy BbINUCLIBAHWM W OTMYCKE NEKapCTBEHHOTO npenapata Npou3BoAUTCS
nepecyeT Ha YMCTOE BELLECTBO (CHOCKa B peAakLum, BBEAEHHOW B AeCTBUE C
10 anpensa 2011 roga npukazom MuHsgpaBcoupassutus Poccum ot 20 siHBaps
2011 roga N 13H.

16. STnnmopdmHa MopoLuok 0,2
rMapoxropug, (AMOHWH)
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** B rma3Hbix Kannisx n Mas3six AUOHUH MOXET BbIMUCHIBATLCS B KONMYECTBax
Ao 1 r npu HamMymm ykasaHus Bpada Ha peuente "Mo cneuwansHomy
Ha3Ha4eHuio", 3aBEpPeHHOro MOAMNWCBID W MWYHOW MevaTbio Bpaya, nevartblo
MeguLUHCKOW opraHusauum "Ans peuentoB” (CHOCKa B peAakLmy, BBEAEHHON B
nevicteue ¢ 10 anpenst 2011 roga npukasom MuHagpascoLpa3sutmna Poccum ot
20 ansapsa 2011 roga N 13H.

17. AmdenpamoH (denpaHoH) || TabneTku, Apaxe 25 mr 50 Tabn.
18. XanbLuuoH (Tpuasornam) Tabnetku 250 Mkr 30 Tabn.
19. Hatpusi okcmbyTtmpar PactBop ans npuema | 2 donakoHa
BHYyTpb  66,7%, cupon
Ansa npuema BHYTpb 5%
20. OdenpuHa rugpoxropug || Mopoluok 06r
1 Apyrve conu adpegpuHa
21. TeodenpuH, TeocdenpuH- || Tabnetku 30 Tabn.
H, Heo-TeodenpuH
22. ConytaH PacTtBop 50 mn 1 donakoH
23. Cna3moBepanruH, TabneTkn 50 Tabn.
CnaamoBeparnrH-Heo
24. Opyrve Tabnetkn, nopowku u || 1ynakoBka
KOMBVHMPOBaHHbIE T.0.
neKapcTBEHHbIE
npenapaTbl, cogepxaime
adeapuHa
rmapoxsiopua,u
noanexaiye npegMeTHo-
KONMYEeCTBEHHOMY YYETY

(nyHKT B pepakumn, BBegeHHon B Aenctene ¢ 10 anpens 2011 roga npukasom

MuHsgpascoupassutuna Poccum ot 20 aHBaps 2011 roga N 13H

25.

KomBuHupoBaHHbIe
nekapcTBeHHble
npenapatbl, cogepxalme
nceesgoadheapuHa
rMapoxropua, "
noanexawme npegmeTHo-
KONMMYECTBEHHOMY YYeTY

Kancynbl, NOPOLLIKN,
cupon, TabneTky,
XVMOKOCTb  Ans  npuema
BHYTPb U T.4.

1 ynakoBska

(nyHKT B pepakumn, BBegeHHon B Aevicteue ¢ 10 anpens 2011 roga npukasom

MunsgpaBcoupassutua Poccum ot 20 aHeaps 2011 roga N 13H

26. KnodernvH Tabnetku 0,075 wr, 0,15 || 1 ynakoBka
Mr
27. MaxvkapnuHa MopoLuok 1,21

mapovioana
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28. AHabornmyeckue Tabnetku, pactBop Anst || 1 ynakoBka
FOPMOHbI: VHBEKUWIA U T.4.
MeTaHOpOCTEHOITOH,
OkcaHgporoH
Petabonun, HaHaponoH,
®deHobormn, CwunabonuH

n apyrve
29. KomBurHupoBaHHbIe Kancynbl, Tabnetky, || 1 ynakoBka
neKkapcTBEHHble cuvpon, KanneTsl U T.4.

npenapartbl, cogepxaiye
deHunnponaHonamnd, 1
noAnexatwe npeaMeTHo-
KONMYECTBEHHOMY YYeTY

(nyHKT B pepakumu, BBeaeHHon B Aevicteue ¢ 10 anpens 2011 roga npukasom
MuHsgpascoupassutuna Poccum ot 20 aHBaps 2011 roga N 13H

30. PeHobapbuTan Tabnetkn 50 mr, 100 mr 10-12
TabneTok
31. BeHzobapbuTan Tabnetku 50 mr, 100 mr 1 ynakoBka

(BeHsoHan, BeHsobamur)

32. MpumunpgoH (FekcamuawuH, || Tabnetkn 125 mr, 250 mr 1 ynakoBka
MuconuH)

33. Bytopdavon  (Ctagon, || PactBop ons uHbekumn 2 || 10 amnyn
Mopagon) mr/mn 1 mn

Mpumevanne:

Mpu BbINUCbIBAHUM  HApPKOTUYECKMX FEeKapCTBEHHbIX MNpenapaToB, He
NpegyCcMOTPEHHbIX  HAaCTOSLWWMM  MPUIIOKEHWEM, WX MpedenbHo  AonycTumoe
KONMMYECTBO ANA BbINUChIBAHUSI B OOQHOM peLenTe MOXeT B MATb pa3 NpeBbllaTh
pa3oByld 003y, YKa3aHHYI0 B WHCTPYKUMM MO MEOULMHCKOMY MPUMEHEHMI0
BbINWUCbIBAEMOrO JIeKapCTBEHHOrO npenapata (ab3ay B pefakuun, BBEOEHHOW B
nevicteue ¢ 10 anpens 2011 roga npukasom MuHaapascolpassutma Poccum ot 20
anBaps 2011 roga N 13H.

MpunoxeHune N 2. BaxHenlume peuenTypHble COKpalleHUsA

Mpunoxexue N 2

K IHCTpyKLMK 0 Nopsiike BbINUCHIBaHUSE
TleKapCTBEHHBIX MpenapaToB U 0hopMIIEHUS
peuenToB U TpeboBaHuWit-HaKnagHbIX

(rpudb B pegakuum,

BBegeHHon B Aevicteue ¢ 10 anpens 2011 roga
npukasom MuHsgpascoLpa3suTtus Poccum

o1 20 sHBapsa 2011 roga N 13H, -

CM. MpeablayLyo peaakLuio)

BarkHeiiLLme peLienTypHble COKpaLLeHNst
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CokpalLeHve MonHoe HanucaHwe MepeBop
aa ana o, NOpoBHY
ac.acid. acidum Kucrnora
amp. ampulla amnyna
aq. aqua BoAda
aq. destill. aqua destillata OUCTUNNMpoBaHHas Boaa
but. butyrum mMacro (TBepaoe)
comp., cps compositus (a, um) CIOXHbIV
D. Da (Detur, Dentur) Belgan (nycTe BblgaHo, NycTb
6yneT BblAaHO)
D.S. Da, Signa Bbigan, o603Havb
Detur, Signetur
MycTb oynet BblaHo,
0603Ha4eHo
D.t.d. Da (Dentur) tales || Boigan ([MycTe 6yayT BblaaHbl)
doses Takue [o3bl
Dil. dilutus pasBeaeHHbIN
div.in p.aeq. divide in partes || pasgenu Ha paBHble YacTu
aequales
extr. extractum AKCTPAKT, BbITSHKKA
f. fiat (fiant) MycTb obpasyetcs
(obpasytorcs)
qtt. qutta, guttae Kanns, Kkanmm
inf. infusum HacTown
in amp. in ampullis B amnynax
in tabl. in tab(u)lettis B TabneTkax
lin. linimentum xuakas masb
lig. liquor KMOKOCTb

m. pil.

massa pilularum

nunionbHaaA Macca




M. Misce, Misceatur CwmeLluar (MycTb 6ynet
CMELLaHO)

N. numero 4Yycrom

ol. oleum Macro (xugkoe)

past. pasta nacrta

Ppl. pilula nunons

p.aeq. partes aequales paBHble YacTu

ppt., praec. praecipitatus OcaxaeHHbINn

pulv. pulvis MopoLuok

qg.s. quantum satis Ckornbko notpebyetcs,
CKOMbKO Hago

r., rad. radix KOp€eHb

Rp. Recipe Bosbmu

Rep. Repete, Repetatur MoBTOpM (MycTb oynet
NOBTOPEHO)

rhiz. rhizoma KOPHEBULLE

S. Signa, Signetur O6o3Hayb  (Myctb  Gyger
0603Ha4eHo)

sem. semen cemst

simpl. simplex npocTow

sir. sirupus cupon

sol. solutio pacTteop

supp. suppositorium cBeva

tabl. tab(u)letta Tabnetka

t-ra, tinct. tinctura HacToVika

ung. unguentum Mas3sb

vitr. vitrum CKIsIHKa

MpunoxeHne N 3. AKT 06 yHNUYTOXEHUM TPpeOGoBaHUN-

HaKnagHbIX And nofny4vYeHusa HaAapKoTUY4eCKUX cpeactB u




NMCUXOTPONHbLIX BewecTB NO UCTEYeHNUN CPOKOB UX
XpaHeHus

Mpunoxerue N 3

K VIHCTpyKLMK O NopsiaKe BbINUCHIBaHUSE
JleKapCTBEHHBIX MpenapaToB U 0hopMIIeHNs
peuenToB u TpeboBaHuit-HaKnagHbIX,
YTBEPXXOEHHOWN NprKasom
MuHsgpascoupassuTus Poccum

oT 12 deBpana 2007 roga N 110

(B pepakumm,

BBeaeHHou B aevicteue ¢ 10 anpensa 2011 roga
npukaszom MvHsgpascoLpa3sutus Poccum
o1 20 sivBapsa 2011 rona N 13H, -

CM. MpeablayLyo peaakLmio)

AKT

06 yHn4TOXEHWUN TpeboBaHMi-HaKNagHbIX AN1S MOMyYeHns
HapKOTUYECKMX CPEACTB U NCUXOTPOMHbIX BELLECTB MO UCTEYEHNUM
CPOKOB WX XpaHeHns*

* AKT ocpopMIsieTcs eXEMECSIHHO.

" " 200 g N

Komuccus B coctaBe:

Mpencenarens

( morpkHoCcTb M @..0. nonHocTbH)

YUneHbl KoMUCCUU:

(momkHocTb M @.1.0. nonHocTbH0)

(momkHocTb 1 @.1.0. nonHocTbHo)

(gomkHocTb 1 @.1.0. NoNHOCTLIO)

npovssena " 200 r. u3bsATME W
" YHUYTOXEHVE B

(HaumeHoBaHve
opraHv3auum)

TpGGOBaHI/IVI-HaKJ'IaﬂHbIX ana nonyyeHunsa HapKOTU4YECKMUX  CcpencTs n
NCUXOTPONMHbIX BELECTB 3a

(mecsu, roa)
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N HavmeHoBaHue EgovHuua Homep wn pata || KonuuectBo
n/n neKapCTBEHHOMO M3MepeHs TpeboBaHusi- TpeboBaHui-
npenapara, HaknagHon HaKnaaHbIX
[03MpoBKa, BuUA
neKkapcTBEHHON
opMbl
1 2 3 4 5

WToro no AKTY YHUHTOXEHbI NyTEM CXXUraHUA Unn paspbiBa 1 NocreayrLiero

3amMauMBaHusi B pPacTBOpE XIIOPHOM W3BECTU
(Hy>xHOE noaYepKHYTb)

(kormyecTBO

TpeboBaHWNN-HaKNagHbIX.

Lmdpamm 1 NpPOnmCbIo)

I'Ipe,qcep,aTenb KOMUCCUK:

(noanwuch)

UneHbl kommccuu:

(noanwuchk)

(noanwuchb)

(nognwuchk)

MpunoxeHune N 4. AKT 06 yHUUYTOXEHUM TPEeOGOBaHUN-
HaKknagHbIX Ans NoNy4YeHUs UHbIX NeKapCTBEHHbIX
cpeacTB, noanexawmnx npeamMeTHO-KONIM4Ye CTBEHHOMY

y4yeTy, N0 UCTe4YeHUn CPOKOB UX xpaHeva*

Mpunoxexue N 4

K VIHCTpyKLMK O NopsiaKe BbINUCHIBaHUSE
JIeKapCTBEHHbIX NPenapaToB 1 oopMIIeHNs
peLenToB 1 TpeboBaHWUii-HaKNagHbIX

(rpuch B peaakuum,

BBeaeHHou B aevicteue ¢ 10 anpenst 2011 roga
npukasom MuHsgpascoLpassuTtuna Poccum

oT 20 sHBapsa 2011 roga N 13H, -

CM. peablayLyo peaakumto)

AKT

06 YHUYTOXEHUM TpeGOoBaHWU-HAKNaAHBIX ANst NOMNYYEHNUs UHbIX
NEKaPCTBEHHbIX CPEACTB, MOAMEXALYIX NPeaAMETHO-KOMMYECTBEHHOMY
y4eTy, Mo UCTEYEHWUN CPOKOB MX XpaHeHWs*


http://docs.cntd.ru/document/902258905
http://docs.cntd.ru/document/902273344

* AKT ochopmMrsieTCst eXXeMeCcsvHo.

or" " 200 r. N

Komwuccus B cocTtase:

Mpeaceparens

( momkHoCcTb 1 ©.1.0. NONHOCTLI0)

YUneHbl koMmccuu:

(mormkHoCTb M @..0. NnonHocTLIo)

(mormkHoCTb M @..0. NnonHocTLIO)

(mormkHoCcTb M @..0. nonHocTbIo)

npousserna " 200 r. u3bATME M
" YHUYTOXEHVE B

(HavmeHoBaHVe
opraHu3auum)

TpeboBaHWUi-HaKNaaHbIX AMs NOMyYeHUs! WHbIX FEeKapCTBEHHbIX CPEencTB,
noanexaimx

npegMeTHO-KOnnM4eCTBeHHOMY y4eTy
3a

(mecsu, rog)

B KOnu4ecTee LUTYK.

(umdppamu 1 nponuckHo)

Tpe6GoBaHUs-HaKNaAHbIE YHWUYTOXEHbI MYTEM CXWFAGHWsS WM paspbiBa U
NOCTEAYHIOLLEro 3aMaymBaH1s B paCTBOPE XIOPHOMN U3BECTM (HYXHOE NOAYEPKHYTh).



I'Ipe,qcep,aTenb KOMUCCUK:
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UrieHbl kKoMmccuu:
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(noanwuchb)

(nopnuce)

MpunoxeHue N 14. UHCcTpyKLMA O nopsiake
Ha3Ha4YeHUA U BbINUCbIBaHUA U3aenumn
MeAULMHCKOro Ha3Ha4YeHUsA n
cneuuanu3npoBaHHbIX NPOAYKTOB fle4ebHOro
nUTaHUsa ona aeteM-uHBanuaoB

Mpunoxexune N 14

(c nameHeHusimm Ha 20 sHBapst 2011 roga)

Mpunoxerue N 14 k HacToswemy npukasy ¢ 1 nona 2013 roga He NpUMeHseTCS
K  NpaBOOTHOLLEHWSIM, CBSI3aHHbIM C  Ha3Ha4yeHWeM U  BbiNWCbIBaHUEM
NeKapCTBEHHbIX MNpenapaTtoB W MEOWUUHCKMX W3Aernuin, - NyHKT 2 npukasa

MuHsgpasa Poccuu o1 26 deBpans 2013 roga N 94H.

1. WN3penus MeOMUMHCKOTO HasHa4eHust WM Crneuuanva3vpoBaHHble MPOAYKTbI
neyebHOro nUTaHua ANs OeTen-uHBanMaoB Ha3HavalTCA M BbINMUCLIBAOTCA B
pamMkax npeaoCTaBrieHUst OTAENbHbIM KaTeropusiM rpaxgaH rocyaapcTBEHHOM
coumanbHoOM nomouy B Buae Habopa couuanbHbIX ycnyr (MyHKT B pedakuuu,
BBegeHHon B geuncteue ¢ 10 anpensa 2011 roga npukasom MuH3gpaBcoLpa3BuTms
Poccuu o1 20 aHBapsa 2011 roga N 13H.

2. N3genvs MeguuUmMHCKOro Ha3HaYeHUss Ha3Ha4yarTCs M BbINUCHIBAOTCA Bpayamu
(dbenbaluepamm) MEOULIMHCKUX OpraHvM3auui, OKasblBaloLWX NEPBUYHYHO MELMUKO-
caHuTapHyto nomols (ab3ay B pegakuuv, BBedeHHon B gencteue ¢ 10 anpens
2011 roga npukazoMm Munagpascoupassutusi Poccumn ot 20 aHeapsa 2011 roga N
13H.

Creuvann3npoBaHHble NPoayKTbl nevyebHoro nuTaHus Ans OeTel-uHBanMaoB
HasHayalTCA BpavYaMu MEOULMHCKUX OpraHuM3auui, OKa3blBalLWMX MELUKO-
rEHETUYECKYK MOMOLLb, M BbIMUCLIBAKTCS BpadyaMy MEAWLUHCKUX OpraHu3auuim,
OKa3blBalOLWLWX MELVKO-TEHETUYECKY0 NMOMOLLp, UMM Bpayamu-cneumanictamu (B
cnyyae WX OTCYTCTBMS Nevalmm BpavyoM) MEAMLMHCKUX — OpraHv3auun,
OKa3blBalOLWLWX MEPBUYHYI0 MEAMKO-CaHWTapHylo nomowp (ab3ay B pegakuum,
BBegeHHomn B gencteue ¢ 10 anpensa 2011 roga npukasoMm MuH3gpaBcoLpasBuTms
Poccum o1 20 aHeapsa 2011 roga N 13H.

3. Peuentbl BbINMUCBIBAIOTCA Ha UW34eNUs MEOULMHCKOTO Ha3HayeHns u
cneynann3npoBaHHble MPOAYKThbI ne4yebGHOro nNUTaHus Ans OeTei-MHBanMaoB,
BKJTHOYEHHbIE B nepeyHn nsgenvin MegnUnHCKOro HasHa4YeHusA n
cneynannM3npoBaHHbIX NpPoOAYKTOB neyebHoro nuTaHus AN AeTer-UHBanMaos,
yTBEPXOaeMble B YCTaHOBJIEHHOM MopsaKe.

4. PeuenTbl BbINMUCbIBaOTCSA Ha peuenTypHbix 6naHkax dopmbl N 148-1/y-04(n) u N
148-1/y-06(11) B COOTBETCTBUN C TPEOOBaHUSIMK, NPeayCMOTPEHHbIMY pasaenamu |
n Il HCTpYKUMM O nopsadke BbINWCHIBAHUA JIEKapCTBEHHbIX MpenaparoB U
odopmneHusa peuentoB u TpeboBaHuii-HaknagHblx (mpunoxeHve N 13) (MyHKT B

pedakuun, BBegeHHon B pgenctene ¢ 10 anpensa 2011  roga mpukasom
MuHagpascoupassutua Poccum ot 20 aHeapst 2011 roga N 13H.
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5. MNpy BbINUCBIBAHUM XPOHUYECKM GOMbHBIM PELLENTOB Ha CnewmanM3npoBaHHbIe
NpoayKkTbl ie4ebHoro nuTaHus Ans AeTer-MHBarvgoB BpayaM paspellaeTcs
yCTaHaBnMBaTb CPOK OEWACTBUS peLienTta B npeernax 4o 04HOro roga.

Mpu BbINUCbIBaHUMM TakUX peLEenToB Bpay [OSbKeH cAenatb MNoMeTKY
"XpoHuyeckomy 6onbHOMY", ykazaTb CpOK OEWCTBUSI peuenta U Nepuogu4HOCTb
oTnycka CheuManM3vpoBaHHbIX MPOAYKTOB JieyebHOro nuTaHus Ans  aertei-
MHBaNMAoB 13 anTeYHOro yyYpexaeHus (opraHusaumn) (exeHenenbHo, eXXeMecsiHHO
M T.N.), 32aBEPUTb 3TO yKasaHWe CBOEN MOAMUCBLID U JIMYHOW Ne4vaTbio, a Takxke
nevatblo MegMUMHCKOW opraHusauum "Ons peuenTtoB" (ab3ay B pemakumu,
BBefeHHon B Aaevnicteme ¢ 10 anpensa 2011 roga npukasom MuH3apaBcoLpasBuTUs
Poccum o1 20 aHeapsa 2011 roga N 13H.

MpunoxeHune N 15. UHCTpyKUMA 0 nopsiake
XpaHeHUsA peuenTypHbIX 6N1aHKOB

Mpunoxexune N 15

(c nameHeHusimm Ha 20 sHBaps 2011 roga)

Mpunoxerune N 15 k HacTosiwemy npukasy ¢ 1 niona 2013 roga He NpuMeHseTCs
K NpPaBOOTHOLLEHWSM, CBSiI3aHHbIM C XpaHeHWeM peLenTypHbiX OnaHKoB Ha
NeKkapcTBEeHHble npenapatbl U MEAUUMHCKME UW3[enusi, - OyHKT 3 npukasa

MuHaapaBa Poccum ot 26 ceBpans 2013 roga N 94H.

1. MeguuvHCKMe opraHuM3auumn MofyyalT HeobxoAuMble peulenTypHble OrnaHku
yepe3 TeppuTOpuanbHble  OpraHbl  YMpPaBrieHWs  30PaBOOXPAHEHWEM  UIU
opraHv3auuuv, YMorHOMOYEHHbIe Ha 3TO OpraHamy WCMOMHWUTENbHOW BriacTu
cyb6bekToB Poccuiickon Pegepaumm (ab3al B pefakumv, BBEAEHHON B AelCTBUE C
10 anpens 2011 roga npukasom MuHagpaBcoupassutua Poccum ot 20 aHBaps
2011 roga N 13H.

3anac peuenTypHbIX OraHKOB B MEOWLMHCKUX OpraHuM3auusx He [OmKeH
npeBbllaTe  MOMYrogoBOM, a CcheuuanbHblX — PeuenTypHbiX OrnaHkoB  Ha
HapKOTUYecKkue cpeacTBa M MCUXOTPONHble BelecTBa Cnvcka Il - MecsiyHon
notpebHocTu (ab3ay, B pegakumm, BBeaeHHon B AencTteue ¢ 10 anpens 2011 roga
npukasom MuHsgpascotpassutua Poccum ot 20 aHeaps 2011 roga N 13H.

YacTHOMPaKTUKYHOLLME Bpain CamMOCTOSITENBLHO 3aKasbiBaloT GraHKky peLenToB
(3a wuvckmoveHuem cneumanbHblX peLenTypHbiX OraHKoB Ha HapkoTMYeckoe
CpeacTBO M MCMXOTPOMHOE BELLECTBO) C yKkaszaHUMeM Tunorpadckum crnocobom B
BEPXHEM NEBOM YTy agpeca Bpaya, Homepa, AaTbl U Cpoka AeVCTBUSA NULEH3NN,
HaUMEHOBaHWS OpraHa rocy4apCTBEHHOW BnacTW, BblAABLUETO  [LOKYMEHT,
noaTBEPXKAALLMIA HArMYUe NNLLEH3NN.

2. B Kaxgoi MeauMUMHCKOW opraHv3auuy npuka3oM PYKOBOAMUTENS HasHayaeTcs
L0, OTBETCTBEHHOE 3a MOJSyYEHWE, XPaHEHWE, YY4eT U BblAavy BCEX BUOOB
peuenTypHbIX BnaHKoB (NMyHKT B pegakuuv, BBeAeHHon B fevicteve ¢ 10 anpens

2011 ropa npukazom MunagpaBscoupassutusi Poccum ot 20 aHeapsa 2011 roga N
13H.

3. PeulenTypHble 6naHKu AOMmkHbI XPaHUTbLCS OTBETCTBEHHBIM NULLOM NOA 3aMKOM B
MeTanmyeckom LWkadpy (cendpe) unm MeTanmMyeckoMm supke, a cneumanbHble
peuenTypHble BrnaHKM Ha HapKOTUYECKOe CPeaCcTBO U MCUXOTPOMHOE BELLUECTBO - B
cende.

YacTHOMPaKTUKYyIOWLMIA Bpad [OOMKEH XpaHUTb peuenTypHble OraHku nog
3aMKOM B MeTanMyeckom Lukadpy (cende) nnm supke.

4. YyeT peLenTypHbIX OnaHKoB No BMAaM BEAETCH B XypHanax, MPOHYMepOBaHHbIX,
NPOLLHYPOBAHHBLIX W  CKPEMMeHHbIX MOAMUCHID  PYKOBOAUTENS U MnevaTbio
MeOMLMHCKOW OpraHu3aLmnn no yctaHoBneHHbIM copmam (opunoxenmna N 10 n N
11) (NyHKT B pegakuum, BBeAeHHoM B aevicteue ¢ 15 aekabps 2009 roga npukasom
MunsgpaBcoupassutua Poccum o1 25 ceHtabps 2009 rooa N 794H; B pegakuum,
BBegeHHon B gencteue ¢ 10 anpensa 2011 roga npukasoMm MuH3gpaBcoLpasBuTms
Poccuu o1 20 aHBapsa 2011 roga N 13H.

5. TlocTosHHO peWcTBylOWAS KOMWUCCUS, co3faBaemas B MELULMHCKON
opraHv3auum, NpoBepPsIET COCTOSIHWE XpaHeHUsi, ydeTa, (hakTUYeCKoe Hanuuve u
pacxof cneuuanbHblX PeLenTypHbIX OnaHKoOB Ha HapKOTUYECKOoe CPeAcTBO U
NCUXOTPOMHOE BELUECTBO OAWMH pa3 B Mecsil U ApYrMX peuenTypHblX GraHkoB -
oavH pas B kBapTan (ab3ay B pegakumn, BBegeHHow B aevicteme ¢ 10 anpens 2011
roga npukazom MuHsgpascoupassutmsa Poccum ot 20 aHBapsa 2011 rona N 13H.

B cnyyae HecoBnageHus KHWXKHOMO oOcTaTka peLenTypHbiXx OnaHkoB C
PaKTUYECKUM HaNM4YMEM NULLO, OTBETCTBEHHOE 3a MONyYeHue, XpaHeHUe, y4eT U
BblJayy peuenTypHbiXx OnaHKoB, HeceT OTBETCTBEHHOCTb, NPedyCMOTPEHHYHO
3akoHofaTenscTBoM Poccurickon Penepaumm.
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6. OpraHbl ynpaBreHus 3gpaBooxpaHeHnem cyobekToB Poccuiickon ®epepauum
npu obcrnefoBaHUM MeaULMHCKMX OpraHU3aLuin KOHTPOIMPYIOT UCMOMb30BaHMe U
obecneyeHrne CoxpaHHOCTM peLlenTypHbIX BriaHkoB (MyHKT B pedakuum, BBeAEHHON
B Aevicteue ¢ 10 anpensa 2011 roga npukasom MuHsgpascoupassutus Poccum ot
20 aneapsa 2011 roga N 13H.

7. PeuenTypHble 6riaHku B KONMYecTBe 2-HeaernbHoi MoTpeGHOCTM BbligaloTcs
MENLIMHCKMM PabOoTHMKaM, WMEIOWM TMpaBoO  BbIMUCLIBAHWS peLenToB, Mo
pacnopsiKeHMIo rMaBHOTO Bpada Unv ero 3amecTuTens.

8. Jlevaliemy Bpady paspeLuaeTcs BblaaBaTb €AMHOBPEMEHHO He Gonee aecsitu
cneuuanbHbIX  peuenTypHbIXx  OraHKkoB Ha  HapKOTMYeckoe CpeAcTBO U
MCUXOTPOMHOE  BELECTBO  YCTaHOBMEHHOro obpasua Ans  BbINWUCbIBaHWS
HapKOTUYECKMX CPEACTB M NCUXOTPONHbIX BellecTs Cnumcka |l.

9. ﬂonyquHble peuenTtypHble 6naHKyn MeguLMHCKME paﬁOTHVIKVI OOJDKHbI XPaHUTb B
nomelLLeHMsIX, 0becneunBaoLLyX UxX COXPaHHOCTb.

Pemakumsa OOKYyMEHTa C y4eTOM
V3MEHEeHUM U HOOINOJIHEHMM NOAT'OTOBJIEHA
AO "Komexc"
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