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MWHUCTEPCTBO 3[1IPABOOXPAHEHUA U COLIMATIBHOIO PA3BUTUA
POCCUUCKOW ®EOEPALIUA

NMPUKA3
OT 12 ®EBPAIA 2007 FOOA N 110

O NOPAAKE HA3HAYEHUSA U BbIMUCbIBAHUA NEKAPCTBEHHbIX NPEMNAPATOB, U3OENUIA
MEOULUMUHCKOIO HASHAYEHUA U CNELUNATIM3NPOBAHHBLIX MPOOYKTOB JIEYEBHOIO NMUTAHUSA *

(c n3ameHeHuaAMM Ha 24 Hoabpa 2021 roga)

NHdbopmauusi 06 M3MeHSIIOLMX JOKYMEHTaXx

,D,OKyMeHT C NBMEHEHNAMUN, BHECEHHbIMU!

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

npukasom MuHsapascolpassuTus Poccum ot 25 ceHtabpsa 2009 rona N 794H (Poccuiickas raseta, N 232, 04.12.2009);

npukasom MuHsapascoupassutuns Poccum ot 20 auBapa 2011 roaa N 13H (Poccuiickas raseta, N 66, 30.03.2011);

npukasom MwuHsapasa Poccum ot 1 asrycta 2012 roaa N 54H (Poccuinckasa rasetra, N 192, 22.08.2012) (M3meHeHus
BcTynunu B cuny ¢ 1 uiona 2013 roga);

npukaszom MuHaapaea Poccum ot 26 dheBpans 2013 rona N 94+ (Poccuiickas raseta, N 142, 03.07.2013) (scTynun B cuny
¢ 1 niona 2013 roga);

npukasom MwuHsapasa Poccum ot 24 Hosabpa 2021 roga N 1094H (OdpmumanbHbIn MHTEPHET-NopTan npasBoBoOn
uHcopmaumm www.pravo.gov.ru, 30.11.2021, N 0001202111300115) (sctynun B cuny ¢ 1 mapta 2022 roga u geunctsyeT o 1
mapta 2028 roga).

* HaumeHoBaHue B pegakuun, BBegeHHon B gencteume ¢ 10 anpensa 2011 roga npukasom MuH3apaBcoLpassutmna Poccum
o1 20 auBaps 2011 roga N 13H. - CM. NpeabiayLlyo pegakumio.

B cootBetrcTBUM cO cTathben 6.2. PenepanbHoro 3akoHa ot 17 wmona 1999 ropa N 178-03 "O rocyaapcTBEHHON
coumansHon nomown" (CobpaHune sakoHogatenbctBa Poccuickon depepaumm, 1999, N 29, c1.3699; 2004, N 35, c1.3607;
2006, N 48, c1.4945; 2007, N 43, c1.5084; 2008, N 9, c1.817; N 29, c1.3410; N 52, c1.6224; 2009, N 18, c1.2152; N 30, cT1.3739;
N 52, c1.6417; 2010, N 50, c1.6603) 1 B uensax obecnedeHus rpaxgaH, B TOM 4YUCME MMEKOLWMX MPaBO Ha MonyyeHune
rocygapCcTBEHHON coumMarnbHOM MoMOoLWM, No peuentam Bpada (denbawepa) HeodXxoauMbIMU NIEKAPCTBEHHBIMU NpenapaTamu,
M3gennsMn MegUUMHCKOrO HasHavyeHUst U Cneumanm3MpoBaHHbIMU NPOAyKTaMm Ne4ebHOro nutaHusa gnsi AeTen-MHBanugoBs
(npeambyna B pepakumu, BeegeHHon B gencteue ¢ 10 anpens 2011 roga npukasom MuH3sapascolpassutusa Poccum ot 20
anBaps 2011 rona N 13H, - cM. NpegpiayLLyo peaakumio),

npuKasbiBato:
1. YTBEpauTh:

1.1. ®opmy "CneumanbHbii peuenTypHbI OnaHk Ha HapKOTUYEeCKOEe CPEACTBO M MCUMXOTPOMHOE BeLLecTBO" COrMacHo
npunoxexno N 1;
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1.2. VIHCTpyKUMIO MO 3anonHeHuo dopMbl "CneumanbHbii peLenTypHbii OnaHk Ha HapKOTMYECKOEe CPEeACTBO W
NCMXOTPOMHOE BeLecTBO" cornacHo npunoxexHnto N 2;

1.3. ®opmy N 148-1/y-88 "PeuenTypHbit BnaHk" cornacHo npunoxexuo N 3;

1.4. UncTtpykumio no 3anonHeHuo dopmel N 148-1/y-88 "PeuenTypHbin 6rnaHk" cornacHo npunoxexunio N 4;

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

1.6. NHcTpykumto no 3anonHeHuto popmbl N 107-1/y "PeuenTypHbin Gnank" cornacHo npunoxenuto N 6;
1.7. dopmy N 148-1/y-04(n) "Peuent" cornacHo npunoxexuto N 7;

1.8. dopmy N 148-1/y-06(n) "Peuent" cornacHo npunoxexuto N 8;

1.9. VHcTpykumio no 3anonHeHunto ¢dopmbl N 148-1/y-06 (n) "Peuent” n dopmbl N 148-1/y-06 (n) "Peuent" cornacHo
npunoxexuto N 9;

1.10. ®opmy N 305-1/y "KypHan ydyeta B MeOuMUMHCKMX opraHm3auusax copmbl N 148-1/y-88 "PeuenTypHbii GnaHk",
dopmbl N 148-1/y-04(n) "Peuent”, cdopmbl N 148-1/y-06 (n) "Peuent”, cdopmbl "CrneuunaneHbiii peuenTypHbIi BnaHk Ha
HapKOTU4eCcKkoe CpeaCcTBO 1 MCUXOTPOMNHOE BellecTBo" cornacHo npunoxeHuio N 10 (MyHKT B pedakuuun, BBeAEHHOW B AelcTere
¢ 10 anpena 2011 roga npukaszoMm MuHsapascoLlpassutua Poccun ot 20 gueapsa 2011 roga N 13H, - cM. OpeablayLuyio
peaakumio);

1.11. ®opmy N 306-1/y ")KypHan yyeta B MeauUMHCKMX opraHusaumsx dopmel N 107-1/y "PeuenTypHbii 6rnaHk" cornacHo
npunoxennto N 11 (NyHKT B pegakuuun, BeegeHHon B gencteme ¢ 10 anpena 2011 roga npukasom MwuH3apaBcoLpa3BUTUA
Poccuun ot 20 aneapsa 2011 rona N 13H, - cM. IpeablayLLY0 peaakumio);

1.12. IHCTpYyKLMIO O nopsiaKke HasHadeHUst NeKapCTBEHHbIX NpenapaToB cornacHo npunoxenuto N 12 (MyHKT B pegakumm,
BBeaeHHom B fgencteune ¢ 10 anpens 2011 roga npukasom MuHsgpascoupassutua Poccum ot 20 aHeapa 2011 roga N 13H, - cwm.
npeablayLLyio peaakLuio);

1.13. VHCTPyKUMIO O MOpsigKe BbIMUCbIBAHUS JFIEKAapPCTBEHHBLIX MpenapatoB M 0OpPMIIEHUS peuenToB U TpeboBaHWi-
HaknagHblx cornacHo npunoxenuto N 13 (nyHKT B pegakumn, BBegeHHon B genctene ¢ 10 anpens 2011 roga npukasom
MuHsapaBcoupassuTtus Poccum ot 20 auBapa 2011 roaa N 13H, - cM. NpeabiayLLyo peaakLuio);

1.14. VIHCTpyKUMIO O nopsigke Ha3HayYeHUs 1 BbINUCbIBAHUS U3AEeNvMi MeQULUHCKOrO Ha3Ha4YeHus 1 cneumanm3anpoBaHHbIX
NpoayKTOB NeyebHOoro NuTaHusa Ans AeTer-nHBanMaoB cornacHo npunoxenuto N 14;

1.15. NIHCTpyKUMIO O NnopsiaKe XpaHeHUs! peuenTypHbIX 6naHkoB cornacHo npunoxexuto N 15.

2. depepanbHon cnyxbe No Haasopy B cdepe 34paBOOXPAHEHUS] U COLMAnbHOrO pas3BuUTUS 00ecnevnTb KOHTPOMb 3a
cobnogeHneM nopsigka HasHaudeHusl, BbINMUCbIBAHMS NEKApPCTBEHHLIX MpenapaTtoB, W3Aenvin MeAMUMHCKOro HasHadeHust 1
crneunanmanpoBaHHbIX NPOAYKTOB Nle4ebHOro NuTaHusa ansa aeten-uHeanuaoB (NyHKT B pedakuun, BBegeHHon B aencreune ¢ 10
anpens 2011 roga npukaszom MuHagpascoLipa3sutus Poccum ot 20 aHBapa 2011 roga N 13H, - cM. OpeAbIayLL Y0 peaakLnto).

3. MpunsHaTh yTpaTMBLWINMKN CUNY:

npuka3 MuHucTepcTBa 3apaBooxpaHeHns Poccunckon depepaumm ot 23 asrycta 1999 roga N 328 "O pauuvoHanbHoMm
HasHa4YeHWM NeKapCTBEHHbIX CPeaCTB, MpaBuiax BbINWCbIBAHUA PELEenTOB Ha HWX W MOPSAKe WX OoTnycka anTedHbiMu
yypexaeHuamu (opranusauuamu)’ (3apeructpmposaH MuHuctepctBoM toctuummn Poccuiickon ®epepaumm 21 oktabps 1999
roga N 1944);

npukas MuHucTepcTBa 3apaBooxpaHeHns Poccuiickon Pepepauum ot 9 aHeapsa 2001 rona N 3 "O BHECEHWUM U3MEHEHWUI U
nononHenun B npukas MuHsapaBa Poccum ot 23.08.99 N 328 "O paumoHanbHOM HasHa4YeHUW NEKAPCTBEHHbLIX CPEACTB,
NpaBunax BbIMNWCbIBAHWS PELIENTOB HA HUX W MNOpsAKe WX  OTnycka anTeYHbIMWU yupexaeHuamu (opraHusauuamu)”
(3apeructpupoBaH MuHuctepcTBom toctuuum Poccuinckorn ®eaepaunn 23 sHeapsa 2001 roaa N 2543);
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npukas MuHuctepctea 3apasooxpaHennsa Poccuiickor Peaepauum ot 16 maa 2003 rona N 206 "O BHeCeHUM M3MEHEHWIA 1
JononHeHun B npukad MwuHsapaBa Poccumn ot 23.08.99 N 328" (3apeructpupoBaH MuHucTepcTBoM tocTuuum Poccuiickomn
depepauun 5 noHs 2003 roga N 4641);

npuka3d MuHucTepcTBa 3apaBooxpaHeHus Poccuiickon ®depepaumm ot 19 gekabps 2003 roga N 608 "O BHeceHum
n3ameHeHu B npukas Munsgpasa Poccum ot 23.08.99 N 328" (3apeructpupoBaH MuHucTepcTtBoM toctuumm Poccuinckon
depepauunn 21 auBaps 2004 roga N 5441);

npukas MWHUCTEPCTBA 30paBOOXPaHEHUsS U colmanbHoro passutusa Poccuinckon Pepepaumm ot 22 Hoabpsa 2004 rona N
257 "O BHeceHun aononHeHun B npukas MuHsapaea Poccum ot 23 aBrycta 1999 roga N 328 "O pavuuoHanbHOM HasHaYeHuu
NIEKAPCTBEHHbIX CPEACTB, MpaBuiax BbINMUCLIBAHUA PELIENTOB HAa HWUX W MOPSAKE WX OTNycKa anTEeYHbIMU YYpeXaeHUsMu

npuka3 MuHUCTEPCTBA 30paBOOXPaHEHUS N COLIManbHOro pa3sutus Poccuiickon Penepauun ot 16 mapta 2005 ropa N
216 "O BHeceHun n3MeHeHunsa B Npukas MUHUCTEpPCTBA 34paBooxpaHeHunsa Poccunckon Penepaumm ot 23 aBrycta 1999 roga N
328 "O paunoHanbHOM Has3HaYeHUW NEKAPCTBEHHbLIX CRPEACTB, NPaBuiax BbINUCHIBAHWSA PELEenTOB Ha HUX W NOPSAKe UX
OTMyCKa anTeYHbIMK yupexaeHuamu (opraHusauvamu)” (3apermctpmpoBaH MuHucTepcTBomM tocTuuumn Poccuiickon depepaumm
8 anpens 2005 roga N 6490);

npvka3 MuHucTepcTBa 3gpaBooxpaHeHus U coumanbHoro passutusa Poccuinckon ®epepaumm ot 29 anpenda 2005 roga N
313 "O BHeCeHUM M3MeHeHUn B NHCTPYKUMIO O Nopsake HasHavyeHUs NeKapCTBEHHbIX CPeAcCTB U BbINMUCbIBAHUSA peLenToB Ha
HUX, YTBEPXOEHHYIO npuka3om MuHucTepcTBa 3gpaBooxpaHeHus Poccuiickon ®enepaumm ot 23 asrycta 1999 roga N 328"
(3apeructpuposaH MuHuctepcTeom toctuumm Poccunckon ®epepaumm 20 masa 2005 roga N 6607);

OYyHKT 2 npukasza MuHUCTEepCTBa 34paBOOXPaHEHUa 1 couunanbHoro passutua Poccuiickon Pepepaummn ot 14 aekabps
2005 roga N 785 "O nopsaake oTnycka nekapcTBeHHbIX cpeacts” (3apermctpupoBaH MuHucCTepcTBOM tocTUUMKM Poccuinckon
depepauunn 16 sHeaps 2006 roga N 7353);

npuka3s MMHNCTEPCTBA 3ApaBOOXPaHEHNS N coumanbHoro passutus Poccurickon Penepaumm ot 13 nrona 2006 rona N 476
"O BHECEHUN U3MeHeHWI B Npukas MnHMcTepcTBa 3apaBooxpaHenns Poccuinckon ®enepaumm ot 23 asrycta 1999 rona N 328
"O_pauuoHanbHOM HasHaYeHWUM NeKapCTBEHHbIX CREACTB, NPaBwWiax BbINMCbIBAHWSA PELENTOB HAa HUX M MOpsaKe MX oThycka
anTevHbIMY YYpeXaeHnsaMu (opradusaumamu)” (3apermctpupoaH MuHnctepcteom toctuuum Poccuiickon ®epgepaumm 13 mions
2006 roga N 8044);

npvkas MuHucTepcTBa 34paBoOXpaHeHUs u coumansHoro passutnsa Poccuinckon ®egepaumm ot 17 pespana 2006 roga N
97 "O nopsioke BbIMUCbIBAHWS PELIENTOB HAa NEKapCTBEHHbIE CPEACTBA OTAEMbHLIM KaTeropmsiM rpaxkaaH, UMeLmuX npaBo Ha
noryyeHve rocygapCTBEHHON COLMAnbHOM NOMOLLY, B pamMKax peanusauum SOMNOMHUTENBHOTO NekapcTBEHHOro obecnevyeHns"
(3apervctpupoBaH MuHuctepcTBoMm toctuuumn Poccuinckon ®enepaunm 6 mapta 2006 roga N 7561).

Bpuo MuHucTtpa
B.Ctapoay6os

3aperncrtpmpoBaHo

B MUHMCTEpCTBE IOCTULMM
Poccuickon denepaumm
27 anpens 2007 roga,
perncTpaumoHHbin N 9364

NMpunoxeHne N 1

®OPMA
CNEUMAIBHOIO PELENTYPHOI'O BJITAHKA HA HAPKOTUYECKOE
CPEACTBO U NCUXOTPOINMHOE BEWECTBO

YTtpatuna cuny ¢ 1 uiona 2013 roga -
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npuka3 Munaapasa Poccum o1 1 aBrycta 2012 rona N 54H. -
Cwm. npeaplayLLyo peaakumo

NMpunoxeHune N 2

MHCTPYKLIUA
MO 3ANONHEHUIO ®OPMbI "CMNELIMATIbHbIW PELIENTYPHbIA BNAHK
HA HAPKOTUYECKOE CPENCTBO U NMNCUXOTPOIMHOE BEWECTBO"

(c nsmeHeHusamn Ha 20 aHBapst 2011 roga)

YTtpatuna cuny ¢ 1 uiona 2013 roga -
npukas MunHsapasa Poccum ot 1 aerycta 2012 roga N 54H. -
Cm. DpeaplayLLyo peaakuumo

MpunoxexHne N 3

K npukasy MuHsgpascoupa3Butus Poccumn

ot 12 ¢peBpansa 2007 roga N 110

. . (B pegakumm,
BBeaeHHou B geucteue ¢ 10 anpensa 2011 ropa
npukasom MuH3apaBcoupa3BuTua Poccun

ot 20 aHBapsa 2011 ronga N 13H, -

CM. NpeAbiayLWYyo peaakuuo)

Mpunoxexue N 3 ytpatuno cuny ¢ 1 uonga 2013 roga -
npukas MuHsapaBsa Poccuu o1 26 dheBpansa 2013 roaa N 94H. -
Cm. npeablayuyo peaakumio

NMpunoxeHune N 4
K npuka3y MuHsgpascoupa3Butusa Poccumn
12 cBeBpanﬂ 2007 roga N 110

MHCTPYKLIUA
Mo 3AMNONIHEHUIO ®OPMbI N 148-1/Y-88 "PELIENTYPHbIW BIAHK"

(c nsmeHeHuamn Ha 20 aHBapsi 2011 roga)

YTtpatuna cuny ¢ 1 miona 2013 roga -
npukas MuHsapaBsa Poccuu o1 26 dyeBpana 2013 roaa N 94H. -
Cm. npeaplayLLyo peaakuumo

MpunoxeHne N 5

. . (B pegakuumn,
BBeaeHHou B geucteue ¢ 10 anpensa 2011 ropa
npukasom MuH3sapaBcoLpa3BuTua Poccum

ot 20 auBapsa 2011 rona N 13H, -

CM. NpeAbIayLWYo peaakuuo)

Mpunoxexue N 5 ytpatuno cuny ¢ 1 uonga 2013 roga -
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npuka3 Munaapasa Poccum o1 26 cheBpanga 2013 rona N 94H. -
Cm. npeaplayLLyo peaakuumo

MpunoxeHune N 6

MHCTPYKLIUA 5
Nno 3AMNONMHEHUIO ®OPMbI N 107-1/Y "PELIENTYPHbIN BJIAHK"

(c nsmeHeHuamn Ha 20 aHeapsi 2011 roga)

YTtpatuna cuny ¢ 1 uiona 2013 roga -
npuka3 MuHaapaBa Poccuu o1 26 dheBpansa 2013 rona N 94H. -

Cwm. npeablaywyo peaakLmio

MpunoxeHnne N 7 Kk HacTosiwemy npukasdy ¢ 1 mona 2013 roga He NPUMEHSIETCA K NPaBOOTHOLUEHMAM, CBA3AHHLIM C
Ha3Ha4YeHWEeM U BbINUCbIBAHWEM NEKAPCTBEHHLIX NpenapaToB U MeAULMHCKMX U3AENui, - NyHKT 2 npukasa Muxsapasa Poccuu
0T 26 dheBpansa 2013 rona N 94H.

Mpunoxexne N 7

(B pemakumm,

BBegeHHou B genctaune ¢ 10 anpensa 2011 roga
npukasom MuH3gpascoLlpassutug Poccum

ot 20 anBapsa 2011 rona N 13H, -

CM. NREAbIAYLLYI0 PEAAKLINIO)

MuHUCTEPCTBO 30paBOOXpPaAHEHUS
1 coLMarnbHOro pasBuTus
Poccuickon ®eneparmm
YTBEPXOEHA
npukasoMm MuHuctepcTea
3paBOOXPAHEHNS N COLMANBHOIO
passuTtusa Poccuickon degepaumm
oT 12 cbeBpana 2007 roga N 110

LWramn
Kon meguumHckon
opraHu3aumm
L [ [T 1 | | [ | | Kon dopmbi no OKY/} 3108805
®opma N 148-1/y-04(n)
Koa kateropum Kon, Ho3onornyeckon McTouHuk % onnartbl: Kon nekapctBeHHOro npenaparta
rpaxxgaH dopwmbl (mo MKB-10) dhrHaHCMpPOBaHUS: (nog4epkHyTb) (3anomnHsieTcs B anTeke)
(nopguepkHyTb)
1. degepanbHbIn 1. BecnnatHo
2. Cybbekt PO
s [s s [L L JL J. [L |3 Mynmumnambhsin | 2.50%
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PELIENT Cepus N Oata BbinMcky: | | || | | 200 r

®.1.0. nauneHTa Hata poxgeHus | | | | | | | | | | |

CHUNC

N
CTPaxoBoro
MeauLnH-
cKoro
nonuca
OMC:

Agpec v N MeAMUMHCKON KapTbl ambynaTopHOro naumneHTa
(nctopun passutua pebeHka)

®.1N.0. Bpava
Py6 Kon Rp:
............ Dot
............ SIgNA: e
(kog Bpada, enballepa) M.IM.
Mognuck n nnyHas neyatb Bpaya (denbglepa)
PeuenTt gencteuteneH B TedeHne 1 mecsua , 3 MecsaueB (HEHY)XXHOE 3a4epKHYTb)
--------------------- (3anonHsieTca cneumManucToM anTevyHowm opraHu3awmm)
OTnyLleHo no peLenty: ToproBoe HaumeHoBaHue
1 0O3UpOBKa:
[Hata otnycka: " " 200 r. KonunyecTBo:
MpuroTosun: Mposepun: OTnyctun:
(NUHMS oTpbIBa)

KopeLwuok peLenTypHoro 6naHka Cnocob

NpUMEHeHMS:
HavmeHoBaHve
neKkapCTBEHHOrO nNpenapara: MpooomKMTENBHOCTD OHen

Konunyectso

npvemoB B

O€EHb: pa3
[osupoeka: Ha 1 npuewm: en.
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CTtpanuua 7

MpunoxeHne N 8 k HacTosiwemy npukasdy ¢ 1 mona 2013 roga He NPUMEHSIETCA K NMPaBOOTHOLUEHMAM, CBA3AHHLIM C
HasHa4YeHEeM U BbINUCbIBAHWEM NEKAPCTBEHHBIX NpenapaToB U MeAULMHCKUX U3AENui, - NyHKT 2 npukasa Munsapasa Poccuu
0T 26 dheBpansa 2013 rona N 94H.

MpunoxeHue N 8

(B pemakumm,

BBeaeHHou B gencteune ¢ 10 anpensa 2011 roga
npukasom MuH3gpascoLpassutuga Poccum

ot 20 aneapsa 2011 rona N 13H, -

CM. IREABIAYLLYIO peAaKLuio)

MVIHI/ICTepCTBO 3A4paBOOXpaHeHunA
n coumnanbHOro pa3smnTnA

Poccuiickon ®epepaumm MECTO OJ1A WTPUX-KOOA

YTBEP>XOEHA

npuvkaszom MuHmncTepcTea
34paBOOXPaHEHMNS U

couuanbHoro pa3sutusa Poccuiickon
depepaunn

oT 12 deBpansa 2007 roga N 110

MenuumnHcKkas opraHusaums

WTamn
Kog OI'PH

Kog dopmbl no OKY[ 3108805
®opma N 148-1/y-06(n)

Kog kateropun Kog Hosonornyeckon goopmbl (MO | VICTOYHMK % onnatbl U3 Peuent
rpaxnaH MKB-10) doMHaHCUpOBaHUS: NCTOYHMKA JeNCTBUTENEH B
1) dhepepanbHbiii h1HaHCMPOBaHUS: TeyeHne 1
Gromxet 1) 100% mecsua
2) Gropxet 2) 50%
cybobekTa (Hy>xHOE
Poccuickon noaYepKHyTb)
denepaumu
3) MyHUUMNanbsHbINA
Oromxet
(Hy>xHOE
NoaYEepPKHYTb)
PELIENT Cepus N oo [ [ . [ ] | [ | |
©.1.0. naupeHTa
[ata CHWNc
s ||| LD L™ LD
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N cTtpaxoBoro
MELMLUMHCKOro
nonuca

N meguumHckon kapTbl ambynaTopHoro 60nbHOro (MCcTopus pas3suTus pebdeHka)
®.1.0. Bpaya (henbawepa)

Kopg Bpava (3anonHsieTcs cneumanmMcTom
(dbenbawepa) anTeyHoro yypexaeHus)
BbinucaHo:
OTnyweHo no peuenTy:
Rp:
[ara
oTnycka
Kog nekapcTeeHHOro
npenapara
D.td. Toprosoe
HauMeHoBaHWe
Hosnposka
Konunyectso
eavHuL,
Signa KonuyecTso
Moanuck Bpaya (cbenbaliepa) Ha obuyto
CyMMy
M NMU4YHas neyatb Bpava (penbawepa)
M.IM.

Peuent gencreuteneH B TedeHne 1 mecaua , 3 MecsiLeB (HEHY)XHOE 3a4epPKHYTh)

(NUHMS oTpbIBA)

Kopewok PELIEMTA  Cepus N oT

Cnoco6

NPUMEHeHNS:

MpoOomKMTENbHOCTD OHen HaumeHoBaHWe nekapCTBEHHOIO
npenapara:

KonnyecTBo npnemoB B AeHb pa3

Ha 1 npuem en. Josnposka:

NMpunoxeHne N 9

MHCTPYKLIUA
Mo 3AMOJNIHEHUIO ®OPMbI N 148-1/Y-04(11) "PELIENT"
N ©OPMbI N 148-1/Y-06(11) "PELIENT"

(c nameHeHmamm Ha 20 aHBaps 2011 roga)
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MpunoxeHne N 9 k HacToswemy npukady ¢ 1 mona 2013 roga He NPUMEHSAETCA K NPaBOOTHOLUEHUAM, CBA3aHHbIM C
Ha3Ha4YeHMEM UM BbINMUCbIBAHWMEM JTIEKAPCTBEHHbIX NPenapaTtoB N MEANLNHCKUX U3Oenun, - NyHKT 2 npukasa MuHsapasa Poccun
oT1 26 dheBpanga 2013 rona N 94H.

1. B BepxHeM nesom yrny dopmbl N 148-1/y-04(n)_"Peuent" n dhopmbl N 148-1/y-06(n)_"Peuent” (oanee - peuenTypHbIi
6naHK) NpocTaBnsieTcs LTamn MeQULMHCKON opraHu3auuy C ykasaHWeM ee HauMeHOBaHusl, afapeca, TenedoHa, a Takke
yKasblBaeTcsa kop rnedebHo-npodunakTnyeckoro yupexaeHus (absau B pegakumm, BBegeHHonm B gencteme ¢ 10 anpensa 2011
roga npukasom MuHagpascoupassutus Poccum ot 20 aHBapsa 2011 roga N 13H, - cM. NpeabIoYLLYI0 penakLnto).

B BepxHen Yactn chopmbl N 148-1/y-06(n)_ "Peuient” 0603Ha4eHO MECTO Afsl HAHECEHUS ITPUX-Koaa.

2. OdhopmnieHne peuenTypHoro bnaHka BKIOYaeT B cebs LMdpOBOe KOAMPOBAHME U 3anonHeHne bnaHka.
3. LndpoBoe koampoBaHue peLienTypHOro bnaHka ocyLLEeCTBSIETCS MO CrieayoLLen cxeme:
NPy M3rOTOBMEHMM PEeLEenTYpHbIX GrNaHKOB nevaTtalTcs KOA MEAMLMHCKOM opraHusauum B cooTBeTCTBUM C OCHOBHbIM

rocyAapCTBEHHbIM perucTpaumoHHeiM HomepoM (OPH) (ab3au B pepakuun, BBegeHHow B gencteue ¢ 10 anpensa 2011 ropa
npukaszom MuHsapascoupassutua Poceun ot 20 aHesapsa 2011 rona N 13H, - cM. NpeablayLyo peaakumio);

Bpad (penbalep) Ha amBynaTtopHOM NpUeme BHOCUT KOA KaTeropuu rpaxgaH (SSS), nmerowmux npaso Ha exemMecsdHyo
OEHEXHY0 BbINnaTy U obecnevyeHne rnekapCTBEHHLIMWU NpenapataMmuM B COOTBETCTBMM CO cTaTtbamu 6.1 u 6.7 PenepansbHoro
3akoHa ot 17 wona 1999 rona N 178-9®3 "O rocyaapcreeHHoW coumanbHon nomown” (CobpaHue 3akoHodaTenscTsa
Poccunckon degepauun, 1999, N 29, c1.3699; 2005, N 1, c1.25; 2006, N 48, c1.4945) n kog Hosonoruveckon cpopmbl (LLLLL)
no MKB-10 nytem 3aHeceHus Kaxgon umdpbl B MyCTble AYENKM, TOYKa MPOCTaBMSETCA B OTAENbHOM sidenke (ab3al B
penakumu, BeBegeHHon B aencteme ¢ 10 anpensa 2011 roga npukasom MuHsapascoupassutusa Poccum ot 20 aHeaps 2011 roga
N 13H, - cM. NpeabIayLLY0 peakLuto).

McTouHnk cdomHaHcupoBaHus (benepanbHbin OtomkeT [1], OtomkeT cybbekta Poccuickon ®egepaunm [2], MyHMUMNATbHbINA
6ropxet [3]) n npoueHT onnatsbl (becnnatHo [1], 50% [2]) yka3biBatoTCa nog4epKMBaHEM.

Mpn oTnycke nekapcTBEHHbIX NpenapaTos, BbiMMcaHHbIX Ha hopme N 148-1/y-04 (1) "Peuent”, B anTe4HOW opraHusaunm
NPOCTaBMSIETCA KO, NeKapCTBEHHOro npenapara (ab3au B pegakuun, BeegeHHon B gencteume ¢ 10 anpens 2011 roga npukasom
MuHsapaBcoupassuTus Poccum ot 20 aueapa 2011 rona N 13H, - CM. NpeabiayLLyo peaakLumio).

4. 3anonHeHue peLenTypHoro 6naHka.

PeLenTypHbIii GriaHk BbIMMCLIBAETCA B 3 9K3EMMIsipax, UMeLUX eauHyo cepuio U Homep. Cepus peuenTypHoro 6naHka
BKMOYaeT kopg cybobekta Poccuiickonh ®Pepepaumn, COOTBETCTBYHOLLMI ABYM MepBbiM  UMdpam  OBLLEPOCCUIICKOrO
knaccucmkartopa o06beKTOB agMUHUCTPaTUBHO-TepputopuansHoro aenennst (OKATO). Homepa npucsanBatoTcs No nopsigky.

Mpu ocdopmneHnn peuenTypHoro braHka ykasbiBalTCsl MOMHOCTLIO (hbamunms, UMsi, 0T4eCcTBO BONBHOrO, AaTa POXOEHUS,
CTpaxoBOW HOMEpP UHOAUBMAYaNbHOIO NULEBOro cyeTa rpaxaaHuHa B lNMeHcnoHHom doHae Poccuiickon ®epepaumm (CHUJIC),
HOMep CTpaxoBOro meauumHckoro nonmca OMC, agpec Unm HoOMep MEAMUMHCKOM KapTbl amOynaTopHOro naumeHTa (McTopum
pasBuTus pebeHka).

B rpace "®.1.0. Bpava (denbawepa)" ykasbiBatotca haMmunms 1 nHULmnansl Bpada (dpenbalwepa).

B rpadhe "Rp:" ykasbiBaoTCcs:

- Ha NaTMHCKOM fA3blke HAUMEHOBaHUE NEKapCTBEHHOro npenaparta (MexayHapoaHoe HenaTeHTOBaHHOE UMM XUMUYECKOE,
nnbo Toproeoe), 3aperucTtpupoBaHHoro B Poccuiickon ®depepauumun, ero O03MpOBKa M Konu4vectBo (ab3au B pegakuum,

BBeaeHHown B gencteue ¢ 10 anpensa 2011 roga npukasom MuHsapascoupassutug Poccum ot 20 aHsapa 2011 roga N 13H, - cm.
npeablgyLLyo pegakumio);
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- Ha PyCCKOM W PYCCKOM M HaLMOHAINbHOM Si3blKax Cnocob NpMMeHeHWs nekapcTBEHHOro npenaparta (ab3ay B pegakuuu,
BBeageHHown B gencteue ¢ 10 anpens 2011 roga npukasom Munsgpascoupassutua Poccum ot 20 aHBaps 2011 roga N 13H, - cm.

npeablayLLyo peakumio).

3anpelyaeTca orpaHM4MBaTbCs o6LWMMKM ykaszaHnsamu: "BHyTpeHHee", "M3BecTHO" 1 T.N0.

Pa3pelualoTcsi TONbKO NPUHATBIE MpaBuaMu cokpalwleHusi obo3HaveHun; Teepable U cbinyune dapmaueBTuyeckue
cybecTaHuum BeinuckiBatoTea B rpammax (0,001; 0,5; 1,0), xuakue - B MUAAMAUTPax, rpaMmmax m kannsx (absau B pegakumu,
BBeaeHHon B fenctene ¢ 10 anpens 2011 roga npukasom MuHsgpascoupassutua Poccum ot 20 aHeapa 2011 roga N 13H, - cm.
npeablgyLLyo pegakumio).

PeuenT nognuceiBaeTcst BpavyoM (dpenbaLllepom) 1 3aBepseTcs ero NIMYHoM nevatbto. [JononHUTENbHO peLenT 3aBepsieTcs
neyaTtbio MeauUMHCKOM opraHmsauumn "[Onsa peuentoB" (ab3au B pegakuuun, BBeaeHHon B gencteue ¢ 10 anpensa 2011 roga
npukasom MuHsapascoLlpassutma Poceum ot 20 aHeapa 2011 rona N 13H, - CM. NpeabiayLyo pegakumio).

Kog B rpade "Kog Bpaua (denbawepa)’ ykasblBaeTCa B COOTBETCTBMM C YCTAHOBIEHHbIM OPraHoM YrnpaBneHus
30paBooxpaHeHnem cybbekta Poccunckon Pefepauum nepedyHeM kogoB Bpaden (henbalepoB), MMEKLLNX NPaBO Ha BbIMMCKY
nekapcTBEHHbIX NpenapaToB B LEeNsiX NpeAoCTaBrneHnst rocyAapCTBEHHOW COLManbHOM MOMOLLM B BMAe Habopa coumanbHbIX
ycnyr (ab3au B pegakuun, BBefeHHon B fencteme ¢ 10 anpens 2011 roga npukasom MwuH3apascoLpassutua Poccum ot 20
aHBapsa 2011 roga N 13H, - cM. NpeablayLLyo pegakuuio).

Mpu BbINMCKE NEKAPCTBEHHOrO Mpenaparta Mno pelleHutio BpavebHoM Komuccun Ha obopoTe pelenTypHoro 6GnaHka
cTaBuTCA cneuunanbHas oTmetka (wTtamn) (absay B pegakumn, BBeaeHHon B genicteue ¢ 10 anpensa 2011 roga npukasom
MwuH3apascoupassutua Poccun ot 20 auBaps 2011 roaa N 13H, - cM. npeablayLuLyio peaakumio).

5. Mpw oTNycke nekapCTBEHHOroO NpenapaTta B anTe4YHOW opraHuM3auun Ha peuenTypHOM GriaHke ykasblBaloTCs CBEAEHMS O
aKkTU4eCKn OTMYLLEHHbIX NTeKapCTBEHHbIX NpenapaTtax (MexayHapoaHoe HenaTeHTOBaHHOe UMM XMMudeckoe, NMMbo Toproeoe
HaMMeHoBaHWe, JO3MPOBKA, KOMMYECTBO) M MPOCTaBMsSIeETCs AaTa oTnycka (MyHKT B pedakuuun, BBeAeHHon B aenicteue ¢ 10
anpens 2011 roga npukazom MuHagpascoLpa3sutus Poccum ot 20 aHBapsa 2011 roga N 13H, - CM. NpeAbIAYLL Y0 PeAaKLIN).

6. Ha peuenTypHoM GriaHke BHU3Y MMEETCS NMHUS OTPbIBA, pasdensiowas peLenTypHblii GriaHK U KOPEeLUOoK.

Kopeliok OT peuenTta BblgaeTcs OoOnbHOMY (nuuy, ero npeacTaBnsiloemMy) B anTE4YHOW OpraHmsaumu, Ha KopeLuke
JenaeTcs OTMEeTKa O HaMMEHOBaHWWM JeKapCTBEHHOro npernaparta, AO03VMPOBKe, KonmMyecTBe, cnocobe NpUMEHEeHusl, N OH
ocTtaeTcs y bonbHoOro (nuua, ero npeacraensiouwlero) (absay B pegakuun, BBegeHHon B aewnctBue ¢ 10 anpens 2011 roga
npukasoM MwuHanpaBscoupassutusa Poccun ot 20 aHeapsa 2011 roga N 13H, - cM. NpeablayLuyo pefakumio).

7. PeuenTypHbli ©OnaHKk 3anofiHSeTCs NpW  BbIMUCbIBAHWM FNEKAPCTBEHHbIX MpenapaTtoB, W3genuid  MeguuMHCKOro
Has3Ha4YeHUs1 1 ChneLuanmu3MpoBaHHbIX MPOAYKTOB Ne4YebHOro nuTaHus Ans OeTen-MHBanuaoB, BKIOYEHHBbIX B MEPEYHU
NeKapcTBEHHbIX NpenapatoB, U3OENUMN MeOULIMHCKOrO Ha3HadeHus U cneumanm3npoBaHHbIX NPOAYKTOB NevyebHOro nutaHusi
Ansa geten-uHBanvaoB, YyTBepXKaaeMbiX B YCTAHOBNEHHOM NOPSIAKE, a TakkKe MHbIX NIeKapCTBEHHbIX NpenapaToB, OTNyCKaeMblX
GecnnatHoO wunu co ckuakon (MyHKT B pedakuunm, BBedeHHow B pgenctBue ¢ 10 anpena 2011 roga ppukasom
MwuH3gpascoupassutua Poccum ot 20 auBaps 2011 roga N 13H, - CM. NpeablayLLY0 peaaKkLmo).

8. TpebosaHus, npeabsiBNsemMble K BbINMUCHIBAHWIO W3AENUA MEAMLMHCKOrO Ha3HadyeHus W cneuuannavpoBaHHbIX
nNpoayKkTOB rfe4ebHOro nutaHus Ana AeTen-MHBanuMaoB B paMKax oOKasaHWs rocyqapCTBEHHOW CouManbHOM MNOMOLLM
aHanorvyHbl TpeboBaHWAM, NpPeobsBRSEMbIM K BbINUCBIBAHUIO FEKapCTBEHHbLIX MpenapaTtoB (3a WCKMYEHUEM OTMETKM
BpayebHoM Kommccnn) (MyHKT B pegakumm, BBegeHHom B genctene ¢ 10 anpens 2011 roga npukasom MuH3OopaBcoLpasBuTmng
Poccun ot 20 aneapsa 2011 roaa N 13H, - M. NpeablayLLY0 peaakLmto).

9. OpraH ynpaBneHust 3gpaBooxpaHeHnem cybbekta Poccunckon ®degepaumm MOXET paspelnTb WU3roTOBIEHUE
peLenTypHbIX GNMaHKoB B MEAWLIMHCKMX OpraHvM3aumsx C UCMONb30BaHWEM KOMMbHOTEPHBIX TEXHOMOMMA (MYHKT B pedakuuu,
BBeaeHHown B gencteue ¢ 10 anpens 2011 roga npukasom Munsgpascoupassutua Poccun ot 20 aHBaps 2011 roga N 13H, - cMm.
0ReapIAYLLYI0 peaakLmio).

10. [onyckaetcsi 0opMIIEHNE BCEX PEKBU3UTOB peuenTypHbix OnaHkoB chopmbl N 148-1/y-06(n)_ "Peuent” c
MCMNoNb30BaHMEM KOMMbIOTEPHbLIX TEXHOMOMIA.
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11. Ha o6GopoTHOl cTOopoHe peuenTypHoro OGnaHka dhopmbl N 148-1/y-06(n) nevataetcsa Tabnuua criegyrollero
copepxaHus (ab3au gononHeH ¢ 15 gekabpsa 2009 roga npukasom MuHsnopaBcoupassutua Poccumn ot 25 cenTsbpa 2009 ropa
N 794H - cMm. NpeablayLLyo pegakunio):

MpurotoBun | Mposepun | Otnyctun

12. Ha peuentypHbix OnaHkax dopm N 148-1/y-04(n) n N _148-1/y-06(n) BbINUCbHIBAETCA OOHO HauMMEHOBaHMWe
NeKkapCcTBEHHOrO npenapara, M3genus MeauLMHCKOro HasHa4YeHUst Unu cneumanu3npoBaHHOrO NpogykTa nedebHoro NUTaHust
(ab3ay B pegakuun, BBegeHHon B gencteue ¢ 10 anpena 2011 roga npukasom MuHsapascolpassutua Poccuun ot 20 aHBapd
2011 rona N 13H, - cM. OpeabIayLLYI0 peaakLmio).

I/IcnpaBneva npu BbINCbIBaHUM pelenToB HE 4O0NMYCKakTCA.

(MyHKT gononHUTEeNbHO BKMOYEH ¢ 15 nekabpsa 2009 roga npukasom MuHsgpascoupassutua Poccun ot 25 ceHtabpsa 2009
rona N 794H)

13. Cpok genictBus peuenta (1 mecau, 3 mecsaua) ykasbiBaeTca nyTemM 3a4epknBaHus (MyHKT AOMOSTHUTENbHO BKIIKOYEH C
10 anpens 2011 roga npukaszom MuHaapascoupassutus Poccum ot 20 aHBapsa 2011 roga N 13H).

Mpunoxexnne N 10 k HacToswemy npukasy ¢ 1 unona 2013 roga He NPUMEHSIETCS K NPaBOOTHOLUEHUSAM, CBSI3aHHbLIM C
HasHayeHVeM 1 BbINUCbIBAHWEM NeKapCTBEHHbIX NpenapaTtoB 1 MeaULMHCKUX U3Aenui, - NyHKT 2 npukasa MuHsapasa Poccun
o1 26 dheBpansa 2013 rona N 94H.

Mpunoxexne N 10

(B pegakumm,

BBegeHHou B genctaue ¢ 10 anpensa 2011 roga
npukasom MwuHagpaBcoLlpassutus Poccun

ot 20 anBapsa 2011 rona N 13H, -

CM. NPeAbIAYLLYI0 PEAAKLINIO)

MuHUCTEPCTBO 34paBOOXPAHEHNS U Kog dopmbl no OKY[]

counanbHoro passutusi Poccuiickon Kog yupexaeHust no OKINO

depepaunn MeguunHckas AOKYMeHTaLms
®opma N 305-1/y

(HaumeHoBaHWEe MeLMUNHCKON YTBEpKAeHa Npukasom
opraHusaumm) MwuHMcTepCcTBa 30paBOOXPaAHEHNS 1

couunanbHoro passutus Poccunckon
depepaunn

oT 12 ceBpansg 2007 roga N 110

XYPHAN*
YYETA B MEAULUMHCKUX OPTAHU3ALUAX
®OPMbI N 148-1/Y-88 "PELIENTYPHbIW BIIAHK", ®OPMbI N 148-1/¥-04(1) "PELIENT",
®OPMbI N 148-1/¥-06(]1) "PELIEAT", ®OPMbI "CMNELMATbHbIA PELENTYPHbIN
BJNTIAHK HA HAPKOTUYECKOE CPEACTBO U NCUXOTPOINHOE BELUECTBO"

* XypHan pomkeH 6biTb NPOHYMEPOBaH, MPOLUHYPOBAH U CKPENSieH NOANUCLIO PYKOBOAWUTENS M NevaTbid MeauLMHCKON
opraHusauuu.

N Mpwxog Pacxon ®.1.0. ‘ OcraTtok
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n/ | paTa Nu | obwee | cepumnu Konu- ®.1.0. jata cepust konm- | ®.1.0. | nognuch n
n | peruc- | pata | konu- | Homepa | 4ecTBO 7 Bblaa- 7 yecT- | OTBET- oTBeT- | noanuch
Tpaumn | JoOky- | YecTBO | peuen- | GnaHkoB | nognuchb yu HOMep | BOBbl- | CTBEH- | CTBEH- 0TBET-
npu- MEH- | MOCTy- | TYpPHbIX no 0TBET- pe- peuen- | AaH- Horo HOro CTBEH-
xon- Ta, nue- | GnaHkoB | cepusiM | CTBeH- uen- | TYpHOroO | HbIX meau- meau- HOro
HOro oT LUMX HOro Typ- | OnaHka | peuen- | LMHC- LIMH- pabor-
LOKY- Koro pe- meau- HbIX Typ- Koro cKoro HUKa,
MeHTa no- uen- LIMHC- onan- HbIX pabot- | pabot- BblaaB-
CcTy- Typ- Koro KOB GnaHx- HUKa, HUKa, Lero
nn HbIX pabor- KOB nony- nony- peLen-
GnaH- HUKa, YymB- Yue- TYpHbIE
KOB nony- Lero Lero BnaHku
YymB- peuen- | peuen-
Lero TypHble | TypHble
peven- GnaHkn | 6naHku
TypHbIE
GnaHku
1 2 3 4 5 6 7 8 9 10 11 12 13 14

MpunoxexHune N 11

K npukasy MuHsgpaBscoupas3Butusa Poccun

ot 12 ¢peBpansa 2007 roga N 110

. . (B pepakumn,
BBeaeHHou B aencteue ¢ 10 anpensa 2011 ropa
npukasom MuH3apaBcoupa3BuTua Poccun

ot 20 auBapsa 2011 rona N 13H, -

CM. NpeAblAayLyI0 peaaKkLuio)

Mpunoxenue N 11 ytpatuno cuny ¢ 1 nons 2013 roga -
npukas MuHaapaBa Poccuu o1 26 dheBpansa 2013 roaa N 94H. -
Cwm. OpenblayLyto peaakLuto

MpunoxeHne N 12

MHCTPYKLIUA
O NOPAOKE HASHAYEHUA NEKAPCTBEHHbIX MPENAPATOB

(c nsmeHeHuamn Ha 20 aHBapst 2011 roga)

YTtpatuna cuny ¢ 1 uiona 2013 roga -
npukas MuHsapaBsa Poccuu o1 26 dyeBpana 2013 roaa N 94H. -
Cwm. npeaplayLLyo peaakuumo

MpunoxeHne N 13

MHCTPYKLIUA
O NOPAAKE BbINMUCbIBAHUA NEKAPCTBEHHbLIX MPEMNAPATOB 1 O®OPMITEHUA PELIENTOB U
TPEBOBAHUN-HAKNAOHbIX *

(c nameHeHusaAMK Ha 24 Hos0psa 2021 ropa)
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* HaumeHoBaHue B pegakuun, BeegeHHon B gencteme ¢ 10 anpensa 2011 roga npukasom MuH3gpascoLpassutmna Poccum
o1 20 auBaps 2011 roga N 13H. - CM. OpeabiayLLyo peaakLmio.

|. OBLILUME TPEBOBAHUA BbINMUCbIBAHUA NEKAPCTBEHHbLIX NPEMNAPATOB

(HanmeHoBaHWe B pedakumu, BBegeHHon B gencteune ¢ 10 anpensa 2011 roga
npukasom MuHaapascoLpa3sutua Poccum ot 20 aHeapsa 2011 rona N 13H, -
CM. NPeAbIAYLLYIO peAaKLmio)

MyHkTel 1.1-1.18 HacToswen NHctpykuum ¢ 1 uona 2013 roga He NPUMEHSATCA K NPaBOOTHOLLEHUSAM, CBSI3aHHbLIM C
Ha3Ha4YeHWeM U BbINMUCbIBAHWEM JTEKapCTBEHHbIX NpenapaToB U MEAULIMHCKUX M3AeNun, - OyHKT 2 npukasa Munsapasa Poccuu
oT 26 dhebpana 2013 roaa N 94H.

1.1. Mpun HanNMuYMM COOTBETCTBYHOLLNX MOKa3aHWI rpaxkgaHam, oOpaTUBLLMMCS 32 MEAULIMHCKOM MOMOLLbIO B ambynaTtopHo-
NONMUKNNHUYECKOE y4YpexaeHne, a Takke B Crydyasx HeobXoAMMOCTU MpPOJOMKEHUSA fnevYeHus nocre BbINMCKM BOonbHOro u3
cTauuoHapa Ha3HayalTCs fnekapCcTBeHHble npenapaTtbl U BbINMCLIBATCA peLenTbl Ha HUX (MYyHKT B pefdakuvu, BBEAEHHOW B
pencteme ¢ 10 anpens 2011 roga npukasom MwuHsgpascoupassutna Poccun or 20 anBapsa 2011 roga N 13H, - cwm.

TREAbIAYLLYIO PEAAKLNIO).

1.2. 3anpelyaeTcs BbINUCLIBATb peLenThbi:

Ha NnekapcTBEHHbIE Mpenaparbl, He paspelleHHble B YCTAHOBMEHHOM MopsiAke K MeOUUMHCKOMY npuMeHeHuto (absau B
penakumm, BBegeHHon B gencteue ¢ 10 anpensa 2011 roga npukasom MuHsapascoupassutng Poccun ot 20 aHeapa 2011 roga
N 13H, - cM. NpeablayLLyo pegakuuio);

npn oTCyTCTBUN MEONLIMHCKUX nokasaHui;

Ha nekapCTBEHHble MpenapaTtbl, UCMOMb3yeMble TOMbKO B MEAULIMHCKUX OpraHusaumsix (3up HapKO3HbIA, XMOp3Tun,
deHTaHun (kpome TpaHcAepMarsribHOM NekapcTBEHHOM (bopMbl), COMOPEBUH, Kanuncosn, TopoTaH, KeTamuH 1 ap.) (absauy B
penakumu, BeegeHHon B gencteme ¢ 10 anpensa 2011 roga npukasom MuHsapascoupassutua Poccum ot 20 aHeaps 2011 roga
N 13H, - cM. NpeabIayLLY0 peakuuto);

Ha HapKOTMYeCKMe cpeacTBa M NCUMXOTPOMHblE BeLLeCTBa, BHeceHHble B Cnucok |l MepevyHa HapKOTUYECKMX CPEACTB,
NCUXOTPOMHbIX BELIECTB W WX NPEKYPCOPOB, NoAanexaiwimx KOHTpomto B Poccuiickon  Pepepaumn, YTBEPXKAEHHOMO
nocrtaHoenennem lNpaesutenscrea Poccurickon Penepauun ot 30 mioHa 1998 rona N 681 (aanee - HApkOTUYECKME CPEACTBa U
ncuxoTponHble BewecTBa Cnucka ll) - ansa nedeHms HapkoMaHuu;

Ha HapKoTu4yecKkne cpeacrtBa M NCUXOTPONHble BellecTBa CNMCKOB IHwnll- YaCTHOMPAaKTUKYHOLMM BpadaMm.

1.3. 3yGHble Bpauun, denbaliepbl, akyLepkn BbIMUCHIBAOT BOMbHLIM peuenTbl Ha MekapcTBEHHbIE npenapaTbl 3a CBOEN
NOANUCLIO N C yKasaHWeM CBOEro MeAMUMHCKOrO 3BaHWS TOMbKO B Cryyasix, yKasaHHblX B N.n.3.3, 3.6, 3.7.2 VIHCTpyKuMM O
nopsaake HasHaveHWs nekapcTBeHHbIX npenapatoB (mpunoxexnve N 12) (MyHKT B pepakuuun, BeedeHHon B Aewncteue ¢ 10
anpens 2011 roga npukaszom MuHsapascoLpassutms Poccum ot 20 aHBapsa 2011 rona N 13H, - cM. OpeablayLLyo peaakLnto).

1.4. Peuentbl 60nbHbIM OOMKHbI BbIMMCLIBATLCA C yKasaHWMEM BoO3pacTa NauueHTa, Mopsiaka onnartbl NeKapCTBEHHbIX
npenapaToB M C y4eTOM [EWCTBUSI BXOOSLUMX B WX COCTaAB WHIPEAMEHTOB Ha peLenTypHbiX OnaHkax, ¢opmbl KOTOPbIX
yTBEpXXaeHbl MUHNCTEPCTBOM 34paBOOXpaHEHMS U coumnanbHoro pa3sutusa Poccuiickon ®enepaummn (npunoxenna N 1, 3, 5, 7
n 8) (nyHKT B pepakuumn, BBeaeHHon B gencteue ¢ 10 anpensa 2011 roga npukasom MwHsgpascoupassutua Poccun ot 20
aHBapsa 2011 roga N 13H, - CM. NpeAbIAYLLYI0 PEAAKLINIO).

1.5. PeuentypHble 6naHkm dpopmbl N 148-1/y-88 (npunoxenve N 3) npegHasHayveHbl A5 BbIMUCbIBAHWSA 1 OTNyCKa:

- MCUXOTPOMHbIX BELLECTB, BHECEHHbIX B Cnucok |l MepeyHa HapKOTUYECKMX CREACTB, MCUXOTPOMHbIX BELIECTB U WX
MPEeKypPCcopoB, noAanexaluymx KoHTpon B Poccwuiickon  Penepaumm, yTBEPXAEHHOrO NOCTaHoBneHneMm [lpaBuTenscrea

Poccunckon ®eneparimm ot 30 noHa 1998 rona N 681 (nanee - ncuxoTponHble BewecTtBa Cnucka lll), 3apernctpmpoBaHHbIX B
YCTaHOBMNEHHOM MOpPsSiAKE B Ka4eCTBe fekapCTBeHHbIX npenapatoB (ab3al B pejakumuv, BBedeHHow B gencteue ¢ 10 anpens
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2011 roga npukasom MuHsapascoupassutng Poccum ot 20 aHBapa 2011 roga N 13H, - cM. npeablayLLyo pegakuuio);

- WHbIX NEKApPCTBEHHbIX CPeacTB, Noanexalmx npeameTHO-KONU4ecTBeHHOMY yyeTy (absay B pedakuuun, BBeOEHHOW B
aenctene ¢ 10 anpena 2011 roga npukasom MwuHsapascoupassutua Poccum oT 20 aHeapa 2011 roga N 13H, - cwm.
npeabiayLyo peaakuuio);

- aHabonnyeckunx cTeponos.

[ns BbiNUCbIBaHUS U OTMYyCKa NEKapCTBEHHbLIX MpenapaToB Afisi aMOynaTopHOro feYeHus rpaxkaaH B pamkax okasaHus
rocyaapCTBEHHON coLManbHOM NOMOLLM U rpaxaaH, UMeoLMX NpaBo Ha Nosy4YeHne nekapCcTBEHHbIX NpenapatoB 6ecnnatHo u
CO CKMAKOW, NpeaHasHaveHbl peuenTypHble 6naHku doopmbl N 148-1/y-04(n) n peuentypHble 6naHkmn dhopmbl N 148-1/y-06(n)
(mpunoxenusa N 7 n 8) (ab3au, B pegakumu, BBegeHHorn B gencteue ¢ 10 anpensa 2011 roga npukasom MuH3apaBcoLpas3BuTus
Poccun ot 20 aHeapsa 2011 roaa N 13H, - cM. NpegblayLlyo pegakumto).

Bce octanbHble nekapcTBeHHbIE NpenapaTthbl BbIMUCHIBAOTCA Ha peLenypHbix brniaHkax dhopmbl N 107-1/y (npunoxenune N
5) (ab3aL B pegakumm, BBeaeHHou B aericteue ¢ 10 anpensa 2011 roga npukasom MuHsapascolpassutusa Poccun ot 20 sHBapsa
2011 rona N 13H, - cM. NnpeabIayLLYy0 peaakuuio).

1.6. HapKOTI/I'vIeCKI/Ie cpencTtea U NCUXOTPONHbIE BellecTBa Cnwucka I, 3aperncTpmnpoBaHHble B Ka4eCTBe J1eKapCTBEHHbIX
cpencTte B yCTaHOBJIEHHOM 3aKOHOAATEelIbCTBOM Poccuiickon CDeﬂ,epaLLI/II/I nopsAagke, AOMXHbl BbINUCbIBATBCA Ha crneuuarnbHbIX
peuenTypHbIX OnaHkax Ha HapKoTn4Yeckoe cpeancTtBo U NCUXOTPONHOeE BeLwecTBO (ﬂpmnomeHme N 1)

1.7. I'Ipw BbINMUCbIBaHMN peuenTta Ha JNeKapCTBEHHYK Nnponncb wHOAUMBUAYaIbHOIO W3roToBlieHUA, coaepiKallyro
HapKOoTM4eCckoe cpeacTBo Uin NnCUXoTponHoe BeLWecTBo Cnucka ||, n gpyrue cbapmakonormqecme adKTUBHbIE BellecTBa B 403e,
He I'IpeBbILLIal'OLIJ,eVI BbICLUYH pa3oByro 403y, 1 NpuU YCIoBUKN, YTO 3TO KOM6MHMpOBaHHOG NneKapcTBeHHOe CpeacTBoO He ABnAeTCA
HapPKOTUYECKM CpenCcTBOM UITN NCUXOTPOMNHbIM BELLECTBOM Cnucka ”, cnegyeT ncnosib3oBaTtb peu,enTyprM onaHk S*)_Oprl N
148-1/y-88.

OTK peuenTbl AOMKHbI OCTaBaTbCsA B anTEYHON opraHn3auun ans npeamMeTHO-KONMYeCcTBEHHOIO yyeTa (ab3al, B peaakumm,
BBeaeHHom B fencteune ¢ 10 anpens 2011 roga npukasom MuHsgpascoupassutua Poccum ot 20 aHeapa 2011 roga N 13H, - cm.
npeablayLLyio peaakumio).

1.8. MNpw BbINMCbIBAHUM peLienTa Ha NeKapCTBEHHYO NPONMUCH MHAMBUAYAINIbHOTO M3rOTOBMEHUSI HA3BaHUSI HAPKOTUYECKUX
CpPeacTB U NCUMXOTPOMHbIX BewecTB cnuckoB |l u I, WHbIX FNEKapCTBEHHbIX CPEeACTB, MOANeXawmnx npeaMeTHO-
KONUYECTBEHHOMY YYETY, NULLYTCA B HaYane peuenTa, 3aTeM - BCe OCTanbHble UHIPEAUEHTHI.

1.9. BbinucbiBas HapKOTUYeCKOe CPeACcTBO MU MCUXOTPONHoe BellecTBo cnuckos Il u lll, nHble nekapcTBeHHble CPeacTsa,
nognexaiimMe npeameTHO-KONMYECTBEHHOMY Y4eTy, [03a KOTOPbIX NPeBbILAaeT BbICLUMA OAHOKPATHLIA MpueM, Bpad OOMmKeH
HanucaTtb 003y 3TOro cpeacTBa Unu BellecTBa NPOMUCHIO U NOCTaBUTb BOCKNULUATENbHBIN 3HAK.

1.10. He paspeluaeTcs BbiNUCbIBaTb OMNPEAEneHHble eKapCTBEHHble npenapaTtbl B OOHOM peuenTe Oonee Toro
Konun4yecTBa, KoTopoe ykasaHo B npunoxeHun N 1 k HacTosulen VHCTpyKUMK (MYHKT B pedakuuun, BBeaeHHon B aencteue ¢ 10
anpens 2011 roga npukasom MuHsapascovlpassutma Poccum ot 20 aHieapsa 2011 roaa N 13H, - cM. npeablayLLyo peaakumio).

1.11. HopMmbl BbINCbIBaHWUS U OTNyCKa HapkoTuyeckux cpeacts Cnucka I, nponsBogHbix 6apbutypoBOn KUCMNOTbI, MHbIX
NeKapCTBEHHbIX CPeAcTB, MOAMEXalux NpeAMETHO-KONIMYECTBEHHOMY YYeTY, Ans WHKypabenbHbIX OHKOMOMMYECKUX |
reMaTosfiormyecknx 6omnbHbIX MOryT BbITb yYBENUYEHb! B 2 pa3a No CPaBHEHUIO C KONMYECTBOM, yKa3aHHbIM B npunoxenun N 1 k
HacTosLen VIHCTRYKLMK.

1.12. CoctaB nekapcTBEHHOro npenaparta (B criyyae KOMOMHMPOBaHHOrO npenaparta), 0603Ha4YeHne neKapCTBEHHOW
dopmbl 1 obpalleHne Bpada K hapmaueBTU4ECKOMY PabOTHWMKY 00 M3roTOBNEHWM U Bblaye NEeKapCTBEHHOro npenapata
BbINMNCLIBAIOTCA Ha NaTUHCKOM A3blke (ab3al B pepakuuu, BBegeHHow B genctBue ¢ 10 anpens 2011 roga npukasom
MuHsapascoupassuTtus Poccum ot 20 auBapa 2011 rona N 13H, - cM. NpeabiayLLYy0 peaaKLuio).

He ponyckaeTcs cokpalleHue o603HadYeHun 6rmM3kMx N0 HAaMMEHOBAHUSAM WHIPEAMEHTOB, HE MO3BOMSIOWMX YCTAHOBUTD,
KaKoOM MMEHHO NnekapCTBEHHbIN npenapaT BeinncaH (abs3ay B pepakuum, BBedeHHow B aerictene ¢ 10 anpens 2011 ropa
npukasoMm MuHsapascoupassutus Poccum ot 20 aHBapd 2011 roaa N 13H, - CM. NpeabiayLLyto peaakumio).
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Mcnonb3oBaHne naTUHCKUX COKpaLIJ,eHI/II7I 3TUX 0B03HaYeHUn pas3peliaeTcda TOJIbKO B COOTBETCTBMU C COKpallEeHUAMMU,
NPUHATBIMW B MEOUUUHCKOW W bapMaueBTUYeCKON MpakTuKe, MpegycMOTpeHHbIMM fpunoxeHveM N 2 K HacTosulein
WHCTpyKLmu.

1.13. Cnocob npumeHeHUs1 nekapCTBEHHOrO npenapaTta 0603Ha4YaeTcs C yKasaHWeM [03bl, YacToThbl, BPEMEHM NpremMa U
ero ANWTENbHOCTM, a ANA JIeKapCTBEHHbIX MpenapaTtoB, B3aMMOLEWCTBYIOLMX C MNULWENA, BPEMEHW KX YynoTpebneHus
OTHOCUTENbHO NprMemMa nuwM (40 enbl, BO Bpems eabl, nocrne enpl) (MyHKT B pedakumu, BBeaeHHon B aerncteue ¢ 10 anpens
2011 roga npukasom MuH3agpascoLpa3sutns Poccum ot 20 aHBapa 2011 roga N 13H, - CM. NpeablAYLLYI0 PeAaKLuIo).

1.14. Mpu HEOBXOAMMOCTM IKCTPEHHOIO OTMYyCKa NeKapCTBEHHOrO npenaparta 60/bHOMY B BEPXHEN YacTW peulenTypHOro
GnaHka npocTaBnalTca 0603Ha4YeHus "cito" (cpodHo) unum "statim" (HemegneHHo) (NYHKT B pefakuumn, BBEAEHHOW B AEUCTBUE C
10 anpensa 2011 roga npukasom MwuHsapascoupassutua Poccumn ot 20 aueapa 2011 roga N 13H, - CcM. NpenblayLlyto
penakumio).

1.15. MNpwn BbINUCbIBaHWMM peLienTa KONMMYECTBO XUOKUX (PapMaLeBTUHECKUX CyOCTaHLMIM yKa3biBaeTCd B MUNNMUNUTPAX,
rpaMmax Unu Kannsx, a octanbHbIX hapmMaueBTUyYeckmx cybcTaHumii - B rpaMmmax (NMyHKT B peJakuum, BBEAEHHOW B ENCTBUE C
10 anpena 2011 roga npukasom MwuHsapascoupassutua Poccun ot 20 aHBapa 2011 roga N 13H, - cm. npeablayLuyio
ReAAKLNIO).

1.16. CneumnanbHble peuenTbl Ha HAPKOTUYECKOE CPEACTBO M MCUXOTPOMNHOE BELLECTBO AENCTBUTENbHBLI B TEYEHUe 5 gHen
CO [HS BbIMUCKM; peLenTbl, BbINMMCaHHbIE HA peuenTypHbIX 6naHkax chopmbl N 148-1/y-88 - B TeueHune 10 gHen.

PeuenTbl Ha nekapcTBeHHble npenapaTtbl (3a WCKMYEeHMEM MOANeXawux npegMeTHO-KONMYECTBEHHOMY YYeETY),
BbIMUCaHHbIEe Ha peuenTypHbIX brnaHkax copmbl N 148-1/y-04 (n) n chopmbl N 148-1/y-06 (1), ons ambynaTtopHOro fievyeHus
rpaxgaH B paMKax oOKasaHus rocygapCTBEHHOW coumanbHOM MOMOLUM U rpaxaaH, UMeLWwuxX npaBo Ha nony4veHue
nekapcTBeHHbIX npenapartoB 6ecnnaTtHO U CO CKUAKOW, OEeNCTBUTENbHbLI B TedeHne 1 mecdaua co AOHSA BbINUCKW, @ B criyyae
BbINNCKN TaKkWX PeLEnTOB YKa3aHHbIM KaTeropusMm rpaxgaH, AOCTUMLUMM MEeHCUOHHOro Bo3pacTa, CPOK AeWCTBUS peLenTa
cocTaBnseT 3 Mecsaua CO AHS BbINMCKU. Ons nevyeHns 3aTskHbIX U XPOHMYEecKux 3aboneBaHun rpaxgaHam MeHCUOHHOro
BO3pacTa MOryT BbINMUCbIBATLCA pPeLenTbl Ha fekapCcTBeHHbIe npenapaTtbl Ha Kypc neveHuns oo 3 mecsues (abs3ay B pegakumu,
BBeaeHHom B fencteune ¢ 10 anpens 2011 roga npukasom MuHsgpascoupassutua Poccum ot 20 aHeapa 2011 roga N 13H, - cm.

npeablayLLyio peaakumio).

PeuLenTbl Ha BCce ocTarbHble NEKAPCTBEHHbIE MpenapaTbl 4eNCTBUTENbHbI B TEYEHNE 2 MECSILLIEB CO AHS BbINMCKM (ab3al B
penakumu, BeegeHHon B gencteue ¢ 10 anpensa 2011 roga npukasom MuHsapascoupassutug Poccun ot 20 aHBapa 2011 roga
N 13H, - cM. NpeabiayLLy0 pefakumio).

PeuenTbl Ha npousBoaHble GapOUTYpPOBON KUCMOThI, 3depuH, NCeBOOSMEOPUH B YUCTOM BUOE U B CMECU C APYrUMU
neKkapCcTBeHHbIMU CpeacTBamu, aHabonudeckne ctepouibl, KnosanuH, TMaHENTUH AN neveHusi B6onbHbIX C 3aTSXKHbIMU U
XPOHUYEeCKMMUM 3aboneBaHUsMM MOTYT BhINMUCLIBATLCA Ha Kypc nedveHus 0o 1 mecsina. B atmx cnydvasx Ha peuenTtax JoMmkHa
6bITb Hagnueb "lMo cneumanbHOMY Ha3Ha4YeHUK", CKpenneHHast MoAMNMCHI0 Bpada M nevaTbid MeguuMHCKON opraHusauumn "Ons
peuenToB" (ab3au B pegakumm, BBeaeHHoun B gericteue ¢ 10 anpensa 2011 roga npukaszom MuHsapascolpassuTuns Poccum ot 20
aHBapsa 2011 roga N 13H, - cM. NpeabIgyLLYy0 pegakuuio).

1.17. Mpwn BbINUCLIBAHUN XPOHUYECKUM GONbHLIM PELENTOB Ha rOTOBLIE fIEKAPCTBEHHbIE MpenapaTtbl U feKapCTBEHHbIE
npenapatbl UHOMBMAYANbHOMO U3rOTOBMEHUS Bpayvam paspeluaeTcs ycTaHaBnmMBaTb CPOK OENCTBUS peuenTa B npegenax Ao
OfHOro roga, 3a WcknoyeHnem (ab3ay B pepakuun, BBedeHHonm B pgenctene ¢ 10 anpena 2011 roga npukasom
MwuH3gpascoupa3ssutua Poccum ot 20 auBaps 2011 roga N 13H, - CM. NpeablayLLYy0 peaakLmio):

- NeKapCTBEHHbIX CPEACTB, NOANEXaLUMX NPEAMETHO-KONIMYECTBEHHOMY YYETY;
- NeKapcTBEHHbIX NpenapaToB, 06rnagatoLLmx aHabonM4yecko akTUBHOCTbIO;

- NeKapCTBEHHbIX MpenapartoB, OTMyCKaeMblX W3 anTeYHbIX OpraHu3auun no peuentam Ansg ambynaTopHOro neyeHus
rpaxgaH B paMKax OKas3aHusl rocygapCTBEHHOW COUManbHOM MOMOLUM W rpaxadaH, UMEKLWUX NpaBo Ha Mony4vyeHune
nekapcTBeHHbIX cpeacTB GecnnaTHO M cO ckmakow (ab3al B pepakuuu, BBegeHHon B gencteue ¢ 10 anpenst 2011 roga
npukaszoM MwuHsnpascoupassutusa Poccun ot 20 aHeapsa 2011 roga N 13H, - cM. NpeabloyLuyo pefakumio);
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- CNMpTOCOAEpXKaLLUX NEKapPCTBEHHbIX NpenapaTtoB MHAVBMAYANbHOIO M3roToBrneHus (abs3au B pegakuvu, BBEAEHHOW B
penctene ¢ 10 anpena 2011 roga npukasom MwuHsapascoupassutua Poccun oT 20 aueapa 2011 roga N 13H, - cwm.
npenbiayLyo peaakumio).

Mpun BbINMCLIBAHNM TakuX peLenToB Bpay AOMMKEH caenaTtb noMeTky "XpoHudeckomy 6ornbHOMY", yka3aTb CPOK AeNCTBUSA
peuenTa U NepMoanYHOCTL OTMYCKa NEKapCTBEHHbLIX MpernapaTtoB M3 anTevyHOW OpraHu3auun (exxeHedenbHO, eXEeMECSYHO U
T.N.), 3aBepUTb 3TO yKa3aHWe CBOEN MNOAMMCBbIO W JIMYHOW MevaTblo, a Takke MnevaTblo MeaMUMHCKOWM opraHmsaumu "Ons
peuenTtoB" (ab3al B pegakumu, BBegeHHom B genctene ¢ 10 anpensa 2011 roga npukasom MuHsapascoupassutng Poccum ot 20
anBapa 2011 roga N 13H, - cM. NpeabIgYLLYI0 pegakumio).

1.18. PeuenT, He oTBevawowmn xots 6Gbl OOHOMY U3 MEPEYUCIIEHHbIX TPeOOBaHUN MM COAEpPXaluin HECOBMECTMMbIE
neKkapCTBEHHbIE CPEACTBA, CYMTAETCA HeaencTBUTENbHbLIM (ab3al B pegakuun, BBegeHHon B gernicteue ¢ 10 anpensa 2011 roga
npukasom MuHsapaecoupassutma Pocceum ot 20 aHeapa 2011 rona N 13H, - CM. NReabIayLLY penakLmio).

B crniyyae BO3MOXHOCTM YTOYHEHUS Yy Bpaya Unu Apyroro MeaunLMHCKOro paboTHMKa, BbIMMCABLLENO peLenT, HAMMEHOBaHUS
NeKkapcTBEHHOro npenapara, ero A03UpPOBKM, COBMECTMMOCTU WU T.N., pabOTHWK anTe4YHOW OpraHM3auum MOXET OTMYCTUTb
nekapcTBeHHbIN npenapaTt nauueHTty (absauy B pepakumu, BBefdeHHon B peuncteue ¢ 10 anpens 2011 roga npukasom
MuHsapaBcoupassuTus Poccum ot 20 aueapa 2011 rona N 13H, - CM. NpeabiayLLyo peaakLuuio).

Il. TOPAOOK BbINMACbIBAHUA PELIENTOB HA JIEKAPCTBEHHbDIE MPEMAPATDI
ONA AMBYNATOPHOIO JIEYEHUSA MPAXXOAH B PAMKAX OKA3AHUA TOCYOAPCTBEHHON
COLMAIBHOW NOMOLLU U FrPAXXOAH, UMEIOLLMX MPABO HA NMONYYEHMUE
NEKAPCTBEHHbIX CPEACTB BECMNATHO U CO CKMOKOWN

(HameHoOBaHWe B pegakumu, BBegeHHor B genctane ¢ 10 anpena 2011 roga
npukasom MuHaapascoLpa3sutua Poccum ot 20 aHeaps 2011 rona N 13H, -
CM. NREAbIAYLLYIO PEeAaKLMI0)

MyHkTBl 2.1-2.10 HacToswen UHcTpykuum ¢ 1 uona 2013 roga He NPUMEHSATCA K NPaBOOTHOLLEHUAM, CBSI3aHHbLIM C
HasHa4YeHVeM 1 BbINUCbIBAHWEM NeKapCTBEHHbIX NpenapaTtoB 1 MeaULMHCKUX U3Aenui, - NyHKT 2 npukasa MuHsapasa Poccun
ot 26 dhespana 2013 rona N 94H.

2.1. CaMoCTOoATENbHO fevaliMM BpaydoM WK BpayvyoM-CneumannucTtom nedebHo-npodunakTMYeckoro yypexaeHuns
BbIMUCLIBAKOTCA pPeLenTbl Ha feKkapCTBEHHble MpenapaTtbl Ans amMOynaToOpHOro fNeYeHusl rpaxaaH B pamKax OKasaHus
rocygapCTBEHHON couManbHOM MOMOLIM M FpaXdaH, UMEKLMX NpaBo Ha NonyvYeHne NekapcTBEHHbLIX CpeacTB GecnnaTtHo n co
CKMOKOW, B COOTBETCTBUM CO CTaHZapTaMuM MEAMUMHCKOM MOMOLLM, 332 UCKITYEHMEM ClydaeB HasHaueHusi, onpeneneHHbIX
nyHkToM 2.4.1 Hactosulen UHCTpyKuun (MYHKT B pedakuvu, BeBegeHHon B genctene ¢ 10 anpenss 2011 roga npukasom
MwuH3agpascoupa3ssuTusa Poccum ot 20 aHeaps 2011 roga N 13H, - CM. NpeablayLLyio peaakLmto).

2.2. MpaBoO caMOCTOATENbBHO BbIMUCHIBATL PELIENThl AMs MOMy4YeHUs B anTEeYHOW OpraHu3auMu feKkapCcTBEHHbIX CpeacTs
rpaxgaHam B nopsiake, ycTaHoBNeHHoM M.2.1 Hactosulen WHCTRyKUuWM, MMEKT Takke (MyHKT B pedakuun, BBEOEHHOW B
pencteme ¢ 10 anpens 2011 roga npukasom MwuH3gpascoupassutua Poccumn ot 20 anBapsa 2011 roga N 13H, - cwm.
0penplAYLLYIO peaakLuio):

2.2.1. B npefenax cBoen KOMMeTeHUMn Bpayn, paboTtarwLume B MEANLIMHCKOW OpraHn3aLmMmn no COBMECTUTENBLCTBY (MYHKT B
penakumm, BBegeHHon B gencteune ¢ 10 anpensa 2011 roga npukasom MuHsapascoupassutug Poccun ot 20 aHeapa 2011 roga
N 13H, - CM. MIPEALIAYLLYIO PEAAKLIMIO);

2.2.2. Bpauu CTaLUMOHapHbIX YUYPEXOEHWA couManbHOM 3almTbl U UCMPaBUTESNbHBIX YYPEXOAEHUA He3aBUCUMMO OT
BEOOMCTBEHHOMN NPUHAASIEXHOCTY;

2.2.3. Bpa4n Be4OMCTBEHHbIX NONUKINNHUK peaepanbHoro (cyobekta Poccuickon ®eaepawmm) nogUNHEHNS:
- rpaxgaHam, MMelLWwuM cTatyc no npodeCcCUOHanNbLHOMY MpPWU3HaKy, pacxofbl Ha OGecnnaTtHoe rekapcTBEHHOoe

obecrneyeHne KOTOpbIX B COOTBETCTBMM C 3aKoHodaTenbCcTBOM Poccuiickoit deaepaumm MokKpbiBalOTCs 3a CYET CpeacTs
denepanbHoro broaxeTa;
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- MHbIM KaTeropusiM rpaxgaH, pacxofdbl Ha OecnnaTHoe nekapcTBeHHOoe obecneyeHue KOTOPbIX B COOTBETCTBUM C
3aKoHogdaTenbCTBOM Poccuiickon ®efepaumm NOKpbIBAOTCS 32 CYET CPEACTB GHOAKETOB pasfMyHbIX YPOBHEN U 0083aTeNbHOro
MEAMLIMHCKOrO CTPaxoBaHWsi MO COrNacoBaHWO U B MOpsiAKe, ONpeaensieMoOM opraHaMy UCMOMHUTENbHOM Bnactu cybbekTa
Poccuinckon ®enepaumm, ecnu B 61ogKeTax COOTBETCTBYHOLUNX dheaeparnbHbIX OpraHOB UCNOMHUTENBHOM BNAacTU He BblAeneHbI
dvHaHCOBbIE CPEACTBA Ha 3TU Lenu;

2.2.4. vacTHOMpakTuKylllMe Bpadn, paboTalowme Mo [AOroBopy C TepputopuarnibHbiM — OpraHoM  ynpaeneHust
30paBOOXPaHEHMEM W/MNN  TepputopuanbHbiM  POHAOM 0053aTeNbHOr0 MeOMLUMHCKOTO CTPaxoBaHWsi, M OKasblBatolime
MEeAMLIMHCKYIO MOMOLLb rpaxaaHam B pamkax nporpammbl OKasaHWsl rocyAapCTBEHHOW coumaribHOM MOMOLUM U rpaxaaHam,
MMeLWMM NPaBo Ha MosflydyeHne fekapCTBEHHbIX MnpenapaTtoB GecnnaTHO M CO ckuakoh (MYyHKT B pedakuvu, BBEAEHHOW B
penctene ¢ 10 anpensa 2011 roga npukasom MwuH3gpaBcoupassutua Poccum or 20 auBapsa 2011 roga N 13H, - cwm.
NREAbIAYLLYIO PEAAKLMIO).

2.3. B 0cobbIx cny4dasax (NpoxuBaHMe B CErbCKON MECTHOCTU, rAe HaxXoAWUTCA TONbKO MeAMLUUHCKas opraHuM3auus unu ee
06ocobneHHoe nofpasfeneHue, He MMelLLiee Bpaya) peLenTbl Ha NeKapCTBEHHbIE Mpenaparbl Anst ambynaTtopHOro neyeHus
rpaxgaH B paMKax OKasaHusl rocygapCTBEHHOW COoUManbHOW MOMOLUM U rpax[daH, UMEKLWUX MNpaBo Ha Mony4veHune
nekapcTBEHHbIX MpenapaTtoB 0OecnnaTtHoO M CO CKUOKOW, MOryT ObiTb BbIMUCAHbl CAMOCTOATENBHO BeAylWMM MNpUeM
denbaLlepom Unu akyLepkon Takon MeguuuHCKON opraHn3aumm B COOTBETCTBMM € N.2.1 HacTosLlen NHCTRYKLNN.

MepeyeHb MeOMUUHCKMX OpraHuM3auui M Mnopsigok JIEKAapCTBEHHOro 0becrneveHuss ykasaHHbIX rpaxaaH onpegensoTcs
OpraHoMm UCMONHUTENBHOM BNacTu cyobekTa Poccuiickon ®efepaumm B chepe 30paBoOXpaHEHMS.

(MyHkT B pepakuun, BeeaeHHon B aencteme ¢ 10 anpena 2011 roga npukasom MwuHsgopascoupassutug Poccun ot 20
aHBapsa 2011 roga N 13H. - CM. npeablayLLY0 peaakLmio)

2.4. BbiNCbiBaHWE PELIENTOB Ha flekapCTBEHHbIE NpenapaThbl AN aMOynaTopHOro fieYeHus rpaxkaaH B pamkax okasaHusi
rocyaapCTBEHHONM CoLManbHON NOMOLLM M rpaxaaH, UMeLLMX NPaBo Ha Nosfy4YeHne fnekapCTBEHHbIX NpenapaTtoB 6ecnnaTtHo u
CO CKMOKOW, ocywlecTBnsieTcs (MyHKT B pedakuun, BBegeHHon B pgenctBne ¢ 10 anpens 2011 roga npukasom
MwuH3gpascoupa3ssutua Poccum ot 20 auBaps 2011 roga N 13H, - CM. NpeablayLLyio peaakLmio):

2.4.1. Bpadammn-crneLmanmcTamu:

- Ha HapKOTMYeckue CpeacTBa M NPOTMBOOMYXOreBble NpenapaTtbl (OHKONOrMYecKMM/reMaTonormyeckum GonbHbIM) -
OHKOJTOroM W/Mnn reMaTornorom, Hecpponorom, peBmMaTonoroM U ap.;

- HA8 UMMYHOMOZYNATOPbI - FEMaToNIoroM M/unyu OHKONoroM (Mocne NPoBeAeHUs Sy4eBON U/MnNn XMMuoTepanuu, nepecagku
KOCTHOro moa3ra), MMMyHonoroM (6omnbHbiM CIMUO vinv ApyrMMun TSXeNbIMU HapyLWeHUsSMU UMMYHWUTETA), TPaHCMTaHTONOroM
(nocne nepecagkv opraHoB U TKaHeW), peBMAaTornoroM 1 MHbIMK crieumuanucTamu;

- Ha I'IpOTI/IBOTy6epKyJ'Ie3HbIe npenaparbl - d.)TIA3VIanOM;

- Ha npoTuBoamabeTuyeckne (BOnbHLIM caxapHbIM AMAbETOM) U MpoYMe NeKapCTBEHHblE MpenapaTthbl, BRUsOLWME Ha
SHAOKPUHHYIO CUCTEMY, - SHOOKPUHOIOrOM, B MOPSiAKE, ONpefdeneHHoOM B NyHkTe 2.4 VIHCTRYKUMWM O MOpsgAKe HasHaYeHus
NeKapCcTBeHHbIX npenapatoB (npunoxenve N 12) (absay B pepakumun, BeegeHHow B Aenctene ¢ 10 anpena 2011 roga
npukasom MuHsapascoLlpassutua Poccun ot 20 aHeapa 2011 roaa N 13H, - M. NpeabiayLlyo pegakumio).

Mpy OTCYTCTBUM YKa3aHHbIX CMELMANMCTOB BbIMUCLIBAHWE NbIOTHLIX PELENTOB B 3TUX Cryvasix NPOW3BOAUTCS revallmm
BpPa4YoOM MO peLLEHU0 BpaYebHOM KOMUCCUM MOMNMKIUHUKK;

2.4.2. nevyawym BpavyoM uUnM BpPadYOM-CMELMANMCTOM TOMbKO MO PELIEeHMI0 BpadebHOM KOMWUCCMM  MEOULMHCKOWN
opraHusaumm (ab3ay B pegakumm, BeegeHHon B gencteme ¢ 10 anpensa 2011 roga npukasom MuH3apaecoLpassutms Poccum ot
20 anBapsa 2011 rona N 13H, - CM. NReAbIOYLLYI0 peaakLnto):

- Ha ncuxoTponHble BellecTBa cnuckoB [l u lll, WHble nekapcTBeHHble CpeacTsa, noanexailiue npegMeTHo-
KONMYEeCTBEHHOMY YYeTy, aHabornmyeckne cTeponsbi;

- Ha HapkoTuyeckue cpepctea Cnwucka |l GonbHbIM, He CTpajaloWwUM  OHKOMOrMYeckuM  (remMaTtonormyeckum)
3aboneBaHuew,;
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- Ha NeKapCTBEHHble MpenapaTtbl, Ha3Ha4yaemble fevallM BpayoM WM Bpavamu-creuuanuncrtamu, ogHoMmy OOonbHOMYy B
KOnuM4ecTBe NATM HAMMEHOBAHWA M Gornee OOHOMOMEHTHO (B TEYEHWE OOHMX CYTOK) UMK CBbIE OECATM HAaMMEHOBAHWA B
TeyeHme ogHoro Mecsua (ab3au B pegakuun, BBedeHHonm B pgenctene ¢ 15 pgekabpsa 2009 roga npukasom
MwuH3sgpascoupassutua Poccun ot 25 ceHtabpa 2009 rona N 794H; B pedakuuun, BBegeHHon B genctene ¢ 10 anpensa 2011
roga npukasom MuHagpascolipassutus Poccum o1 20 aHBapsa 2011 roaa N 13H, - cM. NpeabiayLLyo pegakumto);

- Ha NneKapcCTBeHHble npenapaTtbl B Cly4adx HETUNMUYHOro Te4vYeHusa 6onesHu, npu Hann4um OCNOXHEHMIN OCHOBHOIO
3aboneBaHnsa U/unu codeTaHHbIX 3aboneBaHni, npn Ha3Ha4YeHnn onacHbIX KomMBuHaumi NNeKapCTBEHHbIX CPeACTB, a TakkKe npu
MH,DMBVI/J,yaJ'IbHOﬁ HenepeHoOCUMOCTH.

2.5. TlyHKT yTpatmn cuny ¢ 7 oktabpsa 2007 roga - npukas MuHsgpascoupassutua Poccun ot 27 asrycta 2007 roga N 560.
- CM. npegpiayLLyo pegakumio.

2.6. He ponyckaeTcs BbINMCbIBaHWE PELIENTOB Ha fekapCTBEHHble npenapatbl Ans ambynaTtopHOro nevyeHunst rpaxaaH B
pamMKax OKasaHus rocygapCTBEHHOM couuanbHOWM MOMOLWLM W rpaxaaH, MMeLWMX NpaBo Ha nofyveHue nekapCTBeHHbIX
npenapaTtoB 6ecnnaTtHO U CO CKUOKOW, BpayamMy CaHaTOPHO-KYPOPTHbBIX YYPEXAEHUA, BpayamMu CTALMOHAPHBIX yYpexaeHun, B
T.M. OHEBHbIX (3@ WCKIIOYEHMEM CTaLMOHapHbIX YYPEXOEHWA couuanbHOW 3aluTbl), a Takke BpavYaMu MEAULIMHCKMX
OpraHv3auuin B Mepros HaxoXaeHnst 6oMbHbIX Ha CTaLMOHapHOM feYeHun B COOTBETCTBUM C AEWCTBYIOLMM nopsigkom (absay,
B pedakuuu, BeegeHHon B aencteme ¢ 10 anpens 2011 roga npukaszom MuH3apascoLlpassutus Poccum ot 20 aHBapa 2011 rona
N 13H, - cM. NpeablayLIY0 peaakuuio).

YacTHONpakTUKYOLWMM BpayaM 3anpeLlaeTcs BbiNUChIBaTb PeLIENThl Ha NIeKapCTBEHHbIE NpenapaTbl Ans ambynaTtopHoro
nevYeHuns rpaxkgaH B pamkax OKasaHWsi rocy4apCTBEHHOW COLManbHOM MOMOLLM U TpaXaaH, MMEeLWMX NpaBo Ha MonyveHue
neKkapCTBEHHbIX npenapaTtoB 6ecnnaTHO U CO CKMOKOW, 3a WMCKIIOYEHUEM CNy4daeB, YKasaHHbIX B OyHKTEe 2.2.4 HacTosllewn
WHcTtpykuuu (ab3auy B peaakumm, BBeaeHHon B gericteue ¢ 10 anpens 2011 roga npukasom MuHsapascoLpassutua Poccum ot
20 aneapa 2011 roaa N 13H, - M. NpeabIayLLyo pegakumto).

2.7. HasHauyeHue neKkapCTBEHHbIX MpenapatoB And amOynaTopHOro JfeyYeHusa rpaxgaH B paMKax OKasaHusi
rocygapCTBEHHOWN COLMarnbHOM NMOMOLLM U FpaXaaH, MMeLWMX NMpaBo Ha NoryyYyeHne NekapCTBEHHbIX npenapatoB 6ecnnaTtHo u
CO CKMOKOW, OTpaXKaeTcs B MEAWMUMHCKOM KapTe ambynaTtopHoro GOnbHOro B nopsigke, NpegyCMOTPeHHOM nOyHkToM 1.6
VHCTRYKLUMM O NOpsAaKke HasHayYeHWs JeKapPCTBEHHbIX npenapatoB (mpunoxenHue N 12), nyHktamu 1.2-1.10 HacTtosulen
WHCTpyKUMK, C yKazaHMeM HOMepa peLenTa u B TanoHe ambynaTopHOro nauMeHTa, yTBepXXKAEeHHOM B YCTAHOBIIEHHOM NOPSiAKe
(ab3ay B pegakuun, BBeaeHHon B gencteue ¢ 10 anpensa 2011 roga npukasom MuH3apaBcoupassutma Poccum ot 20 aHBaps
2011 rona N 13H, - cM. OpeabIAYLLYI0 peaaKLnio).

Mpu BbINUCbLIBAHWMM PELIENTOB Ha NEKApCTBEHHbIE NMpenapaTthbl ANg ambynaTopHOro neyYeHus rpaxaaH B paMkax okasaHus
rocyapCTBEHHOM COLMANbHON NOMOLLM U rpaXaaH, UMEeLLMX NPaBo Ha Nony4YeHre NnekapCTBEHHbIX NpenapaTtoB 6ecnnatHo u
CO CKMAKOW, 00A3aTenbHO yKkasblBaeTcsi HOMep TenedoHa, No KOTOPOMy pabOTHMK anTEeYHOM OpraHn3aL M MOXET COrnacoBaTb
C nevaliMMm Bpayvom (BpadoM-crieLmanucToM, BpavyebHOM KOMUCCMEN MELULUHCKON OpraHm3aumn) CUHOHMMMUYECKYHD 3aMeHy
nekapcTBeHHOro npenapata (ab3au B pegakuun, BBegeHHon B penctBue ¢ 10 anpens 2011 roga npukasom
MwuHsapascoupassutud Poccun ot 20 guBaps 2011 roaa N 13H, - cM. npeablayLuLyo pegakumio).

2.8. Peuent Ha peuentypHom 6naHke chopmbl N 148-1/y-04(n0) n N 148-1/y-06(n) BbiNnnCbIBaeTCS BpavyoM (denbaliepom) B
3 ak3emnnapax, ¢ ABYMS 3K3emnnsipamu Kotoporo 6onbHoM obpallaeTcs B anTeqHylo opraHusauumio. MNocnegHuii ak3emnnsip
peuenTa nogknemBaetcsa B ambynatopHyto kapTy 6onbHOro (MyHKT B pedakuumu, BeegeHHon B gencteme ¢ 10 anpensa 2011 roga
npukasom MuHsapascoLpa3sutma Poccun ot 20 aHeapa 2011 roaa N 13H, - CM. OReAbIAYLLYIO peaakLnio).

2.9. Hapkotnyeckune cpeacrtBa M NCcMxOTponHble BewectBa Cnucka Il ana amOynaTtopHOro neyvyeHus rpaxgaH B pamkax
oKasaHusl rocyqapCTBEHHOW COLManbHOM NOMOLUM M rpaxaaH, MMeLMX NpaBo Ha MoryyeHue nekapCTBEHHbIX npenapaToB
6ecnnatHO M CO CKUAKOW, BbIMMCLIBAKOTCA Ha cheuuanbHOM peuenTypHoM 6naHke Ha HapKOTU4YecKoe CPeacTtBO MU
NCUXOTPOMHOE BELLECTBO, K KOTOPOMY AOMOSMHUTENbHO BbINMUCHLIBAKOTCA pPeLenTbl Ha peuenTypHom 6GnaHke dopmbl N 148-1/
y-04(n) wnn chopmbl N 148-1/y-06(n) (ab3au B pepakuun, BBegeHHon B penictBue ¢ 10 anpena 2011 roga npukasom
MuHsapascoupassuTtus Poccum ot 20 auBapa 2011 rona N 13H, - M. NpeabiayLLYy0 PeaaKLuio).

McuxoTponHble BelecTBa Cnucka lll, MHble nekapCcTBeHHble CPeAcTBa, noanexaiime npegMeTHO-KONMYeCTBEHHOMY YYETY,
aHabornuyeckne cTepouppl, nNpegHasHaydeHHble AN ambynaTopHOro fevYeHus rpaxgaH B pamKax rocyaapCTBEHHOM
couManbHOM MOMOLLM U rpaxaaH, MMEKLLMX NpaBo Ha MofyvyeHWe NeKapCTBEHHbIX npenapaTtoB 6ecnnaTHO M CO CKUAOKOM,
BbINNCLIBAKOTCA Ha peuentypHom 6naHke N 148-1/y-88, k KOTOPOMY AOMNOMHUTENBHO BINMCLIBAKOTCS peLenTbl Ha peLenTypHOM
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6naHke dhopmbl N 148-1/y-04(n) nnm chopmbl N 148-1/y-06(n1) (ab3au B pepakumn, BBegeHHon B gericteue ¢ 10 anpens 2011
roga npukasom Munsapascoupassutusa Poccun ot 20 aueapsa 2011 roga N 13H, - cM. npeabiayLLyo pegakLumio).

2.10. Ona obecnevyeHNss HapKOTUYECKUMWU CPeacTBaMW U MCUMXOTPOMHLIMKU BellecTBamy OOMbHbIE MPUKPENnnsTCs K
KOHKPETHON MEAULMHCKOM W anTe4YHOW opraHusaumsam Mo MEeCTy XWTenbCcTBa B Mopsake, onpedenseMoM OpraHoMm
ucnonHuTensHon BnacTn cybwekta Poccuinckon degepauun B chepe 3gpaBooXpaHeHus (MYHKT B pedakuuv, BBEOEHHOW B
penctene ¢ 10 anpena 2011 roga npukasom MwuH3gpascoupassutua Poccun oT 20 aneapa 2011 roga N 13H, - cwm.
0REeAbIAYLLYI0 PeAaKLMIO).

ll. TOPAAAOK O®OPMITIEHUA TPEEOBAHUN-HAKNAOHbIX B ANTEYHYIO OPFTAHU3ALMIO HA NMONYYEHUE
NEKAPCTBEHHbIX NPEMAPATOB ANl MEAULUMHCKUX OPFAHU3ALIMA

(HanmeHoBaHWe B pegakumm, BBegeHHom B genctene ¢ 10 anpensa 2011 roga
npukasom MuHsapascoLpassutua Poccum ot 20 auBapsa 2011 rona N 13H, -
CM. NReAbIAYLLYIO peAaKLmio)
3.1. Ons obecnevyeHns ne4ebHO-OANArHOCTMYECKOrO Mpouecca MeaUUUHCKME OpraHusaumm nony4varoT JNeKapCTBEHHbIE
npenapatbl U3 anTe4YHOW opraHmsaumm no TpeboBaHUSM-HaKMagHbIM, YTBEPXKOEHHBIM B YCTaHOBIEHHOM nopsiake (absau B
penakumu, BBegeHHon B gencteue ¢ 10 anpensa 2011 roga npukasom MuHsapascoupassutug Poccun ot 20 auBapa 2011 ropa

N 13H, - CM. MPEALIAYLLYIO0 DEAAKLMIO).

TpeboBaHMe-HakNagHasa Ha MoryyYeHve M3 anTedHbIX OpraHu3auui NeKkapCTBEHHbIX NPenapaToB AOMKHA MMETb LuTamn,
KpYrnyo nedats MeQULMHCKOW opraHv3auuuv, NoAanuch ee pykoBOAUTENS UMM ero 3amecTutens no nededbHom yactm (absay B
penakumm, BBegeHHon B gencteue ¢ 10 anpensa 2011 roga npukasom MuHsapascoupassutug Poccun ot 20 aueapa 2011 roga
N 13H, - cM. NpeablayLLy0 pegakumio).

B TpeboBaHuu-HaknagHOM ykasblBaeTcs HOMep, [fara COCTaBMeHus [JOKYMeHTa, OTnpaBuTeNnb W nonydatenb
nekapcTBEHHOro mnpenaparta, HavMeHOBaHWe meKapCTBEHHOro npenaparta (C ykasaHWeM [03UpOBKM, OPMbl  Bbinycka
(TabneTkn, amnyrnbl, Masu, CynnosvTopumn T.N.), BUA YNaKOBKM (KOPOOBKW, dnakoHbl, Ty6bl U T.N.), cnocob npumeHeHus (Ons
WHBLEKLWI, AN HApY>XHOTO NPUMEHEHWS, MpUeMa BHYTPb, MMasHble Kanmu 1 T.0.), Konm4ecTBo 3aTpeboBaHHbIX NTEKAPCTBEHHbIX
npenapaToB, KONMMYECTBO U CTOMMOCTb OTMYLLUEHHbIX NeKapCTBEHHbIX NpenapaToB (ab3ay B pegakumu, BBEAEHHOW B AeCTBUe
¢ 10 anpensa 2011 roga npukaszom MwuHsapascoupassutua Poccum ot 20 aneapa 2011 roga N 13H, - CM. npegblayLuyto
pegakumio).

HanmeHoBaHMs nekapcTBEHHbLIX NpenapaToB NULLYTCS Ha NaTUHCKOM si3blke (ab3au B pefakummn, BBEAEHHOW B ENCTBUE C
10 anpensa 2011 roga npukasom MwuH3apaBcoupassutua Poccun ot 20 aueaps 2011 roga N 13H, - cM. npegbiayLiyto
pegakumio).

TpeboBaHusi-HaKNagHble Ha  JleKapCTBEHHble  CpeadcTBa, noanexawiue  npeaMeTHO-KONMYECTBEHHOMY  Y4eTy,
BbINUCBLIBAIOTCS Ha OTAENbHbIX OraHkax TpeGoBaHUR-HaKNaaHbIX AN KaX40M rpynnbl Npenaparos.

MeauMuuHcKkMe opraHn3auum nNpu COCTaBMEHNM 3asIBOK Ha HApKOTUYECKME CpeacTBa U NCUXOTPOINHbIE BeLLecTBa cnuckos |l
u |l JOMKHBI PYKOBOACTBOBATLCS PACHETHBIMW HOPMAaTUBaMU, YTBEPXAEHHbIMY B YCTaHOBNEHHOM nopsiake (ab3al B pegakumm,
BBeaeHHown B gencteue ¢ 10 anpensa 2011 roga npukasom MuHsapascoupassutug Poccun ot 20 aHsapa 2011 roga N 13H, - cm.

npeablayLLyo peaakumio).

3.2. TpeboBaHus-HakNagHble CTPYKTYPHOro noapasfeneHns MeguumMHCKon opraHmsauun (kabuHeTa, otaeneHust n T.n.) Ha
rnekapCTBeHHble npenapatbl, HanpaenseMble B anTe4YHyl OpraHM3auuilo, oOopMISIOTCA B NOpsAKe, ONpeaerieHHOM MyHKTOM
3.1 HacTosuler VIHCTRYKLMK, NOAMNUCHLIBAIOTCS PyKOBOAUTENEM COOTBETCTBYHIOLLEro NoapasneneHns u ogopMIISOTCS WTaMnoMm
MELMLMHCKON opraHusaumm.

Mpu BbINUCbIBAHWM JNEKApPCTBEHHOrO npenapaTta Ans MHAMBMAYyanbHOro 6GOMbHOro AOMOSHUTENBHO YKasbiBaeTCsl ero
dammnmsa n nHMUMansl, Homep nctTopumn 6onesHu.

(MyHkT B pepakuun, BBeageHHom B aenctemne ¢ 10 anpena 2011 roga npukasom MwuH3gpascoupassutua Poccunn ot 20
aHBapsa 2011 roga N 13H. - CM. npeablayLLyo peaakLmio)

3.3. Crtomartonoru, 3yGHble BpadM MOryT BbINMUCbIBATb 3a CBOEW noanucbld TpeboBaHWs-HAKNagHble TONMbKO Ha
neKapCTBeHHble npenaparbl, NPUMMEHsIEMble B CTOMAToNnorn4yeckoMm kabuHeTe, 6e3 npaBa BblgayyM UX MaUMEHTaM Ha Pyku
(myHkT B pegakumm, BBefeHHoun B Aencteme ¢ 10 anpensa 2011 roga npukasom MuHsapascoupassutus Poceun ot 20 aHBaps
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2011 rona N 13H, - cM. OpeabIayLLYI0 peaakumio).

3.4. TpeboBaHnsa Ha A00BUTbIE NEKApPCTBEHHbIE CPeAcTBa, Kpome MOoAnMcKM cTomartonora unm 3y6HOro Bpaya, OOSMKHbI
MMETb MOANUCb PYKOBOAUTENS yupexaeHus (oTaeneHns) unm ero 3amectuTens U Kpyrny neyartb MeauumMHCKOW opraHusaunm
(nyHKT B pegakuuun, BeegeHHon B genctane ¢ 10 anpenda 2011 roga npukasom MwuHsgpascoupassutua Poccun ot 20 aHBapsa
2011 rona N 13H, - cM. OpeabIayLLYI0 peaakLmio).

3.5. TpeboBaHusi-HaKNagHble Ha OTNYCK YaCTHOMPAKTMKYHOLWMUM BpadYam IeKapCTBEHHbIX MpenapaToB (3a UCKIYeHMEM
HaPKOTUYECKMX CPeacTB M MCUXOTPONHbIX BewecTB cnuckoB |l 1 I, a Takke nekapCTBEHHbIX NpenapaToB, COAEPXKALUUX 3TU
CpeacTBa v BellecTBa) ohopMIIAOTCS B Nopsigke, onpeaeneHHom n.3.1-3.4 Hactosaulen VIHCTRYKLMM Ha OCHOBaHWWM Aorosopa
KYNInM-npogaxkn Mexay YacTHOMPAKTUKYIOLWMM BpayYoM W  anTe4YHOM oOpraHuM3aumen u JNUUEH3MM Ha  MEeOULMHCKYH
OEeATenbHOCTb, BbIJAHHOW B YCTAHOBMEHHOM Mnopsigke (MyHKT B pegakumu, BBegeHHowm B gencteme ¢ 10 anpenst 2011 roga
npukasom MuHsapaecoupassutma Pocceum ot 20 aHeapa 2011 rona N 13H, - CM. NReabIayLLY penakLmio).

3.6. B anTteuyHbix opraHusauusx TpeboBaHUSA-HaknagHble ne4ebHO-MPOUNAKTUIECKUX YUYPEXOEHUA Ha OTMyCcK
HapKOTUYEeCKMX CPeaCcTB WM MNCUXOTPOMHbIX BewectB couckoB Il n Il xpaHatca B TedeHve 10 neT, Ha OTNYCK WHbIX
NneKapCTBeHHbIX CPeacTB, noanexaiimMx npegMeTHO-KONMYeCcTBEHHOMY Y4eTy - B TedeHWe 3 neT, ocTanbHbIX rpynn
nekapCcTBEHHbIX NpenapaToB - B TEYEHWE O4HOr0 KaneHaapHoro roga (MyHKT B pefakuumu, BBeaeHHow B gericteue ¢ 10 anpens
2011 roga npukasom MuHsapascoLpassutua Poccuu ot 20 aHsaps 2011 rona N 13H, - cM. OpeablayLLyo peaakuumio).

3.7. TpeboBaHus-HakNagHble MeOUUMHCKUX OpraHuM3auui AOIMKHbI XPaAHWUTbLCHA B anTeYHOM OpraHuM3auum B YCMOBWSIX,
o6ecneyvmBaLLNX COXPAHHOCTb, B COPOLUIOPOBAHHOM M OneyaTtaHHOM BuAe U 0hOpMMSTLCS B TOMa C yKasaHueM Mecsiua U
roga (NyHKT B pegakuun, BBegeHHon B gencteune ¢ 10 anpens 2011 roga npukasom MuHagopascoupassutua Poccun ot 20
aHBapsa 2011 roga N 13H, - cM. OpeAbIAYLLYI0 PeOAKLINIO).

3.8. MyHkT yTpatun cuny ¢ 1 mapta 2022 roga - npukas Munsgpasa Poccun ot 24 Hos6pa 2021 rona N 1094H, penicteyet
0o 1 mapta 2028 roga. - CM. npeablayLLyi0 PeAAKLIMIO.

IV. KOHTPOJb 3A BbINUCbIBAHUEM PELIENTOB U TPEBOBAHUN-HAKNAOHbIX
HA NNEKAPCTBEHHbIE NPEMNAPATbI

(HameHoOBaHWe B pegakummn, BBegeHHon B aencrtane ¢ 10 anpena 2011 roga
npukasom MuHsapascoLpa3sutua Poccum ot 20 auBapsa 2011 rona N 13H, -
CM. NReAbIAYLLYIO peAaKLmto)
4.1-4 13. MyHkThl YTpaTuna cuny ¢ 1 nona 2013 roga - npukas Munsapasa Poccumn ot 26 dhespans 2013 rona N 94H. -
CM. mpeablAyLLY0 pefakLmio.

MpunoxeHue N 1

K MHCTpYKUMKM O nopsigKe BbINUCbIBaHUA
NeKapCTBEHHbIX NpenapaTtoB U oPopMIIeHUsA
peuenToB U Tpe6oBaHUM-HaKNaAHbIX

(rpud B peaakumm,

BBeAeHHoM B aenctBue ¢ 10 anpensa 2011 roga
npukasom MuH3sapaBcoupasButus Poccuun

ot 20 auBapsa 2011 roga N 13H, -

CM. NpeAblAyLLYI0 peaakLuio)

NPEOEJNIBHO AOMYCTUMOE KOJIMYECTBO
JNEKAPCTBEHHbIX CPEACTB ANA BbIMACbIBAHUA HA OOWH PELIENT

(c uameHeHuamm Ha 20 aHBaps 2011 roga)

N HanmeHoBaHne nekapCcTBEHHOIo dopma Bbinycka U 403MpoBKa KonunyecTtso
n/n cpefcrea
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1. BynpeHopduH TabneTkn onsa cyGnuHreanbHOro npuema 50 Tabn.
200 mkr n 400 mkr
2. BynpeHopduH PactBop Ona uHbekuunn, amnynbl
300 mkr/mn 1 mn 30 amnyn
300 mkr/mn 2 mn 15 amnyn
3. BynpeHopduH TpaHcaepmanbHasa TepaneBTudeckas
cuctema
35 mkr/y 20 nnacr.
52,5 MKr/v 8 nnacrt.
70 MKr/y 5 nnacr.
4, OurnpopokopevH-petapg (OMK TabneTkn ona npuema BHYyTpb
KoHTuKHYC)
60 mr 40 Tabn.
90 mr 30 Tabn.
120 mr 20 Tabn.
5. Ounngonop (nuputpamua) Pacteop aonsa uHwekunin, amnynsl 0,75% 50 amnyn
no 2 mn
6. MopdurHa rugpoxnopua PacTtBop ons uibekuun, amnynsl 10 mr B 20 amnyn
1 mn
7. OMHOMOH PactBop ansa uHbekuunin, amnynsl 1% n 10 amnyn
2% no 1 mn
8. Mpomenon (TpumenepugnHa TabneTkn ona npuema BHyTpb 25 Mr 50 Tabn.
rmgpoxnopuga)
9. Mpomenon (TpumenepuanHa PacTteop onsa nHbekumi, amnynel 1 n 2% 10 amnyn
rmgpoxnopua) no 1 mn
Wnpuy-Tiobmkm 1 1 2% no 1 mn 10 wnpwu-
TIOGUKOB
10. MopdwmHa cynegat (MCT TabneTkn 1 Kancynbl NPOANEHHOrO
KOHTUHYC Unu Apyrne aHanoru AeNCTBUA Ans npuema BHyTpb
NPOJOMKUTENBHOCTLIO AENCTBUS
He MeHee 12 yacoB)
10 mr 160 Tabn.
30 mr 60 Tabn.
60 mr 20 Tabn.
100 mr 20 Tabn.
200 mr 20 Tabn.
1. Mpocugon Tabnetkn gns dykkansHoro npuema 10 mr | 50 Ttabn.
n 20 mr
12. Mpocuaon PactBop aonsa nHwekunin, amnynsl 10 Mr B 50 amnyn
1 mn
13. deHTaHun TpaHcaepmanbHasa TepaneBTudeckas
cuctema
12,5 mkr/uac 32 nnacr.
25 mkr/vac 16 nnact.
50 mkr/yac 8 nnacr.
75 MmKr/yac 5 nnacr.
100 mkr/vac 4 nnact.
(nyHKT B pepakumu, BBegeHHON B fenctame ¢ 15 gekabps 2009 roga npukasom MuH3ApaBCcOLpa3BUTUSA
Poccuu ot 25 centabps 2009 roga N 794H, - cM. npeablayLLyio peaakumio)
14. KogewH (kogeunHa docdar) Mopoulok 0,2r
15. KoMOMHUpOBaHHbIE TabneTku, Kancynbl, pacTBOpbI U T.4. He Gonee 0,2 r*
nekapCcTBeHHbIe Npenaparsl,
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copepaliue kogeviH (kogevHa

docaar)
(nyHKT B pegakuun, BBeaeHHon B aencteme ¢ 10 anpens 2011 roga npukasom MuH3apaBcoLpas3BuTus
Poccuun ot 20 aHeapa 2011 rona N 13H, - cM. NpegbiayLyo pegakumio)

* [pw BINUCBbIBAHUW N OTNYCKE NEKApCTBEHHOMO NpenapaTa NPoM3BOAMTCSA NEPECHET Ha YNCToe
BELLECTBO (CHOCKa B pefakuun, BBeaeHHon B aenctame ¢ 10 anpens 2011 roga npukasom
MwuH3aapaBcoupassutusa Poccum ot 20 aHeaps 2011 roaa N 13H, - CM. npegblayLlyo pegakumio).

16. STunmopdurHa rugpoxnopus MopoLuok 0,2r*
(AMOHMH)

** B rmasHbIX Kannsix 1 Massax AMOHUH MOXET BbINMCLIBATLCA B KONUYECTBax 40 1 I Npu Hanu4mm
yKasaHus Bpaya Ha peuenTe "o cneynanbHOMY HazHavYeHuo", 3aBepeHHOro NOANUCHI0 Y IMYHOW NeYaTbio
Bpaya, nevyatbio MegMLUUHCKON opraHm3aummy "Onsa peuenTtoB” (CHOCKa B pefakummn, BBEAEHHOW B ENCTBUE C
10 anpensa 2011 roga npukazom Munsgpascoupassutua Poccum ot 20 aueapa 2011 roga N 13H, - cm.
npenbiayLLyo peaakumio).

17. AmdenpamoH (doenpaHoH) Tabnetku, gpaxe 25 mr 50 Tabn.

18. XanbLuuoH (Tprasonam) Tabnetkun 250 mkr 30 Tabn.

19. Hatpusa okcnbytnpar PactBop aonsa npuema BHYyTpb 66,7%, 2 dhnakoHa

cupon ans npvema BHyTpb 5%

20. OdeapurHa rmgpoxnopug MopoLwuok 0,6r
apyrue conu achegpuHa

21. TeodenpvH, TeodeapuH-H, Tabnetkn 30 Tabn.
Heo-TeocbenpuH

22. ConytaH Pacteop 50 mn 1 donakoH

23. CnasmoBepanruH, Tabnetku 50 Tabn.
CnasmoBepanruH-Heo

24, [Opyrve KOMOVMHNPOBaHHbIE TabneTkn, NOPOLLKN U T.4. 1 ynakoBka

nekapcTBeHHbIe npenaparbl,
coagepxalwue adbegpvHa
rmgpoxnopua,u noanexawme
NpegMeTHO-KONMMYECTBEHHOMY
yyety

(nyHKT B pegakuun, BBeaeHHon B aencteme ¢ 10 anpens 2011 roga npukasom MuH3apaBcoLpa3BuTus
Poccuun ot 20 aHeapa 2011 roaa N 13H, - cM. NpegbiayLlyo pegakumio)

25. KombuHMpoBaHHbIe Kancynbl, nopoLuku, cupor, TabneTku, 1 ynakoBka
neKkapcTBEHHble Npenaparhl, XNOKOCTb ANS Npyuema BHYTPb U T.A4.
cogepxaume ncesgoadegpuHa
rmopoxnopua n nognexawiune
NpeaMETHO-KONMYECTBEHHOMY
yyety

(nyHKT B pegakuun, BBeaeHHom B aencteme ¢ 10 anpens 2011 roga npukasoMm MuH3apaBcoLpa3BUTuS
Poccuum ot 20 aHeapa 2011 roaa N 13H, - cM. NpegbiayLlyo pegakumio)

26. Knodenun Tabnetku 0,075 wr, 0,15 mr 1 ynakoBka

27. MaxukapnuHa rugpovioama MopoLuok 1.2r

28. AHabonunyeckme ropMoHbi: TabneTku, pacTBOp ANs UHBLEKLUIA U T.4. 1 ynakoBka
MeTaHgpoCcTeHONOoH,

OkcaHapornoH Petabonun,
HaHaponoH, deHobonun,
CwunabonuH n gpyrue

29. KoMO1HMpoBaHHbIe Kancynbl, Tabnetku, cupon, kannetbl 1 1 ynakoBka
nekapcTBeHHbIe Npenaparbl, T.0.
cogepxaiiune
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dheHunnponaHonamMmuH, u
noanexatiue npegmeTHo-
KOINMYECTBEHHOMY Y4eTy

(nyHKT B pegakuun, BBeaeHHon B aencteme ¢ 10 anpens 2011 roga npukasom MuH3apaBcoLpa3BuTus

Poccum ot 20 auBapsa 2011 rona N 13H, - cMm.

npeabiayLLyo peaakumio)

30. deHobapbutan Tabnetkn 50 mr, 100 mr 10-12 Tabnetok

31. BeH3obapbutan (beHsoHan, Tabnetkn 50 mr, 100 mr 1 ynakoBka
BeHzobamun)

32. MpumuaoH (FekcamuamH, Tabnetkn 125 wmr, 250 mr 1 ynakoBka
MwuconuH)

33. BytopgaHon (Ctagon, PactBop ansa nHbekuun 2 mr/mn 1 mn 10 amnyn
Mopagon)

MpumevaHune:

Mpy BbINUCBIBAHUM HAPKOTUYECKUX JNIEKAPCTBEHHbIX NPEenapaToB, He MPEAYyCMOTPEHHLIX HACTOSILLMM MPUIIOKEHUEM, UX
npenenbHO AOoMyCTMMOE KONMUYECTBO Afsi BbINMUCBbIBAHWMS B OLHOM peELienTe MOXET B NATb pa3 NpeBblllaTb pa3oBylO [03Y,
YKa3aHHYI0 B MHCTPYKLMU MO MEOULMHCKOMY NMPUMEHEHMIO BbINMUCHIBAEMOrO NEeKapCTBEHHOrO npenapara (ab3ay B pegakuumu,
BBeaeHHown B gencrteue ¢ 10 anpens 2011 roga npukasom Munsgpascoupassutua Poccum ot 20 anBaps 2011 roga N 13H, - cMm.
npenbiayLLyo peaakuuio).

MpunoxeHune N 2

K MHCTpYKUMM 0 nopsigKe BbINUCbIBaHUSA
NeKapcTBEHHbIX NpenapaTtoB U ocopmMmneHus
peuenToB U TpeboBaHUN-HaKNaAHbIX

(rpudcp B pepakuun,

BBeAeHHon B genctBue ¢ 10 anpensa 2011 roga
npukasom MuHsapaBcoupa3sutua Poccum

ot 20 saiuBapsa 2011 rona N 13H, -

CM. NpeAbIAyLLYyI0 peaakuuio)

BAXXHEMWLLUWE PELIENTYPHbIE COKPALLEHUA

CokpalieHve [NonHoe HanucaHne MepeBoa
aa ana no, NOPOBHY
ac.acid. acidum Kucnota
amp. ampulla amnyna
aq. aqua BOda
aq. destill. aqua destillata ONCTUNNMpOBaHHasa Boaa
but. butyrum macrno (TBepaoe)
comp., cps compositus (a, um) CITOXHbI
D. Da (Detur, Dentur) Bbigan (nycTtb BblgaHo, NycTb byaet

BblaHO)
D.S. Da, Signa Belgan, o6o3Haub
Detur, Signetur MycTb 6yaet BblgaHO, 0603HaYEHO

D.t.d. Da (Dentur) tales doses Boigan (MycTtb 6yayT BblgaHbl) TakMe 003bl
Dil. dilutus pasBedeHHbIN
div.in p.aeq. divide in partes aequales pasfenu Ha paBHbIe YacTu
extr. extractum 3KCTPAKT, BbITSXKKA
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f. fiat (fiant) MycTb 0bpa3syetcs (0bpa3syroTcs)
qtt. qutta, guttae Kanns, kannm

inf. infusum HacTomn

in amp. in ampullis B amnynax

in tabl. in tab(u)lettis B Tabnetkax

lin. linimentum Xngkas masb

lig. liquor XNOKOCTb

m. pil. massa pilularum nunonbHaa macca

M. Misce, Misceatur Cwmewan (MycTb Byget cmellaHo)
N. numero 4ncriom

ol. oleum Macno (>kugkoe)

past. pasta nacrta

Ppl. pilula nunons

p.aeq. partes aequales paBHble YacTu

ppt., praec. praecipitatus OcaxgeHHbINn

pulv. pulvis MopoLuok

qg.s. quantum satis Ckonbko notpebyeTcs, CKONbKo Hago
r., rad. radix KOpEeHb

Rp. Recipe Bosbmu

Rep. Repete, Repetatur Moetopwm (MycTb ByoeT NOBTOPEHO)
rhiz. rhizoma KOopHeBMuLLEe

S. Signa, Signetur O60o3Haub (MNycTb ByaeTt 0603Ha4YeHO)
sem. semen cems

simpl. simplex npocTou

Sir. sirupus cupon

sol. solutio pacTteop

supp. suppositorium cBeva

tabl. tab(u)letta Tabnetka

t-ra, tinct. tinctura HacTolka

ung. unquentum Masb

vitr. vitrum CKNSAHKA

MpunoxexHue N 3

K MHCTpYKUMKM O nopsigKke BbINUCbIBAHUA
NeKapCcTBEHHbIX NpenapaToB u ohopMrneHus
peuenToB U TpeboBaHUN-HaKNaAHbIX,

yTBEepXAEeHHOW NPUKa3oMm
MuHsgpaBscoupassutus Poccumn
ot 12 cheBpansa 2007 ropa N 110
(B pepakuun,

BBeAeHHoM B genuctBue ¢ 10 anpensa 2011 roga
npukasom MuHsapaBcoupa3sutua Poccuu

AKT

CPOKOB X XPAHEHUA*

ot 20 sauBapsa 2011 roaa N 13H, -
CM. NpeAbIAYLLYI0 peaakumio)

OB YHUUYTOXEHUU TPEBOBAHUU-HAKINAOHbIX ANA NONYYEHUA
HAPKOTUYECKUX CPEACTB U NMCUXOTPOINHbIX BELWWECTB NO UCTEYEHUN
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* AKT ochopmMmngaeTcs exemMmecsyHo.

ot " " 200 r. N
Komucens B coctaBe:
Mpeacenatennb
( ormkHocTb U ©.U.0. nonHocTbIO)
UneHbl komuceum:
(aormkHocTb 1 ®.1N.0. NONHOCTHLIO)
(gormkHocTb 1 @.M.0. NoNHOCTLIO)
(oormkHocTb n ©.1N.0. NONHOCTLIO)
npoussena " " 200 I. U3BATME N YHUUTOXEHNE B
(HaumeHoBaHue
opraHv3auum)
TpeboBaHMN-HaKNaAHbIX ANs NOMYYeHUs1 HAPKOTUYECKUX CPEACTB M NCUXOTPOMHbIX BELLECTB 3a
(mecs, rog)
N HanmeHoBaHue EavHunua Homep 1 gata KonunyectBo
n/n neKapCTBEHHOro n3mepeHns TpeboBaHMA-HaKagHON TpeboBaHuii-
npenapara, HaknagHbIx
[031pOoBKa, B
nekapcTBeHHoOM
dopmbI
1 2 3 4 5
MTOro no akTy YHUUTOXEHbI MyTEM CXUraHusl Unu paspbiBa U NocrneayLero
3amMauynBaHNsi B pacTBOPE XIIOPHOWM U3BECTU (HYXXHOE NOAYEPKHYTb)
(konnyecTBo

undpamm 1 NPonncbIO)

Mpencepatens KOMUCCUN:

UneHbl komucenm:

TpeboBaHWN-HaKNagHbIX.

(nognuceb)

(nognuceb)

(mognuchb)

(nognuceb)

MpunoxeHue N 4

K MHCTpYKUMM 0 nopsigke BbINUCbIBaHUA
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NleKapCTBEHHbIX NpenapaTtoB U ohopMIIeHUsA
peuenToB U Tpe6oBaHMMN-HAKNAaQHbIX

(rpudcp B pepakuun,

BBeAeHHon B aenuctBue ¢ 10 anpensa 2011 roga
npukasom MuH3apaBscoupasButTua Poccum

ot 20 auBapsa 2011 roga N 13H, -

CM. NpeAbIAyLLYyI0 peaakumio)

AKT
OB YHUUYTOXEHUU TPEEOBAHUU-HAKINALOHbIX ANA NONYYEHUA UHbIX
NEKAPCTBEHHbIX CPEACTB, NOANEXALUUX NPEAMETHO-KOJINYECTBEHHOMY
YYETY, MO UICTEYEHUN CPOKOB UX XPAHEHWUA*

* AKT ochopmMmngaeTcs exemMecsayHo.

or" " 200 r. N

Komucemsa B coctaBe:
Mpeacenatennb

( @ormkHocTb  ®.U1.0. nonHoCTLIO)
UneHbl Komuceum:

(momkHocTb N ®.M.O. NONHOCTLIO)
(aormxkHocTb n ®.M.0O. nonHocTbLI0)
(momkHocTb N ©.M.0O. NONHOCTLIO)

npouseena " " 200 I. U3BATME U YHUUTOXEHNE B

(HanmeHoBaHue
opraHusaumn)

Tpe6OBaHVIl7I-HaKJ'IaﬂHbIX Ona nony4vyeHuna UHblX nekapcTBeHHbIX CpencTs, noanexawmx

NpeaMeTHO-KOINIMYECTBEHHOMY YYeTy 3a

(mecsu, ron)

B KONMYecTBe LUTYK.
(umdbpamm 1 NponuckbIo)

TpeboBaHWsA-HaKkNagHble YHUHTOXEHbI MYyTEM CXXUraHWS WU pa3pbiBa U MOCNEAYIOLWEro 3aMadBaHusi B pacTBOpe XITOPHOWN
M3BECTU (HY>KHOE NO4YEPKHYTh).

Mpencenartens kKomuccuu:

(mognuce)
YrieHbl KoMUcecum:

(nognuce)
(mognuce)
(nognuce)
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NMpunoxexnune N 14

MHCTPYKLIUA
O NOPAAKE HA3HAYEHMSA U BbINMUCbIBAHUA U3OENNA MEOULIMHCKOIO
HA3HAYEHUA U CNELWATTM3NPOBAHHBIX NMPOAYKTOB NNIEYHEBHOIO NMUTAHUA
ONA OETEN-MHBANMAOB

(c nameHeHmamm Ha 20 sHBapst 2011 roga)

Mpunoxernne N 14 k HacTosiwemy npukasy ¢ 1 mona 2013 roga He NPUMEHSAETCS K NPaBOOTHOLUEHUSAM, CBSA3aHHbIM C
Ha3Ha4YeHVEM 1 BbINUCbIBAHMEM NEKAPCTBEHHbIX NPenapaTtoB U MeAULIMHCKUX U30enni, - NyHKT 2 npukasa MuHsapasa Poccun
0T 26 dheBpansa 2013 rona N 94H.

1. Msgenns MeanuUmMHCKOro Ha3Ha4yeHus U crneLuanuavpoBaHHble NPOAYKThI NevyebHOoro nutaHus ans aeTen-uHBanvaoB
Ha3Ha4yalTCa M BbINUCLIBAOTCHA B paMKax NpefocTaBneHuss OTAENbHbIM KaTeropusiMm rpaxgaH rocygapCTBEHHOW coumarnbHOm
nomown B Buae Habopa coumanbHbiX ycnyr (MyHKT B pedakuun, BBefeHHorn B aencteue ¢ 10 anpens 2011 roga npukasom
MwuHsgpascoupa3ssutua Poccun ot 20 gueaps 2011 roga N 13H, - CM. NpeablayLLYi0 peaakLmio).

2. Vspenus MeaMUMHCKOrO HasHa4yeHusi HasHayalTCs M BbINUCbIBAOTCA Bpadamy (cpenballepamu) MeguuUHCKUX
opraHuM3aumi, OKasbIBaLWIMX MEPBUYHYID MEOUKO-CaHuTapHy nomollb (ab3ay B pepakuun, BeBegeHHow B gencteue ¢ 10
anpens 2011 roga npukaszom MuHaapascoLipa3sutus Poccum ot 20 aHBapsa 2011 roga N 13H, - cM. OpeAbIaYLLYI0 peaaKLnto).

CneunannsmpoBaHHble NPOAYKTbl NeyvyebHOoro nuTaHus Ons AeTen-MHBanMAOB Ha3Ha4alTCa BpadaMy MeLMLMHCKUX
OopraHuM3auui, OKasblBaKLWNX MEOMKO-TEHETUYECKYIO MOMOLb, W BbIMNMCLIBAOTCA BpavyaMyu MEOULUMHCKMX OpraHv3auun,
OKa3blBalOLLMX MEONKO-TeHETUYECKYD MOMOLLb, UM Bpadamu-cneumanuctammn (B criydae ux OTCYTCTBUSA flevallyMMm Bpayvyom)
MEOVUWHCKMX OpraHusauui, OKasblBaLWMX MEPBUYHYI0 MEOMKO-CaHUTApHY nomollb (ab3au B pedakumv, BBEOEHHOW B
pencteme ¢ 10 anpens 2011 roga npukasom MwuHsgpascoupassutna Poccumn ot 20 anBapsa 2011 roga N 13H, - cwm.

npenbIayLLyo peaakuuio).

3. PeuenTtbl BbINUCBLIBAOTCA Ha M3OENWMs MEOULMHCKONO HasHayeHus wu cneunann3npoBaHHblie NPOAYKTbI neyebHoro
nuTaHua Ons AeTen-uHBanuaoB, BKMIOYEHHbIE B nepeyHun n3genum MeaMUMHCKOro HasHa4dyeHus u cneunanmsnpoBaHHbIX
NPOAYKTOB ne4yebHOro NUTaHMNA ons oeTen-nHBanuaoe, yTBEepXaaemble B YCTaHOBJIEHHOM NopAkKe.

4. PeuenTbl BbINUCLIBAOTCA Ha peuenTypHbix GrnaHkax chopmbl N 148-1/y-04(n) v N_148-1/y-06(1) B COOTBETCTBUU C
TpeboBaHMAMU, NpeaycMOTpeHHbIMU pasaenamu | n [ HCTpyKLMK 0 Nopsake BbINMChIBAHWS NEKAPCTBEHHbIX NPenapaToB U
odhopmIeHusa peLientoB 1 TpeboBaHun-HaknaaHbix (opunoxenve N 13) (NyHKT B pedakuuu, BBedeHHon B gericteue ¢ 10
anpens 2011 roga npukaszom MuH3apascoLipassutus Poccum ot 20 aHBapsa 2011 rona N 13H, - cM. OpeablayLLyo peaakLnto).

5. |-|pl/l BbINMNCbIBAHUN XPOHUYECKUM ©0nbHbLIM peuenToB Ha cneunann3npoBaHHble NPOAYKTbI ne4yebHOro nNuUTaHusa Ans
AeTen-mHBannaoB Bpa4aM pa3pellaeTca yctaHaBMBaTb CPOK AencTems peuenTa B npeaenax 4o ogHoro roga.

Mpwn BbINMCEIBaHMM TaKMX PELENTOB Bpad AOMKEH caenaTtb NomMeTky "XpoHuveckoMy 6omnbHOMY", ykasaTb CpOK AENCTBUS
peuenta M NEPUOAMYHOCTb OTMNyCKa CreunanuM3npoBaHHbIX MNPOAYKTOB NnedvebHoro nutaHua nnst AeTen-uHBanvaoB U3
anTeYyHoro yypexaeHust (opraHnsaunm) (exxeHegensHo, eXXeMECAYHO U T.M.), 3aBEPUTL 3TO yKazaHMe CBOEW MOAMUCHIO U TMYHOW
neyaTtblo, a Takke nevyaTbld MeguUMHCKOM opraHusaumm "Ons peuentoB" (ab3ay B pepakuum, BBeaeHHon B gencteue ¢ 10
anpens 2011 roga npukaszom MuHagpascoLlpa3sutmus Poccum ot 20 aHBapsa 2011 roga N 13H, - cM. NpeabiayLLyo pegakuuto).

MpunoxeHune N 15

MHCTPYKLIUA
O NOPAAKE XPAHEHUA PELIENTYPHbLIX BJTAHKOB

(c nsmeHeHuamn Ha 20 aHeaps 2011 roga)
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MpunoxeHne N 15 k HacTosiwemy npukasdy ¢ 1 monsa 2013 roga He NPUMEHSIETCA K NPaBOOTHOLLUEHUAM, CBA3aHHbIM C
XpaHeHeM peLenTypHbIX BNaHKOB Ha NeKapCTBEHHbIE nMpenapaTbl U MeguunHCKUE nsgenusi, - NyHKT 3 npukasa MwH3gpaea
Poccum ot 26 cheBpansa 2013 rona N 94H.

1. MeguumHCKMe opraHuMsaumyM Mony4arT HeobXxoauMMble pelenTypHble OraHku 4Yepes TeppuTopuanbHble OpraHbl
ynpaBneHus 30paBoOXpaHEHNEM WM OpraHn3aLmu, YrorTHOMOYEHHbIE Ha 3TO opraHamn UCMONMHUTENbHOW BNacT CyObLeKToB
Poccunckon ®enepaumm (absaw B pegakuum, BeegeHHon B gencrtene ¢ 10 anpens 2011 roga npukazom MuH3apaBcoLpassutms
Poccun ot 20 aneapsa 2011 roaa N 13H, - cM. NpeablayLLY0 peaakLmto).

3anac peuenTypHbix 6rnaHKOB B MEOWLIMHCKMX OpraHu3auusx He [OIbKeH npeBblllaTb MOMnyrogoBoN, a crneumanbHbIX
peuenTypHbIX 61aHKOB HA HapKOTUYECKNE CPeacTBa M NCUXOTPONHble BewecTBa Cnuvcka |l - mecsayHon notpebHocTn (ab3ay B
penakumu, BBegeHHon B gencteune ¢ 10 anpensa 2011 roga npukasom MuHsapascoupassutng Poccun ot 20 auBapa 2011 roga
N 13H, - cM. NpeabiayLLy0 pefakumio).

YacTHoONpakTUKylolWmMe BpadyM CaMOCTOSATENbHO 3akasbliBaloT OnaHku peuenTtoB (3a UCKMOYEHMEM  cneumanbHbIX
peuenTypHbIX GraHKOB Ha HapKOTUYEeCcKoe CPEeACTBO W MCUMXOTPOMHOE BELLEeCTBO) C yKadaHMEM TUMOrpaddCkum crocobom B
BEpPXHEM FeBOM YITly agpeca Bpadya, HoMepa, AaTbl U CPpOKa AEWCTBUA NULEH3WUU, HAaVMEHOBaHUA opraHa rocyAapCTBEeHHON
BacTW, BblAaBLLEro OKYMEHT, NOATBEPXAAoLWUIA Hanuume nuuUeH3um.

2. B Kkaxgon MeOuUMHCKOW opraHuMsaumy MnpuKasom PyKOBOAMUTENS Ha3HavaeTcs fvuo, OTBETCTBEHHOE 3a noryyeHuve,
XpaHeHue, y4yeT 1 Bblgadyy BCEX BUAOB peuenTypHbIX BnaHKoB (NYHKT B pedakuuu, BBegeHHow B Aevicteue ¢ 10 anpensa 2011
roga npukasom MuHsapascolipassutus Poccum o1 20 aHBapsa 2011 roaa N 13H, - cM. OpeabIayLLY0 peaakLnto).

3. PeuenTypHble 6naHkn OOMKHbI XPaHUTBLCA OTBETCTBEHHbLIM JIMLOM MOA 3aMKOM B MeTanfnyeckom wwkady (cende) unm
METannM4yeckoM sILLMKE, a creunanbHble peuenTypHble BnaHky Ha HapKOTUYecKoe CPefAcTBO M MCUXOTPOMHOE BELLECTBO - B
cende.

YacTHONPaKTMKYHOLLNIA Bpay LOIMKEH XPaHUTb PeLenTypHble BraHKku nog 3amMKoM B MeTannuyeckom wkady (cende) nnm
Alwmke.

4. Y4yeT peuenTypHbix GnaHKOB MO BMAAM BEAETCS B XKypHanax, NPOHYMEpPOBaHHbLIX, NMPOLLUHYPOBAHHbIX N CKPEenmneHHbIX
noanncblo pPyKoBOOUTENSI U MeYaTbio MEAUUMHCKOW OpraHM3auun no yctaHoBneHHbIM dopmam (mpunoxenna N 10 u N _11)
(MyHKT B pegakumm, BBeeHHOM B AencTteure ¢ 15 aekabps 2009 roga npukasom MuHsapascoupassutmns Poccum ot 25 ceHTabpsa
2009 rona N 794H; B penakumu, BBeaeHHom B gencteme ¢ 10 anpensa 2011 roga npukasom MuH3agpascolpassutusa Poccun ot
20 auBapa 2011 rona N 13H, - M. NPEAbLIAYLLYIO PeOAKLIMI0).

5. ToCTOsAHHO OencTBylOLLas KOMUCCUS!, co3daBaeMasi B MeOMLMHCKOW OpraHn3auun, NpoBEPSIET COCTOSIHNE XpPaHEHUS,
yyeTa, hakTuyeckoe Hanmume U pacxof cneumanbHbIX peLenTypHbIX GaHKOB Ha HapKOTUYEeCKOoe CPeaCcTBO M MCUXOTPOMHOE
BELLECTBO OAMH pa3 B Mecsiy W OpYyrnx peuenTypHbiX OnaHkoB - oguH pa3 B kBapTtan (absauy B pegakumv, BBEOEHHOW B
penctene ¢ 10 anpena 2011 roga npukasom MwuHsapascoupassutua Poccum oT 20 aueapa 2011 roga N 13H, - cwm.

npeabIayLyo penakLmnio).

B cnyyae HecoBnageHWsi KHWXHOMO ocTaTka peuenTypHbIX OaHKoB ¢ haKTUYECKUM HanMynem Nnuo, OTBETCTBEHHOE 3a
nonyyeHve, XpaHeHue, Y4eT W Bblgavyy peuenTypHbiX OnaHKOB, HECEeT OTBETCTBEHHOCTb, MNPeagyCMOTPEHHYIO
3akoHogatenscTBoMm Poccunckon ®enepaumm.

6. OpraHbl ynpaBneHus 3gpaBooxpaHeHuem cyobekToB Poccuiickon depepaumm npu obcrnenoBaHMM MEAULMHCKMX
OopraHusaLuun KOHTPONMPYIT MCNoMnb3oBaHMe W obecneyeHne COXPaHHOCTWU peLenTypHbiXx OnaHkoB (NMyHKT B pedakuumu,
BBeaeHHon B gencteue ¢ 10 anpens 2011 roga npukasom Munsapascolpassutusa Poccum ot 20 aHBaps 2011 roga N 13H, - cMm.
NREAbIAYLLYI0 PEAAKLMIO).

7. PeuenTypHble GnaHkM B KONMYecTBe 2-HeAenbHOW NOTPeBGHOCTU BbIAATCA MEAUUMHCKMM paboTHWKaM, VMMEOLLUM
NpaBo BbINMUCbIBAHMSA PELENTOB, MO pacropsKeHUIO [MaBHOMo Bpada UM ero 3aMecTuTens.

8. J'qual.u,emy Bpa4y paspellaeTcAa Bbl4aBatb €eUHOBPEMEHHO HE oonee gecATy cneumnanbHbIX peuenTypHbIX OnaHkoB Ha
HapKOTM4eCkoe CcpeacTBso 1 NCUXOTPONHOE BELEeCTBO YCTaHOBIIEHHOIo o6pa3u,a Anga BbINMUCbIBAHUA HApKOTUYECKUX CpeadcTB U
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NCMXOTPONHbIX BewecTB Cnucka Il.

9. Mony4yeHHble peuenTypHble GraHK1M MeguUMHCKME paboTHUKM AOSMKHbI XpaHWUTb B MOMELLEHUSIX, obecnevmBaowmnx nx
COXPaHHOCTb.

Pepakums foKkyMeHTa C y4eToMm
M3MEHEeHW 1 OOMONHEHUI NoAroToBneHa
AO "Kopekc"
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