JokymeHT npeaoctasneH KoHcynbTaHTlt0C

3apeructpmupoBaHo B MuHiocte Poccum 27 anpena 2007 r. N 9364

MWHWUCTEPCTBO 3[1PABOOXPAHEHUA N COLMANIBHOIO PA3BUTUA
POCCUINCKON SEAEPALIUN

MPUKA3
ot 12 ¢pespana 2007 r. N 110

O NOPAAKE
HA3HAYEHWA U BbINUCLIBAHUA NEKAPCTBEHHbIX MPEMAPATOB,
W3AENUIA MEAULMHCKOTO HASHAYEHUA U CNELMA/IU3UPOBAHHbIX
NPOAYKTOB JIEYEGHOTO MUTAHUA

CnNMCOK M3MEHSAIOLWMX SOKYMEHTOB
(8 pea. Mpukasos MuH3apaBcoupasutma Poccmm ot 27.08.2007 N 560,
o1 25.09.2009 N 794H, ot 20.01.2011 N 13H,
Mpnkasos MuH3sgpasa Poccum ot 01.08.2012 N 54H,
0T 26.02.2013 N 94H)

B cootBetctBMM cO cTaTbeit 6.2 deaepanbHoro 3akoHa ot 17 wmwons 1999 r. N 178-®3 "O
rocygapcTBeHHoM coumanbHoi nomowm" (CobpaHune 3akoHoaaTenbctBa Poccuinckoit Pepepaunm, 1999,
N 29, ct. 3699; 2004, N 35, c1. 3607; 2006, N 48, cT. 4945; 2007, N 43, cT. 5084; 2008, N 9, cT. 817; N 29,
cT. 3410; N 52, c1. 6224; 2009, N 18, c1. 2152; N 30, c1. 3739; N 52, c1. 6417; 2010, N 50, cT. 6603) 1 B
uenax obecnevyeHMAa TrpakgaH, B TOM 4YMC/AE MMEKLWMX MPaBO Ha MOJyYeHWe TrOoCyAapCTBEHHOWN
COUMaNbHOM nomowy, no peuentam Bpaya (denbawepa) HeobOXOAMMbBIMU  NEKAPCTBEHHLIMM
npenapatamu, W3LEAUNAMU  MELMULMHCKOTO HA3HaAYeHMA U CNeuuann3mpoBaHHbIMKM  MPOAYKTaMMU
neyebHOro NUTaHMA oNa feTein-nHBaAnA0B, NPUKA3bIBAIO:

(npeambyna B pea. Mpukasa MuHsapascoupassutua Poccum ot 20.01.2011 N 13H)

1. YTBEpPAUTD:

1.1. ®opmy "CneumnanbHblii peuenTypHbid 6i1aHK Ha HAPKOTMYECKOe CPeacTBO M MCUXOTPOMHOE
BewecTBo" cornacHo npunoxenuto N 1;

(npunoxkenne N 1 ytpatuno cuny c 1 mona 2013 roaa. - Mpukas MuHsapasa Poccun ot 01.08.2012 N
54H)

1.2. UHcTpyKLMto No 3anonHeHnio dopmbl "CneunanbHbii peuenTypHbii 61aHK Ha HapKoTUYecKoe
CPeacTBO M NCUXOTPOMHOE BELLEecTBO" COrnacHo npuaoxkenuto N 2;

(npunoxkeHne N 2 ytpatuno cuny ¢ 1 mona 2013 roga. - Mpukas MuHsgpasa Poccun ot 01.08.2012 N
54H)

1.3. dopmy N 148-1/y-88 "PeuenTypHblit 61aHK" cornacHo npunoxeHuio N 3;

(npunoxenne N 3 ytpatunao cuny ¢ 1 mona 2013 roga. - Mpukas MuHsgpasa Poccun ot 26.02.2013 N
94H)

1.4. WHCTpyKuMio no 3anonHeHuto ¢opmbl N 148-1/y-88 "PeuentypHbii 6naHK" cornacHo
npunoxkeHuto N 4;

(npunoxenne N 4 ytpatuno cuny ¢ 1 mona 2013 roga. - Mpukas MuHsapasa Poccnn ot 26.02.2013 N
94H)

1.5. ®opmy N 107-1/y "PeuentypHbiii 61aHK" cornacHo npuaoskeHunio N 5;

(npunoxkenne N 5 ytpatuno cuny c 1 mona 2013 roaa. - Mpukas MuHsapasa Poccun ot 26.02.2013 N
94H)

1.6. WHcTpyKumio no 3anonHeHuio d¢opmbl N 107-1/y "PeuenTypHbiit 6naHK" cornacHo
npunoxenuto N 6;

(npunnoxkeHne N 6 ytpatuno cuny c 1 mona 2013 roaa. - Mpukas MuHsapasa Poccun ot 26.02.2013 N



94H)

MpunoxkeHne 7 He npumeHsaetcA ¢ 1 miona 2013 roga K NpaBOOTHOLWEHUAM, CBA3AHHbIM C
Ha3Ha4YeHMeM W BbINMUCbIBAHWEM JNIEKAPCTBEHHbIX MPENnapaTtoB W MeaUUMHCKUX usgenunii (Mpukas
MwuH3gpasa Poccum o1 26.02.2013 N 94H).

1.7. dopmy N 148-1/y-04 (n) "Peuent" cornacHo npuaoxexuio N 7;

MpunoxkeHne 8 He npumeHseTcA ¢ 1 miona 2013 roga K NpPaBOOTHOLWEHUAM, CBA3AHHbIM C
Ha3Ha4YeHMeM W BbINMUCbIBAHWEM J1IEKAPCTBEHHbIX MPEnapaTtoB M MeaUUMHCKUX usgenuii (Mpukas
MwuH3apasa Poccum o1 26.02.2013 N 94H).

1.8. ®opmy N 148-1/y-06 (n) "Peuent" cornacHo npunoxeHuio N 8;

MpunoxkeHne 9 He npumeHsaetcA ¢ 1 miona 2013 roga K NPaBOOTHOLWEHUAM, CBA3AHHbIM C
Ha3Ha4YeHMeM W BbINMUCbIBAHWEM JNIEKAPCTBEHHbIX MPENapaTtoB W MeaUUMHCKUX usgenumii (Mpukas
MwuH3gpasa Poccum o1 26.02.2013 N 94H).

KoHcynbTaHTlAOC: NprMeyaHme.
B odmumanbHOM TEKCTE AOKYMEHTA, BUAMMO, AONYLLEHA OMNeYaTKa: B NPUIOKEHMM 9 coaepKuTca
MHCTpyKumMA no 3anosnHeHuto popm N 148-1/y-04 (n) "Peuent" n N 148-1/y-06 (n) "Peuent".

1.9. UHcTpyKumio no 3anonHeHuto popmbl N 148-1/y-06 (n) "Peuent" u ¢popmbl N 148-1/y-06 (n)
"Peuent" cornacHo npunoxeHuto N 9;

MpunoxkeHne 10 He npumeHsaetca ¢ 1 umiona 2013 roga K NPaBOOTHOLWEHMAM, CBA3AHHbIM C
Ha3Ha4YeHMeM W BbINMUCbIBAHWEM JIEKAPCTBEHHbIX MPEnapaTtoB U MeaUUMHCKUX usgenuii (Mpukas
MwuH3apasa Poccum o1 26.02.2013 N 94H).

1.10. ®opmy N 305-1/y "MypHan yyeTa B MeAUUMHCKMX opraHu3aumax ¢opmbl N 148-1/y-88
"PeuentypHbiit 61aHK", dopmbl N 148-1/y-04 (n) "Peuent"”, dopmbl N 148-1/y-06 (n) "Peuent"”, popmbl
"CneumanbHblilii peuenTypHblii 61aHK Ha HapPKOTUYECKOe CPEeACTBO M NCMXOTPOMNHOE BELW,EecTBO" cornacHo
npunoxerHuto N 10;

(8 pea. Mpukasa MuHsapascoupassutma Poccum ot 20.01.2011 N 13H)

MpunoxkenHne N 11 ytpatmno cmuay ¢ 1 uona 2013 ropga. - lMpukas MwuHsgpasa Poccum ot
26.02.2013 N 94H.

1.11. ®dopmy N 306-1/y "MypHan yyeTa B MeAMUMHCKUX opraHusaumax ¢opmbl N 107-1/y
"PeuenTtypHblit 6naHK" cornacHo npunoxenuio N 11;
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

MpunoxkeHne N 12 ytpatmno cmuay ¢ 1 uona 2013 ropga. - lMpukas MwuHsgpasa Poccum ot
26.02.2013 N 94H.

1.12. HCTpYKUMIO O NopAAKe Ha3HAYeHMA NeKAPCTBEHHbIX MPenapaToB COr/IaCHO NpunoxeHuio N
12;
(8 pea. Mpukasa MuHsapascoupassutma Poccum ot 20.01.2011 N 13H)

1.13. MHCTpyKUMIO O nNOpsiAKe BbINUCbIBAHUA JIEKAPCTBEHHbIX NpenapatoB M odopmaeHUs
peuenToB U TpeboBaHMI-HAKNaAHbIX cornacHo npunoxerHuto N 13;
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

Mpunoxkenne 14 He npumeHaetca ¢ 1 mona 2013 roga K NpaBOOTHOLLEHUAM, CBA3AHHbLIM C
Ha3Ha4YeHMeM W BbINMUCbIBAHWEM JIEKAPCTBEHHbIX MPENnapaTtoB W MeaUUMHCKUX usgenuii (Mpukas
MwuH3apasa Poccum o1 26.02.2013 N 94H).




1.14. MHCTDYKLI,VII'O O nopAgKke HasHa4YeHnA n BbiNNCbIBaHUA VI3,£I,€J'IVII>1 MeagnLMHCKOTro Ha3dHa4yeHunA
n cneynanmn3npoBaHHbIX MPOAYKTOB NeyebHOro NMUTaHuA Aana AETeﬁ-MHBaﬂM,ﬂ,OB COrnacCHO NPUAOXKEHNIO
N 14;

MpunoxkeHne 15 He npumeHsaetca ¢ 1 umiona 2013 roga K NPaBOOTHOLWEHUAM, CBA3AHHLIM C
XpaHeHMeM peLenTypHbiXx 61aHKOB HA /IeKapCTBEHHbIE MpenapaTtbl U MeguuMHCKMe ulgenua (Mpukas
MwuH3gpasa Poccum o1 26.02.2013 N 94H).

1.15. MHCTPYKLMIO O NopAAKe XpaHEeHUs peuenTypHbIX 61aHKOB cornacHo npunoxkeHuto N 15.

2. ®epepanbHon cnyxbe no Hapsopy B chepe 34paBOOXPAHEHUA U COLMANBHOTO PaA3BUTUA
obecneunTb KOHTPO/Ab 33 cobaloAeHMEM NOpAAKA HA3HAYeHMA, BbIMUCbIBAHUA NEKAPCTBEHHbIX
npenapaTos, U3A4ennit MeAMUMHCKOrO HA3Ha4YeHMA U CNeunanmM3MpoBaHHbLIX MPOAYKTOB nevyebHoro
NUTaHWA ANa aetTen-uHBaANL0B.

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

3. Mpu3HaTb YTPATUBLLUMMM CUAY:

Mpurkas MuHUCTepcTBa 34paBooxpaHeHns Poccuiickoit Pepepaumm ot 23 aBrycta 1999r. N 328 "0
paLMOHa/IbHOM Ha3Ha4YeHUWM NIeKAPCTBEHHbIX CPeACTB, MPaBWiax BbIMUCbIBAHUA PELENTOB Ha HUX U
nopagKke WX  OTNYCKa  anTeYyHbIMW  yupexgeHuamun  (opraHusauusamu)'  (3aperucTpmpoBaH
MuHUcTepcTBOM tocTuL MK Poccuiickon Peaepaunn 21 oktabpa 1999 r. N 1944);

MpuKas MuHucTepcTBa 34paBooxpaHeHna Poccuiickon ®epepaumm ot 9 aHeapsa 2001 r. N 3 "O
BHECEHUM W3MEHEHUW U pgononHeHuin B [Mpukas MwuHsgpasa Poccum ot 23.08.99 N 328 "O
paLMOHa/IbHOM Ha3Ha4YeHUW NIeKAPCTBEHHbIX CPeACTB, MPaBWiax BbIMUCbIBAHUA PELENTOB Ha HUX U
nopagKke WX  OTNYCKa  anTe4yHbIMW  yupexgeHuamun  (opraHusauusamu)'  (3aperucTpupoBaH
MuHucTepcTBOM tocTnL MK Poccuiickon ®Peaepaunn 23 aHeapa 2001 r. N 2543);

MpuKkas MuHUCcTepcTBa 34paBooxpaHeHmnsa Poccuiickoit Pepgepaummn ot 16 maa 2003 r. N 206 "O
BHECEHUM M3MEHEHUN W pononHeHui B [Mpukas MwuHsgpasa Poccum ot 23.08.99 N 328"
(3apernctpuposaH MuHucTepcTBoM OCTULMKN Poccuiickoin Qeaepaumm 5 nioHa 2003 r. N 4641);

Mpukas MuHUcTepcTBa 34paBooxpaHeHma Poccuiickoin Pepepaumm ot 19 aekabps 2003 r. N 608
"O BHeceHMM u3meHeHWnl B [puKkas MwuHsgpasa Poccum ot 23.08.99 N 328" (3apeructpupoBaH
MuHucTepcTBOM tocTULMK Poccuiickon Peaepaunn 21 aHBapa 2004 r. N 5441);

MpuKkaz MuUHUCTEPCTBA 34PaBOOXPAHEHMA U COLManbHOro passutuA Poccuinckoit depepaunm ot
22 HosAbps 2004 r. N 257 "O BHeceHun agononHeHuit B Mpukas MuHsgpasa Poccum ot 23 asrycta 1999
roga N 328 "O pauyoHasbHOM Ha3HAYeHWM NeKapCTBEHHbIX CPeACTB, MPaBMiax BbIMUCbIBaHMA PeLLENTOB
Ha HMX M nNopAgKe WX OTMNYCKA anTeYyHbIMWU y4dpexgeHuamu (opraHusaumamu)' (3aperMcTpmpoBaH
MuHucTepcTBOM tocTulmm Poccuiickon deaepaumnm 30 HoAbps 2004 r. N 6148);

MpuKaz MuUHUCTEPCTBA 34PaBOOXPAaHEHMA M COLManbHOro passutuA Poccuinckoit depepauunm ot
16 maprta 2005 r. N 216 "O BHeceHUM u3meHeHuss B [puKas MuHUCTEpPCTBaA 34paBOOXPAHEHMUS
Poccuinckoin Pegepaumm ot 23 aBrycta 1999 roga N 328 "O paumoHanbHOM Ha3HaYeHUM TEKAPCTBEHHbIX
cpeacTs, NpaBMIax BbIMUCbIBAHUA PELLENTOB Ha HUX M NOPALAKE UX OTMYCKA anTeYHbIMU yYypexaeHUAMU
(opranmsauusamm)" (3apernctpmpoBaH MuHUCTEPCTBOM tocTULMM Poccuiickon degepauum 8 anpens
2005 r. N 6490);

Mpuka3z MuHUCTEPCTBaA 34PAaBOOXPAHEHUA U COUMANbHOTO pas3suTua Poccuiickoi dPepepaumm oT
29 anpensa 2005 r. N 313 "O BHeceHMM W3MEHeHWI B WMHCTPYKUMIO O MopaaKe HasHaYeHus
JIeKapCTBEHHbIX CPeACTB U BbINUCbIBAHUA PELENTOB Ha HUX, YTBEpPXKAeHHYo MNpukasom MuHuctepctea
34paBooxpaHeHua Poccuiickon Pepepaumm ot 23 asrycta 1999 r. N 328" (3apeructpupoBaH
MuHucTepcTBOM tocTuLmMm Poccuiickon ®Peaepaunmn 20 maa 2005 r. N 6607);

nNyHKT 2 [puKkasa MuHUCTepcTBa 34pPaBOOXPAaHEHMA M COLManbHOro passutma Poccuiickoit
depepaumm ot 14 pekabps 2005 r. N 785 "O nopaake oOTAycKa ANeKapCTBEHHbIX cpeacts”
(3apernctpuposaH MuHucTepcTBom tocTULMKM Poccuiickon deaepaumm 16 aHBaps 2006 r. N 7353);

MpuKaz MuUHUCTEPCTBA 34PaBOOXPAHEHMA M COLManbHOro passutuA Poccuinckoit depepaunm ot
13 wuioHa 2006 r. N 476 "O BHeceHMM u3meHeHu B [lpuKas MuUHUCTEpPCTBA 34PaBOOXPaHEHUsA
Poccuiickoit ®egepaumm ot 23 asrycta 1999 r. N 328 "O paumoHanbHOM Ha3HaYeHWM IeKAaPCTBEHHbIX
cpeacTs, NPaBMAAX BbIMUCbIBAHUA PELLENTOB HAa HUX M MOPALKE UX OTNYCKA anTeYHbIMU yYpexaeHUAMM
(opranmzaumsamu)" (3apernctpupoBaH MuHUCTEPCTBOM tOCTUMLMUKU Poccuitickon ®egepaumm 13 uions



2006 r. N 8044);

Mpuka3 MuWHUCTEPCTBaA 34PaBOOXPAHEHMA U COUMANbHOTO pas3suTua Poccuiickon depepaumm oT
17 ¢eBpans 2006 r. N 97 "O nopsaKe BbINUCbIBAHUS PELENTOB Ha JIEKAaPCTBEHHbIE CPEACTBA OTAE/bHbIM
KaTeropuam rpaxkgaH, MMeKLWMX NPaBo Ha MNOJAyYeHWe FoCyAapCTBEHHOW COLMasbHOM NOMOLLM, B
paMKax  peanusauuu  AOMOJHUTENIbHOTO  JIeKApCTBEHHOrO  obecneyeHua"  (3aperncTpuMpoBaH
MuHUCcTEpCTBOM tocTULMK Poccuiickon degepaunn 6 mapta 2006 r. N 7561).

Bpmo MuHucTpa
B.M.CTAPOYEOB

Mpunoxkenne N 1

K MNpuKasy
MwuH3gpascoupassmtna Poccum
ot 12 ¢eBpana 2007 r. N 110

KoHcynbTaHTlAOC: NnprMeyaHme.
Mpukasom MwuH3gpaBa Poccum ot 01.08.2012 N 541 yrtBepkgeHa dopma N 107/y-HM
"CneumanbHbIi peuenTypHbIi 61aHK Ha HAapKOTUYECKOEe CPeaCcTBO UM NCUXOTPONHOE BeLLecTBo".

®OPMA
CNEUUANBHOIO PELLENTYPHOIO B/IAHKA HA HAPKOTUYECKOE CPEACTBO
N NCUXOTPOMNHOE BELLECTBO

YTpatunna cnny ¢ 1 nona 2013 roaa. - NMpukas MuHsgpasa Poccum o1 01.08.2012 N 54H.

MpnnoxxeHune N 2

K MNpuKasy
MwuH3gpascoupassmtna Poccum
ot 12 ¢eBpana 2007 r. N 110

KoHcynbTaHTlAOC: NprMeyaHme.

Mpukaszom MuHsgpasa Poccum ot 01.08.2012 N 54H yTBepaeHbl Mpasuna opopmaeHna Gopmbl
N 107/y-HN "CneumanbHbii peuenTypHbln 6AaHK Ha HApPKOTMYECKOe CPEeACTBO WM MCUMXOTPOrMHoe
BewecTso".

MHCTPYKLUMNA
MO 3ANO/IHEHWUIO ®OPMbI "CNELUANBbHbIA PELIENTYPHbIN B/IAHK
HA HAPKOTUYECKOE CPEACTBO U NCMXOTPOMHOE BELLECTBO"

YTpatunna cnny ¢ 1 nona 2013 roaa. - NMpukas MuHsgpasa Poccum o1 01.08.2012 N 54H.

MpunnoxkeHne N 3

K MNpuKasy
MwuH3gpascoupassmtna Poccum
ot 12 ¢eBpana 2007 r. N 110




KoHcynbTaHTlAOC: NnprMeyaHme.
Mpukasom MuHsgpasa Poccum ot 20.12.2012 N 1175H yTBepkaeHa Hosaa dpopma N 148-1/y-88
"PeuenTypHblii 61aHK".

PELIENTYPHbIA B/IAHK

Y1patnn cuny ¢ 1 uona 2013 roga. - Npukas Munsapasa Poccmu ot 26.02.2013 N 94H.

Mpwunoxkenne N 4

K MNpuKasy
MwuH3gpascoupassmtna Poccum
ot 12 ¢eBpana 2007 r. N 110

KoHcynbTaHTlAOC: NprMeyaHme.
MNpukasom MuHsgpasa Poccum ot 20.12.2012 N 1175H yrtBepxaeH [Mopagok odopmaeHus
peLenTypHbIX 61aHKOB, UX y4eTa U XpaHeHUs.

MHCTPYKLUMNA
NO 3ANO/IHEHWUIO ®OPMbI N 148-1/Y-88 "PELEENTYPHbIA BNAHK"

YTpatunna cnny ¢ 1 nona 2013 roaa. - NMpukas MuHsgpasa Poccum o1 26.02.2013 N 94H.

MpunoxkeHne N 5

K MNMpukasy
MwuH3gpascoupassmtna Poccum
ot 12 ¢eBpana 2007 r. N 110

KoHcynbTaHTlAOC: NnprMeyaHme.
Mpukasom MwuH3gpasa Poccum ot 20.12.2012 N 1175H yTBepxaeHa Hosasa ¢opma N 107-1/y
"PeuenTypHblii 61aHK".

PELIENTYPHbIA B/IAHK

Y1patnn cuny ¢ 1 uona 2013 roga. - Npukas Munsgpasa Poccmu ot 26.02.2013 N 94H.

MpnnoxxeHne N 6

K MNpuKasy
MwuH3gpascoupassmtna Poccum
ot 12 ¢eBpana 2007 r. N 110

KoHcynbTaHTlAOC: NpumeyaHue.
MNpukasom MuHsgpasa Poccum ot 20.12.2012 N 1175H yrtBepxaeH [Mopagok odopmaeHus
peLenTypHbIX 61aHKOB, UX y4eTa U XpaHeHUS.

MHCTPYKLUMNA
NO 3ANO/IHEHWUIO ®OPMbI N 107-1/Y "PELLENTYPHbIA BNAHK"



YTpatnna cnny ¢ 1 nona 2013 roaa. - NMpukas MuHsgpasa Poccum o1 26.02.2013 N 94H.

MpunoxkeHne 7 He npumeHsaetcA ¢ 1 miona 2013 roga K NpaBOOTHOLWEHUAM, CBA3AHHbIM C
Ha3Ha4YeHMeM W BbINMUCbIBAHWEM JNIEKAPCTBEHHbIX MPENnapaTtoB W MeaUUMHCKUX usgenumii (Mpukas
MwuH3apaBa Poccum ot 26.02.2013 N 94H). Mpukasom Mwunsgpasa Poccum ot 20.12.2012 N 1175H
yTBepKaeHa Hosasa dopma N 148-1/y-04 (n) "PeuentypHbiit 6aaHK".

MpwunoxkeHne N 7

K MNpuKasy
MwuH3gpascoupassmtna Poccum
ot 12 ¢eBpana 2007 r. N 110

CrNnCOK M3MEHALWMX AOKYMEHTOB
(8 pea. Mpukasa MuH3apascoupassutma Poccmum ot 20.01.2011 N 13H)

MMHMCTEPCTBO 3OPaBOOXPaHEHMS
M CcoLUMajibHOT'O Pa3BUTHUSA
Poccunickon demepalum

YTBEPXIEHA
[lpukaszsoM MuHMCTepCTBa
3OpaBOOXPaHEeHMS M COLMAJIEHOTO
paszeuTusa Poccurickol dermepalumnn
or 12 ¢empana 2007 r. N 110

MTamn

Kon MemMUMHCKOM OopTaHM3aluu

Kon dopmer mo OKYI 3108805

dopma N 148-1/y-04 (i)

Kon xa- |Konm HozBOJOTM- [McToOuHMK Ou- (% oOIJIaTH: Konm jiexapCTBEHHOTIO
TeTropMM |[deckom (GOpMEL HaQHCUPOBAaHUA: | (IOOUEPKHYTH) npenapara
rpaxziaH | (mo MKB-10) (moouepk-— (3anoJsiHAeTCA B allTeke)
HYTh) 1. BecnnaaTHO
1. denepanb-
HEI 2. 50%
2. CybbekT
PO
3. MyHuum-
I1aJibHEM
S |[s (S (L (L |L L
PEIEIT Cepwusa N IaTa BBIIMCKMA: 200 .
®.M.0. nmaumeHTa IaTa poxXmeHMS




CHHIIIC

N crpaxosoro
MEIULMHCKOT'O
nojgmca OMC:

Apgpec miam N MeOMUMHCKOM KapTH amMOyJIaTOPHOTO MalMeHTa
(McTopMa pasBUTKA pebOeHKAa)

®.1.0. Bpaua

Py6. | Kom. | Rp:
[ oo A Ao PR [ e e e e |
[P S e o = T O [ [ |

(konm Bpaua, oesnbomepa)
[loonuch ¥ JMYHAsA [edyaTb Bpada (dbesbomepa) M.II.
PelenT IOeMCTBUTEJIEH B TeueHue 1 Mecsua, 3 MecdleB (HEeHYXHOe
3aUYEPKHYTh)
————— (3anoJyiHgeTCcs CHIeluMaJIMCTOM alTeuHOM opIlaHM3aluum) —-—---
OTnymeHo IO PeLenTy: TopTroBOE HAaMMEHOBAHUE
M IO3MPOBKA:
JDara ornycka: " " 200 r. |KomuuecTpoO:
[IpUTroTOBMII : Ipoeepuit: OrnycTni:
——————————————————————— (IMHMA OTPEIBA) —————————————————————————
Kopemok peLenNTypHOT'O OJlaHKa Crnoco® HNpMMeHeHUS:
HaumeHoBaHUE [IPOOOJIXUTEJNIEHOCTL oHen
JIEKapCTBEHHOT'O IpenapaTa:
KonmnuecTBO NPUMEMOB B IEHb: pas3
HOBUPOBKA : Ha 1 npuewm: en.

MpunoxkeHne 8 He npumeHsetcA ¢ 1 miona 2013 roga K NPaBOOTHOLWEHUAM, CBA3AHHbIM C
Ha3Ha4YeHMeM W BbINMUCbIBAHWEM JIEKAPCTBEHHbIX MPEnapaTtoB M MeaUUMHCKUX usgenuii (Mpukas
MwuH3apaBa Poccum ot 26.02.2013 N 94H). Mpukasom MwuHzgpasa Poccum ot 20.12.2012 N 1175H
yTBepKaeHa Hosasa dopma N 148-1/y-06 (n) "PeuentypHbiit 6aHK".

MpunnoxkeHne N 8

K MpurKasy
MwuH3apascoupassmtma Poccum
oT 12 dpespans 2007 r. N 110

CrNnCOK M3MEHALWMX AOKYMEHTOB
(8 pea. Mpukasa MuH3apascoupassutma Poccmum ot 20.01.2011 N 13H)



MMHMCTEPCTBO 3IPaBOOXPAHEHMI

M COLMAaJIbHOT'O Pa3BUTUSL

Poccurickon demepalum MECTO IJIA
MTPUX-KOOA

MemnmumHCKasa opraHu3aluusd

YTBEPXIOEHA

[lpukasoM MuHMCTEepCTBa
30PaBOOXPaHEeHMAa UM COLMAaJIbHOTO

pazBuTUa Poccumckom

denmepaunm

or 12 derpamnag 2007 . N 110

MTamn

Kon OT'PH
Kon dopmer mo OKYI 3108805
dopma N 148-1/y-06 (i)

Kon Kon HO3zOJOTHM- |MCTOUHMK OMHAHCU-— % omnyaTe u3 | Penent
KaTeTropuM 4YecCkKoM (QOPMH POBAaHUA : MCTOUHMKA nemcT-
TpaxnoaH (o MKB-10) 1) denepanbHBM OOXET | dMHAHCUPO— |BUTE-—

2) bomxeT cydObekTa BaHUA: JIEH B
Poccurickon demepaumum |[1) 100% Teue-—
3) MYHMLMUIIAJbHBINA 2) 50% Hme 1
OnmxeT (HyXHOE T1Oo- |Mecsla
(HyXHOE IOOUEPKHYTH) OUEPKHYTH)

PELEIT Cepusa N oT

®./1.0. nmaumeHTa

IDaTa CHIIJIC

POXIEHUS

N crpaxoBoro

MEeIVILIVHCKOT O

nmojyimca

N MeOULIMHCKOM KapTH aMOyJIaTOPHOT'O OOJIBHOT'O (MCTOPpMS Pa3BUTUS

pebeHKa)

®.1.0. Bpaua (benpomepa)

Kon Bpaua (denbnuepa)
BrimmcaHo:

Rp:

D.t.d.
JosupoBKa
KosimuecTBO enImMHMULL

(BanoyiHgeTCsa CIeuMaiuCTOM
alTe4YyHoro YQPeXHeHMH)
OTnymweHo I10 penenTy:

IaTa oTnycka

Kon smexapcTBeHHOTO
npenapara

TOpPOBOe HalVMeHOBaHMue




Signa

lNloonuce Bpaua (penpamepa) ___ |KommuecTBO
U JIMYHaA IedaTb Bpada Ha oGumyio cymmy
(penpoumepa)

M.II.

PeLlenT OeMCTBUTEJIeH B TeueHMe 1 Mecsua, 3 MecsaleB (HeHYXHoOe
33a4YEPKHYTh)

Kopemox PENEIITA Cepusa N oT

Cnnocob NpMMEeHEeHM:

[TpOOOJIIXMUTEJNILHOCTD nHey HauMeHOBaHME JIEKAPCTBEHHOTO
KomnuecTBO NPMEeMOB B OE€Hb: pas npenapara:

Ha 1 npuewm: en. JosmpoBka:

MpunoxkeHne 9 He npumeHsetcA ¢ 1 miona 2013 roga K NPaBOOTHOLWEHUAM, CBA3AHHbIM C
Ha3Ha4YeHMeM W BbINMUCbIBAHWEM JIEKAPCTBEHHbIX MPENnapaTtoB M MeaUUMHCKUX usgenuii (Mpukas
MwuH3gpasa Poccum o1 26.02.2013 N 94H).

MpunnoxkeHne N 9

K MpurKasy
MwuH3apascoupassmtma Poccum
oT 12 dpespansa 2007 r. N 110

WHCTPYKLMA
MO 3ANO/IHEHUIO ®OPMbI N 148-1/Y-04 (1) "PELLENT"
N GOPMbI N 148-1/Y-06 (/1) "PELIENT"

CnNMCOK M3MEHSAIOLWMX OKYMEHTOB
(8 pea. Npukasos MuH3apascoLpa3BuTma Poccum ot 25.09.2009 N 794H,
o7 20.01.2011 N 13H)

1. B sBepxHem nesom yrny dopmbl N 148-1/y-04 (n) "Peuent" u dopmbl N 148-1/y-06 (n) "Peuent"
(nanee - peuenTypHbI 6AaHK) NpocTaBAfeTCA LWTamMn MEAULMHCKOM OpraHM3aummn C yKasaHuem ee
HaMMeHOBaHWA, agpeca, TenedoHa, a TaKkKe YKa3blBAETCA KOL MeAMULMHCKON OpraHM3aumm.

(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

B BepxHelt yactn popmbl N 148-1/y-06 (n) "Peuent" 0603HaYeHO MeCTO AN HAHECEHUA LWTPUX-
Koaa.

2. OdopmneHune peLenTypHoro 61aHKa BKAOYAET B cebsa undposoe KOAMPOBAHNE U 3aN0NHEHME
6naHKa.

3. UndpoBoe KoampoBaHUe peL,enTypHOro 61aHKa OcyLWecTBAAETCA MO CAeAytoLWen cxeme:

npv W3roTOoBAEHMU PeELENTYPHbIX O7aHKOB MnevaTaeTcA Ko MegMUMHCKOM oOpraHusaumMm B
cooTBeTcTBMM ¢ OCHOBHbIM roCy4apCTBEHHbIM PErucTpaLMoHHbiM Homepom (OIPH);

(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

Bpay (dbenbawep) Ha ambynaTopHOM Npueme BHOCUT Ko, KaTeropuu rpaxkaaH (SSS), nmetowmx
NPaBO Ha EMEMECAYHYIO AEHEXHYK BbinaaTy W obecneyeHne NeKaApCTBEHHbIMKM nNpenapaTtamu B
COOTBETCTBMU CO cTaTbaMM 6.1 M 6.7 PepepanbHoro 3akoHa oT 17 wuona 1999 r. N 178-¢3 "O
rocyaapcTBeHHoM coumanbHoi nomoum" (CobpaHune 3akoHoaaTenbctBa Poccuiickoit depepaunm, 1999,
N 29, ct. 3699; 2005, N 1, cT. 25; 2006, N 48, cT. 4945), n Koa, Ho3onornyecko popmbl (LLLLL) no MKB-
10 nyTtem 3aHeceHMA Kaxaon umdpbl B NyCTble AYENKM, TOYKA NPOCTABAAETCA B OTAE/IbHOM AYeliKe.

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)



NCcToYHUK dUMHaHcupoBaHuA (depepanbHbii 6rogxkeT [1], GroaxkeT cybbekTa Poccuiickoin
depepaunn [2], myHuumnanbHbln 6GrogkeT [3]) U npoueHT onnatbl (6ecnnatHo [1], 50% [2])
YKa3bIBaOTCA NOAYEPKMBAHNEM.

Mpu oTNyCcKe NeKapcTBeHHbIX NpenapaTos, BbiNMcaHHbIX Ha popme N 148-1/y-04 (n) "Peuent”, B
anTe4yHOW opraHM3aLmm NPOCTaBAAETCA KO JIEKAapPCTBEHHOMO Npenapara.

(8 pea. Mpukasa MuHsapascoupassutma Poccum ot 20.01.2011 N 13H)

4. 3anonHeHuMe peuenTypHOro 6aaHkKa.

PeuenTypHbIi 6M1aHK BbINUCLIBAETCA B 3-X 3K3EMNAAPAX, MMEIOLWMX €AMHYI0 CEPUID U HOMep.
Cepua peuentypHoro 6/1aHKa BKAOYaeT Ko cybbekta Poccuitickon depepalmu, COOTBETCTBYHOLLMIA
ABYyM  nepsBbim  undpam  Obuwiepoccuinckoro  Knaccudukatopa 06bEKTOB  aAMWHUCTPATUBHO-
TepputopmanbHoro aeneHunsa (OKATO). Homepa npucsanBatoTca Nno nopaakKy.

Mpu odopmneHun peuentypHoro 6aaHKa yKasbliBalOTCA MNOAHOCTbIO GaMWANA, UMA, OTYECTBO
60NbHOTrO, AaTa POXAEHWA, CTPAXOBOW HOMEP WMHAMBUAYANbHOTO JIMLLEBOrO CYeTa rpa*kgaHWHA B
MNeHcnoHHOM ¢oHae Poccuiickon depepaumm (CHUIC), HOmep CTpaxoBOro MeAuLMHCKOro nosmca
OMC, agpec unm Homep MegMLMHCKOM KapTbl aMbynaTopHOTo naumneHTa (MCTopun passuTma pebeHKa).

B rpade "®.U1.0. Bpaua (dbenbawepa)"” yKasbisatotcs damumama n MHULUManbl Bpada (penbaliepa).

B rpade "Rp:" ykasbiBatoTca:

- Ha J/aTMHCKOM f3blke HaMMEHOBAHWE NEeKapCTBEHHOro npenapata (MexayHapoaHoe
HenaTeHTOBAHHOE MM XMMUYECKoe, INDO TOProBoe), 3aperncTpupoBaHHoro B Poccuinickon degepaumm,
ero 403MPOBKa U KONYECTBO;

(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

- Ha PYCCKOM MAW PYCCKOM M HAUMOHa/ZbHOM A3blKAaX Cnocob NpuMMEHeHUA NIeKapCTBEHHOIO
npenapara.

(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

3anpeLaeTcs orpaHNYMBaTbCA OOLWMMM YKa3aHUAMU: "BHyTpeHHee", "U3BecTHO" 1 T.N.

PaspelwatoTcs TONbKO NPUHATbIE NPaBUAaMK COKpalleHWs obo3HayYeHWW; TBepAble U CbiNydne
dapmaLreBTMUeCKMe cybcTaHUMM BbinMcbkiBatoTcs B rpammax (0,001; 0,5; 1,0), *Kuakue - B MUAINAUTPAX,
rpammax u Kannsx.

(8 pea. Mpukasa MuHsapascoupassutma Poccum ot 20.01.2011 N 13H)

Peuent nognucbiBaeTca Bpayom (denbaliepom) W 3aBepseTca  ero  JIMYHOM  MeyaTblo.
JOonoNHUTENbHO peLenT 3aBepaeTca nevaTbio MeauLUMHCKON opraHm3aumm "na peyentos".

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

Kopa B rpade "Kopa Bpaya (penbalwepa)" ykasbiBaeTcs B COOTBETCTBUM C YCTAHOB/IEHHbIM OpraHOM
ynpasieHua 3ppaBooxpaHeHnem cybbekTa Poccuitckoii Pepepaummn nepevyHem KOAOB Bpayen
(denbalwepos), MMeOWMX NPABO Ha BbIMMCKY JIEKAPCTBEHHbIX MPENnapaTtoB B LEefAX NpeaocTaB/ieHuns
rocyfapcTBEHHOM COLMANbHOM NOMOLLM B BMAE Habopa coumanbHbIX YCAyT.

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

Mpn BbINWUCKE NEKapCTBEHHOrO MpenapaTa Mo peweHuio BpayvebHoi Komumccum Ha obopoTe
peuenTypHoro 6/1aHKa CTaBUTCA creunanbHan oTMeTKa (LWwTamn).

(8 pea. Mpukasa MuHsapascoupassutma Poccum ot 20.01.2011 N 13H)

5. Mpwu oTnycke nekapcTBEHHOroO Npenapata B anTe4YHOM OpPraHM3aumMmn Ha peuenTypHom b6naHKe
yKa3blBalOTCA cBefAeHMA O (aKTMYECKM OTMYLLEHHbIX JIEKAPCTBEHHbIX MpenapaTtax (mexayHapoaHoe
HenaTeHTOBAHHOE WAM XMMMUYecKoe, MO0 TOpProBoe HaMMEHOBAHWE, [A03MPOBKA, KOJIMYECTBO) M
npocraBasfeTca gaTta OTMycKa.

(n. 5 B pea. NMpukasa MuH3sgpascoupas3smutua Poccum ot 20.01.2011 N 13H)

6. Ha peuenTtypHom 61aHKe BHU3Y MMeEeTCA IMHWUA OTPbIBA, Pa3Aenatowan peLenTypHblid 6aaHK 1
KOPELLOK.

KopewoK oT peuenTta Bblgaetcs 6onbHOMy (nuuy, ero npeactasastolleMy) B anTevyHoM
OpraHM3auMn, Ha KopelwKe [AenaeTtcA OTMETKA O HaWMMEHOBAaHWM JIeKapCTBEHHOrO npenapara,
OO3MpPOBKe, Ko/nMyecTBe, cnocobe MpUMEHeHUss, W OH ocTaeTca Yy 6onbHOro (nuua, ero
npeacTaBAsIoLLEro).

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

7. PeuenTypHbli 61aHK 3anoNHAETCA NPU BbINMUCbIBAHWUM NIEKAapCTBEHHbIX NpenapaTos, M3aenni

MEeAMLMHCKOTO Ha3Ha4YeHMA W CNeumanmsmpoBaHHbIX MNPOAYKTOB fe4ebHOro NUTaHWA pnsa aeTen-



WHBANIMAOB, BKAOYEHHbIX B MEPEYHUN IEKAPCTBEHHbIX MPenapaTos, U34eANn MegULMHCKOrO HasHaYeHUs
M CNeuMann3mMpoBaHHbIX MPOAYKTOB NevyebHOro nuTaHuA ANAa AeTen-UHBaAuOO0B, YTBEPXKAAEMbIX B
YCTaHOB/NIEHHOM MOPAAKE, @ TaKXKe MHbIX NEKAaPCTBEHHbIX NPenapaTos, OTNYCKaeMblx 6ecniaTtHo uam co
CKUJKOMN.

(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

8. TpeboBaHWA, NpeabsABAAEMble K BbIMUCHIBAHUIO M3AEeNNA MEAUUMHCKOrO Ha3HA4YeHuA WU
CNeumnann3npoBaHHbIX MPOAYKTOB Ne4yebHOro nNuUTaHUA AN AeTel-UHBA/AMAOB B PaMKax OKasaHuA
rocyapCTBEHHOMN COUMANbHOM NOMOLLM, aHANOTUYHbI TPEBOBaHUAM, NPeabABAAEMbIM K BbINMUCbIBAHUIO
NIeKapCTBEHHbIX NPenapaToB (3a UCKAOYEHMEM OTMETKMU BpayebHOM Komuccum).

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

9. OpraH ynpaBieHMA 34paBooOXpaHeHnem cybbekTa Poccuinickolt Pepepaumn MOXKET paspelnTb
M3roToBJIEHNE pPeLenTypHblXx 6M1aHKOB B  MEOMUMHCKMX  OpraHM3auuax C  MCMNO/Ib30OBaHWEM
KOMMNbIOTEPHbLIX TEXHONIOTUA.

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

10. lonyckaeTca odpopmaneHne BCex PeKkBU3UTOB peuenTypHbix 6naHkos ¢dopmbl N 148-1/y-06 (n)
"Peuent" c MCNOAb30BaHNEM KOMMbIOTEPHbBIX TEXHONOTUIA.

11. Ha obopoTHoOi cTopoHe peuentypHoro 6aaHKka ¢opmbl N 148-1/y-06(n) neyataetca Tabaunua
cnenyowero coaeprkaHuma:

(8 pea. Mpukasa MuHsapascoupassutTna Poccum ot 25.09.2009 N 794H)

[IpuroToBMI [IpoBepun OrnycTni

12. Ha peuentypHbix 6naHkax ¢opm N 148-1/y-04(n) n N 148-1/y-06(n) sbinucbiBaeTcs OAHO
HaMMeHOBaHWe  JIEKAapCTBEHHOro  npenapaTta, W34enna  MeAMUMHCKOro  HasHayeHuMa  Uau
crneumnanmnsnpoBaHHOro NpoAyKTa ie4ebHoro nuTaHuA.

(8 pea. Mpukasa MuHsapascoupassutma Poccum ot 20.01.2011 N 13H)
NcnpaBneHUA Npu BbINUCbIBAaHUKN PeLLENTOB HE AOMYCKAKOTCA.
(n. 12 BBegeH Mpukasom MuH3gpascoupassutua Poccum ot 25.09.2009 N 794H)

13. Cpok geicreusa peuenta (1 mecay, 3 mecAua) yKasblBaeTcs NyTeM 3a4epKMBaHUA.

(n. 13 BBegeH Mpukasom MuHsgpascoupassutusa Poccun ot 20.01.2011 N 13H)

MpunoxkeHne 10 He npumeHsaetca ¢ 1 umiona 2013 roga K NPaBOOTHOLWEHMAM, CBA3AHHbIM C
Ha3Ha4YeHMeM W BbINMUCbIBAHWEM JIEKAPCTBEHHbIX MPEnapaTtoB M MeaUUMHCKUX usgenuii (Mpukas
MwuH3apasa Poccum o1 26.02.2013 N 94H).

Mpunnoxxenme N 10

K MNMpuKasy
MwuH3gpascoupassmtna Poccum
oT 12 dpespans 2007 r. N 110

CNnCOK U3MEHALWMX AOKYMEHTOB
(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)



Kon ¢opmel nmo OKY[I

Kon yupexnmeHmua no OKIIO
MemMumMHCKasa HOOKYMEHTALMA
dopma N 305-1/y
YreepxneHa [lpukasoM

MMHMCTEPCTBO 3OPaBOOXPaHEHMS
M COLMaJIbHOTO Pa3BUTUA
Poccuiickoit demepauunu

M COLMaJIbHOT'O Pa3BUTHUS
Poccuiickon demepauum

(HamMeHOBaHUE MeOULIMHCKOM

MMHMCTepCTBa 30PaBOOXPaHEHMA

opraHu3aumun) or 12 derpams 2007 . N 110
KyprHaa <*>
ydyeTa B MEOMUMHCKMX OpTraHM3alMax
bopmer N 148-1/y-88 "PeuenTypHeit 6GjaHk",
bopmer N 148-1/y-04 (;s1) "Peuent", odbopmer N 148-1/y-06 (i)
"Peuent", o&topmMel "CrneumasibHBIM pPeLenNTypHBM OJIaHK Ha
HAapKOTMUECKOEe CPpeICTBO M IICUXOTPOIIHOEe BeuwecTBO"
N Ilpuxon Pacxon ®.M.0. m [|OcTaTok
n/mo OANMUCH
oTBEeTCT—
maTa N n mara obuee cepum " |KOJMU-— ®.M.0. mn maTa cepusa M |KOJU-— ®.1M.0. MOONUCH BEHHOTO
permucT-— OJOKYMEH— KOJIn— HOMEepa geCcTBO IIOOINIMNCHE BEIOAYM HOMEP geCTBO OTBETCT— oTBEeTCT— BOTHM-
paunum Ta, OT gecCcTBO peLnern— OJIaHKOB oOTBETCT— peLnern— peLnern—- BBEIOAH— BEHHOTI'O BEHHOTI'O Ez -
npmxon— KOI'O I10C— IIoCTy— TYPHEX 1o ce-— BEHHOTI'O TYPHEX TYPHOT'O HBIX MeIMLIVMHC— MeIOVILIVIH— !
HOT'O Ty OMBIIMX OJIQHKOB |pUaM MeIULMHC— OnaH- OaHKa peuen- |koro pa- CKOT'O ASBHErO
OOKy~— peuermn-— KOTo pabo- |koOB TYPHBEIX |DOTHUKAE, paboTHM- Eeuigé
MEeHTa TYPHEBIX THUKA, I[10- OJ1aH— MIOJIyUMB— Ka, [o- 6i§HKM
OJIaHKOB JIydynBmeIro KOB mero pe- JiydyuBlue—
pelLentyp- LEeNTypHEE |TOo pele-
HEle OJIaHKU OJIaHKU IITYPHEIE
OJIaHKU
1 2 3 4 5 6 7 8 9 10 11 12 13 14




<*> HypHan goskeH 6bITb NPOHYMEpPOBaH, NPOLIHYPOBAH M CKpernJieH NoANUCbI0 PyKoBOAUTENA
M NevyaTblo MeaUUNHCKOM OpraHmsaumuu.

CornacoBaHo

PykoBoauTenb (3amectutenn
pykosoautena) PCKH Poccuu
O.H.XAPUYKWNH

12.02.2007

MpunoxkeHmne N 11

K MpunKasy
MwuH3apascoupassmTma Poccum
ot 12 deBpana 2007 r. N 110

HypHan
yuyeTa B MeAULUMHCKMX OPraHn3aLmax
dopmbi N 107-1/y "PeuenTypHbiit 6naHK"

Y1patnn cuny ¢ 1 uona 2013 roga. - Npukas Munsgpasa Poccmu ot 26.02.2013 N 94H.

MpunoxkeHne N 12

K MpuKasy
MwuH3apascoupassmTma Poccnm
ot 12 deBpana 2007 r. N 110

KoHcynbTaHTlAOC: NpumeyaHue.
Mpukazom MwuH3gpasa Poccum ot 20.12.2012 N 1175H yTtBepxaeH lopagoK HasHA4YeHUA W
BbINMUCbIBAHUA IEKAPCTBEHHbIX NPenapaTos.

MHCTPYKLUMNA
O NOPAAKE HASHAYEHUA NEKAPCTBEHHbIX MPEMNAPATOB

YTpatnna cuny ¢ 1 nona 2013 roaa. - NMpukas MuHsgpasa Poccum o1 26.02.2013 N 94H.

Mpunoxkenne N 13

K MpuKasy
MwuH3apascoupassmTma Poccunm
ot 12 despana 2007 r. N 110

MHCTPYKLUA
O NOPAAKE BbINMUCbIBAHNA NNEKAPCTBEHHbIX MPEMNAPATOB
U OGOPMJIEHUA PELLENTOB U TPEEOBAHUIA-HAKNALHbIX

CnNMCOK M3MEHSAIOLWMX SOKYMEHTOB
(8 pea. Npukasos MuH3apascoupassutma Poccum ot 27.08.2007 N 560,



o1 25.09.2009 N 794H, o1 20.01.2011 N 13H,
Mpukasa MuHsgpasa Poccum o1 26.02.2013 N 94H)

|. O6wme TpeboBaHMA BbINUCbIBAHWUA IEKAPCTBEHHbIX NPenapaTos
(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

MyHKkTbl 1.1 - 1.2 He npumeHAoTcAa ¢ 1 mnona 2013 roga K NpPaBOOTHOLWEHWUAM, CBA3AHHbIM C
Ha3Ha4YeHMeM W BbINMUCbIBAHWMEM JNIEKAPCTBEHHbIX MPEnapaTtoB U MeaUUMHCKUX usgenunit (Mpukas
MwuH3apasa Poccum o1 26.02.2013 N 94H).

1.1. MNMpX HaNMYUM COOTBETCTBYIOLLMX MOKA3aHWUI rpaxkgaHam, 06paTUBLUMMCA 338 MeAULMHCKON
nomMmoLbio B ambynaTOpPHO-NOJUKAMHUYECKOE YUYpEeXAEeHWEe, a TaKKe B Caydaax Heobxoaumoctu
NPOAO/IKEHUA NEeYEHUA MOCAe BbINMUCKM OONABHOrO M3 CTaluMOHapa Ha3HAYalOTCA JIEKAPCTBEHHbIE
npenapaTbl U BbINMCbIBAKOTCA PELENTbl HA HUX.

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

1.2. 3anpeLw,aeTca BbINMCbIBATL peL.enTbl:

Ha /SIeKapCTBEHHbIe NMpenapaTtbl, He pa3pelleHHble B YCTAHOBAEHHOM MOpAAKe K MegUUMHCKOMY
NPUMEHEHWIO;

(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

npv OTCYTCTBMU MEAMULMHCKUX NOKA3aHWIA;

Ha JleKapCTBEHHble Mpenapatbl, UCMOb3YeEMble TO/NIbKO B MEAMLMHCKUX opraHmsaumax (apup
HApPKO3HbIN, X/I0P3TUA, dEHTaHMN (Kpome TPaHCAEpPMasibHOM NeKapcTBEHHOW ¢GopMbl), COMOPEBUH,
Kanuncosn, GTopoTaH, KETaMWH U1 ap.);

(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

Ha HapKOTUYeCcKMe cpeacTBa M NCUMXOTPOMHble BellecTBa, BHeceHHble B Cnucok |l MepeyHa
HAPKOTUYECKUX CPencTB, MCUXOTPOMHbLIX BELLECTB M WX MNPEKYpPCOpOB, MNOANENALLMX KOHTPOAD B
Poccuinckoin Pepepaunu, yTeepraeHHoro MoctaHoBneHnem MpasuTtenbctsa Poccnitickoit Pepepaunm ot
30 uioHa 1998 r. N 681 (manee - HapKOTMUYECKME CPeACTBa U NCUXOTPONHble BellecTBa Cnucka Il) - ans
NleyeHnAa HapKOMaHUK;

Ha HapKOTUYeCKMe cpeacTBa U MCUXOTPONHble BelwectBa cnUCKoB Il n 1l - YacTHONPAKTUKYOWMUM
Bpayam.

MyHKTbl 1.3 - 1.4 He npumeHAoTcA ¢ 1 mona 2013 roga K NPaBOOTHOLWEHUAM, CBA3AHHbIM C
Ha3Ha4YeHMeM W BbINMUCbIBAHWEM JNIEKAPCTBEHHbIX MPEnapaTtoB M MeaUUMHCKUX usgenunit (Mpwukas
MwuH3gpasa Poccum o1 26.02.2013 N 94H).

1.3. 3yb6Hble Bpaun, denbaluepbl, aKyLIEPKN BbIMMUCbIBAOT 6ObHbIM PeLenTbl Ha 1IEKAPCTBEHHbIE
npenapaTtbl 3a CBOEW NOAMNUCBLID U C YKA3aHMEM CBOEro MeAMLMHCKOIrO 3BaHWA TONbKO B C/AyYasX,
YKasaHHbIX B N. n. 3.3, 3.6, 3.7.2 VHCTPYKUMM O MNopAaKe HA3HaYeHMA NeKapCTBEHHbIX NpenapaToB
(npunoxkenne N 12).

(8 pea. Mpukasa MuHsapascoupassutma Poccum ot 20.01.2011 N 13H)

1.4. Peuentbl 60/bHbIM AO/XHbI BbINUCbIBATLCA C YKasaHMeM BO3pacTa MalMeHTa, nopaaka
ONNaTbl IEKAPCTBEHHbIX MPENapaToB U C Yy4eTOM AENCTBMA BXOAALUMX B UX COCTAaB MHIPeaMeHTOB Ha
peuenTypHbix 6naHKax, GOpMbl KOTOPbIX YyTBEpPKAeHbl MMUHUCTEPCTBOM 34PaBOOXPAHEHUA U
coumanbHoro passuTtus Poccuitickoit Peaepaumn (npunoxkenna N 1, 3,5, 7 n 8).

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

MyHKT 1.5 He npumeHaeTca ¢ 1 niona 2013 roga K NPaBOOTHOLEHMAM, CBA3AHHbIM C Ha3HaYeHnem
M BbIMMUCbIBAHWEM JIEKAPCTBEHHbIX MPENapaToB U MeaUUMHCKUX nsgenunii (Mpukas MuHsgpasa Poccum
0T 26.02.2013 N 94H).

1.5. PeuentypHble 6naHku ¢opmbl N 148-1/y-88 (npunoskeHve N 3) npegHasHadeHbl A4A
BbIMUCbIBAHWA M OTMYCKA:



- TNCUXOTPOMHbIX BewecTs, BHeceHHbIXx B Cnucok Il TlepeyHA HAPKOTUYECKMX CpPeacTs,
NCUXOTPOMHbIX BELLECTB U WX MPEKYpPCOPOB, MOANENalLMX KOHTponto B Poccuitickon Depepaumm,
yTBEpKAeHHoro MoctaHoBneHuem MpasutenbctBa Poccuitckoit Peaepaumnm ot 30 nroHa 1998 r. N 681
(manee - ncuxoTponHble BewectBa Cnucka lll), 3aperncTpMpoBaHHbIX B YCTAHOBAIEHHOM MOpPsAKe B
KayecTBe JIeKapCTBEHHbIX NpenapaTtos;

(8 pea. Mpukasa MuHsapascoupassutma Poccum ot 20.01.2011 N 13H)

- VIHbIX JIEKapPCTBEHHbIX CPEACTB, MoANeKaLLMX NPesMeTHO-KONYECTBEHHOMY YYeTY;
(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

- aHaboMYECKMX CTEPOMAOB.

[ns BbINMUCbIBaHMA M OTNYCKA JIEKAPCTBEHHbIX NpenapaToB 414 ambynaToOPHOro NeYeHua rpaxaaH
B PaMKax OKa3aHWA rocyAapCcTBEHHON COLMANBHON NMOMOLLM U FPpaXKaaH, MMeoLWMX NPaBo Ha Noy4yeHue
JleKapcTBeHHbIX NpenapaTtoB 6ecnaaTHO U CO CKUAKOM, NpeaHasHadYeHbl peuenTypHble 6aaHkm ¢opmbl N
148-1/y-04 (n) v peuentypHble 6naHkn dopmbl N 148-1/y-06 (n) (npunoskeHunsa N 7 n 8).

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

Bce ocTanbHble NeKapCTBEHHbIE NpenapaTbl BbIMUCLIBAOTCA Ha peuenTypHbiXx 6aaHKkax ¢opmbl N
107-1/y (npunoskeHume N 5).

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

MNyHKTbl 1.6 - 1.7 He npumeHAoTcAa ¢ 1 mnona 2013 roga K NpPaBOOTHOLWEHWUAM, CBA3AHHbIM C
Ha3Ha4YeHMeM W BbINMUCbIBAHWEM JNIEKAPCTBEHHbIX MPEnapaTtoB W MeaUUMHCKUX usgenunit (Mpwukas
MwuH3gpasa Poccum o1 26.02.2013 N 94H).

1.6. HapkoTuyeckne cpeacrtsa M ncuxotponHble Bewectsa Cnucka |l, 3apernctpupoBaHHble B
KayecTBe /IeKapCTBEHHbIX CPeACTB B YCTAHOB/AEHHOM 3aKoHoZaTenbcTBOM Poccuiickoit Pepepauun
nopagKe, AOMKHbI BbIMMCbIBATLCA HA CMELMANbHbIX peuenTypHbIX 61aHKax Ha HAPKOTUYECKOoe CpeacTBO
M NCUMXOTPONHOE BelecTBO (npunoxkeHue N 1).

1.7. MNpu BbINUCbIBaHUU peLLenTa Ha NEeKApPCTBEHHYIO MPONUCb UHAMBUAYANBHOIO U3rOTOBAEHUA,
coAepXKallylo HapKOTUYeCcKoe CpeacTBO MAM  NcuxoTponHoe Bewectso Cnucka Il, u  ppyrue
dbapmaKosiormyeckme aKTMBHbIE BELLECTBA B [03€, HE MPEBbIWAOLWEN BbICWYO Pa3oByk 403y, U Npu
YCNOBUM, YTO 3TO KOMBMHNPOBAHHOE IEKAPCTBEHHOE CPEACTBO HE ABNAETCA HAPKOTUYECKMM CPeaCcTBOM
WMAM NCUXOTPONHbIM BeltectBom Cnucka I, cneayet ncnonb3oBatb peuenTypHbiit 6naHK ¢opmbl N 148-
1/y-88.

3TK peuLenTbl AO/XKHbI OCTaBaTbCA B aNTEYHOM OpraHM3aLMM AAA NPeLMETHO-KOIMYeCTBEHHOMO
yJyeTa.

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

MyHKTbl 1.8 - 1.10 He npumeHatTca ¢ 1 uona 2013 roga K NpaBOOTHOWEHMAM, CBA3AHHbLIM C
Ha3Ha4YeHMeM W BbINMUCbIBAHWEM JNIEKAPCTBEHHbIX MPEnapaTtoB W MeaUUMHCKUX u3genunit (Mpwukas
MwuH3gpasa Poccum o1 26.02.2013 N 94H).

1.8. Mpwu BbINUCbIBaHUKN peuenTa Ha JeKapCTBEHHYO MPONUCb MHAWBUAYANBHOMO WU3roTOBAEHUA
Ha3BaHMA HapPKOTUYECKUX CPeacCTB U NCUXOTPOMHbIX BewecTs cnuckos Il u I, nHbIX nekapcTBeHHbIX
CpeacTB, NoaneXxawmx npegmeTHO-KONMYeCTBEHHOMY y4YeTy, MULYTCA B Hayase peuenTa, 3aTem - BCe
OCTa/ibHbl€ UHTPEANEHTbI.

1.9. BbinucbiBaa HaApKOTUYECKOE CPeacTBO MM MCUXOTPOMNHOe BewecTtBo cnunckos Il u lll, nHble
NleKapCTBEHHble CpeAacTBa, nogJsiexalne npeamMeTHO-KONNYECTBEHHOMY YyyeTy, /033 KOTOpbIX
NpeBbIWAET BbICWIMI OAHOKPATHbIMA NPUeEM, Bpay AO/KEH HanMcaTb [03Y 3TOro CPeAcTBa UM BELLECTBA
NPOMUCLIO M NOCTAaBUTb BOCKAMLLATE/IbHbIN 3HAK.

1.10. He paspeLuaeTca BbINUCbIBaTb ONpeae/ieHHble IEKapCTBEHHbIe NpenapaTtbl B 04HOM peLenTe
60nee TOro KoIMYeCTBa, KOTOPOE yKasaHo B npunoxeHnn N 1 K HacToawen NHCTpyKumm.

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

MyHKTbl 1.11 - 1.12 He npumeHatoTca ¢ 1 nona 2013 roga K NpaBOOTHOLWEHMAM, CBA3AHHbLIM C
Ha3Ha4YeHMeM W BbINMUCbIBAHWEM JNIEKAPCTBEHHbIX MPEnapaTtoB W MeaUUMHCKUX u3genmnit (Mpwukas



MwuH3gpasa Poccum o1 26.02.2013 N 94H).

1.11. Hopmbl BbINUCbIBAHMA M OTNYCKA HapKoTMYeCcKux cpeacts Cnwucka I, npounsBogHbIX
6apbuTYpPOBOIN KMCAOTbI, MHbBIX SIEKAPCTBEHHbIX CPEACTB, NoAEXKAWMX NPesMETHO-KOANYECTBEHHOMY
yyeTy, AN UHKYpPabenbHbIX OHKONOTMYECKUX N FTEMATONOrMYecKMX 60NbHbIX MOTYT BbITb yBEAMUYEHDI B 2
pasa no CPaBHEHUIO C KONNMYECTBOM, YKa3aHHbIM B npunoxeHun N 1 K HacToawen MHCTpyKumuu.

1.12. CoctaB neKapCTBEHHOro npenapaTa (B c/Aydyae KOMOWHMPOBAHHOrO npenapara),
obo3HayeHMe neKapcTBeHHOW ¢opmbl M obpaleHne Bpada K dapmaueBTUYECKOMY pPaboTHUKY 06
N3roTOB/JIEHUWN W BblAaye EKAPCTBEHHOIO NPenapaTa BbINUCbIBAOTCA Ha IATUHCKOM A3bIKE.

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

He ponyckaeTtca coKpauwieHune 0603HavyeHui 6AM3KMX NO HAUMEHOBAHWAM WHIPEAMEHTOB, He
NO3BONAOLLMX YCTAHOBUTb, KAKOW MMEHHO IEKapCTBEHHbIM NpenapaT BbINUCAH.

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

Ncnonb3oBaHMe NAaTUHCKMUX COKPALLEHNI 3TUX 0603HAYEHMI pa3peLlaeTcs TONbKO B COOTBETCTBUM
C COKpALLEHUAMM, NPUHATBIMU B MEOMULMHCKOM M PapMaLLEBTUYECKOM MPaKTUKe, NpesyCMOTPEHHbIMMU
npuaoxxeHnem N 2 K HacToswen MHCTpyKLUu.

MyHKTbl 1.13 - 1.15 He npumeHatoTca ¢ 1 nona 2013 roga K NpaBOOTHOLWEHMAM, CBA3AHHbLIM C
Ha3Ha4YeHMeM W BbINMUCbIBAHWEM JNIEKAPCTBEHHbIX MPEnapaTtoB W MeaUUMHCKUX u3genunit (Mpwukas
MwuH3gpasa Poccum o1 26.02.2013 N 94H).

1.13. Cnocob npuvmeHeHMA NEeKapCTBEHHOTO npenapaTa 0603HaYaeTcA C yKasaHWem [A03bl,
YacToTbl, BpPEemMeHM TMpuvema W ero OAUTeNbHOCTM, a AAA  JIeKApCTBEHHbIX NpenapaTtos,
B3aMMOAENCTBYOLWMX C NULLEN, - BpEMEHU UX ynoTpebieHUs OTHOCUTENbHO NpUema Nuwm (80 eabl, BO
Bpemsa eapl, Nocne egpbl).

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

1.14. Mpn HeobXOAMMOCTM ISKCTPEHHOro OTMYCKa JIEKapCTBEHHOro npenapata 60AbHOMY B
BepXHel vacTu peuentypHoro 6s1aHKa npocTaBnsaTca 0603HadveHus '"cito" (cpoyHo) mam "statim"
(HemeaneHHo).

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

1.15. Mpu BbINMUCbIBAaHMM peLenTa KOAMYECTBO XUAKUX dapmaueBTUYeckux cybcTaHumi
YKa3blBaeTCA B MUAIUAUTPAX, TPAMMaX UAN Kanaax, a OCTaNnbHbIX GapmaLeBTUYECKUX CyOCTaHUMM - B
rpammax.

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

MyHKT 1.16 He npumeHAaetca ¢ 1 uwona 2013 roga K NPaBOOTHOWEHMAM, CBA3AHHbIM C
Ha3Ha4YeHMeM W BbINMUCbIBAHWEM JNIEKAPCTBEHHbIX MPEnapaTtoB M MeaUUMHCKUX usgenunit (Mpwukas
MwuH3gpasa Poccum o1 26.02.2013 N 94H).

1.16. CneumanbHble peuenTbl Ha HapPKOTUYECKOe CpeacTBO M MNCUXOTPOMHOE BeLLecTso
OeNCTBUTE/IbHbI B TeYeHWe 5 AHell co AHA BbINMUCKKU; PeuenTbl, BbIMMCAHHbIE HA PeLenTypHbIX BaaHKax
dopmbl N 148-1/y-88, - B TeueHune 10 gHeir.

Peuentol Ha NeKapCTBeHHble npenapatbl (33 WCKAOYEHWEM MOANIEXKAWMX NPeaAMETHO-
KO/IMYECTBEHHOMY YYeTy), BbiNUCaHHble Ha peuenTypHbiXx 6aaHkax ¢opmbl N 148-1/y-04 (n) v popmbl N
148-1/y-06 (n), Ana ambynaTtopHOro feyeHUsa rpaxaaH B pPaMKax OKasaHMA rocyAapCcTBeHHOM
COUMANbHOM MOMOLLM U TpaxKAaH, MMELWMX MNpaBO Ha MOAyYeHWE JIeKapCTBEHHbIX NpenapaTos
6ecnnaTHO N CO CKUAKOW, AeUCTBUTENbHbI B TeyeHMe 1 mecsua co AHA BbIMUCKKU, @ B CNydae BbIMUCKM
TAKUX PELLeNTOB YKAa3aHHbIM KaTEropuAM rpaxaaH, AOCTUTLMM NEHCMOHHOIO BO3pacTa, CPOK AeNCTBuUA
peuenTa cocTtaBaseT 3 Mecala Co AHA BbIMUCKU. JNA NeYeHUs 3aTAXKHbIX U XPOHUYECKUX 3aboneBaHu
rpa*kgaHam NEeHCMOHHOro BO3pacTa MOTYT BbIMUCLIBATLCA peuenTbl HA NeKapCTBEHHbIe npenapaTbl Ha
KypC nevyeHuns Ao 3-x mecaLes.

(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

PeuenTbl Ha BCce OCTa/bHble NEKAPCTBEHHbIE MPenapaTbl AeNCTBUTENbHbI B TEYEHME 2-X MeCALLEB

CO [AHA BbINMUCKMW.



(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

PeuenTbl Ha NpoM3BoAHblE 6aPOUTYPOBOIM KMCAOTbI, 3deapuH, ncesaoabeapuH B YACTOM BUAE U B
CMECHU C ApYrMMM NEeKapCTBEHHbIMW CPeacTBaMun, aHaboanyeckmne ctepouapl, KNo3anuH, TMaHENTUH gns
NleyeHnn BONbHbIX C 3aTAKHLBIMW M XPOHWYECKMMM 33a60/EBAHUAMM MOTYT BbINMUCHLIBATLCA Ha Kypc
NeyeHma go 1 mecsua. B 3aTux cayyasx Ha peuentax Ao/iKHa 6biTb Hagnuchk "lMo cneuwanbHomy
Ha3HauyeHuIo", ckpeneHHan NoAnMCbio Bpaya U neyaTbio MeanLMHCKON opraHm3auum "Ona peuenTos".
(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

MyHKkT 1.17 He npumeHAaetca ¢ 1 wmona 2013 roga K NPaBOOTHOWEHWMAM, CBA3AHHbIM C
Ha3Ha4YeHMeM W BbINMUCbIBAHWEM JNIEKAPCTBEHHbIX MPEnapaTtoB U MeaUUMHCKUX usgenunin (Mpwukas
MwuH3apasa Poccum o1 26.02.2013 N 94H).

1.17. Mpwn BbINUCbIBAHUM XPOHMYECKMM OO0JIbHbIM pPELENnTOB Ha [OTOBble JIEKAPCTBEHHblE
npenapaTtbl U JIeKApCTBEHHble nNpenapaTtbl MHAMBMAYA/IbHOIO W3rOTOBAEHMA Bpayvam paspellaeTtcs
yCTaHaB/AMBaTb CPOK AENCTBUA peLienTa B npeaenax Ao O4HOro roAa, 3a UCK/IYEHNEM:

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

- IeKapCTBEHHbIX CPeACTB, MOANEXKALLNX NPeaMETHO-KONMYECTBEHHOMY YYeTY;

- NeKapCcTBEHHbIX NpenapaToBs, o61a4atowmx aHaboIMYECKOM aKTUBHOCTbIO;

- JIEKapCTBEHHbIX MPEnapaToB, OTMYCKaeMbIX M3 anTeYHbIX OpraHM3auuii No peuentam Anas
ambynaTOpPHOro NeyYeHus rpaxiaH B paMKax OKasaHMA roCyAapCTBEHHOM COLMANbHOM NOMOLLU U
rpaxkaaH, MMetoLLMX NPaBo Ha NoJly4YeHMe IEKapCTBEHHbIX CPeacTB 6ecnaaTHO 1 CO CKUAKOW;

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

- CMMPTOCOAEPKALUNX IEKAPCTBEHHbIX NPenapaToB MHAMBUAYANbHOIO N3rOTOB/IEHUA.
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

Mpw BbINUCBIBaHUW TaKUX PELLENTOB Bpay AO/IKEH caenaTb NoMeTKy "XpoHuyeckomy 6onbHomy",
YyKas3aTb CPOK AeNCTBMA peLenTa U NepMoanyHOCTb OTMYCKa JIeKAPCTBEHHbIX NPENapaToB U3 anTeyHom
OpraHM3auunn (exxeHeaeNbHO, eXemMecsuyHo U T.M.), 3aBepPUTb 3TO YKasaHMe CBoen MOoAMNUCbI0 U NNYHOM
neyaTtblo, @ TaKKe neyaTblo MeaANLMHCKOM opraHusauum "na peuentos".

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

MyHKT 1.18 He npumeHAetca ¢ 1 uwona 2013 roga K NPaBOOTHOLWEHMAM, CBA3aHHbIM C
Ha3HayYeHMeM W BbINMUCbIBAHWEM JNIEKAPCTBEHHbIX MPEnapaTtoB U MeaUUMHCKUX usgenunit (Mpukas
MwuH3apasa Poccum o1 26.02.2013 N 94H).

1.18. PeuenT, He oTBeyaloWwMihi XoTs Obl OAHOMY W3 MEPEYUC/EHHbIX TpeboBaHUA WK
cofeprKalMii HECOBMECTMMbIE NEeKapPCTBEHHbIE CPeaCTBa, CYUTAETCA HEeAEUCTBUTEIbHbIM.
(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

B cnyyae BO3MOMKHOCTM YTOYHEHMA Yy Bpaya WAM  APYroro MeauLMHCKOro paboTHUKa,
BbIMMCaBLUEro peLenT, HAMMEHOBAHNA JIEKAPCTBEHHOrO NMpenapaTta, ero A403MPOBKM, COBMECTUMOCTU U
T.N., pPabOTHMK aNTEeYHON OpPraHM3aLNM MOMKET OTNYCTUTb SIEKAPCTBEHHbIV NpenapaT naumneHTy.

(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

Il. MopAAoOK BbINUCbLIBAHUA peu,enToB
Ha NeKapCTBEHHbIe NpenapaTtbl 418 ambynaTopHOro AevyeHunn
rpak4aH B pamMKax OKa3aHWA rocyAapCTBEHHOMN COLMANbHOM
NMOMOLLM U FpaxKaaH, MMeLWMX NPaBo Ha NoyYyeHune
NleKapCTBEHHbIX cpeacTs 6ecnnaTHO N CO CKUAKOM
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

MyHKT 2.1 He npumeHsieTca ¢ 1 nona 2013 roga K NPaBOOTHOLWEHMAM, CBA3AaHHbIM C Ha3HaYeHNEM
M BbINMUCbIBAHMEM JIEKAPCTBEHHbBIX NPENapaToB U MeAUUMHCKMX nsgennii (Mpukas MuHsgpasa Poccum
0T 26.02.2013 N 94H).




2.1 CamocToATeNIbHO  /leyalwm  Bpavyom  WUau Bpayom-crneumannucTtom  nevebHo-
NPOdUNAKTUYECKOTO YUYPEXAEHUA BbINUCHIBAIOTCA pPeLEenTbl Ha JIEKAapPCTBEHHble npenapaTtbl A
ambynaTopHOro neyeHua rpaxgaH B PaMKax OKA3aHWA TFOCYAapPCTBEHHOW COLMAZbHOM NOMOLLMU U
rpasgaH, UMeLMX NpaBO Ha MOJyYEeHWEe JIeKAapCTBEHHbIX CpeAcTB 6ecnnaTHO M CO CKUAKOMU, B
COOTBETCTBMM CO CTaHAAPTaMM MEeOMLMHCKOM MNOMOLLM, 33 MUCKIOYEHMEM C/y4aeB HA3HAYeHwus,
onpeaeneHHbIx nyHKTom 2.4.1 HacTtoAwe NHCTpyKumu.

(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

MyHKT 2.2 He npumeHsieTca ¢ 1 nona 2013 roga K NpaBOOTHOLWEHMAM, CBA3aHHbIM C Ha3HaYeHNEM
M BbIMMUCbIBAHWEM JIEKAPCTBEHHbIX MPENapaToB U MeaUUMHCKUX nsgenunii (Mpukas MuHsgpasa Poccum
0T 26.02.2013 N 94H).

2.2. MpaBO CamMoOCTOATENbHO BbINUCbIBAaTb PELEnTbl AN NOJIyYeHMA B anTeYHOM opraHmsaumm
NIEKaPCTBEHHbIX CPEACTB rpaXkaaHam B NopaaKe, ycTaHoBAeHHOM Nn. 2.1 HacTosAwel MHCTpYKUUKU, metoT
TaKXe:

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

2.2.1. B npegenax cBoenm KoMneTeHuuu Bpayu, paboTatowme B MegULMHCKON opraHMsauum no
COBMECTUTENLCTBY;

(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

2.2.2. Bpayn CTaLMOHAPHbIX YYPEXAEHUA COLUMANBHON 3aWUTbl MU UCMIPABUTENBHbBIX YUpPEXKOeHUM
He3aBUCUMMO OT BEAOMCTBEHHOW NPUHAANEKHOCTH;

2.2.3. Bpaun BEAOMCTBEHHbIX MOJUKAMHUK deaepanbHoro (cybbekta Poccuitckont depepaumm)
NoAYMHEHUA:

- rparkgaHam, UMeLWMM CTaTyC No npodeccMoHanbHOMY MPWU3HAKY, pacxogbl Ha HecnnaTHoe
NleKapcTBeHHoe obecrneyeHne KOTOPbIX B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuitckoit Pepepaumm
MOKPbIBAKOTCA 3a CYET CpeacTB peaepanbHOro 6loaKeTa;

- UHbIM KaTeropuam rpa*kaaH, pacxoapl Ha becnnatHoe neKapcTBeHHoe obecnevyeHne KOTopbIX B
COOTBETCTBMW C 3aKoHOAATeNbCTBOM Poccuiickoit degepaumnm NOKPbIBAlOTCA 3a CYET CpeacTB b6roaKeToB
Pa3INYHbIX YPOBHEN M 06s3aTeNbHOr0 MEeAMLMHCKOrO CTPaxoBaHWA MO COrNacoBaHUMIO U B NoOpAdKe,
onpeaensiemom oOpraHamm WCMNOJHUTENbHON BnactM cybbekta Poccuitckon dPepepauum, ecam B
6roaxeTax cooTBeTCcTBylOWMX deaepasbHblX OPraHoB WCMOMHUTE/IbHOW BAAaCTU He BblAeNeHbl
dUnHaHCOBbIE CpeaCcTBa HA 3TU LEenu;

2.2.4. yacTHoNpaKTUKyloWwue Bpaym, paboTatowme no AOroBopy C TEPPUTOPUANbHLIM OPraHoOM
ynpasneHua 3ApaBooxpaHeHnem u/unm tepputopuanbHbim GoHAOM 06A3aTeNbHOM0 MeAULMHCKOro
CTPaxoBaHMA WU OKasblBalolMe MeAUUMHCKYI0 NMOMOLLb rpa)kgaHam B pamMKax Nporpammbl OKasaHuA
rocyAapCTBEHHOM COLMANbHON NOMOLLM U FpaXKaaHam, MMeKLWMM NPaBo Ha NOJly4eHMe NeKapCTBEHHbIX
npenapatoB 6ecnaaTHO M CO CKUAKOW.

(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

MyHKT 2.3 He npumeHsaeTca ¢ 1 nona 2013 roga K NpaBoOOTHOLWEHMAM, CBA3AHHbLIM C Ha3HaYeHNeM
M BbIMUCbIBAHMEM JIEKAPCTBEHHbBIX NPENapaToB U MeAUUMHCKMX nsgennii (Mpukas MuHsgpasa Poccum
0T 26.02.2013 N 94H).

2.3. B 0cobblix cnyyasnx (MpoKMBaHWeE B Ce/IbCKOM MECTHOCTH, IAe HaXxoaUTCA TO/IbKO MeaNUMHCKasA
opraHusauma unm ee obocobieHHoe nogpasaesneHme, He MMeloLLee Bpaya) peuenTbl Ha IeKapCTBEHHbIE
npenapaTtbl 4NA ambynaTOPHOro NeYEeHUA TPaXKAaH B PpaMKax OKa3aHWA rocyAapCTBEHHON COUMANbHOM
NOMOLLM W TpaXkgaH, UMEeLWMX NPaBO HA MOJyYeHWEe NeKAPCTBEHHbIX NpenapatoB HecniaTHO U co
CKUAKOM, MOryT ObiTb BbINWUCAHbI CAMOCTOATENbLHO BeaylMM Mpuem ¢GenbAllepom WAM aKyLIEepPKOWM
TaKoOM MeANUMHCKOM OpraHn3aLmmn B COOTBETCTBMM C N. 2.1 HacToAwen MHCTpYKLMH.

MNepeyeHb MEAMLMHCKMX OpraHM3aumii M NOpPAJOK JIEKAapCTBEHHOro obecneyeHusa yKasaHHbIX
rpa*kgaH onpeaensarTca opraHoOM UCNONAHUTENbHOM Bnact cybbekTa Poccuiickoit ®epepaumm B chepe
3/paBOOXpaHEHMA.

(n. 2.3 B pea. Npukasa MuHsapascoupassmuTua Poccuu ot 20.01.2011 N 13H)




MyHKT 2.4 He npumeHsaeTcAa ¢ 1 nona 2013 roga K NpaBOOTHOLWEHMAM, CBA3AHHbLIM C Ha3HaYeHNeM
M BbIMMUCbIBAHMEM JIEKAPCTBEHHbBIX MNPENapaToB U MeAUUMHCKMX nsgennii (Mpukas MuHsgpasa Poccum
0T 26.02.2013 N 94H).

2.4. BbINWcbiBaHWE pPeLEnTOB Ha JNIEKApPCTBEHHble Npenapatbl AaA ambynaToOpHOro nedeHus
rpasgaH B paMKax OKasaHWA roCyAapCTBEHHOW COLMANbHOM NMOMOLLM U rpaxaaH, MUMEIoLMX NPaBo Ha
noJiydeHMe NeKapCTBEHHbIX NpenapaToB 6ecniaTHO U CO CKUAKOW, OCYLLLEeCTBAAETCA:

(8 pea. Mpukasa MuHsapascoupassutma Poccum ot 20.01.2011 N 13H)

2.4.1. Bpavyamm-cneumanmcTamm:

- Ha HapKOTHYecKme cpencTsa 7 NpOTMBOOMNYXONEBbIE npenaparbl
(oHKONOMMUYeCcKMM/remaToNorMYecknm 60/bHbIM) - OHKOJIOFOM W/MAM remaTonorom, Hedposorom,
peBmaTonorom u ap.;

- Ha UMMYHOMOZYNATOPbI - FeMaToIoroM U/UAnM OHKoNOrom (nocie nposeaeHUs ayyesoin u/mam
XMMUOTEPANUN, MNepecagkm KOCTHOrO Mo3ra), MmmyHosorom (6onbHbim CMUAom wnau  apyrumm
TAXENbIMU HapyLEeHUSMNU MMMYHUTETA), TPAHCNIAHTONOrOM (nocsie nepecajkm OPraHoOB U TKaHew),
pPeBMaTONI0rOM U MHBIMU CNEeLMannucTamm;

- Ha NpoTnBoTybepKynesHble npenapatbl - ¢TU3MATPOM;

- Ha npotuBogmabeTmyeckme (6ONbHbIM CaxapHbiIM AuabeTom) M MpoyMe /IeKapCTBEHHbIe
npenapartbl, BAUAKOWMNE HA SHOOKPUHHYIO CUCTEMY, - SIHAOKPUHONOIOM, B NopsaaKe, onpeaeneHHOM B
nyHKTe 2.4 UHCTPYKUUM O NOpAAKE Ha3HaYeHMA IeKapCcTBEHHbIX NpenapaToBs (npuaoxkeHme N 12).

(8 pea. Mpukasa MuH3apascoupassutma Poccmum ot 20.01.2011 N 13H)

Mpn OTCYTCTBUM YKa3aHHbIX CNeuMasnucToB BbIMUCbIBAHME bFOTHbIX pPeuenToB B 3TUX CAy4asax
NPOW3BOAMUTCA SIEYALLMM BPAYOM MO PeELIEHUIO BpauebHOM KOMUCCUU NOSIUKAUHUKN;

2.4.2. nevalwmm BpaYOM UAW BPAYOM-CMELMANUCTOM TOJIbKO MO peLleHuto BpavebHoM Komuccum
MeMUNHCKON opraHm3auum:

(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

- Ha NcuxoTponHble BewecTBa cnuckos |l 1 1, MHble NekapcTBeHHble cpeacTBa, NoaJsexkalluume
npeAMeTHO-KO/IMYeCTBEHHOMY YYeTy, aHabonyeckme cTepounabl;
- Ha HapkoTuyeckue cpeactea Crvcka |l 60/bHbIM, He CTPadaloWUM OHKOMOTUYECKUM

(rematonoruuecknm) 3abonesaHnem;

B cBA3M c gonyuweHHoi oneyaTkoh nucbmom MuH3apascoupassutna Poccumn ot 24.05.2007 N
4185-BC, KoTopoe He npoxoaumno peructpauuio B MuHiocte Poccun, yTOYHEHO, YTO "Bpay MOMKeT
CaMOCTOATE/IbHO BbINUCbIBaTb O4HOMY 60nbHOMY He 6osiee 5 HAMMEHOBAHWUI IEKAPCTBEHHbIX CPEACTB
eAVUHOBPEMEHHO (B TeyeHMe CcyToK) M He 6bonee 10 HaMmeHoBaHMI B TeyeHue 1 mecsaua. Mpwu
BbINUCbIBAHNW BOMbLIErO KOAMYECTBA IEKAPCTBEHHbIX CPeACcTB Bpay 06A3aH COrnacoBaTb Ha3HaYeHMe ¢
BpauebHoM Komuccuen neyebHo-NpodUNaKTUYECKOTO yupexRageHuns".

- Ha JIeKapCTBEHHbIe MpPenapaTtbl, HA3HAYaeMble JieYalMM BPaA4YOM M BpavYaMU-CNeLNaINCTamMu,
oAHOMY 60ONbHOMY B KOAMYECTBE MATU HaMMeEHOBaHWM M 6osee OAHOMOMEHTHO (B TeYeHWe OAHUX
CYTOK) U/IX CBblLLE AeCATU HAMMEHOBAHWI B TeYeHMe 04HOro MecsLa;

(8 pea. Mpukasos MuH3apaBcoupasBuTma Poccmm oT 25.09.2009 N 794H, ot 20.01.2011 N 13H)

- Ha NeKapCTBEHHble MpenapaTtbl B C/AyY4anaX HETUMUYHOro TeyeHua 60NesHW, NPU HaAUYUK
OC/IOXHEHMIN OCHOBHOro 3abosieBaHMA W/MAU COYETaHHbIX 3aboseBaHWUA, NPU Ha3HAYeHWU OMacHbIX
KOMOWMHaLUMMN NeKapCTBEHHbIX CPEACTB, a TaKXKe Npu MHAMBMAYAIbHON HENEepPEeHOCUMOCTH.

2.5. YTtpatnn cuny. - NMpukas MuHsgpascoupassmtma Poccum ot 27.08.2007 N 560.

MyHKT 2.6 He npumeHseTca ¢ 1 nona 2013 roga K NPaBOOTHOLWEHMAM, CBA3AaHHbIM C Ha3HaYeHNEM
M BbIMMUCbIBAHWEM JIEKAPCTBEHHbIX MPENapaToB U MeaUUMHCKUX nsgenunii (Mpukas MuHsgpasa Poccum
0T 26.02.2013 N 94H).

2.6. He AO0NYCKaeTCA BbINMUCbIBaHWE PELENTOB HA NIEKAPCTBEHHbIE NpenapaTbl ANA aM6ynaTopHoro
NnevyeHmA rpaxgaH B pamMKax OKa3aHuA FOCV,D,apCTBeHHOIZ COLI,MBJ'IbHOﬁ nomouwmn v rpaxgaH, MMerumnx
npaBo Ha noay4vyeHne NeKapCTtBEHHbIX MpenapaTtoB b6ecnnaTHo M co CKI/I,D,KOﬁ, BpavyamMun CaHaTOpPHO-



KYPOPTHbIX YUYpeXKAeHWM, BpayamMu CTaLMOHAPHbIX yYpexKAeHWW, B T.4. AHEBHbIX (33 WCKAOYEHUEM
CTaLMOHApPHbIX YYPEXAEHUN COLMANBbHOM 3aWMTbl), @ TaKKe BpavyaMn MeAMUMHCKUX OpraHM3auui B
nepuog, HaxoKaAeHna 60/1bHbIX Ha CTALLMOHAPHOM JIeYEHUU B COOTBETCTBUM C AEMCTBYIOLWMM NOPALKOM.
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

YacTHONPAKTUKYIOWMM BpavyamM 3anpeLaeTcs BbIMUCbIBAaTb peuenTbl Ha NeKapCTBEHHbIE
npenapatbl 4N ambynaTOPHOro NeYeHUs rpaXkgaH B paMKax OKasaHWA rocyaapCTBEHHOM COUMANbHOM
NMOMOLLM W TparkgaH, UMELWMX MPaBO Ha MOJlyYeHWe NEeKapCTBEHHbIX NpenapatoB HecniaTHO U co
CKUOKOWM, 33 UCK/IIOYEHNEM C/lyYaeB, YKa3aHHbIX B NyHKTe 2.2.4 HacToAwe NHCTpyKumu.

(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

MyHKT 2.7 He npumeHsietca ¢ 1 nona 2013 roga K NpaBOOTHOLWEHMAM, CBA3AaHHbIM C Ha3HaYeHNEM
M BbIMMUCbIBAHWEM JIEKAPCTBEHHbIX MPENapaToB U MeaNUUMHCKUX nsgenunii (Mpukas MuHsgpasa Poccum
0T 26.02.2013 N 94H).

2.7. HasHauyeHWe neKkapCTBEHHbIX NpPenapaToB A1a ambynaTOPHOro NeYeHns rpaxaaH B pamKax
OKa3aHWA rocyAapCTBEHHOM COUMANbHOM MOMOLLM M TPaXKAaH, MMEKLWMUX MPaBO Ha MoJyyYeHue
NIeKapCTBEHHbIX MpenapatoB 6ecnnaTHO WM CO  CKMAKOW, OTpayKaeTcaA B MeAWMUMHCKON KapTe
ambynaTopHoro 60/1bHOrO B NOpsAAKe, MNPesyCMOTPEHHOM NyHKTOM 1.6 WMHCTpyKuMn o nopsake
Ha3HayeHMA JIeKapCTBEHHbIX npenapatoB (npuaoxkeHue N 12), nyHKktamum 1.2 - 1.10 HacToAwel
WHCTPYKLMHK, C YKa3aHMEeM HOMepa peLenTa U B TaloHe aMbOy/NaTOPHOrO MauMeHTa, YTBEPKAEHHOM B
YCTAHOBNEHHOM NMoOpALKe.

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

Mpy BbINMUCbIBaHUM PELLENTOB Ha JIeKapCTBEHHble npenapaTtbl ANA ambynaTopHOro nevyeHus
rpasgaH B paMKax OKasaHWA roCyAapCTBEHHOW COLMANbHOMW MOMOLLM U rpaxaaH, UMEIoLMX NPaBo Ha
noJiydeHMe NEeKapPCTBEHHbIX NpenapaTtoB H6ecnaaTHO M CO CKMAKON, 06A3aTeNlbHO yKasblBAeTCcA HOMep
TenedpoHa, NO KOTOPOMY PabBOTHWK anTe4yHOM OpraHM3aLMM MONKET COracoBaTbh C JIEYALLMM BPaYOM
(Bpayom-cneumannuctom, BpayYebHOM KOMUCCMEN MEAMUMHCKOM OpraHMsaummn) CUHOHUMUYECKYIO
3aMeHY IeKapCTBEHHOro Npenapara.

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

MyHKTblI 2.8 - 2.9 He npumeHAoTcA ¢ 1 mona 2013 roga K NPaBOOTHOLWEHUAM, CBA3AHHbIM C
Ha3HayYeHMeM W BbINMUCbIBAHWEM JNIEKAPCTBEHHbIX MPEnapaTtoB U MeaUUMHCKUX usgenunit (Mpukas
MwuH3apasa Poccum o1 26.02.2013 N 94H).

2.8. PeuenT Ha peuenTypHom 6naHke dpopmbl N 148-1/y-04 (n) n N 148-1/y-06 (n) BbinucbiBaeTcA
Bpauom (denbawepom) B 3-x 3K3eMNAspax, C ABYMA 3K3emnaspamm Kotoporo 60abHOM obpalaeTca B
anTeyHyto opraHusauumio. MocneaHnn sK3emnaaAp peuenTa MNoAKNEeMBaeTCs B ambynaTOpHyto KapTy
60/bHOrO.

(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

2.9. HapKoTuyecKkne cpeacTsa u ncuxoTponHble BewecTsa Cnucka Il ans ambynaTopHoOro neyeHus
rpasgaH B paMKax OKasaHWA roCyAapCTBEHHOW COLMANbHOMW NMOMOLLM U rpaxaaH, UMEoLMX NPaBo Ha
noJiydeHMe NeKapCTBEHHbIX MpPenapaTtoB 6ecniaTHO M CO CKUAKOW, BbINMUCLIBAOTCA Ha CheuuasibHOM
peuenTypHom 6naHKe Ha HAPKOTMYECKOe CpeacTBO WM MCUMXOTPOMHOE BELWLECTBO, K KOTOPOMY
JOMO/IHATENbHO BbINUCHIBAIOTCA PeLenTbl Ha peuentypHom 6naHke ¢opmbl N 148-1/y-04 (n) wam
¢dopmbi N 148-1/y-06 (n).

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

MNMcuxoTtponHble Bewectsa Cnucka lll, nHble neKapcTBeHHble CpeacTBa, nognexawme npeameTHo-
KONMYEeCTBEHHOMY y4yeTy, aHabomnyeckue cteponabl, NpeAHasHaYeHHble A1 ambynaTopHOro fedyeHus
rpakAaH B paMKax rocyapCTBEHHOM COLLMAIbHON MOMOLLM M FpaXKaaH, UMeoLWMX NPaBo Ha NojyvyeHue
JleKapcTBeHHbIX NpenapaToB 6ecnaaTHO M CO CKMAKOWM, BbINMUCLIBAOTCA Ha peuenTtypHom 6aaHke N 148-
1/y-88, K KOTOPOMY A0MNONHUTENBHO BbIMUCLIBAIOTCA peLenTbl Ha peuenTypHom 6aaHke dopmbl N 148-
1/y-04 (n) nan popmbl N 148-1/y-06 (n).

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)




MyHKT 2.10 He npumeHAaetca ¢ 1 uwona 2013 roga K NpPaBOOTHOWEHMAM, CBA3AHHbIM C
Ha3Ha4YeHMeM W BbINMUCbIBAHWEM JNIEKAPCTBEHHbIX MPEnapaTtoB W MeaUUMHCKUX usgenunit (Mpwukas
MwuH3gpasa Poccum o1 26.02.2013 N 94H).

2.10. Ana obecneyeHna HAPKOTUYECKMMM CPEACTBAMM U MCUXOTPONHbIMU BelecTBamm 60bHble
NPUKPENAAIOTCA K KOHKPETHOM MeAMLMHCKOM M anTe4yHOM OpraHvM3aumam Mo MecCTy KUTeNbCTBa B
nopagKe, onpeaenieMom OpraHOM UCMOIHUTENbHOM BNacTM cybbekTa Poccuiickoit ®epepaumm B coepe
3[paBOOXpPaHEHMA.

(n. 2.10 B pea. MNpukasa MuHsapascoupassmTnsa Poccun ot 20.01.2011 N 13H)

[ll. Nopaaok odopmneHus
TpeboBaHM-HAKNAAHbIX B aNTEYHYIO OPraHU3aLLMI0 HA NoayYeHne
JIeKapCTBEHHbIX NPENAPaAToB ANA MeAULMHCKMX OpraHn3aLmi
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

3.1. Ona obecneyeHns nevyebHO-AMATHOCTUYECKOTO Mpouecca MeaMUMHCKME OpraHM3auum
No/sly4altoT JNIeKAPCTBEHHblE MpenapaTtbl M3 anTeYHOW OpraHM3auum no TpeboBaHUAM-HAKNALHbIM,
YTBEPKAEHHbIM B YCTAHOBNEHHOM MOPAAKE.

(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

TpeboBaHMe-HaKNaAHaA Ha MOAyYeHWe U3 anTeYHbIX OPraHM3aLUn NeKapCTBEHHbIX MPenapaTos
OOIKHA MMETb LITAaMN, KPYrayto nedaTb MeAULMHCKOM OpraHuW3auumn, noamnnuce ee pykoBoamuTena uam
€ro 3amecTuTens no neyebHol yacTu.

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

B TpeboBaHMM-HAKNAAHOW yKa3blBAaeTCA HOMEp, AaTa COCTaBNEHWA AOKYMEHTA, OTNPaBuUTeNb U
nosiydaTesib SIEKAPCTBEHHOrO Npenapata, HaMMeHOBaHME NIeKAPCTBEHHOro npenapaTta (C yKasaHuem
003UpPOBKU, GOpMbI BbiNycKa (TabneTkM, amnybl, Masu, Cynno3suTopun 1 T.n.), BUA yNakoBKK (KOPOOKH,
$nakoHbI, Ty6bI U T.M.), CNOCO6 NPUMEHEHUs (AN UHBEKLMN, A1 HapyKHOro NpUMeHeHus, npuema
BHYTPb, [/1a3Hble Kanau u T.n.), KoAMYecTBo 3aTpeboBaHHbIX IEKAPCTBEHHbIX MPEnapaTos, KOJANYECTBO U
CTOMMOCTb OTMYLLEHHbIX N1EKAPCTBEHHbIX NPENapaTos.

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

HavmeHoBaHMA NeKapcTBEHHbIX NPENapaToB NULYTCA HA NATUHCKOM A3bIKE.
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

TpeboBaHMA-HaKNagHble  Ha  NEKApPCTBEHHble  CPeACTBa, nognexawme  npeameTHo-
KONMYECTBEHHOMY Y4eTy, BbINMUCLIBAOTCA HA OTAE/bHbIX BAaHKax TpeboBaHM-HAKNAAHbIX ONA KaK40M
rpynnbl NnpenapaTos.

MeanUMHCKME oOpraHM3auMM MNpU  COCTAaBAEHMM 3aABOK Ha HAPKOTUYECKME CpeacTBa M
NCUXOTponHble BewecTBa cnuckos Il n Il goNXKHbBI PyKOBOACTBOBATLCA PACYETHbIMU HOPMATUBAMMU,
YTBEPKAEHHbIMMW B YCTAaHOB/IEHHOM MOpPAAKe.

(8 pea. Mpukasa MuHsapascoupassutma Poccum ot 20.01.2011 N 13H)

3.2. TpeboBaHWA-HaKNaAHble CTPYKTYPHOrO noapasfeneHva  MeaMLMHCKOM  OpraHu3auum
(KabuHeTa, oTAeNeHMA M T.N.) Ha JIeKAapCTBEHHble npenapaTtbl, HanpasBaAsemMble B aNTeYHyH
opraHuzaumio, odGopMNAOTCA B NOPsAAKe, onpeaeneHHoM MyHKTOM 3.1 Hactoawen WHCTpyKumn,
NoAMNMUCbIBAlOTCA PYKOBOAMUTENEM COOTBETCTBYIOLWLErO MOApPasAeneHna u odopMAAIOTCA LUTaMMOM
MeZMUNHCKON OpraHm3aumu.

Mpw BbINUCbIBAaHWM IEKAPCTBEHHOIO NpenapaTta A8 UHAMBUAYANbHOTO 60/IbHOFO AONOAHUTENBHO
yKa3blBaeTcs ero amuama u MHMLMaNbl, HoOMep Uctopun 6onesHu.

(n. 3.2 B pea. NpuKkasza MunHsgpascoupassmtua Poccuu ot 20.01.2011 N 13H)

3.3. CtomaTo/s10r1, 3ybHble Bpaun MOFyT BbINUCLIBATb 3a CBOE NOANMUCHIO TpeboBaHMA-HaKNagHble
TONbKO HA JIeKapCTBEHHble MpenapaTbl, NMPUMEHAEMblE B CTOMATO/I0OMMYECKOM KabuHeTe, 6e3 npasa
Bbl4a4YM MUX NaLMEHTAM HA PYKM.

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

3.4. TpeboBaHMA Ha AL0BUTble NIEKAPCTBEHHbIE CPEACTBA, KPOMe NOAMMCK CTOMATO/0ra MM
3yb6HOro Bpaya, A0/1XKHbl UMETb NOAMMUCb PYKOBOANUTENSA YUPEXKAEHNA (OTAENEHUA) UK ero 3amecTuTens
W KPYrAyto nevyatb MeAnLMHCKON OpraHM3aumuu.



(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

3.5. TpeboBaHWA-HaKNaZHble HA OTMNYCK YaCTHOMPAKTUKYIOLWMM Bpayam JIeKapCTBEHHbIX
npenapaToB (33 MUCKAIOYEHMEM HapPKOTUYECKUX CPEeACTB M NCUXOTPOMHbIX BewecTs cnuckos Il u i, a
TaKKe JIeKapCTBEHHbIX MPenapaToB, COAEPKALLMX 3TU CPEeACTBa U BellecTBa) 0dOpPMAAIOTCA B NOPALKE,
onpegeneHHom n. 3.1 - 3.4 HactoAwen MHCTPYKUMKM, HA OCHOBAHWKU AOrOBOPA KYMAU-NPOoAaxun mexay
YaCTHOMPAKTUKYIOLMM BPavYoOM W  aANTeYHOW OpraHuMsaumein W JUUEH3MM  Ha  MeULMHCKYHO
[eATeNbHOCTb, BblAAHHOW B YCTAHOBEHHOM NOPsAAKe.

(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

3.6. B anTeuHbix oOpraHusauuAx TpeboBaHMA-HaKNaAHble  Ne4yebHO-NPOPUNAKTUUECKUX
YYpEerKAEHMI Ha OTNYCK HAPKOTUMYECKMX CPEeACTB M NCUMXOTPOMHbIX BelecTs cnuckos Il u Il xpaHaTca B
TeyeHue 10 net, Ha OTNYCK UHbIX IEKAPCTBEHHbIX CPEACTB, NOAJEKALLNX NPeAMETHO-KONNYECTBEHHOMY
yyeTy, - B TeueHue 3-X NIeT, OCTajibHbIX TPYMNn /AEKapCTBEHHbIX MpenapaToB - B TeYeHUe OAHOro
KaneHaapHOro roaa.

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

3.7. TpeboBaHMA-HaKNagHble MeAMUMHCKUX OpraHuM3auMi AO0NKHbl XPAHUTBCA B anTeYHOM
OpraHuM3auuun B ycnoBusax, obecneunBatomx COXPaHHOCTb, B COPOLIOPOBAHHOM M OMeYaTaHHOM BUAE U
odopMNATLCA B TOMa C YKa3zaHMeM MecALa U roaa.

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

3.8. Mo wuCTe4YeHMM CpoKa XpaHeHua TpeboBaHUA-HAaKNAZ4HbIE MOANENKAT YHUUTOXKEHUIO B
NPUCYTCTBMM YNEHOB CO343aBAaeMOW B anTeYHOMN OpraHW3aLMM KOMMCCUU, O YEM COCTABAAIOTCA aKTbl,
$bopMbl KOTOPbIX NPeaycMoTpeHbl NpuaoxkeHnamm N 3 1 4 K HacTosAwen MHCTpyKLumK.

(8 pea. Mpukasos MuH3apaBcoupasButma Poccmm oT 25.09.2009 N 794H, ot 20.01.2011 N 13H)

IV. KOHTpOAb 32 BbINUCbIBaHMEM peLLenToB
N TpeboBaHM-HAKNAAHbIX HA NeKAPCTBEHHbIE NpenapaThbl
(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

4.1-4.4. Ytpatunu cuny c 1 nrona 2013 roaa. - MNpukas MuHsapasa Poccun ot 26.02.2013 N 94H.

CornacoBaHo

PykoBoauTenb (3amectutenb
pykosoautena) PCKH Poccuu
O.H.XAPUYKHMH

12.02.2007

MpunoxkeHne N 1

K MHCTpYKLMK O nopsaaxe
BbINWCbIBAHUA 1EKAPCTBEHHbIX
npenapaTtos U opopmMaEHMA peLenToB
n TpeboBaHUt-HaKNa4HbIX,
yTBepKAeHHoM MNpukasom
MwuH3apascoupassmTma Poccunm

ot 12 peBpana 2007 r. N 110

MPEAE/IBHO AOMNYCTUMOE KOJIMYECTBO
JNNEKAPCTBEHHbIX CPEACTB 414 BbINMUCbIBAHWMA HA OAWH PELUENT

CnNMCOK M3MEHSAIOLWMX OKYMEHTOB
(8 pea. Npukasos MuH3apascoLpa3BuTma Poccum ot 25.09.2009 N 794H,
o7 20.01.2011 N 13H)



n/mo

HarMeHOBaHMUE JIEKAPCTBEHHOTO
cpencTBa

dopMa BHIOyCKa U
IO3MPOBKA

KosmmuecTBO

BynpeHopbuH

TabneTku g
CyOJIMHTBAJILHOTO
npuemMa 200 MK

n 400 MkD

50 TabJs.

BynpeHopbuH

PacreOp mna
VHBEKLUN,
aAMITY JIBL
300 Mxr/mi 1 mi
300 MKD/MII 2 MII

30 amnya
15 amnym

BynpeHopbuH

TpaHCcOepMasibHAaA
TepaneBTUUYECKad
cucrTeMma
35 MKr/u
52,5 MKI/4
70 Mxr/u

20 njact.
8 rmact.
5 nmnacr.

INTMOPOKOOEMH-PeTapn
(I'K KoHTHMHYC)

TabjeTky OJjsda
npreMa BHYTPb
60 MT
90 MT
120 mr

40 TabJs.
30 TabJs.
20 TabJ.

INNMIOJIOP (MUMPUTPaAMUI)

PacreOp mna
VHBEKLUN,
amniysiel 0, 75% mo
2 M

50 amnyn

MopbomHa THIOPOXJIOPUI

PacreOp mna
VHBEKLUN,
amnnyJsiel 10 MT B

1 M

20 amnyia

OMHOTIOH

PacreOp mna
VHBEKLUN,
aMniyJiel 1% u 2%
nmo 1 wma

10 amnyn

[IlpoMenosl (TpMUMenepuarHa
TUOPOXJIOPUI)

TabneTk OJd
npmueMa BHYTPb
25 Mrm

50 TabJs.

[IpoMenos (TpuUMeNepuIMHa
TUOPOXJIOPUI)

PacTeop mmna
VHBEKLUN,
amniyJsiel 1 m 2% 1o
1 M
WITPUL— TIOOUKU
1 u 2% o 1 M

10 amnys

10 mmpmi—
TIOOMKOB

10.

MopdmHa cyabdaT
(MCT XKOHTMHYC MM IOpyTrue
aQHAaJIOTM NPOIOOJIXUTEJIBHOCTLIO
onemcTBus He MeHee 12 yacos)

TabmeTk u
KallCyJIBl
IIPOOJIEHHOT'O
OeMCTBUA IOJd
npreMa BHYTPb
10 Mmr
30 Mr
60 mT
100 mr

160 Taba.
60 Tab.
20 TabJ.
20 TabJ.




200 mr 20 TabJ.
11. [Ipocunpout Tabmnerkn nnsa 50 Tab.
OYyKKaJIbHOTO
npuema 10 MT u
20 Mr
12. [Ipocunpost PacTBOp 134 50 awmnyn
VHBEKLUN,
amniyJiel 10 MT B
1 M
13. deHTaHMI TpaHCcIepMasibHad
TepaneBTHUUeCcKas
cucrTeMma
12,5 Mxr/ugac 32 mact.
25 Mkr/uyac 16 nmace.
50 mkr/uac 8 mjacT.
75 Mmx1T/uac 5 myacr.
100 mxr/uac 4 mJjacrT.
(n. 13 B pen. Ipukasa MuHzOpaBcoupazeuTua Poccum orT 25.09.2009
N 794nH)
14. Komemn (xomemHa o¢ocoarT) [Topomok 0,2 o
15. KoMOMHMPOBaHHEIE TabneTku, He OoJiee
JIeKapCTBEHHEIE IIpelaparTH, KaIcyJiH, 0,2 & <*>
conmepxamye KOOeuH (KomeuHa PacCTBOPEL M T.IH.
docdhar)
(B pen. I[pukaza MmH3OmpaBcoupaszeuTus Poccum ot 20.01.2011 N 13H)
l6. STUIMOPOMHA TI'MIOPOXJIOPUL [Topomok 0,2 » <**>
(OMOHMH)
17. AMmbenpamMoH (dbenpaHOH) TabjeTky, Opaxe 50 Tabm.
25 Mr
18. XanpUMOH (TpMasojiam) Tabnerku 250 MKT 30 Tab.
19. HaTtpmsa oxkcumbyTuparT PacreOp mna
IpreMa BHYTPb 2 draxoHa
66, 7%, cupomn njug
npmueMa BHYTPb
5%
20. SbempuHa I'MIOPOXJIOPUI U [Topomok 0,6 o
opyrue coyu sbenpuHa
21.|Teobenpwu, Teobempmu-H, Heo-— TabjeTku 30 TabJ.
TeobenpmH
22. CoJyryTaH PacTBOp 1 dbsakoH
50 Mt
23. CnasMoBEepaTuH, TabmeTku 50 Tabm.
CnasmoBepayruH-Heo
24. IpyTrme KOMOMHMUPOBAaHHEE TabneTku, 1 ymakoBka
JIEKapCTBEHHEIE IIPEIaparTH, IIOPOWKM M T.I.
comepxamye sbenpuHa
TUIPOXJIOPUI UM [ONJiexalue
peIMe THO-KOJINUECTBEHHOMY
yueTy
(B pen. I[pukaza MmH3OmpaBcoupaszeuTtus Poccum ot 20.01.2011 N 13H)




25. KoMOMHUPOBAHHEE KancyJer, 1 ynakoBka

JIEKAPCTBEHHEE IpelapaTsl, IIOPOLWKM, CMPOII,
comepxamye ncepnosbenpuHa TabJseTK",
TUOPOXJIOPUL M [NOoIJexalue XUOKOCTH IJIS
IpeIMeTHO-KOJIMUECTBEHHOMY npmueMa BHYTPb U
ydeTry T.O.

(B pen. Ipuxasza MmH3IZpaBcoupaszeutmsa Poccum or 20.01.2011 N 13H)

26. Knodenmu TabjeTku 1 ymakoBKa
0,075 mr, 0,15 mT

27. [TaxykaplIMHa I'UOPOMOIONI, [Topomok 1,2 o
28. AHabomMUeCcKMe TOPMOHH: TabieTKM, pacTBOP 1 ynakoBka
MeTaHOPOCTEHOJIOH, IJi1S MHBEeKLUUN U
OxcaHIpOJIOH Perabonni, T.I.

HarznpoJsion, denobosmi,
Cunabonmy u OpyTrue

29. KoMOMHMpPOBaHHEIE Kancyssr, 1 ymakoBka
JIeKapCTBEeHHEE IIpellapaTH, TabJjieTKM, CUPOII,
comepxalmme KalJieTel M T.I.

GeHMIINPONIaHOJIaMUHE U
rnomsjexamye npegMeTHO—
KOJIMYECTBEHHOMY YydeTy
(B pen. Ipuxasza MmH3IZpaBcoupaszeutusa Poccum or 20.01.2011 N 13H)

30. deHOBapOUTAT Tabmerxkmu 50 wmr, 10 - 12
100 Mmr TadJIeToK
31. Benzobapburan (BeH30HAa, Tabnerxkn 50 wMmr, 1 ymakoBka
Benzobamumi) 100 mr
32. puMmunon (I'excaMyIMH, Tabnerku 125 wmr, 1 ymakoBKa
MycosuH) 250 mr

33. |Byropbaron (Crazmoj, MopaznoJ) PacTBOp IJd 10 ammya

VHBEKLUN

2 Mr/mMi1 1 Mol

<*> [pu BbINUCbIBAHWUM U OTMNYCKE IEKAPCTBEHHOTO NpenapaTta NpoM3BoAMTCA NepecyeT Ha YMcToe
BELLECTBO.
(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

<**> B rnasHblXx Kanasx M mMasax OUOHWMH MOMKET BbINMUCbIBATLCA B KoaM4yecTBax Ao 1 r npu
Ha/IMYMM YKa3aHWA Bpaya Ha peuente "o cneuManbHOMY HasHayeHWo", 3aBepPEHHOro NoAMUChI0 U
JINYHOM NeyaTblo Bpaya, NeyaTbio MeanLMHCKOM opraHusaumu "na peuenTos".
(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

MpumeyaHue:

Mpn BbINUCbIBAaHMM HAPKOTUYECKMX JIEKAPCTBEHHbIX MpPenapaToB, He nNpeaycMOTPEHHbIX
HaCTOALMM MPWJIOKEHUEM, UX NpenesibHO AOMYyCTUMOE KOJIMYeCTBO A/ BbIMUCbIBaHMA B OLHOM
peuenTe MOXeT B NATb Pa3 NpPeBbllaTb Pa30BYH A03Y, YKa3aHHYH B MHCTPYKUWUU MO MeAULUHCKOMY
NPUMEHEHWMIO BbIMUCbIBAaEMOTO IEKAPCTBEHHOTO Npenapara.

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)



MpunokeHue N 2

K MHCTpYKLMK O nopAaaxe
BbINWCbIBAHNA 1EKAPCTBEHHbIX
npenapatos U opopmaeHUA peLenTos
n TpeboBaHU-HaKNa4HbIX,
yTBepKAeHHoM MNpukasom
MwuH3apascoupassmTma Poccum

ot 12 deBpana 2007 r. N 110

BAMHEMLUME PELLENTYPHbIE COKPALLEHUA

CokpalueHue [losTHOe HaNMcaHue [lepeBon
aa ana 10, IOPOBHY
ac.acid. acidum KMCJIOTa
amp . ampulla aMmIyJa
aq. aqua BOIA

aqg. destill.

aqua destillata

OVNCTUIIJIIMPOBAHHAaA BOIa

but.

butyrum

MacJo (TBepnmoe)

comp., CpS

compositus (a, um)

CJTOXHEIN

D. Da (Detur, Dentur) (mycTs BBIDAHO, IIYyCTb
OymoeT BBIIOAHO)
D.S Da, Signa Detur, Breimanm, o6os3Haub
Signetur [lycTte OyIeT BHIOAHO, OOO3HAUEHO
D.t.d Da (Dentur) tales (llycTe OynoyT BBLOAHEL)
doses Takue IO3H
Dil. dilutus pPasBEeIeHHHN
div.in p.aeq. divide in partes pasne Ha pPaBHBE YacTU
aequales
extr. extractum SKCTPaKT, BETAXKA
f. fiat (fiant) [IycTe obpaszyetTcsa (obpasyoTcsd)
gtt. qutta, guttae Kanndg, Kalau
inf. infusum HaCTOM
in amp. in ampullis B aMmyJax
in tabl. in tab(u)lettis B TabjeTkax
lin. linimentum XMOKasS Mashb
liqg. liquor XMUIOKOCTH
m. pil. massa pilularum OMJI0JIbHAaA Macca
M. Misce, Misceatur (lycTe OymeT CMemaHOo)
N. numero UM CIIOM
ol. oleum MacJo (kumkoe)
past. pasta nacra




Ppl.

pilula

TINJIIOJTA

p.aeq. partes aequales PaBHEIE YACTU
ppt., praec. praecipitatus OcaxIeHHBIV
pulv. pulvis [Topomoxk
g.s. quantum satis CxoJbKO norpebyeTcs, CKOJIbBKO
HaIo
r., rad. radix KOPEHb
Rp. Recipe BosbMu
Rep. Repete, Repetatur NoBTopr (IlycTh OyneT
IIOBTOPEHO)
rhiz. rhizoma KOpPHEeBUIIE
S. Signa, Signetur O6ozHaub (I[lycTs OynmeT
0oDOBHAUEHO)
sem. semen cems
simpl. simplex IIPOCTOM
sir. sirupus cupon
sol. solutio pPacTBOp
sSupp . suppositorium cBeua
tabl. tab (u) letta TadbjeTKa
t-ra, tinct. tinctura HacToMKa
ung. unquentum Masb
vitr. vitrum CKJISIHKA

MpunoxkeHune N 3

K MHCTpYKLMK O nopsaaxe
BbINWCbIBAHUA 1EKAPCTBEHHbIX
npenapatos U opopmaeHUA peLenToB
n TpeboBaHU-HaKNaaHbIX,
yTBepKAeHHoM MNpukasom
MwuH3apascoupassmTma Poccunm

ot 12 peBpana 2007 r. N 110

CrNnCOK U3MEHAILWMX AOKYMEHTOB
(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

AKT

00 YHUUTOXEHUM TpebOoBaHUM-HAKJIAOHBEIX IOJIS IOJIyUeHMUS
HAPKOTUUECKUX CPEICTB M IICUXOTPOIHEIX BEIECTB

Kommccusa B cocrase:

IIO MCTEUYEeHUNM CPOKOB MX XPaHEeHNMA <k >



[lpencenmaTersb

(moymxHoCTE M ®.M.O. IIOJHOCTBLIO)

UJjleHEl KOMMCCUMU :

(mosmxHOCTE M ®.M.O. HIOJIHOCTLIO)

(mojmxHOCTE M ®.M.0O. IMOJIHOCTBLIO)

(mosmxHOCTE M ®.M.O. HIOJHOCTLIO)

npomusseya " " 200 1. M3BATME U YHUUTOXEHME B

TpeGOBaHVHZ—HaKJ'Ia,HHbIX IJId IIOJIy4YeHMA

(HaMMeHOBaHME OpraHM3alUMn)
HAPKOTUUECKHUX CPEINCTB M IICUXOTPOIIHEIX BEUEeCTB 3a

(mecsan, rTom)

N HammMmeHnoOBaHMeE Enmunna Homep m pmaTa |KommuecTBO
n/mn JIEKAPCTBEHHOTO U3MEPEHMS TpeboBaHuA— |TpeOOBaHUM—
npenapara, IOO3MPOBKA, HakJIaIHOM HaKJIaIHBIX

BUI JIEKAPCTBEHHON (GOPME

1 2 3 4 5
NToro 10 AaKTy YHUUTOXEHB IIyTeM CXUI'aHMS WM pas3phlBa U
IocJenyrnmero 3aMauMBaHMA B PACTBOPE XJIOPHOM WM3BECTU (HyXHOE
IOOYEPKHYThH) TpebOBaHUM~HAKJIAOHEIX .

(kommuecTBO LMOPaMM M HIPOIIMCHIO)

[lpencenmaTesib KOMMCCUM X

(momnmce)

UJIeHEl KOMMCCUMU :

(momnmce)

(momnmce)

(momnmce)

<*> AKT obopmnseTca exxemecayHo.

Mpunoxkenue N 4

K MHCTpYKLMM O nopsaaxe
BbINWCbIBAHNA 1EKAPCTBEHHbIX
npenapatos U opopmaeHUA peLenTos
n TpeboBaHU-HaKNa4HbIX,
yTBepKAeHHoM MNpukasom
MwuH3apascoupassmTma Poccum

ot 12 peBpana 2007 r. N 110

AKT
00 YHMUTOXEHUM TpebOoBaHMUM—-HaKJIIAOHBEX
IOJIA IIOJIydeHUHA MHHEX JIEKAPCTBEHHEIX CPEeICTB, IOoIJIeXallMx
NIPpeIMEeTHO-KOJIMYECTBEHHOMY Yy4YeTy, [0 MCTEeUEeHMUM CPOKOB
X xXpaHeHua <*>



Kommccua B cocTare:

[lpencenmaTersb

(mojmxHOCTE M ®.M.0O. IMIOJIHOCTBLIO)

UJIeHEl KOMMCCUMU :

(mosmxHOCTE M ®.M.O. HOJIHOCTBLIO)

(mosmxHoOCTE M ®.M.O. IIOJIHOCTBHIO)

(momxHoCThr M ®.M.0O. IIOJIHOCTBHIO)

npouseesa " " 200 1. M3BATME M YHUUTOXEHME B

TpeGOBaHVHZ—HaKJ'IaILHbIX IJId IIOJIy4YeHMA

(HaMMeHOBaHME OpraHM3alUMn)
VHBIX JIEKapCTBEHHEX CpencTB, NOoOJieXallMx NpelIMeTHO-KOJIMUEeCTBEHHOMY
ydery, 3a _ B KOJIMUYECTBE MTYK .
(mecsau, ToOm) (umdpaMm M NPONUCHIO)

TpeboBaHMA-HaKJIaOHEE YHMUTOXEHH IIyTeM CXUI'aHMS UM pa3pblBa U
IocJyenymimero 3aMauMBaHMSg B pPacCTBOpe XJIOPHOM WU3BeCTU (HYXHOe
IOOYEPKHYTH) .

[lpencenaTesyib KOMMUCCUM:

(momnmce)

UJjleHEl KOMMCCUMU :

(momnmce)

(momnmce)

(momnmce)

<*> AKT odopmaseTca exxemecsyHo.

MpunoxkeHne 14 He npumeHsaetca ¢ 1 umiona 2013 roga K NPaBOOTHOLWEHUAM, CBA3AHHbIM C
Ha3HayYeHMeM W BbINMUCbIBAHWMEM JNIEKAPCTBEHHbIX MPEnapaTtoB U MeaUUMHCKUX usgenunin (Mpwukas
MwuH3apasa Poccum o1 26.02.2013 N 94H).

MpunoxkeHue N 14

K MpuKasy
MwuH3apascoupassmTma Poccum
ot 12 peBpana 2007 r. N 110

MHCTPYKLUMNA
O NOPAAKE HA3HAYEHUA U BbINUCbIBAHUA U3AENUNA
MEANUUHCKOro HASHAYEHNA U CNELMANTU3NPOBAHHDLIX MPOAYKTOB
NEYEBHOIO NUTAHUA ANA AETEX-UHBANUAOB

CnNMCOK M3MEHSAIOLWMX SOKYMEHTOB
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)



1. Uspgenna meanLUMHCKOrO HasHaAYeHUs U cneuMannsnpoBaHHble NPOAYKTbl 1e4ebHOro NuTaHus
ONs geTeli-UHBaNMAOB Ha3HA4yaloTCA M BbIMMCbIBAKOTCA B PaMKax MpenocTaB/iieHMa OTAENbHbIM
KaTeropusam rpakaaH rocygapcTBeHHOMN COLManbHON NOMOLLM B BUAE Habopa CoumanbHbIX YCAYT.

(n. 1 B pea. NMpukasa MuH3sgpascoupassmutua Poccum ot 20.01.2011 N 13H)

2. spenns megyuMHCKOro HasHaYeHUsA Ha3Ha4aloTCa M BbINMCbIBAOTCA Bpayamm (penbaluepamm)
MeOULMHCKUX OpraHM3aumii, OKasbiBaloLWMX NEPBUYHYIO MeANKO-CaHUTaPHYO MOMOLLb.

(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

CneuMannsnpoBaHHble MNPOAYKTbl se4yebHOro nuTaHuMA ANnA AeTel-UHBaAUMAOB Ha3HavatoTcs
BpayamMuM  MeAMUMHCKMX  OpraHM3aumii, OKasblBAlOWMX  MEAMKO-TeHETUYECKYID  MOMOLWb, U
BbIMMCbIBAKOTCA BPaYaMm MeAMLUMHCKUX OpraHM3aLnii, OKasblBaloWMX MeaNKO-TEHETUYECKYIO NOMOLLb,
WKW BpaYamMu-cneumanncTamm (B caydyae ux oTCyTCTBUSA JlevalliMm BPavyom) MeaULNMHCKMX OpraHM3auUuii,
OKa3bIBaOWMNX NEPBUYHYIO MEAMKO-CaHUTAPHYIO MOMOLLb.

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

3. PeuenTtbl BbINUCLIBAKOTCA Ha M34EeNMA MeAMUMHCKOIO HasHayeHua WU cneunannsupoBaHHble
NPOAYKTbl Ie4ebHOro NMTaHUA ANA AeTe-MHBAANAOB, BKAKOYEHHbIE B NepeyYHn n3genuii meanumMHCKoro
Ha3HaYeHMA W CneuunanmM3mpoBaHHbIX MPOAYKTOB J/ieyebHOro nuTaHuA Aans  AeTen-uHBaNMAaos,
yTBEpXKAaemble B yCTAaHOB/IEHHOM NopsAaKe.

4. PeuenTbl BbINMCbIBAOTCA Ha peLenTypHbIx 6naHkax popmbl N 148-1/y-04 (n) u N 148-1/y-06 (n)
B COOTBETCTBMM C TpeboBaHMAMMW, MNPeaycMOTpPeHHbiMK pasgenamu | n Il MHCTpyKUuMM o nopsgke
BbINUCbIBAHWS 1IEKAPCTBEHHbIX MNpPEenapaTtoB M opopmMeHMA peuentoB U TpeboBaHWUI-HAKNA4HbIX
(npunoxkenHne N 13).

(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

5. Mpu BbINUCbIBAaHUN XPOHUYECKMM BONbHLIM PELLENTOB Ha CreLuanmM3MpoBaHHbIe MPOAYKTbI
NeyebHOro nUTaHMA ANA AeTel-MHBA/IMAOB Bpayvam paspellaeTca YCcTaHaB/AMBATb CPOK AeNCTBuA
peuenTa B Npeaenax 40 04HOro roaa.

Mpw BbINUCBIBAaHUW TaKUX PELLENTOB Bpay AO/IKEH caenaTb NoMeTKy "XpoHuyeckomy 6onbHomy",
YKasaTb CpPOK [AEeWNCTBUA peuenta M MNepuoamMyHOCTb OTNYCKa CheLMannm3MpoBaHHbIX MNPOAYKTOB
NeyebHOro NUTaHUS ANnA AeTen-uHBaAIMAOB U3 anTeYHOro yuypexaeHusa (opraHusaumm) (exkeHenenbHo,
€XXeMeCAYHO M T.N.), 3aBepuUTb 3TO YKasaHWe CBOEM NoAMNUCbIO M INYHOW NevaTblo, a TaKKe MnevyaTblo
MeauUMHCKOM opraHmsauumn "Ons peuentos”.

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

MpunoxkeHne 15 He npumeHsaetca ¢ 1 miona 2013 roga K NPaBOOTHOLWEHUAM, CBA3AHHLIM C
XpaHeHMeM peLenTypHbiXx 61aHKOB HA IeKAPCTBEHHbIE NpenapaTtbl U meguuMHCcKMe usgenna (Mpukas
MwuH3gpasa Poccum o1 26.02.2013 N 94H).

Mpunoxkenue N 15

K MpuKasy
MwuH3apascoupassmTma Poccunm
ot 12 peBpana 2007 r. N 110

MHCTPYKLUA
O NOPAAKE XPAHEHUA PELLENTYPHbIX B/IAHKOB

CnNMCOK M3MEHSAIOLWMX SOKYMEHTOB
(8 pea. Npukasos MuH3apascoLpa3BuTma Poccum oT 25.09.2009 N 794H,
o7 20.01.2011 N 13H)



1. MeauUMHCKME oOpraHusauMuM nosyyatoT Heobxoaumble peuenTypHble 61aHKM  4Yepes
TEPPUTOPUAbHbIE OpPraHbl YNpPaB/ieHUA 34paBOOXPAaHEHMEM WM OpraHusaumu, YNoSHOMOYEHHbIE Ha
3TO OpraHamm UCNONHUTENbHOM BAacTK cybbekToB Poccuinickon depepauuu.

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

3anac peuenTypHbiX 61aHKOB B MEAWMUMHCKMX OpPraHM3aumMax He [O/KEH MpeBblwaTb
Noslyrof,0BOM, a CneunasnbHblX PeLenTypHbIX 61aHKOB Ha HapKOTUYECKME CpeacTBa U MCUXOTPOMHbIe
BewwecTtBa Crnucka Il - mecayHoM noTpebHOCTK.

(8 pea. Mpukasa MuHsapascoupassutma Poccmum ot 20.01.2011 N 13H)

YacTHOMpPaKTMKyOLWMe BpauYM CAMOCTOATENbHO 3aKasblBatoT 6/1aHKM pPeLLenToB (3a UCKAOYEHNEM
cneumanbHbIX peuenTypHbiX 6M1aHKOB Ha HApKOTUYECKOe CpeacTBO M MCUXOTPOMHOE BELEeCcTBO) C
yKasaHMem tunorpadpckum cnocobom B BeEpXHEM SIEBOM Yray aZpeca Bpaya, HOMepa, AaTbl U CpPOKa
OENCTBUA  NINLEH3MW, HAMMEHOBAHWA OpraHa rocygapCTBEHHOW B/IACTM, BblAABLUIETO [AOKYMEHT,
NoATBEPKAAIOLLNIN HANNYNE INLEH3UMN.

2. B KaAoW MeOMUMHCKOM oOpraHM3auMuM MpUKasoM PyKOBOAMTENA Ha3HadaeTca Auuo,
OTBETCTBEHHOE 3a NOJIyYeHNE, XpaHEHWE, YYET M BblAa4vy BCEX BUAOB peLenTypHbix 61aHKOB.

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

3. PeuentypHble 6naHKM [OOMKHbI  XPaHWUTbCA OTBETCTBEHHbIM JIMLOM MOJA 33aMKOM B
MeTaIMYeckom LWKady (cerde) uam meTanMyeckom sLLMKe, a cneumanbHble peLenTypHble 61aHKKN Ha
HAapPKOTMYECKOE CPEACTBO M NCMXOTPOMHOE BELLECTBO - B ceinde.

YacTHOMPAKTMKYIOWMIA  Bpay OO/KEH XPaHWUTb peuenTypHble 6naHKM NoA  3aMKOM B
MeTanMyeckom WKaoy (celide) nnm awmke.

4. YyeT peuenTypHblx 6/1aHKOB MO BWAAM BefeTCA B JKYpHanax, MPOHYMEPOBAHHbIX,
NPOLWHYPOBAHHbIX U CKPENIEHHbIX NOANUCHI0 PYKOBOAUTENA U NeYaTbio MegULMHCKOM OpraHM3aLmm no
yCTaHOBAEHHbIM dopmam (npunoxkeHna N 10 n N 11).

(8 pea. Mpukasos MuH3apaBcoupasBuTma Poccmm oT 25.09.2009 N 794H, ot 20.01.2011 N 13H)

5. MoCToAHHO AEMCTBYIOLWLANA KOMUCCUA, CO34aBaemMan B MegMLMHCKOM opraHusaumu, nposepaeT
COCTOSIHME XPaHeHUA, yyeTa, GaKTUUECKOE HA/IMYME U PACXOL, CneLmanbHbIX peuenTypHbiXx 61aHKOB Ha
HapKOTMYECKoe CPeacTBO M MCUXOTPOMHOE BELEeCTBO OAWMH pa3 B MecAl, U ApPYrux peuenTypHbIX
61aHKOB - OAMH pa3 B KBapTal.

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

B cnyyae HecoBnafeHMA KHWMKHOIO OCTaTKa peuenTypHbiX 61aHKOB C GaKTUUECKMM HanvymMem
MU0, OTBETCTBEHHOE 3a MNOJMyYeHMe, XpPaHeHWe, ydyeT W Bblgayy peuenTypHbix 6n1aHKoB, HeceT
OTBETCTBEHHOCTb, MPeAyCMOTPEHHYIO 3aKOHOA4ATENbCTBOM Poccuitckoin Pepepaumu.

6. OpraHbl ynpasBneHua 34paBooxpaHeHMem cybbekToB Poccuiickon degepaumm  npu
obcnenoBaHMM  MEOUUMHCKMX  OpraHM3aumii  KOHTPOAMPYIOT UCNONb3oBaHMe U obecneyeHue
COXPAHHOCTM peuenTypHbIXx 61aHKOB.

(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

7. PeuenTtypHble 6n1aHKM B KoAM4YecTBe 2-HepesnbHOM MOTPeBHOCTM BbIJAIOTCA MEAMLMHCKUM
paboTHMKam, MMEeIOLWMM NPABO BbIMMUCbIBAHMA PELLENTOB, NO PACMOPAXKEHWUIO NMAaBHOIO Bpava MU ero
3amecTuTens.

8. Jleyawemy Bpayy paspellaeTca BblAaBaTb e4MHOBPEMEHHO He Hosiee AeCATU cheuuanbHbIX
peuenTypHbiX 61aHKOB HA HAPKOTUYECKOe CPeacTBO M MNCUXOTPOMHOE BELEeCTBO YCTAHOB/EHHOIO
06pasLa AN1A BbINUCbIBAHUA HAPKOTUYECKUX CPEACTB U NCUXOTPOMNHbIX BelecTs Cnumcka l.

9. T[onyyeHHble peuenTypHble OMaHKM MeAUUMHCKME PabOTHUMKU  AOMXKHbI  XPaHUTb B
nomeLleHusx, obecnevymBatoLLMX UX COXPAHHOCTb.

CornacoBaHo

PykoBoauTenb (3amectutenn
pykosoautena) PCKH Poccuu
O.H.XAPUYKHNH

12.02.2007







