[lokyMeHT npeaocTaBneH KoHcynbTaHTIIoC

3apeructpuposaHo B MuHtocte Poccumn 27 anpena 2007 r. N 9364

MWHUCTEPCTBO 31PABOOXPAHEHUA Y COLLMANIBHOIO PA3BUTUA
POCCUMCKON GEAEPALIUN

MPUKA3
ot 12 pespana 2007 r. N 110

O NOPAAKE
HA3HAYEHUA U BbIMUCbIBAHUA NEKAPCTBEHHbIX NMPEMAPATOB,
WU3O0ENUA MEQULMHCKOTO HASHAYEHMA U CNELUANIU3UPOBAHHbIX
NPOAYKTOB /IEYHEBHOIO NMTAHUA

Cn1COK U3MEHAIOLWMX OKYMEHTOB
(8 pea. Mpukasos MuH3apaBcoupassutma Poccum ot 27.08.2007 N 560,
0T 25.09.2009 N 794H, ot 20.01.2011 N 13H,
Mpukazos MuH3sgpasa Poccnm ot 01.08.2012 N 54H,
0T 26.02.2013 N 94H)

B cooTBetcTtBMM co cTaTtbent 6.2 PepepanbHoro 3akoHa ot 17 wwona 1999 r. N 178-d3 "O
rocyaapcTeeHHon coumanbHol nomoln" (CobpaHue 3akoHoaaTenbcTsa Poccuitickoit deaepaumm, 1999,
N 29, c1. 3699; 2004, N 35, cT. 3607; 2006, N 48, cT. 4945; 2007, N 43, c1. 5084; 2008, N 9, cT. 817; N 29,
cT. 3410; N 52, cT. 6224; 2009, N 18, cT. 2152; N 30, cT. 3739; N 52, cT. 6417; 2010, N 50, cT. 6603) N B
uenax obecrneyeHua rpaxkgaH, B TOM UYMCAE MMEKLWMX MPaBO Ha MOJiyYeHUEe rocyAapCTBEHHOM
couManbHOMW nomouwM, Mo peuentam Bpaya (dpenbgliepa) HeobBXOAMMbIMU  JIEKAPCTBEHHbIMM
npenapatamv, W34eNMAMU MEAMUMHCKOrO Ha3HayeHUas W  CheunannsmMpoBaHHbIMM  MPOAYKTaMMU
NleyebHOro NUTaHMA ANs AeTein-uHBaNUAOB, MPUKA3bIBato:

(npeambyna B pea. Mpukasa MuH3gpascoupassutma Poccum ot 20.01.2011 N 13H)

1. YTBepauTh:

1.1. ®opmy "CneumanbHbli peuenTypHbld 61aHK Ha HapKOTUYECKOe CPeacTBO M MCUXOTPOMNHoe
BewecTBo" cornacHo npunoxenuo N 1;
(npunoskeHume N 1 ytpatuno cuny ¢ 1 uonsa 2013 roga. - Mpukas MuHsgpasa Poccun ot 01.08.2012 N
54H)

1.2. NHcTpyKuMto no 3anonHeHnto dopmbl "CreupmanbHbIi peLenTypHbld 61aHK Ha HApPKOTMYeCcKoe
CPEeACTBO M NCUXOTPONHOE BeL,ecTBo" cornacHo npuaoxeHuio N 2;
(npunoxkeHne N 2 ytpatuno cuny c 1 uona 2013 roaa. - Mpukas MuH3sapasa Poccun ot 01.08.2012 N
54n)

1.3. ®opmy N 148-1/y-88 "PeuenTypHblit 6a1aHK" cornacHo npunoxeruio N 3;
(npunoskeHune N 3 ytpatuno cuny ¢ 1 uonsa 2013 roga. - Mpukas MuHsgpasa Poccun oT 26.02.2013 N
94H)

1.4. WHcTpyKkuuio no 3anonHeHuio ¢opmbl N 148-1/y-88 "PeuentypHbit 6naHK" cornacHo
npunoxeHuto N 4;
(npunoskeHune N 4 ytpatuno cuny ¢ 1 monsa 2013 roga. - Mpukas MuHsgpasa Poccun oT 26.02.2013 N
94H)
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1.5. ®opmy N 107-1/y "PeuentypHbiit 6aaHK" cornacHo npunoxeHuio N 5;
(npunoxkeHme N 5 ytpatuno cuny c 1 uona 2013 roga. - Mpukas MuHsgpasa Poccnn ot 26.02.2013 N
94H)

1.6. WHcTpykumio no 3anonHeHuto ¢opmbl N 107-1/y "PeuenTypHbiit 6naHK" cornacHo
npunoxeHuto N 6;
(npunoxkeHme N 6 yTpatuno cuny c 1 uona 2013 roga. - Mpukas MuHsgpasa Poccnn ot 26.02.2013 N
94H)

MpunoxkeHne 7 He npumeHdAetcA ¢ 1 uwona 2013 roga K NPaBOOTHOLWEHWUAM, CBA3AHHLIM C
Ha3Ha4YeHMeM M BbINMUCbIBAHWEM JIEKAPCTBEHHbIX MPEnapaTtoB U MeAUUMHCKUX m3genunii (MpuKkas
Mwun3apasa Poccum o1 26.02.2013 N 94H).

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

MpunoxkeHne 8 He npumeHdAetcA ¢ 1 wuona 2013 roga K NPaBOOTHOLWEHWUAM, CBA3AHHbLIM C
Ha3Ha4YeHMeM M BbINMUCbIBAHWMEM JIEKAPCTBEHHbIX MPEenapaTtoB U MeAUUMHCKUX u3gennin (Mpukas
MwuH3apasa Poccum o1 26.02.2013 N 94H).

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

MpunoxkeHne 9 He npumeHdAetcA ¢ 1 wuona 2013 roga K NPaBOOTHOLWEHWUAM, CBA3AHHbLIM C
Ha3Ha4YeHMEeM M BbINMUCbIBAHWEM JIEKAPCTBEHHbIX MPENAapPaToB M MeAUUMHCKUX u3gennin (Mpukas
MwuH3gpasa Poccum o1 26.02.2013 N 94H).

KoHcynbTaHTIAOC: NpumeyaHue.
B oduMuManbHOM TeKCTe AOKYMEHTa, BUAMMO, AOMYLLEeHa OneyaTka: B NPUIOXKEHUU 9 coaepKuTcs
MHCcTpyKuma no 3anonHexHuto popm N 148-1/y-04 (n) "Peuent" n N 148-1/y-06 (n) "Peuent".

1.9. UHcTpyKumio no 3anonHexmio popmbl N 148-1/y-06 (n) "Peuent" n dpopmbl N 148-1/y-06 (n)
"Peuent" cornacHo npuaoxeHuto N 9;

MpunoxkeHne 10 He npumeHaetca ¢ 1 wuwona 2013 roga K NPaABOOTHOLWEHWMAM, CBA3AHHbIM C
Ha3HaYeHMEeM M BbINMUCbIBAHWMEM /IEKAPCTBEHHbIX MPEnapaTtoB U MeAUUMHCKUX u3gennin (Mpukas
MwuH3apasa Poccum o1 26.02.2013 N 94H).

1.10. ®opmy N 305-1/y "MypHan yyeTa B MeAMUMHCKUX opraHusaumax dopmbl N 148-1/y-88
"PeuenTypHbiit 6naHK", popmbl N 148-1/y-04 (n) "Peuent”, dopmbl N 148-1/y-06 (n) "Peuent", dopmbl
"CneumanbHbIi peuenTypHbl 61aHK HA HAPKOTUYECKOE CPEACTBO M MCUXOTPONHOE BELLECTBO" COMMacHO
npunoxeHuto N 10;

(8 pea. NMpukasa MuH3sagpascoupassntma Poccum ot 20.01.2011 N 13H)

Mpunoxkenne N 11 ytpatnno cuny ¢ 1 nona 2013 roaa. - NMpukas MuHsgpasa Poccun ot 26.02.2013 N
94H.

1.11. ®opmy N 306-1/y "MypHan yyeTa B MeAMUMHCKMX opraHmsaumsax ¢opmbl N 107-1/y
"PeuenTypHbIii 6naHK" cornacHo npunoxenuto N 11;
(B pea. MpuKasa MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)
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MpunoxkeHne N 12 ytpatnno cuny ¢ 1 niona 2013 ropa. - Npukas MuHsgpasa Poccun ot 26.02.2013 N
94H.

1.12. IHCTPYKUMIO O NnopAaKe Ha3HAYeHUA NEKAPCTBEHHbIX NPENApPaTOB COrNACHO NpuUnoXKeHuno N
12;
(8 pea. Mpukasza MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

1.13. MHCTpyKUMIO O nOpAAKe BbIMUCbIBAHWA NEKAPCTBEHHbIX NpenapaTtoB M odopmaeHuA
peuenTos 1 TpeboBaHMN-HAKNAAHbIX COrNacHo npunoxkeHuio N 13;
(B pea. MpuKasa MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

MpunoxkeHne 14 He npumeHaetca ¢ 1 wuona 2013 roga K NPaBOOTHOLWEHWAM, CBA3AHHbIM C
Ha3Ha4YeHMeM M BbINMUCbIBAHWEM /IEKAPCTBEHHbIX MPEnapaTtoB U MeAUUMHCKUX u3gennin (Mpukas
MwuH3apasa Poccum o1 26.02.2013 N 94H).

1.14. HCTpYyKUMIO O NnopsaKke HasHayYeHMA M BbINUCbIBAHUA U34eNNIM MEAULNHCKOrO HAa3HaAYeHMUs
M cneLmanm3MpoBaHHbIX NPOAYKTOB ie4ebHOro NMTaHUA A1A AeTelA-UMHBAINA0B COMMACHO MPUNONKEHUIO
N 14;

MpunoxkeHne 15 He npumeHaetca ¢ 1 wuona 2013 roga K NPaBOOTHOLWEHWAM, CBA3AHHbIM C
XpaHeHMeM peLenTypHbIX 61aHKOB Ha IeKapCTBEHHbIE NpenapaTbl U meguumHckue nsgenus (Mpukas
MwuH3gpasa Poccum o1 26.02.2013 N 94H).

1.15. HCTpYKLMIO O NOPAAKE XpaHeHUA peLenTypHbIX 61aHKOB cornacHo npuaoxexuto N 15.

2. ®epepanbHOM cnyxbe no Hagsopy B chepe 34paBOOXPAHEHMA M COLMANBHOIO Pa3BUTUA
obecneunTb KOHTPO/b 3a cobnogeHMem nopsAKa HasHayeHus, BbINUCbIBAHMA JIeKAPCTBEHHbIX
npenapaTos, U3L4eNnit MeAMUMHCKOrO Ha3HaYeHMA M CrheumnanmM3mMpoBaHHbIX MPOAYKTOB sedyebHoro
NUTaHMA ANa geTen-uHBaANL0B.

(B pea. MpuKkasza MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

3. NMpu13HaTb YyTPATUBLLMMMU CUAY:

MpurKkas MuHUcTepcTBa 34paBooxpaHeHna Poccuiickoin ®eaepaumm ot 23 aBrycta 1999 r. N 328 "O
paLMOHaNIbHOM Ha3Ha4YeHUW NEeKAPCTBEHHbIX CPeACTB, MpaBWaax BbINMUCbIBAHUA PELENTOB HA HUX U
nopagke WX  OTNYCKAa  anTeyHbIMU  yupexgeHuamun  (opraHusaumsmu)'  (3aperucTpmpoBaH
MuHUcTepcTBOM tocTuMm Poccuiickon Peaepaunn 21 oktabpsa 1999 r. N 1944);

MpuKas MuHucTepcTBa 3apaBooxpaHeHna Poccuiickon deaepaumm ot 9 AxBapsa 2001 r. N 3 "O
BHECEHUM W3MEHeHU W aononHeHuit B [Mpukas MwuHsgpaBa Poccum ot 23.08.99 N 328 "O
paLMOHa/IbHOM Ha3Ha4YeHUW NeKAPCTBEHHbIX CPeAcCTB, MPaBU/IaxX BbIMUCbIBAHWA PeLenToB Ha HUX U
nopsake MX  OTNycKa  anTeYyHbIMM  yupexaeHuamu  (opraHusauusamu)'  (3apernctpupoBaH
MuHUCTEpCTBOM toCTULUMKM Poccuitickoit Pegepauum 23 aHBapa 2001 r. N 2543);

MpuKkas MuHUCTepCTBa 34paBooxpaHeHusa Poccuiickon Pegepaumm ot 16 masa 2003 r. N 206 "O
BHECEHMM M3MEHEHUN W pgononHeHuit B [Mpukas MwuHsgpasa Poccum ot 23.08.99 N 328"
(3apeructpupoBaH MuHuctepcTsom toctuLmMmM Poccuiickont degepaumm 5 nioHa 2003 r. N 4641);

MpuKkas MuHUcTepcTBa 34paBooxpaHeHua Poccuiickon depepaunmn ot 19 aekabpa 2003 r. N 608
"O BHeceHMM u3meHeHuIt B lMpuKas MwuHsgpasa Poccum ot 23.08.99 N 328" (3apervctpupoBaH
MuHUcTepcTBOM tocTuMK Poccuiickon depepaunm 21 aHesapa 2004 r. N 5441);
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Mpuka3 MuHUCTEpPCTBa 34paBOOXPAHEHMA U COLManbHOro passuTua Poccuiickoit Pepepauun ot
22 HoAbps 2004 r. N 257 "O BHeceHMn gonosiHeHu B Mpukas MuHsgpasa Poccumn ot 23 aBrycrta 1999
roga N 328 "O paLMOHaNnbHOM Ha3Ha4YeHUW NEeKAPCTBEHHbIX CPEACTB, MPaBUIaX BbIMMCbIBAHWA pPeLenToB
Ha HUX M MNopAgKe WX OTMNYCKA anTeYHbIMWU ydpexaeHuamn (opraHusaumamu)' (3aperncTpmpoBaH
MuHUcTepcTBOM tocTuumm Poccuiickon deaepaunm 30 Hosb6pa 2004 r. N 6148);

MpuKas MUHUCTEPCTBA 34PaBOOXPaHEHMA U couManbHOro passutusa Poccuiickoin degepaunmn ot
16 mapta 2005 r. N 216 "O BHeceHun uameHeHua B [lpmkasz MuHUCTepCTBA 34pPaBOOXPAHEHMUA
Poccuiickoin Pepepaumm ot 23 asrycta 1999 roga N 328 "O paumoHasibHOM Ha3zHa4YeHUU eKaPCTBEHHbIX
CpeacTs, NPaBu/Iax BbIMUCbIBAHMA PELENTOB HA HUX N NOPAAKE MX OTMYCKA anNTEUYHbIMMU YUYPEKAEHNAMM
(opranusaumamm)" (3apernctpmpoBaH MuHUCTEpCTBOM tOCTULMKM Poccuiickoih depepaunm 8 anpens
2005 r. N 6490);

MpuKas MUHUCTEPCTBA 34PaBOOXPAHEHMA M COLMANbHOrO pas3sutuA Poccuiickoit Pepepaunn ot
29 anpena 2005 r. N 313 "O BHeceHMM u3MeHeHUI B WMHCTPYKUMIO O MopAAKe HasHa4YeHus
JIeKapCTBEHHbIX CPEACTB U BbINMUCLIBAHUA PELEenToB Ha HUX, yTBepXaeHHyto Mpukazom MuHucTepcTsa
34paBooxpaHeHua Poccuiickon depepaumm ot 23 asrycta 1999 r. N 328" (3apeructpupoBaH
MuHUcTepcTBOM tocTuumm Poccuiickont Pepepaunn 20 masa 2005 r. N 6607);

NyHKT 2 [lpuKasa MWHUCTEPCTBA 34pPaBOOXPAaHEHUA M COUMANbHOro pa3BuTMA Poccuiickon
depepaunn ot 14 pekabps 2005 r. N 785 "O nopagke OTNycKa /eKapCTBEHHbIX cpeacts”
(3apernctpupoBaH MunHucTepcTeom toctnumm Poccuniickont Pepgepaumnn 16 sHeapa 2006 r. N 7353);

Mprkas MuHUCTEepCTBa 34PaBOOXPAHEHMA U COLMaNbHOIO pa3Butus Poccuiickon depepaunm ot
13 wnoHa 2006 r. N 476 "O BHeceHMM u3MeHeHul B [lpuKasz MuHUCTEpCTBA 34paBOOXPAHEHUA
Poccuiickoit ®egepauum ot 23 asrycta 1999 r. N 328 "O pauMoHa/ibHOM Ha3HAYe€HUWN NEeKapPCTBEHHbIX
CpeacTB, NPaBUNAX BbINMUCbIBAHWUA PELLENTOB Ha HUX U NOPALKE UX OTMYCKA anTeYHbIMU YUYPEKAEHUAMM
(opranusaumpamm)" (3apermuctpuposaH MuHUCTEPCTBOM tOoCcTULMKU Poccuitickolt depepauum 13 umons
2006 r. N 8044);

MpuKaz MuUHUCTEPCTBA 34paBOOXPaHEHMA M COLMANbHOrO passutuA Poccuickoint Pepepaunn ot
17 deBpans 2006 r. N 97 "O nopsake BbINUCbIBAHUA PELLENTOB Ha JIEKAPCTBEHHbIE CPEACTBA OTAENbHbIM
KaTeropusam rpaxgaH, UMelowWmx MNpaBo Ha MOJyYeHUe roCyfapCTBEHHOM COLMasbHOM MOMOLM, B
paMKax  peanusauuu  AOMNOJIHUTENbHOIO  JIeKApCTBEHHOro  obecneyeHuna"  (3aperMcTpmpoBaH
MuHUCTepCTBOM tocTULMK Poccuiickon deaepaunn 6 mapta 2006 r. N 7561).

Bpro MuHuctpa
B.N.CTAPOOYEOB

MpunoxeHne N 1

K Mpukasy
MwuH3apascoupassuTma Poccnm
ot 12 dpespana 2007 r. N 110

KoHcynbTaHTIAKOC: NpumeyaHue.
Mpukaszom MuH3gpasa Poccun ot 01.08.2012 N 54H ytBepskaeHa ®opma N 107/y-HIM "CneunanbHblii
peLenTypHbI 61aHK Ha HAPKOTUYECKOE CPeaCcTBO UM NCUXOTPOMHOE BELLEeCcTBO".

®OPMA
CNELMANIBHOIO PELLENTYPHOIO BJIAHKA HA HAPKOTUYECKOE CPEAICTBO
U NCUXOTPOMHOE BELLECTBO
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Ytpatuna cuny c 1 vona 2013 roaa. - NMpukas MunHsgpasa Poccum ot 01.08.2012 N 54H.

MpunokeHue N 2

K Mpukasy
MwuH3apascoupassutma Poccnm
ot 12 ¢peBpana 2007 r. N 110

KoHcynbTaHTIAKOC: NpumeyaHue.

Mpukazom MuH3sgpasa Poccum ot 01.08.2012 N 54H yTBepaeHbl MNpasmuna opopmaenuna popmbl N
107/y-HN "CneumanbHbli peuenTypHbii 61aHK Ha HApKOTMYECKOoe CpeacTBO WKW MCUXOTPOMHOE
Bel,ecTso".

MHCTPYKLUMNA
NO 3ANONHEHUIO ®OPMbI "CMELMANBbHbIN PELENTYPHbINA BNAHK
HA HAPKOTUYECKOE CPEACTBO U MCUXOTPONHOE BELLECTBO"

YT1patuna cnay ¢ 1 miona 2013 roga. - MNMpukas MuHsgpasa Poccnm o1 01.08.2012 N 54H.

Mpunoxenne N 3

K Mpukasy
MwuH3gpascoupassuTma Poccnm
ot 12 ¢peBpana 2007 r. N 110

KoHcynbTaHTIAOC: NpumeyaHue.
Mpukasom MwuH3gpaBa Poccum ot 20.12.2012 N 1175H ytBepskaeHa HoBasa dopma N 148-1/y-88
"PeuenTypHbii 61aHK".

PELLENTYPHbIN BNAHK

Ytpatun cnny ¢ 1 niona 2013 roga. - NMpukas MuHsgpasa Poccum o1 26.02.2013 N 94H.

Mpunoxenue N 4

K MpunKasy
MwuH3gpascoupassuTma Poccnm
ot 12 ¢eBpana 2007 r. N 110

KoHcynbTaHTlAOC: NpyMeyaHme.
MNpukasom MwuH3gpaBa Poccum ot 20.12.2012 N 1175H ytBeprkaeH [opsagok odopmneHus
peLenTypHbIX 6/1aHKOB, UX y4eTa N XPaHEHUS.

MHCTPYKLUUA
NO 3ANO/IHEHUIO ®OPMbI N 148-1/Y-88 "PELLENTYPHbIA BNIAHK"

Y1patunna cnny ¢ 1 nona 2013 roga. - NMpukas MuHsgpasa Poccum o1 26.02.2013 N 94H.
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MpunoxkeHne N 5

K Mpukasy
MwuH3apascoupassuTma Poccnm
ot 12 ¢peBpana 2007 r. N 110

KoHcynbTaHTlAtOC: NnpyMeYaHme.
Mpukasom MwuH3gpasa Poccum ot 20.12.2012 N 1175H yTtBepxaeHa Hoeas ¢opma N 107-1/y
"PeuenTypHbiit 61aHK".

PELLENTYPHbIN BNAHK

YT1patnn cuny ¢ 1 uona 2013 roga. - Npukas Munsgpasa Poccmm ot 26.02.2013 N 94H.

MpunoxkeHne N 6

K Mpukasy
MwuH3gpascoupassuTma Poccnm
ot 12 ¢peBpana 2007 r. N 110

KoHcynbTaHTMAOC: NpuMeyaHme.
Mpukasom MwuH3gpaBa Poccum ot 20.12.2012 N 1175H vyTtBep)kaeH [opagok odopmaeHus
peLenTypHbIX 6/1aHKOB, UX yYeTa U XPaHEeHuUs.

UHCTPYKLUUA
NO 3ANOIHEHUIO ®OPMbI N 107-1/Y "PELLENTYPHbIN BNAHK"

Ytpatuna cuny c 1 vona 2013 roaa. - NMpukas MunHsgpasa Poccum ot 26.02.2013 N 94H.

MpunoxkeHne 7 He npumeHAetcAa ¢ 1 wuwona 2013 roga K NPaBOOTHOLWEHWUAM, CBA3AHHbLIM C
Ha3Ha4YeHMEeM M BbINMUCbIBAHWMEM JIEKAPCTBEHHbIX MPENApPaToB U MeAUUMHCKUX m3genunin (MpuKas
MwuH3gpaBa Poccum ot 26.02.2013 N 94H). Mpukaszom MwuHsgpasa Poccum ot 20.12.2012 N 1175H
yTBep:kaeHa Hosas ¢popma N 148-1/y-04 (n) "PeuenTypHbiit 6aaHK".

MpunoxkeHune N 7

K Mpukasy
MwuH3apascoupassuTma Poccnm
ot 12 dpespana 2007 r. N 110

CNnCOK M3MEHAILWMNX LOKYMEHTOB
(B pea. Mpukasa MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

MUHMCTEPCTBO 3OPaBOOXPaHEHUA
1 COLMAaJILHOTO pPasBUTUA
Poccurickonm denmepauun
YTBEPXIEHA
[IlpukasoM MyHMCTEpCTBAa
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Mramn

Kon MemomumHCKOM

opraHmM3anmm

3IPaBOOXPaHEHMS M COLMAJIBHOTO
pazBuTHa Poccuiickoll denmepauun
or 12 dempana 2007 r. N 110

Kom dopmer mo OKYI 3108805

dopma N 148-1/y-04 (i)
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Koga Kateropum Kopa, Ho3onormnyeckom UCTOYHMK % onnaTbl: Koa nekapcrBeHHOro npenaparta
rpa*kaaH ¢dopmbl (no MKB-10) dMHaHCMpoBaHWA: (nopyepKHyTb) (3amonHseTcs B anTeke)
(nogyepKHyTb)
1. depepanbHbiii 1. becnnatHo
2. CybbekT PO 2.50%
S S S L L L . L |3. MyHUUMNanbHbIN
PELIEIT Cepusa N JaTa BHEIIUCKM: 200 .

®.M.0. naumeHTa

JaTa poxneHmsa

CHUNC

N cTpaxosoro
MeONLMHCKOro
nonuca OMC:

Appec mnv N MeIMIMHCKOM KapThl aMOyJIaTOPHOTO IauMeHTa

(McTopMsa pas
®.1.0. Bpaua

BUTKA pebOeHKa)

(kom Bpaua, oGernbmumepa)




[Momgnmuce M JM4YHaA IedaThb Bpada (despnumepa) M.II.

PellenT IeMCTBUTEJIEH B TeueHre 1 mecsua, 3 MecdlUeB (HEeHYXHoOe
3aUEPKHYThH)



OTnyLieHo no peuenTy:

TOpI’OBOE HanmeHoBaHWE N A03NPOBKa:

Hata otnycka: " " 200_r.

Konwnyectso:

Mpwurotosun:

Mposepun: OTNycTMA:

KopeloK peuenTtypHoro 61aHKa

HanmeHoBaHue NEKAPCTBEHHOTIO nNpenaparta:

Jo3unposka:

Cnocob npumeHeHus:

MpoaoKUTENBHOCTD OHel
Konnyectso npuemos B AeHb: pa3
Ha 1 npuem: ea.

MpunoxkeHne 8 He npumeHaetcA ¢ 1 wuona 2013 roga K NpPaBOOTHOWEHUAM, CBA3AHHbIM C
Ha3HayYeHMeM M BbINMUCbIBAHWMEM JIEKAPCTBEHHbIX MPEnapaToB M MeaUUMHCKUX m3genunii (Mpukas
MwuH3gpaBa Poccum ot 26.02.2013 N 94H). MNpukazom MwuH3apasa Poccum ot 20.12.2012 N 1175H
yTBepxaeHa Hosasa ¢opma N 148-1/y-06 (n) "PeuenTtypHblit 6aaHK".

MpunoxkeHmne N 8

K Mpukasy
MwuH3gpascoLpassmTua Poccuu
oT 12 ¢peBpana 2007 r. N 110

CNMCOK M3MEHAILWUX AOKYMEHTOB
(B pea. Mpukasa MuH3sgpascoupassntma Poccum ot 20.01.2011 N 13H)

MMHMCTEPCTBO 3OPaBOOXPaHEHUs
M COLMajibHOTO Pa3BUTHUSA
Poccurickon demepalun MECTO IJIA

MTPUX-KOIA

MemouuMHCKAsA OpTraHM3alMsa

Tamn
Kon OI'PH

YTBEPXIEHA
[IpukasoM MyHMCTEpCTBAa
30PaBOOXPAaHEHUA U COLMAJIbHOT'O
pazBuTusa Poccumickom demepaumu
or 12 derpamnsa 2007 r. N 110

Kon dopmer mo OKYIO 3108805

®opma N 148-1/y-06 (i)
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Kon Kon HO3OJOTM- |VICTOUYHMK OQMHAHCU- % omyaTH U3 |Peuent
KaTeTropuM UYeCKOoM (QOPMH POBAHUA : MCTOUHMKA nemcT-
TpaxnaH (mo MKB-10) 1) deneparnbHB OOXET | MHAHCUPO—- |BUTE-—
2) bomxeT cydObekTa BaHUA: JIEH B
Poccumickon Pemepaumm |[1) 100% Teue-
3) MYHMILMIAJbHBIN 2) 50% Hue 1
OnmxeT (HyXHOe TIOo- |Mecsla

(HyXHOE IOOUEPKHYTH) OUEPKHYTH)

PEIENT Cepus

oT

®.M.0. naumeHTa

ITaTa

CHIJIC

POXIEHUSA

N cTpaxoBoro

MeIOMLMHCKOTO
nojmca
N MeIOMLMHCKON KapTEL aMOyJIaTOPHOTO OOJIBHOTO (MCTOPMS Pa3BUTUA
pebeHKa)
®.1M.0. Bpaua (denbnuepa)
Kon Bpaua (denbmmepa)
BrmmmcaHo: (3anosHAeTCsa CHeLMaJIMCTOM
ANTEYHOT'O YyUYpPEeXIEeHMS)
Rp: OTnyumeHoO IO pelenTy:
IJaTa oTnycka
Kon sexapCTBEHHOTIO
D.t.d. npenapara
HosupoBka ToproBoe HaMMEHOBAHUE
KommuecTBO €OMHMI]L
Signa
lNoopnuce Bpada (dernbamepa) KosmmuecTrO

M JIMYHag edaTb Bpaua
(penpnomepa)

Ha ofbmywn cymMMmy

M.II.
PeuenT neMcTBUTEJIEH B TeueHue 1 Mecsua, 3 MecsleB (HeHYXHOe
3aUYEepPKHYThH)
——————————————————————————— (MMHMSA OTPHIBA) —————————————————————————
Kopemox PENEIITA Cepusa N oT
Crnocob npMMeHeHUA :
[IpOOOIIXUTEJIBHOCTD nHeM HauMeHOBaHME JIEKAPCTBEHHOTO
KonmuecTBO NpMEeMOB B IE€Hb: pas npenapara:
Ha 1 npuewm: en. JosmpoBKa:




MpunoxkeHne 9 He npumeHsaetcAa ¢ 1 wuwona 2013 roga K NPaBOOTHOLIEHWUAM, CBA3AHHbLIM C
Ha3HauYeHMeM M BbINMUCbIBAHWMEM /IEKAPCTBEHHbIX MPEnapaTtoB U MeAUUMHCKUX u3gennin (Mpukas
Mwun3apasa Poccum o1 26.02.2013 N 94H).

MpunoxkeHne N 9

K Mpukasy
MuH3apascoupassmtna Poccum
oT 12 ¢espana 2007 r. N 110

MHCTPYKLUMNA
MO 3AMNONHEHUIO ®OPMbI N 148-1/Y-04 (N) "PELEENT"
U ®OPMbI N 148-1/Y-06 (/1) "PELIENT"

Cn1CcoK M3MEHAIOLWMX JOKYMEHTOB
(8 pea. Mpukasos MuH3apaBcoupasBuTma Poccum ot 25.09.2009 N 794H,
0T 20.01.2011 N 13H)

1. B BepxHem nesom yrny popmbl N 148-1/y-04 (n) "Peuent" n dopmbl N 148-1/y-06 (n) "Peuent"
(manee - peuenTypHbli 6MaHK) NPOCTaBASETCA WTAMN MEAUUMHCKOW OpraHusauMu C yKasaHuMeM ee
HaMMeHOBaHMsA, agpeca, TenedoHa, a TaKXkKe yKasbiBaeTca Kog MeANLNHCKON opraHM3aumm.

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

B BepxHelt yactn popmbl N 148-1/y-06 (n) "Peuent" 0603HaYeHO MecCTO AN HaHECEHMA LITPUX-
Koga.

2. OdbopmneHne peuentypHoro 61aHKa BKAOYaeT B ceba undposoe KognposaHue U 3anoHeHne
6naHKa.

3. Undposoe KognpoBaHuMe peLenTypHOro 61aHKa OCyLLEeCTBAAETCA NO CAeLYIOWEeN CXxeme:

npu M3roToBAEHUM peuenTypHbiX ONaHKOB MeyvyaTaeTca Kog, MeAMUMHCKOM oOpraHuM3auuu B
cooTBeTcTBUKN ¢ OCHOBHbIM rOCY4apPCTBEHHbIM PEerncTpaLMoHHbIM Homepom (OTPH);
(B pea. MpuKasza MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

Bpay (benbawep) Ha ambynaTopHOM NpUeme BHOCUT KO, KaTeropuu rpaxaaH (SSS), nmerowmx
NPaBO Ha EeXeMeCAYHYID [EHEXHYI BbINAATy W obecneyeHWe NeKapCTBEHHbIMM MNpenapaTamu B
COOTBETCTBUM CO cTaTbamn 6.1 n 6.7 depepanbHoro 3akoHa oT 17 uona 1999 r. N 178-d3 "O
rocyapcTBeHHoM counanscHoit nomowm" (CobpaHune 3akoHogaTenbcTBa Poccuiickoit epepaumn, 1999,
N 29, ct. 3699; 2005, N 1, cT. 25; 2006, N 48, cT. 4945), 1 Kog, Ho3o0rM4eckon dopmsbl (LLLLL) no MKB-
10 nyTem 3aHeceHUs KaxKaolh umopbl B NyCTble AYENKM, TOYKA NPOCTABAAETCA B OTAE/IbHOMN AYeiKe.

(B pea. MpuKkasza MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

NcTouyHMK  duHaHcupoBaHua (deadepanbHbiit bioaxkeT [1], 6ioakeT cybbekTa Poccuiickoi
depepaunn [2], myHuMumnanbHbii 6ogxkeT [3]) u npoueHT onnatbl (6ecnnatHo [1], 50% [2])
yKa3blBalOTCA NOAYEPKMBAHUEM.

Mpy oTNycKe fieKapCTBEHHbIX NpenapaTos, BbiNUcaHHbIX Ha dopme N 148-1/y-04 (n) "Peuent", B
anTeYHOM OpraHn3aLmMm NPOCTaBAAETCA KO NEKAPCTBEHHOrO Npenaparta.
(8 pea. NMpukasa MuH3sgpascoupassntma Poccum ot 20.01.2011 N 13H)

4. 3anonHeHuWe peuenTtypHoro 6aaHka.

PeuenTypHbIli 6AaHK BbINMCbIBAETCA B 3-X 3K3EMMAAPAX, UMEIOWUX efUHYI0 CEPUID U HOMEp.
Cepus peuenTypHoro 6n1aHKa BK/AlOYaeT Kop cybbekta Poccuitickoli depepaunn, COOTBETCTBYOLWLMIA
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ABYM  nepsBbim  umdpam  Obuiepoccuiickoro  KnaccudukaTopa OOBEKTOB  aAMMHUCTPATUBHO-
TepputopmanbHoro geneHuns (OKATO). Homepa npucsanBatoTcs Nno NOpALKY.

MNpn odopmneHun peuentypHoro 6/1aHKa yKasbIBAlOTCA MOJIHOCTbIO GaMWAWNS, MMSA, OTYECTBO
60/bHOTO, AaTa POXKAEHWA, CTPaxoBOW HOMEp WHAMBWAYaNbHOrO JMULEBOrO CYyeTa rpaxKaaHuvHa B
MNeHcnoHHOM doHae Poccuiickon depepaumm (CHU/C), HOmep CTPaxoBOro MeAMUMHCKOro nosuca
OMC, agpec nnm Homep MeaULMHCKOM KapTbl ambynaTopHOro nauueHTa (MCTopun pasBuUTUA pebeHKa).

B rpade "®.1.0. Bpaya (dpenbawepa)” ykasbiBaoTca damuana n nHMLManbl Bpada (penbawepa).
B rpade "Rp:" ykasbiBatoTcA:

- Ha JNaTUMHCKOM f3blKe HaMMEHOBAHWE J/IEKAPCTBEHHOro npenapata (mexkayHapogHoe
HenaTeHTOBaHHOE WK XMMUYecKoe, TMHo TOproBoe), 3aperncTpmpoBaHHoro B Poccuinckoit deaepaumu,
€ro 403MpPOBKa U KOJIMYECTBO;

(8 pea. Mpukasza MuHsgpascoupassutma Poccum ot 20.01.2011 N 13H)

- Ha PYCCKOM WAW PYCCKOM M HaUMOHa/bHOM fi3blKax CNocob NpPUMEHEHUA NeKapCTBEHHOro
npenapara.
(8 pea. Npukasa MuH3sapascoupassntma Poccum ot 20.01.2011 N 13H)

3anpewaeTca orpaHNYMBaThCA 06WMMK yKasaHuamu: "BHyTpeHHee", "U3BecTHO" 1 .M.

PaspeluatoTcs TOIbKO MPUHATbIE MPaBUIaMU COKpalleHna ob6o3HauyeHU; TBepAable U cbinyyune
dapmaueBTMUECKME cybCcTaHUMM BbinKcbiBatoTca B rpammax (0,001; 0,5; 1,0), sKugkue - B MUAINAUTPAX,
rpammax 1 Kannsx.

(8 pea. Mpukasa MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

PeuenT nognucbiBaetca Bpayom (denbawepom) U 3aBepseTcA  ero  JIMYHOM  neyaTbio.
[JOonNoNHUTENbHO PeLenT 3aBepaAeTCs nevyaTblo MeauLMHCKON opraHmsauum "Ons peuenTtos".
(B pea. MpurKasza MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

Kog B rpade "Kog Bpaya (dbenbaluepa)"” ykasbiBaeTca B COOTBETCTBMM C YCTAaHOB/IEHHBIM OPraHOM
ynpaBieHua 3ppaBooxpaHeHnem cybbekTa Poccuiickoit Pepgepaumm nepeyHem KogoB Bpayen
(benbpluepoB), MMeOLWMX NPABO Ha BbIMUCKY NIEKAPCTBEHHbIX MPenapaToB B LEAX NnpeaocTaBaeHmn
rocyfapcTBEHHOM COLManbHON NOMOLLM B BUAE Habopa CouManbHbIX YCAYT.

(B pea. MpuKasza MuH3gpascoupassuTmua Poccum ot 20.01.2011 N 13H)

Mpy BbINUCKE NEKAPCTBEHHOrO MpenapaTa MO peleHuto BpayYebHOM Komuccuum Ha obopoTe
peLenTypHoro 61aHKa CTaBUTCA crneunanbHan oTMeTKa (WTamn).
(8 pea. Mpukasa MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

5. Mpu oTnycKe nekapCTBEHHOro npenapaTta B anTe4YHOW opraHM3auuu Ha peuentypHom 6aHKe
yKasblBaloTcA cBefeHMA O (aKTMYEeCKM OTMYLLEHHbIX JIeKapCTBEHHbIX Nnpenapatax (MexayHapoaHoe
HenaTeHTOBaHHOE WM XMMMYecKoe, NMBO TOproBoe HaMmeHoBaHWE, A03MPOBKa, KOAMYECTBO) U
NpPOCTaBAAETCA AaTa OTMNyCKa.

(n. 5 B pea. MNpukasa MuHsgpascoupassmuTna Poccum ot 20.01.2011 N 13H)

6. Ha peuenTypHOm 61aHKe BHWU3Y MMEETCA JIMHUA OTPbIBA, PasaensAiowas peuenTypHblit 61aHK u
KOPELLOK.

KopewoK oT peuenTta Bblgaetcs 6onbHOMy (nuuy, ero npeacTasaatolleMy) B anTeyHoM
OpraHusaLmMn, Ha KOpelWKe penaeTcA OTMeTKa O HAMMEHOBaHMW IeKapCTBEHHOro npenapaTa,
OO3MpPOBKe, KO/AMYecTBe, cnocobe MpPUMMeEHEHUss, W OH ocTaeTca y 6onbHOro (nAnua, ero
npeAcTaBASAOWEro).

(8 pea. NMpukasa MuH3sgpascoupassntma Poccum ot 20.01.2011 N 13H)
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7. PeuenTypHbIi 61aHK 3aMno/IHAETCA NpU BbINUCbIBAHUW JIEKAPCTBEHHbIX NpenapaTos, U3aenuni
MEAVLMHCKOIO HasHayeHMA U CNeuvanmnsmpoBaHHbIX MNPOAYKTOB JieyebHOro nNUTaHWA ans aeTei-
WHBaNMAOB, BK/OYEHHbIX B MEPEYHM NEeKAaPCTBEHHbIX NPenapaTos, N34enin MeaANUUHCKOro HasHauyeHus
N cneumannsmpoBaHHbIX NPOAYKTOB neyebHOro nutaHua Ana AeTel-uHBANWOO0B, YTBEPMKOAEMbIX B
YCTAHOB/IEHHOM NOPSAAKE, A TaK¥Ke UHbIX NEKAPCTBEHHbIX NpPenapaTos, OTNyCKaeMbix 6ecnnaTtHo Uan co
CKUAKOM.

(8 pea. Mpukasza MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

8. TpeboBaHWA, NpeabsaBAAeMble K BbIMUCbIBAHWUIO U3LENUA MEAULMHCKOrO HasHauyeHus u
CNeuMann3mMpoBaHHbIX MPOAYKTOB /se4ebHOro nuTaHua OA8 AeTel-MHBAaNUAOB B PaMKax OKa3aHus
rocy4apCcTBEHHOM COUMANbHOM NMOMOLLM, aHANOMMYHbI TPEBOBaHUAM, NPeabABAAEMbIM K BbINMUCbIBAHUIO
JIeKapCTBEHHbIX NPenapaToB (3a UCKIoYeHMEM OTMETKM BpauyebHoM Komuccun).

(B pea. MpuKkasa MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

9. OpraH ynpaBfieHuA 34paBooxpaHeHnem cybbekTa Poccuiickonnt ®epepaumm MOXKeET paspewmnTb
M3roTOBJEHME PeLenTypHbiX 6GNAaHKOB B  MEOMUMHCKMX OpraHusauMax C  WMCMOAb30BaHUEM
KOMMNbIOTEPHbLIX TEXHONOTUA.

(8 pea. Mpukasa MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

10. lonycKkaeTca opopmneHne Bcex PeKBMU3UTOB peLenTypHbix 6naHkos dopmbl N 148-1/y-06 (n)
"Peuent" c MCNONb30BaHUEM KOMMbIOTEPHbIX TEXHONOTUA.

11. Ha obopoTHo cTopoHe peuentypHoro 6aaHka ¢opmbl N 148-1/y-06(n) neyaTtaertca tabaunua
cneayowero cogepaHusa:
(8 pea. Mpukasa MuH3sapascoLpa3sntma Poccum ot 25.09.2009 N 794H)
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Mpurotosun

Mposepun

OTnyctnn




12. Ha peuenTypHbix 6naHkax ¢opm N 148-1/y-04(n) u N 148-1/y-06(n) sbinucbiBaeTcAa 0AHO
HaMMeHOBaHME  /IeKAapCTBEHHOrO  MpenapaTa, W34eAUs  MEAMUMHCKOTO  Ha3HayeHus MK
CNeLmManmn3npoBaHHOro NPoAyKTa Ie4ebHOro NUTaHUA.

(B pea. Mpukasza MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

NcnpaBneHuna npu BbINUCbIBaHUN PeLLENTOB He AOMYCKatoTCA.
(n. 12 BBegeH Mpukazom MuHsgpascoLpas3suTma Poccmum ot 25.09.2009 N 794H)

13. Cpok aericteus peuenta (1 mecau, 3 mecaALa) yKasbliBaeTca NyTem 3a4epKuUBaHuUs.
(n. 13 BBegeH Mpukazom MuHsgpascoupassuTma Poccum ot 20.01.2011 N 13H)

MpunoxkeHne 10 He npumeHaetca ¢ 1 wmwona 2013 roga K NPaABOOTHOLWEHWMAM, CBA3AHHbIM C
Ha3HayYeHMeM M BbINMUCbIBAHWMEM /IEKAPCTBEHHbIX MPEenapaTtoB U MeAUUMHCKUX u3gennin (Mpukas
MwuH3apasa Poccum o1 26.02.2013 N 94H).

Mpunoxkenme N 10

K Mpukasy
MwuH3gpascoupassmtna Poccum
oT 12 ¢espana 2007 r. N 110

CNUCOK M3MEHAIOLLMX LOKYMEHTOB
(B pea. MpurKkasza MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

Kon dopmer mo OKY[
Kon yupexmeHusa no OKIIO
MenuumHCKasAd OOKYMEHTAaLUA

MMHMCTEPCTBO 3OPaBOOXPaHEHUs dopma N 305-1/y
M COLMAJILHOTO pPa3BUTUA YrBepxneHa IIpmxkasoMm
Poccurickon denmepaluum MyHMCTepCcTBa 3IPaBOOXPaHEeHUS
¥ COLMAaJIbHOT'O pasBUTUSL
(HaMMeHOBAHME MEeOMLMHCKOMI Poccurickon denmepalum
opraHmM3alLmn) or 12 derpamns 2007 . N 110

Kypran <*>
ydieTa B MEIMUMHCKMUX OPTaHM3aLMAX
bopmer N 148-1/y-88 "PeuentypHuit OjaHk",
bopmer N 148-1/y-04 (;1) "Peuent", dopmer N 148-1/y-06 (u1)
"Peuent", ¢opmMmel "CHneuMaJsibHEI PeLeNTYyPHHM OJIaHK Ha
HapKOTUYECKOEe CPeICTBO M IICUXOTPOIHOE BemecTBO"
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N Mpuxog, Pacxop
n/n

AaTta N v gaTa obuee cepumn u Konmyectso | ¢.1.0. v noanuco AaTta cepusam KosimyecTts $.1.0. noanuco
perucTpauumn | LOKYMEHTa, OT | KOAM4YecTBO Homepa 6/1aHKOB MO | OTBETCTBEHHOTO BblAaum Homep o OTBETCTBEHHOIO | OTBETCTBEHE

NPUXOAHOMO | KOro NOoCTynun | NOCTYNUBLM | PeLenTypHbI cepuam MEAMLMHCKOro | peuenTypH | peuenTypHOr | BblAaHHbIX | MeAMLMHCKOTo o
[OKYMeHTa X x 61aHKOB paboTHWMKa, bIX o bnaHKa | peuenTypH PaboTHWMKA, | MEAMLMHCK(
peuenTypHbl NoJly4ymBLLIErO 61aHKOB bIX NoNy4YMBLLETO PabOoTHMK:
x 61aHKOB peuenTypHble 6naHKoB peuenTypHble | MoayyYMBLUE
61aHKK 6.1aHKK peuenTypHt

61aHKK
1 2 3 4 5 6 7 8 9 10 11 12




<*> HypHan gonxkeH 6bITb NPOHYMEpPOBaH, NPOLLIHYPOBAH M CKpen/ieH NoAnMCbio PYKOBOAMUTENS
M NevyaTbio MegUUMHCKOM OpraHmsaLuuu.

CornacosaHo

PykoBoguTenb (3amectutenb
pykoBoautens) PCKH Poccuu
O.H.XAPUYKWNH

12.02.2007

MpunnoxkeHne N 11

K Mpukasy
MwuH3gpascoupassmtna Poccum
ot 12 ¢pespana 2007 r. N 110

XypHan
yyeTa B MeAULMHCKMX OpraHn3aumsx
dopmbi N 107-1/y "PeuenTtypHbiit 6naHK"

YTpatnn cuny ¢ 1 uona 2013 roga. - Npukas MuHsgpasa Poccmm ot 26.02.2013 N 94H.

Mpunoxkenmne N 12

K Mpukasy
MwuH3gpascoupassmTua Poccuu
o1 12 despansa 2007 r. N 110

KoHcynbTaHTIAOC: NpumeyaHue.
Mpukazom MwuH3gpaBa Poccum ot 20.12.2012 N 1175H yTBepxaeH [lopAadoK Ha3HayeHuA u
BbINMCbIBAaHUA NEKAPCTBEHHbIX NPEnapaTos.

UHCTPYKLUUA
O NOPAAKE HASHAYEHUA NEKAPCTBEHHbIX MPEMNAPATOB

Ytpatuna cuny c 1 vona 2013 roaa. - NMpukas MunHsgpasa Poccum ot 26.02.2013 N 94H.

MpunnoxkeHne N 13

K MpuKasy
MwuH3apascoupassmtma Poccum
oT 12 ¢espana 2007 r. N 110

MHCTPYKLUUA
O NOPAAKE BbINMUCbIBAHNA NIEKAPCTBEHHbIX NPEMNAPATOB
MU OGOPMJIEHMA PELLENTOB U TPEEOBAHUN-HAKNALHbIX
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CrnnCOK M3MEHAIOLWUNX JOKYMEHTOB
(B pea. Mprkasos MuH3gpascoLpassuTua Poccum ot 27.08.2007 N 560,
0T 25.09.2009 N 794H, ot 20.01.2011 N 13H,
Mpwukasa MuH3apasa Poccmun o1 26.02.2013 N 94H)

|. O6wme TpeboBaHMA BbINUCbIBAHWUA IEKAPCTBEHHbIX NPEnapaTos
(8 pea. Mpukasa MuHsgpascoupassutusa Poccum ot 20.01.2011 N 13H)

MyHKkTbl 1.1 - 1.2 He npumeHAoTca ¢ 1 uona 2013 roga K NpaBOOTHOLIEHUAM, CBA3AHHbIM C
Ha3HauYeHMeM M BbINMUCbIBAHWMEM /IEKAPCTBEHHbIX MPEnapaTtoB U MeAUUMHCKUX u3gennin (Mpukas
Mwun3apasa Poccum o1 26.02.2013 N 94H).

1.1. MpK HaNUMUMM COOTBETCTBYIOLWMX MOKA3aHUI rpakgaHam, obpaTMBLIMMCA 33 MeSULMHCKOM
NMOMOLLBIO B aMOyNaTOPHO-NONMKAMHUYECKOE YUYpeXAEeHWE, A TaKKe B C/Ay4asx HeobxoamMmocTu
NPOAO/IKEHUA NEYEHUA NOCNe BbIMUCKM OONbHOrO M3 CTauMOHApa HA3HAYalTCA JIEKAPCTBEHHbIE
npenapaTbl U BbINMUCbIBAOTCA PeLenTbl Ha HUX.

(8 pea. Mpukasa MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

1.2. 3anpeLaeTtca BbINUCbIBATL peLenTbl:

Ha NEeKapCTBEHHbIE MpenapaTtbl, He pa3pelleHHble B YCTAaHOBAEHHOM MopALKe K MeAULMHCKOMY
NPUMEHEHMUIO;
(8 pea. Npukasa MuH3sapascoupassntma Poccum ot 20.01.2011 N 13H)

Npwn OTCYTCTBUN MeONUNHCKUX NoKasaHui;

Ha JIeKapCTBEHHble MpPenapaTbl, UCMOJb3yeMble TO/IbKO B MeAMLMHCKUX OpraHusaumax (apup
HapKO3HbIA, XN0P3TUA, PeHTaHUN (Kpome TpaHCAEPManbHOM NEeKapcTBEHHON ¢GOpPMbl), cOMBpeBUH,
Kanuncos, $TopoTaH, KETAMUH U A4p.);

(8 pea. Mpukasa MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

Ha HapKoOTUYecKne cpeacTtBa U MNCUXOTPOMHbIE BellecTBa, BHeceHHble B Cnwucok Il lMepeyHa
HAapPKOTMYECKUX CPencTB, MCUXOTPOMHbIX BELLECTB U WX MPEKYPCOPOB, MOAJENKALMX KOHTPOIO B
Poccuitckoin Pepepaumnn, yteepaeHHoro MoctaHoeneHnem MpasuTtenbctea Poccuiickoit ®epepaumm ot
30 utoHs 1998 r. N 681 (ganee - HapKOTUYECKME CPEACTBA M NCUMXOTPONHble BewecTsa Cnucka Il) - gns
neyeHnA HapKoOMaHUK,

Ha HapKOTUYECKME CpeacTBa M NCUXOTPOMHbIE BEWECTBa CNUCKOB Il 1 Il - YaCTHONPAKTUKYIOLLMM
Bpayam.

MyHKTbl 1.3 - 1.4 He npumeHAoTcA ¢ 1 uona 2013 roga K NpaBOOTHOLIEHMAM, CBA3AHHbLIM C
Ha3Ha4YeHMEeM M BbINMUCbIBAHWMEM JIEKAPCTBEHHbIX MPENapaTtoB M MeAUUMHCKUX u3gennin (MpuKas
Mwun3gpasa Poccum o1 26.02.2013 N 94H).

1.3. 3y6Hble Bpauu, denbgluepbl, aKyLEPKX BbIMMUCbIBAOT 60/bHBbIM PeLenTbl Ha IEKAPCTBEHHbIE
npenapaTtbl 32 CBOEM MOAMWUCBID M C YKAa3aHMEM CBOEro MeAMLMHCKOro 3BaHWMA TONbKO B C/Ay4asnX,
YKasaHHbiX B n. nN. 3.3, 3.6, 3.7.2 VIHCTPYKUUM O MNOPAAKE HA3HAYEHMA NEKAPCTBEHHbIX NpenapaTos
(npunoskeHue N 12).

(B pea. MpuKkasza MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

1.4. Peuentbl 601bHbIM AOJIXXHbI BbINMNCbIBATBCA C YKa3aHMeM BO3pacCTa nNauueHTa, nopAanKa
onsiatbl NE€KAPCTBEHHbLIX NPENAPaToOB U C y4E€TOM AEVICTBMH BXo4AWUNX B UX COCTaB UHIPegUNEHTOB Ha
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peuenTypHbix 61aHKax, GopMbl KOTOPbIX YTBEPKAEHbl MUHUCTEPCTBOM 34PaBOOXPAHEHUA W
coumanbHoro passutma Poccuiickont ®eaepaumm (npunoxkenmna N 1, 3,5, 7 n 8).
(8 pea. Mpukasza MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

MyHKT 1.5 He npumeHaeTca ¢ 1 nona 2013 roga K NPaBOOTHOLEHNAM, CBA3AHHbIM C Ha3HAYeHNeMm n
BbIMMUCbIBAHMEM NIEKAPCTBEHHbIX MPENAPATOB U MeANLMHCKMX n3aennin (Mpukas MuHsapasa Poccuum
0T 26.02.2013 N 94H).

1.5. PeuentypHble 6naHku ¢opmbl N 148-1/y-88 (npunoxeHne N 3) npeaHasHadyeHbl ANA
BbINWUCbIBAHWUA M OTNYCKa:

- MCUMXOTPOMHbIX BeLLecTB, BHeCeHHbIX B Cnucok Il lMepeyHA HAPKOTUYECKUX CpPeacTs,
MCUXOTPOMHbIX BELLECTB M WX MPEKYPCOPOB, Noajerkalwmx KoHTposto B Poccuiickoit degepaumm,
yTBepxaeHHoro MoctaHosneHuem MNpasutensctsa Poccuinickon ®egepauum ot 30 ntoHs 1998 r. N 681
(manee - ncuxotponHble Beuwectsa Cnucka lll), 3aperncTpupoBaHHbIX B YCTAaHOB/AEHHOM MNOpsAAKe B
KayecTBe SIeKapCTBEHHbIX NpenapaTos;

(B pea. MpuKkasa MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

- MIHbIX JIEKapPCTBEHHbIX CPEACTB, NOANeKAWMX NPegMETHO-KONNYECTBEHHOMY YYeTY;
(B pea. Mpukasa MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

- aHabonyeckux crepomnaos.

[N BbINUCbIBAHUA W OTMYCKA IEKAPCTBEHHbIX MPENapaToB A/ aMbynaToOPHOTO SIeYeHUA rpaxKaaH
B PaMKax OKa3aHWA rocy4apCTBEHHOM COLMabHOWM MOMOLLM U TPaXKAaH, UMEILWMX NPaBo Ha NoJlyYeHne
JIeKapCTBEHHbIX NpenapaTos 6ecniaTHO U CO CKUAKOM, MpeAHasHayYeHbl peLenTypHble 6i1aHku dopmbl N
148-1/y-04 (n) n peuenTypHble 6naHkn popmbl N 148-1/y-06 (n) (npunoxerus N 7 n 8).
(B pea. MpuKasza MuH3gpascoupassuTma Poccnm ot 20.01.2011 N 13H)

Bce ocTanbHble NeKapCTBEHHbIE MPeNapaThbl BbINUCLIBAOTCA Ha peuenTypHbIX 6aaHKax popmbl N
107-1/y (npunosxkeHue N 5).
(8 pea. Mpukasa MuH3sgpascoupassntma Poccum ot 20.01.2011 N 13H)

MyHKTbl 1.6 - 1.7 He npumeHAoTcA ¢ 1 uona 2013 roga K NpaBOOTHOLIEHMAM, CBA3AHHbLIM C
Ha3Ha4YeHMeM M BbINMUCbIBAHWMEM JIEKAPCTBEHHbIX MPENapaToB M MeAUUMHCKUX u3gennin (MpuKas
MwuH3gpasa Poccum o1 26.02.2013 N 94H).

1.6. HapkoTuuyeckue cpeacTBa M MNCUMXOTPOMHble BeuwiectBa Cnucka |l, 3aperMcTpupoBaHHble B
KayecTBe JIeKapCTBEHHbIX CPEACTB B YCTAHOBJAEHHOM 3aKoHOAATeNbCTBOM Poccuiickon depepaumm
nopsAKe, AO/XKHbI BbIMMUCbIBAaTLCA HA CNeumanbHbIX PeuenTypHbiX 61aHKax Ha HapPKOTUYECKoe CPeacTBo
M NCUXOTPOMHOe BelLecTBo (NpunoskeHue N 1).

1.7. Mpwv BbINUCbIBaHUN peuenTa Ha NIeKapCTBEHHYIO NMPOMNUCb MHAMBUAYANbHOTO U3rOTOBAEHNA,
cofepKallylo HapKoTMYecKoe CcpeacTBO WAM  ncuxoTponHoe BewectBo Cnucka I, w gpyrue
bapmaKkosormyeckme akTMBHblE BELLECTBA B [03e, He MPEeBbILAoLLEel BbICLUYIO Pa3oBY0 403y, U MNpu
YCNOBUM, YTO 3TO KOMBUHMPOBAHHOE SIEKAPCTBEHHOE CPEACTBO He ABAAETCA HAPKOTUUYECKMM CPeACTBOM
WKW NCUXOTPONHbIM BewectBom CnucKa ll, cnegyeTt ncnonb3oBaTth peuenTtypHbii 61aHK dopmbl N 148-
1/y-88.

9TW peuenTbl AONXKHbI OCTaBaTbCA B aNTeYHOM OpraHM3auuu 4nA NpeaMeTHO-KONYeCTBEHHOO
yJerTa.
(8 pea. NMpukasa MuH3sapascoupassntma Poccum ot 20.01.2011 N 13H)
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MyHKTbl 1.8 - 1.10 He npumeHaATca ¢ 1 uiona 2013 roga K NpPaBOOTHOLWEHMAM, CBA3AHHbLIM C
Ha3Ha4YeHMeM M BbINMUCbIBAHWEM /IEKAPCTBEHHbIX MPEnapaToB U MeaUUMHCKUX m3genunin (MpuKkas
Mwun3apasa Poccum o1 26.02.2013 N 94H).

1.8. MNpwn BbINUCbIBaHUM peuenTa Ha NEeKapCTBEHHYIO MPonUcb MHAMBUAYANbHOIO U3rOoTOB/EHUA
Ha3BaHMA HAPKOTUYECKUX CPeaCcTB U MCUXOTPOMHbIX BewecTs cnnckos Il u lll, MHbIX NekapCTBEHHbIX
cpeacTs, nognexawmx npegmeTHO-KOAMYEeCTBEHHOMY YYeTy, NULWYTCA B Havane peuenTa, 3aTem - Bce
OCTa/bHble UHFPeaneHTbI.

1.9. BbinucbiBaa HapKOTUYECKOe CpeacTBO MAM NCUXOTponHoe BelwectBo cnuckos |l u lll, nHble
JIeKapCTBeHHbIe CpeacTBa, MoaJierkawme MpeamMeTHO-KOJIMYEeCTBEHHOMY Yy4eTy, [J03a KOTOpbIX
NPEeBbILLAET BbICLIMIA OAHOKPATHbIN NPUEM, BPay JO/IKEH HAaNMCaTb 403y 3TOro CPeACTBa UM BeLLLeCTBa
NPOMMCbIO M NOCTaBUTb BOCKAMLLATE/bHbIN 3HAK.

1.10. He pa3pelwlaeTtca BbINUCbIBATb OnpeaeneHHble IeKapCTBEHHble npenapaTbl B 04HOM peuenTe
60n1ee TOro KoMYecTsa, KOTOpoe yKasaHo B npunoxeHnn N 1 K HacToswen MHCTpyKumm.
(8 pea. NMpukasa MuH3sapascoupassntma Poccum ot 20.01.2011 N 13H)

MyHKkTbl 1.11 - 1.12 He npumeHaAwoTca ¢ 1 mona 2013 roga K NpaBOOTHOLUEHUAM, CBA3AHHbIM C
Ha3Ha4YeHMeM M BbINMUCbIBAHWEM JIEKAPCTBEHHbIX MPEenapaTtoB U MeAUUMHCKUX u3gennin (Mpukas
MwuH3apasa Poccum o1 26.02.2013 N 94H).

1.11. Hopmbl BbINMUCbIBAHMA W OTNYCKa HapKoTuyeckux cpeacts Cnucka I, npounsBogHbIx
6apbUTYPOBOIM KUCAOTbI, MHbIX JIEKAPCTBEHHbIX CPEACTB, NOAJENKALUNX NPeaAMETHO-KOANYECTBEHHOMY
YYEeTy, A5 UHKYpabenbHbIX OHKOIOTMYECKUX N TeMATONOTMYECKUX BOJIbHbIX MOTYT ObITb YBE/INYEHbI B 2
pa3a No CPaBHEHMIO C KONMYECTBOM, YKa3aHHbIM B npunoxeHnn N 1 K HacToswen MHCTpyKLmu.

1.12. CoctaB neKapcTBEHHOro npenapaTa (B cAyyae KOMOWHMPOBAHHOrO npenapata),
0603HaueHWe sieKapcTBeHHOW ¢Gopmbl U obpalleHMe Bpayva K dapmaueBTUHECKOMY pPabOTHUKY 06
N3roToB/JIEHUN W BblAaye NeKapCTBEHHOIo NpenapaTa BbINMUCbIBAOTCA HA IATUHCKOM A3bIKe.

(8 pea. Mpukasa MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

He ponyckaeTtcs coKpauwieHuMe o0603HauyeHuit B6AM3KUX MO HAMMEHOBAHUAM WMHIPELMEHTOB, He
NO3BO/IAIOLLMX YCTAHOBUTb, KAKOW MMEHHO JIEKapCTBEHHbIM NpenapaT BbINMCaH.
(B pea. MpuKasza MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

Mcnonb3oBaHWe NaTUHCKUX COKPaLLEHUI 3TUX 0D603HAUYEHWIA pPaspeLIaeTcs TO/IbKO B COOTBETCTBUM
C COKPALLEHUAMMU, NPUHATBIMW B MEAULMHCKON U GapmaLleBTUUECKOW MpPaKTUKe, NPesyCMOTPEHHbIMM
npunoxkeHnem N 2 K HacToswen UHCTpyKLmuun.

MyHkTbl 1.13 - 1.15 He npumeHatotca ¢ 1 nona 2013 roga K NPaBOOTHOLIEHMAM, CBA3AHHbIM C
Ha3HaYeHMEM W BbINMUCbIBAHWMEM JIEKAPCTBEHHbIX NpPernapaToB U MeaUUMHCKUX usgenuii (Mpukas
Mwun3gpasa Poccum o1 26.02.2013 N 94H).

1.13. Cnocob npuvmeHeHWn NeKapCTBEHHOrO mnpenapaTa 0603HAYaeTca C yKasaHWem [A03bl,
YyacTOTbl, BpPEeMeHM TMpuemMa W €ero AJUTENbHOCTM, a [AaA  NEeKAPCTBEHHbIX MNPenapaTos,
B3aMMOAENCTBYIOLMX C MULLEN, - BpEMEHU UX ynoTpebieHns OTHOCMTENbHO Npuema Nuwm (8o eabl, BO
Bpemsa efpl, Nocne egpl).

(8 pea. Mpukasa MuH3sapascoupassntma Poccum ot 20.01.2011 N 13H)

1.14. MNMpn HeobXoAMMOCTM 3SKCTPEHHOIO OTMNYCKA JIEKAPCTBEHHOro npenapaTta 60/sbHOMY B
BEPXHel 4acTu peuenTypHoro 6naHKa npocTaBasoTca 0bo3HayeHus "cito" (cpoyHo) uam "statim"
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(HemepneHHo).
(B pea. Mpukasza MuHsgpascoupassutma Poccum ot 20.01.2011 N 13H)

1.15. TMpu BbINMUCbIBAHMM peLenTa KOAMYECTBO KUAKUX dapmaueBTUYEeCKMX CcybcTaHumi
YKa3blBaeTCA B MUIMAUTPAX, FPaMMax UAWU Kanaax, a ocTanbHbIX $apMaLLeBTUUECKUX CYOCTAHUMMI - B
rpammax.

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

MyHKT 1.16 He npumeHAaeTca ¢ 1 niona 2013 roaa K NpaBOOTHOLWEHMAM, CBA3AHHbIM C HA3HAYeHUeM n
BbIMMUCbIBAHMEM NIEKAPCTBEHHbIX MPENAPATOB U MeANLMHCKMX n3aennin (Mpukas MuHsapasa Poccuum
0T 26.02.2013 N 94H).

1.16. CneunanbHble peuenTbl HA HAPKOTMYECKOe CPeacCTBO WM  MNCUMXOTPOMHOE BeLl,ecTBO
OENCTBUTENbHbI B TeYeHMe 5 gHEel CO AHA BbIMUCKU; PELEnTbl, BbiNMMCaHHbIE HA PeLLEenTypPHbIX BaaHKax
dopmbl N 148-1/y-88, - B TedeHune 10 gHel.

Peuentol Ha NeKapCTBEHHble npenapatbl (32 WCKAOYEHMEM MOANEXKAWMX NPeaAMETHO-
KOMYeCcTBEHHOMY YYeTy), BbiNMCaHHble Ha pelenTypHbix bnaHkax dopmbl N 148-1/y-04 (n) n dopmbl N
148-1/y-06 (n), onAa ambynaTopHOro JieyeHus rpaKgaH B pPaMKax OKasaHWA roCy[apCTBEHHOM
COLMANbHOM MNOMOLLM W TpaxK[aH, MMEeLWMUX MpPaBo Ha MNOJy4YeHMe JIeKapCTBEHHbIX MpenapaTos
6ecnnaTHO M CO CKMAKOM, AeNCTBUTENbHbI B TedeHMe 1 mecsaua CO AHA BbIMUCKKU, @ B C/ly4ae BbIMUCKM
TAaKUX PeLLenToB YKa3aHHbIM KaTEroOpMUAM rpaxgaH, AOCTUTLUMM NeHCMOHHOMo Bo3pacTa, CPOK AelcTBuA
peLenTa coctaBaseT 3 mecAua CO AHA BbIMUCKU. N5 NeYeHUs 3aTAKHbIX U XPOHUYECKMX 3ab01eBaHN
rpakgaHam NeHCMOHHOro BO3pacTa MOTYT BbIMUCHIBATLCA peuenTbl Ha JIeKapcTBeHHbIe npenapaTtbl Ha
KypC nevyeHns Ao 3-x mecaues.

(8 pea. Mpukasa MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

PeuenTbl Ha BCe OCTa/NbHble NEKAPCTBEHHbIE NpenapaTtbl A4ENCTBUTE/IbHbI B TEYEHME 2-X MECALLEB
CO OHA BbINUCKU.
(B pea. MpuKkasza MuH3gpascoupassuTmua Poccum ot 20.01.2011 N 13H)

PeuenTbl Ha Npon3BoaHble 6apbUTYPOBOI KUCNOTLI, 3deapuH, NnceaosdpesprH B HUCTOM BULE U B
CMECU C APYTMMU NEKAPCTBEHHbIMM CPEACTBAMM, aHAbOIMUYECKME CTEPOMAbI, KNO3aNWH, TMAHENTUH A8
NleYyeHnn BONbHbIX C 3aTAXKHBIMW M XPOHUYECKMMM 3abB0NEBAHMAMM MOTYT BbIMUCHIBAaTLCA Ha Kypc
neyvenuns o 1 mecsua. B atux cayyasx Ha peuentax Ao/KHA ObiTb Hagnucek "Mo cneunanbHomy
Ha3HayeHuIo", cKkpeneHHan NoAnNMCbio Bpaya U nevyaTbio MeAnLMHCKON opraHu3aunmn "na peuenTos'.
(8 pea. Mpukasa MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

MyHKT 1.17 He npumeHseTca ¢ 1 nona 2013 roga K NPaBOOTHOLWEHUAM, CBA3aHHbIM C Ha3HaYeHUEM U
BbINUCbIBAHMEM JIEKAPCTBEHHbIX NPenapaToB U MegUUMHCKUX n3genuii (Mpukas MuHsapasa Poccum
0T 26.02.2013 N 94H).

1.17. Mpwn BbINUCbIBAHUN XPOHUYECKMM OOJIbHbIM PEeLEenToB Ha FOTOBble J1€KAPCTBEHHbIE
npenapaTtbl M JIeKapCTBEHHble NpenapaTbl MHAMBUMAYANbHOTO M3rOTOBAEHMA BpayYam paspeLlaeTcs
YCTaHaB/AMBATb CPOK AENCTBUSA peLenTa B npeaenax 40 O4HOro roaa, 3a UCKAYEeHMEM:

(B pea. MpuKasza MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

- NIEKAPCTBEHHbIX CPeacTB, nognexawnx npegmMmeTHO-KO/IMYECTBEHHOMY YYETY;
- JIEKAPCTBEHHbIX NPeENapaTos, o6nap,a|ou.|,v|x aHabonmyeckom dKTUBHOCTbIO,

- J1IeKapPCTBEHHbLIX MpenapaToB, OTNYCKAaeMbIX M3 aNTEYHbIX opraHM3au,m71 no peuentam Agna
aN\6ynaTopHoro nevyeHMA rpaxXgaH B pPaMKaxX OKa3aHuA FOCVAapCTBeHHOVI COLl,Ma/'IbHOVI nomouwn w”
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rpakaaH, MMetoLLMX NPaBo Ha NoJly4YeHMe IEKapCTBEHHbIX CpeacTB 6ecnaaTHO 1 CO CKUAKOW;
(B pea. Mpukasza MuHsgpascoupassutma Poccum ot 20.01.2011 N 13H)

- CMNPTOCOAEPKALLNX NIEKAPCTBEHHbIX NPeNapaToB MHAMBUAYANbHOIO N3roTOB/IEHMA.
(8 pea. Mpukasza MuHsgpascoupassutma Poccum ot 20.01.2011 N 13H)

Mpw BbINUCBIBAaHMM TaKMX PELLENTOB BPay AO/KEH caenaTb NOMeTKy "XpoHuyeckomy 6onbHomy",
yKa3aTb CPOK AEWCTBUA peuenTa U NepuoamMyHOCTb OTMNYCKa JIeKapCTBEHHbIX NPEnapaToB M3 anTeyHou
opraHusaummn (exeHeaenbHO, EXKeMeCAYHO U T.M.), 3aBEPUTb 3TO YKasaHWe CBOEW NoANUCHI0 U INYHOM
neyaTtblo, a TaKXKe neyaTblo MeANLMHCKON opraHusauum "na peuentos".

(B pea. MpuKkasa MuH3gpascoupassutma Poccum ot 20.01.2011 N 13H)

MyHKT 1.18 He npumeHaeTca ¢ 1 niona 2013 roga K NpaBOOTHOLWEHUAM, CBA3AHHbIM C HAa3HAaYeHUEM U
BbIMMUCbIBAHWEM JIEKAPCTBEHHbIX MPENAPATOB U MeAUUMHCKUX nsgennin (Mpukas MuHsapasa Poccuun
0T 26.02.2013 N 94H).

1.18. PeuenT, He oTBeYalOWMN XoTs Obl OAHOMY W3 MEepPeUYUC/eHHbIX TpeboBaHWUA WK
cofeprKalmii HeCOBMECTMMbIE JIeKapCTBEHHbIE CPeACTBa, CUNTAETCA HELENCTBUTENBHbIM.
(B pea. Mpukasa MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

B cnyyae BO3MOMKHOCTM YTOYHEHMA Yy Bpaya WAM  APYyroro MeauUMHCKOro paboTHUKa,
BbINMCaBLUIEro peLenT, HAMMEHOBAHNA IEKAPCTBEHHOIO Npenaparta, ero A403MPOBKU, COBMECTUMOCTU U
T.MN., PabOTHMK aNnTEeYHOWN OpraHM3aLUnM MOKET OTMNYCTUTb JIEKAPCTBEHHbIN NpenapaT naumneHTy.

(8 pea. Npukasa MuH3sapascoupassntma Poccum ot 20.01.2011 N 13H)

Il. MopAaaoK BbINUCbIBAHUA peLenToB
Ha NeKapCcTBEHHble NpenapaTbl 418 ambynaTopHOro AeyeHus
rpa)kgaH B paMKax OKasaHWs rocy4apCcTBEHHOM COLMabHOMN
NOMOLLM U FPaXKAaH, UMEKLMX NPaBO Ha NOyYeHue
JIeKapCTBEHHbIX CpeacTB 6ecnaaTHO U CO CKUAKOM
(B pea. MpuKkasza MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

MyHKT 2.1 He npumeHaeTca ¢ 1 nona 2013 roga K NPAaBOOTHOLLEHNAM, CBA3AHHbLIM C Ha3HAYeHNeM n
BbIMMUCbIBAHMEM JIEKAPCTBEHHbIX MPENAPATOB U MeAMULMHCKUX nsgennii (Mpukas MuHsapasa Poccuun
0T 26.02.2013 N 94H).

2.1. CamocTtoAaTenbHO  neyvawmm BpavyoMm nm BpayoM-CneLmainctom  nevyebHo-
NPOdUNAKTUYECKOTO YYPEeXAEHUA BbINMUCbIBAIOTCA peLenTbl Ha JIeKapCTBEHHble npenapaTbl ANA
ambynaTopHOro neyeHua rpaxkgaH B PaMKax OKas3aHWA rOCyAapCTBEHHOW COLMAsbHON NOMOLLU U
rpaxgaH, UMelLMX NpPaBO Ha MOJyYEeHWe JIeKAapCTBEHHbIX cpeAcTB 6ecnnatHO U CO CKUAKOM, B
COOTBETCTBUM CO CTAHAAPTAMU MEAMUMHCKON MOMOLLM, 3@ WCKAOYEHWEM CAY4YaeB Ha3HayeHwus,
onpeaeneHHblx NyHKToM 2.4.1 HacTosawen NHCTpyKuum.

(8 pea. NMpukasa MuH3sagpascoupassntma Poccum ot 20.01.2011 N 13H)

MyHKT 2.2 He npumeHAeTca ¢ 1 niona 2013 roaa K NPaBOOTHOLIEHUAM, CBA3AHHbIM C Ha3Ha4YeHNeM U
BbINUCbIBAHMEM JIEKAPCTBEHHbIX NPenapaToB U MeaULUHCKUX ugenuii (Mpukas MuHsapasa Poccum
0T 26.02.2013 N 94H).

2.2 MpaBO CaMOCTOATENbHO BbIMUCLIBATb peuenTbl ANA MNOJyYEHUA B anTeyHou OopraHunsauuu
NNEKapPCTBEHHbIX CPeaCTB rpa*XaaHam B nopAaake, yCtaHOB/1EHHOM 1. 2.1 HaCTOHUJ,em UHCTpYKUMKU, nmetoT
TaKXe:
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(B pea. Mpukasza MuHsgpascoupassutma Poccum ot 20.01.2011 N 13H)

2.2.1. B npegenax ceBoen KoMneTeHuuu Bpayu, paboTalowme B MeANULMHCKON OpraHM3auum no
COBMECTUTENBCTBY;
(8 pea. Mpukasza MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

2.2.2. Bpayn CTaLMOHAPHbIX YYPEKAEHUN COLMANBHON 3aLUTbl U UCMPABUTENBHDBIX YUPEXAEHWUI
HEe3aBUCMMO OT BEAOMCTBEHHOW NPUHALNEKHOCTH;

2.2.3. Bpaun BeOOMCTBEHHbIX MOJIMKAMHUK deaepanbHoro (cybbekTta Poccuiickolt depepaumn)
noagvYnMHeHunA:

- rpaxXgaHam, mmerowmm CtaTtyc no I'IpOd)eCCVIOHaﬂbHOMy NMPU3HAKY, pacxoabl Ha b6ecnnatHoe
NNEKAPCTBEHHOE obecnevyeHune KOTOPbIX B COOTBETCTBUN C 3aKOHOOATE/IbCTBOM Poccuitckoit CDe,u,epau,MM
NMOKPbIBAKOTCA 3a CHET CpeacTs d)e,qepaanoro 6}O,D,)KETa;

- MHbIM KaTeropusam rpakfaH, pacxoabl Ha becnnatHoe fekapcTBeHHoe obecneyeHne KOTOPbIX B
COOTBETCTBUM C 3aKOHOAAaTeNbCTBOM Poccuiickolt Peaepaumnmn NoKpbIBaOTCA 3a CHET CpeacTs bioaKeToB
pa3/INYHbIX YPOBHEN U 06A3aTeNbHOTO0 MeANUMHCKOro CTPaxoBaHMA MO COM/acoBaHUIO U B NOPAAKE,
onpeaensiemMom OpraHamu MCMOJIHUTE/IbHOM BAacTu cybbekta Poccuitickor Pepepaunn, ecam B
6loaKeTax COOTBETCTBYIOWMX deaepanbHbIX OPraHoB MUCMOJSIHUTENbHOW B/laCTU  He  BblAE/NEeHbI
¢drHaHCcoBbIe cpeacTBa Ha 3TU Lenu;

2.2.4. yacTHOMpaKTUKyloWMe Bpayu, paboTtatowme no AOroBopy C TEPPUTOPUAIbHLIM OPraHoOM
yrpaBieHna 34paBooXpaHeHMem W/uau TeppuTopuanbHbiM GoHAOM 06A3aTeNbHOro MeAMLMHCKOro
CTPaxoBaHMA U OKasblBaloWMe MeAMLMHCKYI0 MOMOLb rpaxkAaHam B pamKax MpPOrpaMmbl OKasaHuA
rocyapCcTBEHHOW COLMANbHOW MOMOLLM U FPaXKAaHam, UMEIOLLMM NPaBo Ha NOJyYeHne NeKapCTBEHHbIX
npenapaTos 6ecnaaTHO U CO CKUAKOM.

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

MyHKT 2.3 He npumeHaeTca ¢ 1 nona 2013 roga K NPaBOOTHOLLEHUAM, CBA3AHHbLIM C Ha3HAYeHNeM n
BbIMMUCbIBAHMEM JIEKAPCTBEHHbIX MPENAPATOB U MeANUMHCKUX n3aennin (Mpukas MuHsapasa Poccuun
0T 26.02.2013 N 94H).

2.3. B 0cobblIx cnyyasnx (MposkMBaHWE B CENbCKOM MECTHOCTH, FAe HaXoAWUTCA TONbKO MeaMLMHCKanA
opraHusauma unm ee ob6ocobneHHoe nogpasaeneHme, He MMeloLee Bpaya) peLenTbl Ha 1eKapPCTBEHHbIE
npenapaTtbl Ana aMbynaTOPHOro /ieYeHUs TPaXKAaH B paMKaxX OKa3aHWA rocyAapCTBEHHOM coumasibHOM
MOMOLUM WU TPaXKAaH, MMEIOLWMX NPaBO Ha NOJIyYeHUe NEeKapCTBEHHbIX NpenapaToB 6ecnnaTHO M Co
CKMOKOMN, MOryT OblTb BbIMMCAHbl CAaMOCTOSTE/IbHO BEAYLWMM Mnpuvem ¢enbhluepoM UM aKyLepKow
TaKoON MeANLIMHCKON OpraHn3aLmm B COOTBETCTBMM C M. 2.1 HacToAwen MHCTpyKUmK.

MNepeyeHb MEOMLMHCKMX OpraHM3aumii U NOpsgoK JIEKAapCTBEHHOro obecneyeHus yKasaHHbIX
rpaxgaH onpeaenatoTcss OpraHOM MCMOAHUTEIbHOM BAacTU cybbekTa Poccuiickoit Pepepaumm B coepe
3[paBOOXpaHEHMA.

(n. 2.3 B pea. MNpukasa MuHsapascoupassutns Poccum ot 20.01.2011 N 13H)

MyHKT 2.4 He npumeHaeTca ¢ 1 nona 2013 roga K NPaBOOTHOLLEHUAM, CBA3AHHbLIM C Ha3HAYeHNEM U
BbIMUCbIBAHMEM JIEKAPCTBEHHbIX MPENAPATOB U MeANLMHCKUX n3aennit (Mpukas MuHsapasa Poccuun
0T 26.02.2013 N 94H).

2.4. BbinucbiBaHMe peuenTtoB Ha JNeKapCTBeEHHble npenapatbl ANA aM6ynaTopHoro ne4yeHuA
rpaxgaH B paMKax OKa3aHuA FOCVAapCTBEHHOﬁ cou,waanof/i nOMOLWN U FpaxXdaH, MMeLWKNX NpaBo Ha
noayyeHne NeKapCTtBeHHbIX MpenapaTos 6ecnnaTtHo 1 co CKMAKOVI, ocywiecrsnAaeTca:
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(B pea. Mpukasza MuHsgpascoupassutma Poccum ot 20.01.2011 N 13H)
2.4.1. Bpavyamm-cneumanmcTamm:

- Ha HapKoTUYecKue cpeacTsa " NPOTMBOOMYXO/IEBbIE npenaparbl
(oHKoNnorMuecknm/remaTonormyeckum 60/bHbIM) - OHKONOTOM W/WUAKM remaTosiorom, Hedpoorom,
peBMaTo/I0rom u ap.;

- Ha UMMYHOMOZYNATOPbI - FeMaTo/IoroOM U/UAKM OHKONOroM (Moc/ie npoBeaeHUn nydyeson u/man
XMMMUOTEPANUKM, MnepecagkM KOCTHOro Mmosra), MmmyHosnorom (6osabHbim CMOom wan  apyrumu
TAXENbIMUA HapyLIEHUSAMN MMMYHUTETA), TPAHCMIAHTOMIOTOM (Noc/ie nepecaskm OpPraHoB WU TKaHew),
pPEeBMaTO/I0rOM U UHbIMU CReLMaIncTamm;

- Ha NPOTMBOTYbepKyNe3Hble Npenapatsbl - TU3MATPOM;

- Ha npotuBoamabeTnyeckne (6oNbHbIM caxapHbiIM AuMabeTom) W npoume JIeKapCTBEHHbIe
npenapartbl, BAUAIOWME HA SHOOKPUHHYIO CUCTEMY, - SIHAOKPUHONOIOM, B NOPAAKE, onpeaeneHHOM B
nyHKTe 2.4 UHCTPYKUUKM O NOpAAKE Ha3HauyeHMA IeKapCcTBEHHbIX NpenapaToB (npunoxkeHme N 12).

(8 pea. Npukasa MuH3sapascoupassntma Poccum ot 20.01.2011 N 13H)

Mpy OTCYTCTBUM YKa3aHHbIX CMELMasuCTOB BbIMUCbIBAHUE JIbIOTHbLIX PELEenToB B 3TUX C/yyasax
NPOV3BOAMUTCA SIeYaLLMM BPAYOM MO PELIEHUIO BPaYyebHOM KOMUCCHMU NMOSIUKINHUKN;

2.4.2. nevalmm BpayYoOM MaM BPAYOM-CMELMANUCTOM TOJIbKO MO PeLleHmto BpadebHoM Komuccmm
MeONLMHCKOM opraHM3auum:
(B pea. Mpukasa MuHsgpascoupassutma Poccum ot 20.01.2011 N 13H)

- Ha NCuUXOTponHble BeweCcTtBa CNMUCKOB I1' v lll, nHblE NNEeKapCTBEHHbIE CpeacTBa, noasexawune
npegmeTHO-KONIM4eCTBEHHOMY Y4EeTy, aHabosnnyeckune crepounabl;

- Ha HapkoTuyeckue cpepctea Cnucka |l 6osbHbIM, He CTPaSAlOWMM OHKONOTMYECKUM
(remaTtonornueckmm) sabonesaHuem;

B cBs3M c ponyLeHHoM oneyaTkol nucbmom MuH3apaBscoupassutma Poccum ot 24.05.2007 N 4185-
BC, KoTopoe He npoxoguno peructpaumio B MuHiocte Poccum, yTOYyHEHO, 4TO "Bpay MOXKeT
CaMOCTOATENIbHO BbINUCbIBAaTb OAHOMY 60/bHOMY He 6osee 5 HaMMeHOBaHUIM NeKapCTBEHHbIX
CpeacTB eAMHOBPEMEHHO (B TeuyeHue CyTOK) 1 He bonee 10 HaMmeHoBaHMI B TedyeHne 1 mecaua. Mpu
BbINMNCbIBAHUN BONbLUErO KOIMYECTBA SIEKAPCTBEHHbIX CPeACTB Bpay 06A3aH coraiacoBaTb HazHaYeHue
C BpayebHoM Komuccuen ne4yebHo-npodrIaKTUYECKOTO yupexaeHns".

- Ha JleKapCTBEHHble MpenapaTbl, Ha3Ha4YaemMble Jievyallum BPaYOM M BpavyaMM-CreLmaInctamm,
OAHOMY 0O/IbHOMY B KOAMYecTBE NSATU HaMMeHOBaHWI M 6onee OAHOMOMEHTHO (B TeYeHMe OAHMX
CYTOK) W/IM CBblle AeCATU HAMMEHOBAHWI B TEYEHME OAHOr0 MecALa;

(8 pea. Mpukasos MuH3apascoupasBuTusa Poccuu ot 25.09.2009 N 794H, ot 20.01.2011 N 13H)

- Ha JNeKapCTBeHHble npenapatbl B CaAy4aAX HETUNMMNYHOINo TeyeHUuA 60ﬂ€3HM, npn Haan4dnum
OC/NOXKHEHUI OCHOBHOro 3aboneBaHUsA M/MHM COYeTaHHbIX 336OHEBaHMVI, npn Ha3Ha4YeHWMMN ONacCHbIX
KOM6VIH3LI,MVI NEKAPCTBEHHbIX CPeACTB, a TaKXKe npu VIH,CI,MBMﬂ,ya}'IbHOﬁ HEeNnepeHoCMMOCTH.

2.5. YTpatnn cuny. - NMpukas MuHsgpascoupassmtma Poccum ot 27.08.2007 N 560.
MyHKT 2.6 He npumeHaeTca ¢ 1 nona 2013 roga K NPaBOOTHOLLEHUAM, CBA3AHHbLIM C Ha3HaYeHnem n

BbIMUCbIBAHMEM JIEKAPCTBEHHbIX MPENapaToB v MeaULMHCKMX u3genuii (Mpukas MuHsapasa Poccum
0T 26.02.2013 N 94H).
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2.6. He ponycKkaeTcs BbINUCbIBaHME peLenToB Ha JIeKapCTBEHHble npenapaTbl g8 ambynaTopHOro
JIeYeHUA rparkaaH B pamKax OKasaHWA rocyAapCTBEHHOW COLMAIbHOM MOMOLUM U TParKAaH, MMEeRLLMX
NnpaBo Ha MNONy4YeHME JIEKAPCTBEHHbIX NpenapaTtoB 6ecnnaTtHO U CO CKUAKOW, BpayaMu CaHATOPHO-
KYPOPTHbIX YUYpeXKAeHW, Bpadyamu CTaUMOHApPHbIX YYpeXKAEeHUW, B T.4. AHEBHbIX (32 WCKAIOYEHMEM
CTaUMOHAPHbIX YYpeKAeHMA COLUMaNbHOW 3alUMTbl), @ TaKKe Bpayamu MeaULMHCKMX OpraHusauuin B
nepuvog, HaxoxKaAeHna 60/1bHbIX Ha CTaLLMOHAPHOM JIeYEHNN B COOTBETCTBUN C AENCTBYHOLLMM NOPALKOM.
(8 pea. Mpukasza MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

YacTHONPaKTUKYIOWMM Bpavyam 3anpeliaeTtcA BbINUCbIBAaTb peuenTbl Ha JIeKAapPCTBEHHble
npenapaTtbl 419 ambynaToOPHOro IeYEHUA TPaXkaaH B PpaMKax OKa3aHWA rocyapCTBEHHOM COLMAbHOM
MOMOLLM WU TpaXKgaH, UMeLWMX NPaBO HA MOJyYEeHUE NEKAPCTBEHHbIX NpenapatoB 6ecnnaTHo M co
CKMAOKOM, 33 UCKNHOYEHMEM C/TYHAEB, YKa3aHHbIX B NyHKTe 2.2.4 HacToAwen NHCTpyKumm.

(B pea. MpuKkasa MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

MyHKT 2.7 He npumeHaeTca ¢ 1 nona 2013 roga K NPaBOOTHOLEHUAM, CBA3AHHbIM C Ha3HaYeHneM n
BbIMWUCbIBAHWEM JIEKAPCTBEHHbIX NMPENapaToB U MeguLMHCKUX nsgenunii (Mpukas MuHsapasa Poccuun
0T 26.02.2013 N 94H).

2.7. HasHauyeHWe NeKapCTBEHHbIX NPENapaToB A1 ambynaTOPHOro NeYeHUa rpaxKaaH B pamKax
OKas3aHMA TOCYyJapCTBEHHOW COLUMAaAbHOM MOMOLWIM W TpaxAaH, MMEWMX NpaBo Ha nojayvyeHue
NIeKApPCTBEHHbIX MpenapatoB 6ecnnaTHO M CO CKWAKOMW, OTparkaeTcA B MeAMLMHCKOW KapTe
ambynaTopHoro 60nbHOrO B NOPAAKE, MNPeayCMOTPEHHOM NyHKTOM 1.6 WMHCTpyKuMm O nopsake
Ha3HayeHMA /IeKapCTBEHHbIX npenapatoB (npuaoxkeHune N 12), nyHKktamm 1.2 - 1.10 HacToALwelM
MHCTPYKLMUK, C YKa3aHMEeM HOMepa peLenTa U B TaloHe aMby/faTOPHOrO MaumeHTa, YTBEPKAEHHOM B
YCTaHOBNEHHOM NnopsajkKe.

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

Mpy BbINMCbIBAaHMM PELENTOB Ha JIeKapCTBEHHble MpenapaTbl A8 ambynaToOpHOro /evyeHus
rpaxgaH B paMKax OKasaHMA rocyfapCTBEHHOW COLMAaNbHOM NOMOLLM U FpaXkaaH, MMeLWmMX NpaBo Ha
noJiydeHre NEeKapCTBEHHbIX MpenapaTtoB 6ecnaaTHO M CO CKUAKOM, 0653aTeNbHO YKa3blBAaeTCA HoMep
TenepoHa, No KOTOPOMY PabOTHWMK anTeyHOM OpraHM3aLMW MOMKET COracoBaTh C JieYaluM Bpayom
(Bpauom-cneumannctom, BpayebHOM KomMUCCHMEN MEAUUMHCKOM OpraHM3aumMm) CUHOHMMUYECKYIO
3aMeHy 1IeKapCTBEHHOrOo NpenaparTa.

(B pea. MpuKasza MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

MyHKTbl 2.8 - 2.9 He npumeHAwoTcA ¢ 1 uona 2013 roga K NpaBOOTHOLIEHMAM, CBA3AHHbIM C
Ha3Ha4YeHMeM M BbIMUCbIBAHWMEM /IEKAPCTBEHHbIX MPEnapaTtoB U MeAUUMHCKUX u3gennin (Mpukas
MwuH3apasa Poccum o1 26.02.2013 N 94H).

2.8. PeuenT Ha peuenTypHom 6naHke ¢popmbl N 148-1/y-04 (n) n N 148-1/y-06 (n) BbiNuCbIBaeTCA
Bpayom (denbgluepom) B 3-X IK3eMNAAPax, C ABYMA 3K3eMNAApammn Kotoporo 60/1bHON obpalaeTtca B
anTeyHyto opraHusaumio. MocneaHnn aK3emnasap peLenTa MNoAKJAeMBaeTca B amMbynaTOpHYlO KapTy
60/1bHOTO.

(8 pea. NMpukasa MuH3sapascoupassntma Poccum ot 20.01.2011 N 13H)

2.9. HapKoTuuyecKkme cpeacTsa M ncuxoTponHble Bewectsa Cnucka Il gas ambynaTopHoro neyeHus
rpa)gaH B paMKax OKa3aHWA rocyfapCTBEHHOM COLMANbHOM NMOMOLLM M FpaXKAaH, MMEeKLWMX NpaBo Ha
noJsiydeHue NIeKapCcTBEHHbIX NpenapaTtoB 6ecnnaTtHO M CO CKMAKOW, BbINMUCHIBAOTCA Ha CreuvasbHOM
peuenTypHom 6/aHKe Ha HapPKOTMYEeCKoe CpeacTBO WM MCUMXOTPOMHOE BELLECTBO, K KOTOpOMY
[AOMO/IHUTENIbHO BbINUCLIBAIOTCA PeLenTbl Ha peuentypHom 6naHke ¢dopmbl N 148-1/y-04 (n) wam
dopmbl N 148-1/y-06 (n).

(B pea. MpuKasa MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)
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McuxotponHble BewectBa Cnucka lll, Hble nekapcTBeHHbIe CpeacTBa, NogjerKalme npegmeTHo-
KOZIMYECTBEHHOMY y4yeTy, aHabonunueckme ctepounabl, NnpeaHasHauYeHHble Ans ambynaTopHOro fevyeHus
rpaxgaH B paMKax rocy4apCTBEHHOM COLMaNbHOM NOMOLLM U FPaXKAaH, MMEILLMX NPAaBo Ha NoslydeHme
NIeKapCTBEHHbIX NpenapaToB 6ecniaTHO M CO CKMAKOM, BbINUCLIBAOTCA Ha peuenTypHOm 6naHke N 148-
1/y-88, K KOTOPOMY AOMONHUTENbHO BbINUCHIBAIOTCA PeLLenTbl Ha peuenTypHom 6naHke dpopmbl N 148-
1/y-04 (n) vaun popmbl N 148-1/y-06 (n).

(8 pea. Mpukasza MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

MyHKT 2.10 He npumeHAaeTca ¢ 1 niona 2013 roaa K NpaBOOTHOLWEHUAM, CBA3AHHbIM C HA3HAYeHUeM n
BbIMMUCbIBAHMEM NIEKAPCTBEHHbIX MPENAPATOB U MeANLMHCKUX n3aennin (Mpukas MuHsapasa Poccuum
0T 26.02.2013 N 94R).

2.10. Ona obecneyeHUs HAPKOTUYECKMMU CPEACTBAMM U NCUXOTPOMHbLIMU BELLECTBAMM 6ObHbIE
NPUKPENNAIOTCA K KOHKPETHOM MEAMUMHCKOM M anTe4YHO OpraHusaumMam no MecCTy KUTeNbCTBA B
nopaake, onpeaensieMom OpraHoOM UCMOJIHUTEIbHOM BnacTu cybbekTa Poccuiickoit Pepepaunn B chepe
3/paBOOXpPaHEHMA.

(n. 2.10 B pea. Npukasa MunHsgpascoupassutmsa Poccum ot 20.01.2011 N 13H)

KoHcynbTaHTIAOC: NpumeyaHue.

C 1 wuona 2016 roga Ha WM3roToBNEHME M OTNYCK /NI€KAPCTBEHHbIX MPenapaTtoB anTeYHbIMU
OpraHusauMsamMuM U UHAMBUAYANbHbBIMU NpPeAnpUHUMATENAMKU, B TOM u4uciae Mo TpeboBaHUsAM-
HaKNagHbIM MEAMLUMHCKMUX OpraHM3aumin pacnpocTpaHstoTca [paBuna M3roToBAEHUA W OTMyCKa
NleKapCTBEHHbIX NpenapaTos, yTB. [MpMkazom MuH3gpasa Poccmm ot 26.10.2015 N 751H.

[Il. Nopsagok obopmneHus
TpeboBaHMN-HAKNAAHbIX B aNTEYHYIO OPraHU3aLMIo Ha NoJyYyeHme
JIeKapCTBEHHbIX NPENapaToB 414 MeAULMHCKMX OpraHu3aLmii
(B pea. MpuKkasza MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

3.1. Ona obecneyeHns ne4yebHO-AMATHOCTUYECKOIO Mpouecca MeaMUMHCKME OpraHM3auuu
Nnosly4aloT NeKapcTBEHHble MpenapaTtbl M3 anTeyHoM oOpraHusauum no TpeboBaHUAM-HaAKNALHbIM,
YTBEPKAEHHbIM B YCTAaHOBNEHHOM MOpPALKE.

(8 pea. Mpukasa MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

TpeboBaHMe-HaKNa4HasA Ha NONYYEHUE U3 anTeyHbIX OpraHM3auUuMiA NeKapCTBEHHbIX NpenapaTos
OONKHA MMETb LITAaMM, KPYrAy neyaTtb MeguMuUMHCKOM opraHusauum, NnoAnncb ee pyKosoauTena uam
ero 3aMecTuTenn no ne4yebHol YacTu.

(B pea. MpuKkasza MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

B TpeboBaHMM-HaKNAAHOW yKa3blBaeTcA HOMep, AaTa COCTaBAEHWUA AOKYMEHTa, OTNpaBuUTe/Nb U
noJsiyyaTtesib JIeKapCTBEHHOTO NpenapaTa, HaMMeHOBAHME JIEKAaPCTBEHHOro npenapaTta (C yKasaHuem
[031pPOoBKK, GOpMbI BbiNycKa (TabneTkun, amnysbl, Masu, CynnosnTopum U1 T.M.), BUA YNAKOBKKU (KOPOBKH,
¢dbnaKkoHbl, TY6bI U T.M.), CNOCO6 NpPUMEHeHUA (1A UHBEKLMI, AN HAPYKHOrO MPUMEHeHUs, npuema
BHYTPb, I/1a3Hble Kamnau 1 T.M.), KOAMYeCcTBO 3aTpeboBaHHbIX JIeKapCTBEHHbIX MPENapaToB, KOJANYECTBO U
CTOMMOCTb OTNYLLEHHbIX 1IEKaPCTBEHHbIX MPEnapaTos.

(8 pea. NMpukasa MuH3sagpascoupassntma Poccum ot 20.01.2011 N 13H)

HavmeHoBaHMA fIeKapCcTBEHHbIX NPENapPaToB NULLYTCA HA NATUHCKOM A3bIKe.
(8 pea. NMpukasa MuH3sgpascoupassntma Poccum ot 20.01.2011 N 13H)

TpeboBaHWA-HaKNa4Hble  HA  JIeKapCTBEHHble  CPeAcTBa,  Nognexkalwme  npegmMeTHo-
KO/IMYECTBEHHOMY YYeTy, BbINUCLIBAIOTCA Ha OTAE/bHbIX H6/1aHKax TpeboBaHWUM-HAKNAAHbIX A8 KaXKO0W
rpynnbl Npenaparos.
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MeguUMHCKME OpraHM3auuM npuM  COCTaBAEHUM 3adABOK HA HAPKOTMYECKME CcpeactBa U
ncuxoTponHble BewecTBa cnmckos Il mn Il 4oMKHBI PyKOBOACTBOBATLCA PaCYETHbIMM HOPMATUBAMM,
VYTBEPXKAEHHBIMU B YCTAHOB/IEHHOM MOPAKE.

(8 pea. Mpukasza MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

3.2. TpeboBaHMA-HaKNagHble CTPYKTYPHOrO MNoApasaefieHna  MegMUMHCKOM  opraHusauuu
(kabuHeTa, oTAeneHMa W T.N.) Ha JNeKapCTBEHHble MNpenapaTtbl, HanpasBAfemble B anTeyYHylo
opraHusauuto, odbopmastoTcA B MNopAaKe, onpeaeseHHom nyHKTom 3.1 Hactoawen WHCTpyKuuu,
NoOAMMUCHLIBAOTCA PYKOBOAMTENEM COOTBETCTBYIOWEro noApasfeneHns u opopmAaaTca LWTamnom
MeaNLMHCKOM OpraHmn3aLmnu.

Mpwu BbINUCbIBAaHUM IEKAPCTBEHHOIO Npenapara gasa UHANBUAYaNbHOIro 60/1bHOro AOMNOJHUTENBHO
yKasbiBaeTcs ero Gpamuamsa 1 MHULMaNbI, HOMep UcTopun bonesHu.
(n. 3.2 B pea, Mpukasa MuHsgpascoupassutma Poccum ot 20.01.2011 N 13H)

3.3. CtomaTonoru, 3ybHble Bpaun MOTyT BbINUCbIBATb 3a CBOEW Nognucbto TpeboBaHMA-HaKNagHble
TO/IbKO HAa JIeKAPCTBEHHbIE MPenapaTtbl, NMPUMEHAEMbIE B CTOMATONOIMMYECKOM KabuHeTe, 6e3 npasa
BblAa4M MX NaLMEeHTaM Ha PyKW.

(B pea. Mpukasa MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

3.4. TpeboBaHWA Ha AAOBUTble /IEKAPCTBEHHblE CPeAcTBa, KPOMe noAnucu ctomartosiora Uam
3y6HOro Bpaya, A0/NKHbl UMETb NOANUCb PYKOBOAUTENS yupexaeHnn (oTaeneHusa) unm ero samectutens
W KPYrayto nevyatb MeAnLMHCKON OpraHM3aumuu.

(8 pea. NMpukasa MuH3sapascoupassntma Poccum ot 20.01.2011 N 13H)

3.5. TpeboBaHUA-HaKNaAHble HA OTMNYCK YacCTHOMPAKTUKYIOWMM Bpayam /IeKapCTBEHHbIX
npenapaTtoB (3a WUCKAHOYEHMEM HAPKOTMUYECKUX CPeACTB M MCUXOTPOMHbIX BeuwlecTs cnmckos Il n lll, a
TaK¥Ke JIeKapCTBEHHbIX NPenapaToB, CoOAepKallMX 3T CpeacTBa U BewecTBa) opopmMaatoTca B Nopsaake,
onpegeneHHom n. 3.1 - 3.4 HacTtoAwen MHCTPYKLUMN, HA OCHOBAHMM A0roBOPa KyNAU-NPoAaxKu mexay
YAaCTHOMPAKTMKYIOWMM BPaYoOM W anTe4YHOW oOpraHusaumerl U AULEH3UM HA  MEeAMUMHCKYIO
0eATeNbHOCTb, Bbl4aHHOM B YCTaHOBAEHHOM NOpPAAKe.

(8 pea. Mpukasa MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

3.6. B anTeuyHblx oOpraHusaumsax TpeboBaHMA-HaKNagHble NevyebHOo-NPOoPUNAKTUYECKUX
YYpEerKOEeHMA HA OTNYCK HAPKOTUYECKUX CPEeACTB M NCUXOTPOMNHbIX Bewects cnunckos Il u Il xpaHAaTca B
TeyeHune 10 neT, Ha OTNYCK UHbIX N€KapCTBEHHbIX CPeACTB, NoANEXKALWMX NPeaMETHO-KONNYECTBEHHOMY
yyeTy, - B TeuyeHume 3-X JIeT, OCTa/ibHbIX TPyMnn JIEKapPCTBEHHbIX MPenapaToB - B TeYeHWe OLHOro
KaneHZapHOoro roaa.

(B pea. MpuKkasza MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

3.7. TpeboBaHMA-HaKNagHble MEAMLMHCKMX OpPraHusaumMil LOJSIKHbl XPAHUTbCA B aANTEYHOM
opraHu3aumm B ycnoBuax, obecnevmBatloLmnx COXPaHHOCTb, B COPOLLIOPOBAHHOM W ONeYaTaHHOM BUAE U
odopMNATLCA B TOMA C YKazaHMeM MecsaLa v roaa.

(8 pea. NMpukasa MuH3sagpascoupassntma Poccum ot 20.01.2011 N 13H)

3.8. Mo wuCTeYEHUN CPOKA XpaHeHUA TpeboBaHMA-HAKNAAHbIE MNOA/ENKAT YHUUTOMXKEHMUIO B
NPUCYTCTBMM YJIEHOB CO343BAEMOM B anTeYHOM OpraHM3auMuM KOMUCCUMU, O YeM COCTABAAKOTCA aKThl,
dopmbl KOTOPbIX NpeAycMOTpeHbI NpunoxeHnamu N 3 n 4 K HacToAwwen MHCTpyKLMN.

(8 pea. Mpukasos MuH3apascoupasBuTusa Poccum ot 25.09.2009 N 794H, ot 20.01.2011 N 13H)

IV. KOHTpOAb 3a BbINUCbIBaHUEM peLLenToB
n TpeboBaHW-HaKNaAHbIX Ha NEKAaPCTBEHHbIE NpenapaTbl

(B pea. MpurKasa MuH3gpascoupassuTua Poccum ot 20.01.2011 N 13H)

4.1 -4.4. Ytpatuau cuny c 1 nona 2013 roaa. - Npukas MuHsapasa Poccum ot 26.02.2013 N 94H.
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CornacosaHo

PykoBoguTens (3amectutens
pykosoautena) PCKH Poccuu
O.H.XAPUYKNH

12.02.2007

MpunnoxkeHne N 1

K IHCTpYKLUKUM O nopAaKe
BbINUCbIBAHWUA JIEKAPCTBEHHbIX
npenapaTos M 0pOpPMAEHNA PeLLENTOB
N TpeboBaHMH-HaKNAAHDIX,
yTBepXaeHHoM Mpunkasom
MwuH3gpascoupassmtna Poccum

oT 12 ¢espana 2007 r. N 110

MPEAENBHO AONYCTUMOE KOJTIMYECTBO
NNEKAPCTBEHHbIX CPEACTB A/1A BbINMUCbIBAHWMA HA O4AWH PELUENT

Cn1COK U3MEHAIOLWMX OKYMEHTOB
(8 pea. Mpukasos MuH3apaBcoupasButma Poccum ot 25.09.2009 N 794H,
0T 20.01.2011 N 13H)
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N n/n HanmeHoBaHWe nekapCTBEHHOIO dopma BbINyCKa M A03MPOBKaA Konunyectso
cpeacTsa
1. BynpeHopduH Tabnetkun ana 50 1abn.
cybnmHreanbHoro npuema 200
MKr 1 400 mKr
2. bynpeHopduH PactBOp ANs MHbEKLUNA,
amny bl
300 mKkr/mn 1 mn 30 amnyn
300 MKr/mn 2 mn 15 amnyn
3. bynpeHopduH TpaHcaepmanbHaa
TepaneBTUYECKAA CUCTEMA
35 MKr/u 20 nnacr.
52,5 MKr/y 8 nnacr.
70 MKr/y 5 nnacr.
4, OurnapokoaeunH-petapa (AMNK KoHTUHYC) TabneTku gnsa npuema BHyTPb
60 mr
90 mr 40 Tabn.
120 mr 30 Tabn.
20 Tabn.
5. Annugonop(nuputpamua) PacTtBOp N8 MHBbEKLUN, 50 amnyn
amnynbl 0,75% no 2 mn
6. MopduHa rngpoxnopug, PactBOp ANA MHDBbEKUU, 20 amnyn
amnynbl 10 mr B
1mn
7. OMmHOnMoH PacTBop A5 MHBbEKLUN, 10 amnyn
amnynbl 1% mn 2% no 1 mn
8. Mpomenon (TpumenepuamHa rmapoxnopua) TabneTku ans npuema BHYTPb 50 tabn.




25 mr

9. Mpomenon (TpumenepuamnHa rugpoxaopua) PacTBop oA MHBEKLUN,
amnynbl 1 n 2% no 1 mn 10 amnyn
Wwnpuu-TLo6UKN 1 1 2% no 1 mn 10 wnpuu-Tio6UKOB
10. MopduHa cynbdat (MCT KOHTUHYC UK gpyrue TabneTkn 1 Kancybl
AHaNOrM NPOAO/IKUTENBHOCTbIO AENCTBUA He NpPoANEeHHOIo AeNCTBUA aNA
meHee 12 yacos) npuema BHyTPb
10 mr 160 Tabn.
30 mr 60 Tabn.
60 mr 20 Tabn.
100 mr 20 Tabn.
200 mr 20 Tabn.
11. Mpocuaon TabneTku ana 6yKKanbHOro 50 Tabn.
npmvema 10 mr n 20 mr
12. Mpocuaon PacTtBOp N8 MHBbEKLUN, 50 amnyn
amnynbl 10 mre 1 mn
13. deHTaHuN TpaHcaepmanbHaa
TepaneBTUYECKas cucTema
12,5 mKr/uac 32 nnacr.
25 mKr/uac 16 nnacr.
50 mKr/uac 8 nnacr.
75 MKr/uac 5 nnacr.
100 mKr/yac 4 nnacr.
(n. 13 B pea. Mpukasza MuHsapascoupassmuTua Poccum ot 25.09.2009 N 794H)
14, KogewH (KoaenHa pocdar) MopoLwok 0,2r
15. KoMbWHMpOBaHHble eKapcTBEHHbIE NpenapaTbl, | TabnaeTku, Kancybl, pacTBopbI He 6onee 0,2 r <*>

coaepKalyme KogevH (KkogenHa docdar)

nT.A.
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(B peaq. MpuKkasza MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

16. 3TunmopduHa ruapoxnopug, (ANOHMH) MNMopowokK 0,2 r <**>
17. AmdenpamoH (penpaHoH) Tabnetku, gpaxke 25 mr 50 Tabn.
18. XanbumoH (Tpmnasonam) Tabnetku 250 mKr 30 Tabn.
19. HaTtpusa okcmnbytupat PacTtBop gnAa npuema BHYTpPb

66,7%, cupon ana npuema 2 ¢dnakoHa

BHYTPb 5%
20. ddeppuHa rngpoxnopua n apyrue conm adeapuHa MNMopowokK o6r
21. TeodegpuH, TeodeapuH-H, Heo-teodpegpuH Tabnetku 30 Tabn.
22. ConytaH Pactsop 50 mn 1 ¢naKkoH
23. CnasmoBepasnrmH, CnasamoBepanrnH-Heo Tabnetku 50 Tabn.
24, [pyrve KOMBUHMpPOBaAHHbIE IEKAPCTBEHHbIE TabneTku, NOPOLLKK U T.A4. 1 ynakoBka
npenapartbl, cogepKalime apegpuHa rmapoxaopua
W noanerkalwpe npegmeTHO-KONMYECTBEHHOMY
yueTy
(B peaq. Mpukasza MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)
25. Kombu1HMpOBaHHbIe IeKapCTBEHHbIE Npenaparsl, Kancynbl, nopoLuku, cupon, 1 ynakoBka
coaepKawme ncesgoadenpurHa rmapoxnopua u TabNeTKM, }KNMAKOCTb ANA
noaserkalme npeameTHO-KO/IMYECTBEHHOMY YYeTy npuema BHyTpb 1 T.4.

(8 peaq. Mpukasa MuH3sgpascoupassuTna Poccum ot 20.01.2011 N 13H)
26. KnodennH Tabnetku 0,075 mr, 0,15 mr 1 ynakoBKa
27. MaxmnkapnuHa rugporoauna, MNMopouwokK 1,2r
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28. AHabonnyeckne ropMoHbl: Tabnetku, pactsop Ans 1 ynakoBKa

MeTaHapocTteHonoH, OkcaHaposioH PeTtabonun, UHBEKUMIA U T.A.

HanaponoH, ®eHoboann, CunabonunH un apyrme
29. KombMHMpOBaHHbIE IEKAapPCTBEHHbIE NpenapaTsl, Kancynbl, Tabnetkn, cupon, 1 ynakoBka

cofeprawme peHnANPonaHoNaMnNH U KannaeTbl U T.4,.
noanexalme npeameTHO-KO/IMYeCTBEHHOMY yUYeTy

(8 pea. Npukasa MuH3apascoupassntma Poccum ot 20.01.2011 N 13H)
30. deHobapbuTan Tabnetkun 50 mr, 100 mr 10 - 12 TabneTtok
31. BeHsobapbutan (beHsoHan, beHzobamun) Tabnetku 50 mr, 100 mr 1 ynakoBka
32. MpumunaoH (FfekcamnanH, MuconuH) Tabnetkun 125 mr, 250 mr 1 ynakoBKa
33. BytopdaHon (Ctapon, Mopaaon) PacTtBop ANs MHBbEKUUA 2 10 amnyn

mr/mn 1 mn
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<*> [pun BbINUCbIBAHMM U OTMNYCKE SIEKAapCTBEHHOrO NpenapaTa NPoOU3BOAUTCA NepecyeT Ha Yncroe
BELLECTBO.
(8 pea. Mpukasza MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

<**> B rnasHbiX Kaniaax MU Massx OUOHWUH MOXKET BbINUCbIBAaTbCA B Kosm4yectTBax Ao 1 r npu
Ha/IMYMM YKa3aHWA Bpada Ha peuente "o cneymanbHOMY HasHadYeHWO", 3aBEPEHHOro NOAMMUCHIO U
JINYHOM NeYaTblo Bpaya, NevyaTbio MeanUMHCKOM opraHmsaunmn "Onsa peuentos”.
(B pea. MpuKkasa MuH3gpascoupassutma Poccum ot 20.01.2011 N 13H)

MpumevaHue:

Mpu BbINWUCbIBAHWMM HAPKOTUYECKUX JIEKAPCTBEHHbIX MNpPenapaTtoB, He MNpeayCMOTPEHHbIX
HaCTOALMUM MPUIOKEHMEM, UX NpeaesbHO AOMYyCTUMOE KOJIMYECTBO A/A BbIMUCbIBaHMA B O4HOM
peuenTe MOXeT B MATb pa3 NpPeBbllaTb Pa3oBYH A03Y, YKa3aHHYIO B MHCTPYKLMU NO MeOULMHCKOMY
NPUMEHEHWMIO BbINMMCbIBaE@MOrO JIEKAPCTBEHHOTO Npenapara.

(B pea. Mpukasa MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

MpunnoxkeHue N 2

K IHCTpYKLUWM O nopAaKe
BbINUCbIBAHWUA IEKAPCTBEHHbIX
npenapatos U 0GOpPMAEHUA PELLENTOB
N TpeboBaHMU-HAKNAAHDIX,
yTBEpKAEHHON MpuKasom
MwuH3apascoupassuTna Poccun

oT 12 despansa 2007 r. N 110

BAMHEMLLME PELENTYPHbLIE COKPALLEHWA
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CokpalteHve

[MonHoe HanucaHue

Mepesog

aa ana no, NOPOBHY
ac.acid. acidum KucnoTta
amp. ampulla amnyna
ag. aqua BO4a
aqg. destill. aqua destillata AVUCTUNIMPOBaHHaA Boaa
but. butyrum macno (Tsepgoe)
comp., cps compositus (a, um) CNOXHbIM
D. Da (Detur, Dentur) Bblgai (nycTb BbiAaHO, NycTb byAeT BblaaHo)
D.S. Da, Signa Detur, Signetur Bbigaii, 0603Haub
Myctb 6yaeT BblgaHoO, 0603HaYeHo
D.t.d. Da (Dentur) tales doses Bbigan (Myctb 6yayT BblAaHbl) Takue A03bl
Dil. dilutus pa3BeaeHHbIN
div.in p.aeq. divide in partes aequales pasaenn Ha paBHble YacTn
extr. extractum SKCTPAKT, BbITAXKa
f. fiat (fiant) MycTb 0bpasyeTcs (0bpasytoTca)
qtt. qutta, guttae Kanna, kanam
inf. infusum HacTo
in amp. in ampullis B amnynax




in tabl. in tab(u)lettis B TabneTKax
lin. linimentum UaKan masb
lig. liquor XKUOKOCTb
m. pil. massa pilularum NUAONIbHAA Macca
M. Misce, Misceatur Cmewwan (MycTb ByaeT cmelaHo)
N. numero YMCIOM
ol. oleum macno (Kuaroe)
past. pasta nacTa
Ppl. pilula nuaons
p.aeq. partes aequales paBHble YacTu
ppt., praec. praecipitatus OcarkgeHHblln
pulv. pulvis Mopowwok
qg.s. guantum satis CKonbKo notpebyeTcs, CKoIbKO HaAo
r., rad. radix KOpeHb
Rp. Recipe Bo3bmu
Rep. Repete, Repetatur MoeTopwu (MycTb byaeT NOBTOPEHO)
rhiz. rhizoma KOpHeBMLLEe
S. Signa, Signetur O603Haub (MycTb 6yaet 0603Ha4eHO)

sem.

semen

cema




simpl.

simplex npocToit

sir. sirupus cmpon

sol. solutio pactBop
supp. suppositorium cBeYa

tabl. tab(u)letta Tabnetka

t-ra, tinct. tinctura HaCcToMKa
ung. unquentum Masb

vitr. vitrum

CKNAHKa




MpunnoxkeHme N 3

K MHCTpYKLMK O nopAagke
BbINUCbIBAHUA 1EKAPCTBEHHbIX
npenapaTos 1 opoOpMIEHNA peLenToB
N TpeboBaHMA-HaKNAAHDIX,
yTBEpPKAEHHON MpUKasom
MwuH3gpascoupassmTma Poccum

oT 12 ¢eBpana 2007 r. N 110

CNUCOK M3MEHAIOLLMX LOKYMEHTOB
(B pea. MpuKkasza MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

AKT

00 YHUUTOXEHUM TpebOOBaHMM-HAKJIAOHEIX IOJIS IIOJIy4YeHMUS
HAPKOTUUECKUX CPEOCTB U INCUXOTPOIIHBEIX BEIECTB
10 MCTEUEeHMM CPOKOB MX XpaHeHusa <*>

or " " 200 1.

Kommccusa B cocTare:

[lpencenaTernb

(mommxHOCTE M ®.M.0O. MOJHOCTBLIO)

UJIeHEl KOMMCCUMN &

(mosmxHOCTE M ®©.M.0O. MOJIHOCTHIO)

(mommxHOCTE M ©.M.0O. MOJIHOCTLIO)

(mosmxHOCTE M ©.M.0O. MOJIHOCTHLIO)

npomsseya " " 200 1. M3BATME M YHUUTOXEHME B
TpeOOBaHMM-HAKJIAOHBIX IOJIA [OJIy4YEeHUs

(HaMMeHOBaHME OpTaHMU3alMM)
HapKOTUYECKMX CPEeICTB M INICUXOTPOIHEIX BEIECTB 3a

(mMmecsu, rom)
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N n/n HanmeHoBaHWe nekapCTBEHHOro EanHunua Homep n pata Konunyectso
npenapaTa, 403MPOBKA, BUA, NEKAaPCTBEHHOM n3mepeHus TpeboBaHMA- TpeboBaHMI-
dopmbl HaKnagHoM HaKAaaHbIX

1 2 3 4 5




MToro 10 AaKTy YHUUTOXEHB IIyTeM CXUIaHMS WUIM pas3phlBa U
nmocJjenymnumero 3aMauMBaHMA B pPacCTBOPEe XJIOPHOM WM3BECTHU (HyXHOE
IOOYEPKHYThH) TpebOoBaHUM~HAKJIAOHEIX .

(konmmuecTBO UMOPaAMM UM IIPOIMCHIO)

[lpencenmnaTesib KOMMCCUM X

(momnmce)

UJIeHEl KOMMCCUMU :

(momnmceo)

(momnmce)

(momnmceo)

<*> AKT 0bOpPMAAETCA eXKEMECSAYHO.

MpunoxkeHue N 4

K IHCTpYKLUKUM O nopAaKe
BbIMUCbIBAHUA €KAaPCTBEHHbIX
npenapaTos M 0poOpPMIEHNA pPeLenToB
n TpeboBaHU-HaKNAAHbIX,
yTBEpKAEHHON MpuKasom
MwuH3apascoupassmtna Poccum

ot 12 ¢peBpana 2007 r. N 110

AKT
00 YHUYUTOXEHUM TpeOOoBaHMM-HaKJIaOHBIX
OJIA TIOJIYYEeHMA MHBIX JIEKAPCTBEHHEIX CPenCcTB, IOOJIeXallMxX
NIpeIMeTHO-KOJIMUECTBEHHOMY yUeTy, IIO MCTEeUEeHUM CPOKOB
"X XpaHeHua <*>

or " " 200 . N

Kommccmsa B cocTaBe:

[lpencenaTernb

(mommxHOCTE M ©.M.0O. MOJIHOCTLIO)

UJIeHBEl KOMMCCUMN &

(moymxHOoCTE M ®.M.0. MOJIHOCTLIO)

(moymxHOCTE M ©.M.0O. MOJIHOCTLIO)

(mosmxHOCTE M ©.M.0O. MOJIHOCTHLIO)

npomusseya " " 200 1. uU3BATME U YHUUTOXEHME B
TPeOOBaAHMM-HAKJIAOHEIX IJIA [OJIyUYeHUA

(HaMMeHOBaHME OpITaHM3alUM)
VHEIX JIEKAPCTBEHHHX CpencTB, NOOAJIeXallMx NPeIMeTHO-KOJUUECTBEHHOMY
yuery, 3a B KOJIMUECTBE MTYK .
(mMmecsqu, Tom) (undpaMm ¥ HOPOIUCHIO)

Tpe@OBaHMH—HaKHaI{HbIe YHUYTOXEHEL nIyTeM CXUTAHMA WM Pa3pelBa "



mocJjenyrnimero 3aMauMBaHMA B pPACTBOPE XJIOPHOM WM3BECTU (HyXHOE
IOOYEPKHYTH) .

[lpencenmnaTesib KOMMCCUM X

(momnmceo)

UJjieHB KOMUCCUMU :

(momnmce)

(momnmceo)

(momnmce)

<*> AKT 0bOpMAAETCA eXKEMECAYHO.

MpunoxkeHne 14 He npumeHaetca ¢ 1 uwona 2013 roga K NPaABOOTHOLWEHWAM, CBA3AHHbIM C
Ha3HayYeHMeM M BbINMUCbIBAHWMEM JIEKAPCTBEHHbIX MPEnapaToB M MeaUUMHCKUX msgenunii (Mpukas
MwuH3apasa Poccum o1 26.02.2013 N 94H).

Mpunnoxkenue N 14

K MpuKasy
MwuH3apascoupassmtna Poccum
ot 12 ¢pespana 2007 r. N 110

UHCTPYKLUUA
O NOPALKE HA3HAYEHWA U BbINUCbIBAHUA U3AENUN
MEOULUMUHCKOIO HASHAYEHMA U CNELMANTUSUPOBAHHbIX MPOAIYKTOB
NEYEBHOrO NUTAHUA ANA LETEW-MHBANNAOB

CNMCOK M3MEHAILWUX AOKYMEHTOB
(B pea. Mpukasa MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

1. Uspgenna meanLMHCKOTO Ha3zHAYeHUsA U CneumannsnpoBaHHble NPOAYKTbl 1e4ebHOro NuTaHuA
ONA  [eTel-uHBA/NMAOB HA3HAYAKTCA M BbIMWUCLIBAIOTCA B pPaMKax NpeaoCTaBNeHUA OTAE/NbHbIM
KaTeropusam rpaxkaaH rocyapcTBEHHON coLManbHOM NOMOLLM B BUAE HAabopa COuManbHbIX YCayT.
(n. 1 B pea. NpuKkasa MuHsgpascoupassmutua Poccum ot 20.01.2011 N 13H)

2. 3penuns meaMLUMHCKOro HasHaYeHMA Ha3HaAYaloTCA M BbIMMCbIBAOTCA BpaYamu (penbalepamm)
MeONLMHCKUX OpraHM3aumii, OKa3blBaloLWUX NePBUYHYIO MeANKO-CaHUTapHY0 MOMOLLb.
(8 pea. NMpukasa MuH3sgpascoupassntma Poccum ot 20.01.2011 N 13H)

CneuMannsnpoBaHHble MNPOAYKTbl se4yebHOro nuTaHuA ANA AeTen-UHBaNMAOB Ha3HaYaloTCs
BpayaMn  MeAMUMHCKMX  OPraHW3aLMii,  OKasblBAOLWMX  MEAUKO-TEHETUYECKYID  MOMOLb, WU
BbINUCbIBAIOTCA BPaYamMu MeLMLMHCKMX OPraHU3aLMi, OKasbiBalOWMUX MeANKO-TEHETUYECKYIO NMOMOLLb,
WA BpaYamMmn-cneumannctaMmm (B ciydae mux oTCyTCTBUA NeYallMm BPadyomM) MeANLMHCKUX OpraHu3aumii,
OKa3blBaOLLMX NEPBUYHYIO MeAMKO-CaHUTAPHYIO MOMOLLLb.

(B pea. MpuKkasa MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)
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3. PeuenTbl BbINMUCLIBAOTCA Ha M34eNMA MEeOUUMHCKOrO HasHayeHua U cneunannsnpoBaHHbie
NPOAYKTbI NeyebHOro NUTaHuA ana ,D,eTEVI-MHBaﬂM,D,OB, BK/IIOYEHHDbIE B NepeyHn Msp,enmﬁ MmegnunHCKOro
Ha3Ha4YeHnA U“n CcneunmannsnpoBaHHbIX MPOAYKTOB neyebHOro nUTaHUSA Aana AETEﬁ-MHBaﬂM,ﬂ,OB,
yTBEpPXKAaeMble B YCTAHOB/IEHHOM NopAAKeE.

4. PeuenTbl BbINMCbIBAOTCA Ha peuenTypHbix 6naHkax popmbl N 148-1/y-04 (n) n N 148-1/y-06 (n)
B COOTBETCTBUM C TpeboBaHWAMM, NPeayCMOTPEHHbIMKU pasgenamu | u Il UHCTpykuum o nopsagke
BbIMUCbIBAHMA JIEKAPCTBEHHbIX MNpenapatoB W odopmaeHua peuentoB M TpeboBaHMA-HAKNALHbIX
(npunoxkeHume N 13).
(B pea. MpuKkasza MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

5. MpY BbINUCHIBAHUM XPOHUYECKMM 6GONbHLIM PELENnTOB Ha chneuuanmM3npoBaHHble MPOAYKTbI
neyebHOro nuTaHuMA AnAa AeTel-MHBANWAOB Bpayam paspellaeTcA yCcTaHaBAMBATb CPOK AencTsus
peuenTa B Npeaenax 40 OAHOro roaa.

MpW BbINUCBIBAaHNM TaKMX PELLENTOB BPay AO/XKEH CAeNnaTb NOMETKY "XpoHuyeckomy 6onbHomy",
YyKasaTb CPOK [EWCTBMA peuenta M NepuoamyHOCTb OTNYyCKa CMeuMann3nupoBaHHbIX MNPOAYKTOB
neyebHOro NUTaHUA ANsa AeTen-UHBANMAOB M3 aNTEYHOro yyperaeHua (opraHusaumm) (exkeHeaenbHo,
€)XeMeCsYHO U T.N.), 3aBepPUTb 3TO YKa3aHWe CBOEM NOAMMUCHID M JIMYHOM NeYaTbio, a TAKKe neyaTbio
MeAULUMHCKOM opraHmsaumm "Ons peuenTtos".

(B pea. Mpukasa MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

MpunoxkeHne 15 He npumeHaetca ¢ 1 wmwona 2013 roga K NPaABOOTHOLWEHWMAM, CBA3AHHbIM C
XpaHeHMeM peLenTypHbIx 61aHKOB Ha IEKAPCTBEHHbIE NpenapaTbl U meguumHCcKMe nsgenus (Mpukas
MwuH3gpasa Poccum o1 26.02.2013 N 94H).

MpnnoxkeHme N 15

K Mpukasy
MwuH3apascoupassmtma Poccum
oT 12 despansa 2007 r. N 110

UHCTPYKLUUA
O NOPAAKE XPAHEHUA PELLENTYPHbLIX B/IAHKOB

CnNMCOK M3MEHALWMX AOKYMEHTOB
(8 pea. Mpukasos MuH3apascoLpa3suTMa Poccum ot 25.09.2009 N 794H,
o7 20.01.2011 N 13H)

1. MeauuMHCKMe opraHuMsauMmM MoJsiyyaloT Heobxoaumble pelenTypHble 6naHKM  4yepes
TeppuUTOpUabHble OpraHbl yNpaBAeHUA 34PaBOOXPaHEHUEM WAW OpPraHu3aumm, YNoJHOMOYEHHbIE Ha
3TO OpraHamu UCNONIHUTEIbHOM BnacTn cybbekTos Poccuiickon deaepaumiu.

(B pea. MpuKasza MuH3gpascoupassuTua Poccum ot 20.01.2011 N 13H)

3anac peuenTypHbiX 6/1aHKOB B MEAMUMHCKUX OpPraHu3aumMax He [OJIKeH MpeBblwaTb
NnosyrogoBoM, a cneunanbHbiX peuenTypHbiX 6GNaHKOB Ha HapKOTMYECKMe CpencTBa M NCUXOTPOMHbIE
BewwecTtBa Cnucka Il - mecayHoM noTpebHOCTL.
(B pea. MpuKkasa MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

YacTHONPaKTUKYIOLWME BPayM CaMOCTOATE/IbHO 3aKa3blBatoT 61aHKK peuenTtos (3a NUCKNHOYEHNEM
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CneumanbHbiX pPeuenTypHbix 6/1aHKOB Ha HAPKOTMYECKOe CPeacTBO M MCUXOTPOMNHOE BELLECTBO) C
yKasaHuem TunorpadckMm crnocobom B BEpXHEM JIEBOM YI/ly afpeca Bpaya, HoMepa, AaTbl U CPoKa
OeNCTBMA NMUEH3UW, HAMMEHOBAHWUA OpraHa roOCYAapCTBEHHOW B/AacTW, BbIAABLUETO JOKYMEHT,
NOATBEPKAAOLWMIA HAIMYMNE NIULLEH3UMN,

2. B KaKaol MegMUMHCKOM OpraHusaumMyM MpuKasom PyKOBOAMTENSA HasHayaeTcs Auuo,
OTBETCTBEHHOE 3a Noy4YeHue, XPaHeHUe, yYeT 1 Bblgady BCEX BUAO0B peLenTypHbIX 61aHKOB.
(B pea. MpuKkasza MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

3. PeuentypHble 6naHKM [0/KHbI  XPAHUTbCA OTBETCTBEHHbIM /AWLOM NOA 3aMKOM B
MeTaNIMYeckom WwKady (cerde) MM metannyeckom flMKe, a cneumasnbHble peuenTypHble 61aHKM Ha
HapPKOTMYECKOE CPpeacTBO M NCUXOTPOMHOE BELLLECTBO - B ceide.

YacTHOMPAKTUKYIOWMI Bpay OO/KEH XpaHUTb peuenTypHble 611aHKM  NoA4  3amMKOM B
MmeTannmyeckom WwKaoy (ceride) nnm awmke.

4. YyeT peuenTypHbix 61aHKOB MO BWAAM BeAEeTCA B JKYPHANax, MPOHYMEPOBaHHbIX,
NPOLHYPOBAHHbIX U CKPENIEHHbIX MOAMNUCHIO PYKOBOAUTENA U NEYaTbio MeAULMHCKOM OpraHn3aumm no
YyCTaHOBNEHHbIM dopmam (npunoxkeHma N 10 n N 11).

(8 pea. Mpukasos MuH3gpascoupasBuTusa Poccum ot 25.09.2009 N 794H, ot 20.01.2011 N 13H)

5. MNocToAHHO AeNncTBytoWwaa KOMUCCUSA, CO34aBaemMan B MeAMLUMHCKOM OpraHusaummn, nposepseT
COCTOAHME XpaHEeHUs, yyeTa, GaKTMUYECKOe Ha/MUYME N Pacxog CheunanbHbiX peuenTypHbiXx 61aHKOB Ha
HAPKOTMYECKOE CpeacTBO U MCUXOTPOMHOE BELLECTBO OAMH pa3 B MeCAL, U APYrux peuenTypHbIX
6/1aHKOB - 0AMH pa3 B KBapTa/l.

(B pea. MpuKkasza MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

B cnyyae HecoBnageHWA KHUMHOMO OCTaTKa peuenTypHbIX 6naHKoB C d)aKTM‘-IECKMM Han4ymnem
Lo, OTBETCTBEHHOE 3a NOJIy4eHUue, XpaHeHue, y4YeT U Bblaadyy pPeuenTypHbIX 6/'IaHKOB, HeceT
OTBETCTBEHHOCTb, NPeEAYCMOTPEHHYIO 3aKOHOAATE/NILCTBOM Poccuiickoi Cbep,epau,mm.

6. OpraHbl ynpaBneHus 34paBooxpaHeHMem cybbekToB Poccuiickon degepaumm npu
obcnegoBaHMM  MEAMUMHCKUX  OpraHM3auMii  KOHTPOAIMPYIOT  UCMNOJIb30BaHWMe UM obecnedyeHue
COXPAHHOCTM peLenTypHbIX 6/1aHKOB.

(B pea. MpurKasza MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

7. PeuenTtypHble 61aHKM B Ko/AM4YecTBe 2-HenesibHOW MNOTPebHOCTM BbIAAIOTCA MEeAMUMHCKUM
paboTHMKaM, UMEIOLMM NPABO BbIMUCLIBAHWA PELLENTOB, NO PACNOPAMKEHUIO FNaBHOIO Bpava Uan ero
3amecTuTens.

8. Jleyawemy Bpayy paspellaeTca BblAaBaTb €JUMHOBPEMEHHO He bonee AecATn cneunanbHbIX
peuenTypHbIX 61aHKOB Ha HapKOTUYeCKOE Cpeacrtso U NCUXOTPONHOE BELWECTBO YCTAaHOB/IEHHOIO
o6pa3ua ANnA BbIMUCbIBAHUA HAPKOTUYECKUX CPpeaCTB U NCUXOTPONMHbIX BELLECTB Cnucka ll.

9. TllonyyeHHble peuenTypHble 61aHKM MeaMUMHCKME PaBOTHUKM  AO/MKHbI  XPaHWUTL B
nomelLLeHunx, 06ecneymBatoLmUX X COXPAHHOCTb.

CornacosaHo

PykoBoguTens (3amectutesnb
pykosoautens) PCKH Poccuu
O.H.XAPUYKNH

12.02.2007
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