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

MWHWUCTEPCTBO 31PABOOXPAHEHUA U COLlMANIbBHOTO PA3BUTUA
POCCUNCKOMN GEAEPALUMN

NPUKA3
ot 12 peBpana 2007 r. N 110

O NOPAAKE
HA3HAYEHUA N BbINNCbIBAHUA NEKAPCTBEHHbIX MPEMAPATOB,
W3AENNIA MEOULIMHCKOTO HASHAYEHMA U CNELUANIU3UPOBAHHbIX
NPOAYKTOB NEYEBHOIO NNTAHUA

CNMCOK M3MEHALWMX LOKYMEHTOB
(B pea. Mpukasos MuH3gpascoupassntma Poccum ot 27.08.2007 N 560,
o1 25.09.2009 N 794H, o1 20.01.2011 N 13H,
Mpnkasos MuHsgpasa Poccnu ot 01.08.2012 N 54H,
0T 26.02.2013 N 94H)

B cooTBetcTBMM CcO cTaTbelt 6.2 PepepanbHoOro 3akoHa ot 17 wons 1999 r. N 178-d3 "O
rocyapcTBeHHoM coumnanbHoi nomowm" (CobpaHme 3akoHogaTenbcTBa Poccuiickoit Pegepaumm, 1999,
N 29, ct. 3699; 2004, N 35, cT. 3607; 2006, N 48, cT. 4945; 2007, N 43, cT. 5084; 2008, N 9, cT. 817; N 29,
cT. 3410; N 52, cT. 6224; 2009, N 18, ct. 2152; N 30, c1. 3739; N 52, cT. 6417; 2010, N 50, cT. 6603) 1 B
uenax obecrneyeHua rpaxaaH, B TOM YMCAE MMEIOWMX MPaBO Ha MOJlyYeHWEe roCcyAapCTBEHHOM
COUManbHOW nomowyM, Mo peuenTam Bpada (dpenbawepa) HeobXoAMMbIMU  JIEKAPCTBEHHbLIMMU
npenapatamu, MU3LeNMAMU  MEAULMHCKOrO HasHayeHuAa U CneuvannsmpoBaHHbIMW  MPOAYKTaMM
neyebHOro NUTaHWA gns geTel-uHBaNMLAOB, MPMKA3bIBaAtO:

(npeambyna B pes. Mpukasa MuH3gpascoupassutTua Poccmm ot 20.01.2011 N 13H)

1. YTBEpauTh:

1.1. ®opmy "CneumanbHbli peuenTypHbld 6GAaHK Ha HapKOTUYECKOe CPeaCcTBO M MCUXOTPOMNHOE
BelecTBo" cornacHo npuaoxkenuo N 1;
(npunoskenme N 1 ytpatuno cuny ¢ 1 mionsa 2013 roga. - MNpukas MuHsapasa Poccun ot 01.08.2012 N
54H)

1.2. MHCTpyKLMIO No 3anonHeHnto dopmbl "CneumnanbHblil peLenTypHbli 61aHK Ha HapKoTUYecKoe
CPeACcTBO M NCUXOTPOMHOE BeLecTBO" cornacHo npunoxerHuio N 2;
(npunoskenme N 2 ytpatuno cuny ¢ 1 mionsa 2013 roga. - MNpukas MuHsapasa Poccum ot 01.08.2012 N
54H)

1.3. dopmy N 148-1/y-88 "PeuenTypHbiii 61aHK" cornacHo npuaokenuto N 3;
(npunoskenme N 3 ytpatuno cuny ¢ 1 mionsa 2013 roga. - MNpukas MuHsapasa Poccun oT 26.02.2013 N
94H)

1.4. WHcTpyKkumio no 3anonHeHuto ¢opmbl N 148-1/y-88 "PeuentypHbiit 6naHK" cornacHo
npunoxkenuto N 4;
(npunoskenme N 4 ytpatuno cuny ¢ 1 mionsa 2013 roga. - MNpukas MuHsapasa Poccun oT 26.02.2013 N
94H)

1.5. ®opmy N 107-1/y "PeuentypHblit 6aaHK" cornacHo npunoxkeHunio N 5;
(npunoskenme N 5 ytpatuno cuny ¢ 1 mionsa 2013 roga. - MNpukas MuHsapasa Poccun oT 26.02.2013 N
94H)



1.6. WHctpyKumio no 3anonHeHnio ¢opmbl N 107-1/y "PeuentypHbit 6naHK" cornacHo
npunoxkenuto N 6;
(npunoskeHme N 6 ytpatuno cuny ¢ 1 mionsa 2013 roga. - MNpukas MuHsapasa Poccun oT 26.02.2013 N
94H)

MpunoxkeHne 7 He npumeHdAetrca ¢ 1 uwona 2013 roga K NPaBOOTHOWEHWMAM, CBA3AHHbIM C
Ha3HayeHWeM U BbIMUCbIBAHMEM JIEKAPCTBEHHbIX MPEnapaToB U MeguLMHCKUX usgenunin (Mpukas
MwuH3gpaBa Poccum ot 26.02.2013 N 94H).

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

MpunoxkeHne 8 He npumeHAetrca ¢ 1 uwona 2013 roga K NPaBOOTHOWEHWAM, CBA3AHHbLIM C
Ha3HayeHWeM U BbIMUCbIBAHMEM JIEKAPCTBEHHbIX MPEnapaToB U MeguLMHCKUX usgenunin (Mpukas
MwuH3gpaBa Poccum ot 26.02.2013 N 94H).

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

MpunoxkeHne 9 He npumeHAetrca ¢ 1 uwona 2013 roga K NPaBOOTHOWEHWAM, CBA3AHHbIM C
HasHayeHWeM U BbIMUCbIBAHMEM JIEKAPCTBEHHbIX MPEnapaToB U MeguLMHCKUX usgenunin (Mpukas
MwuH3gpaBa Poccum ot 26.02.2013 N 94H).

KoHcynbTaHTMAOC: NpMMedaHme.
B oduuManbHOM TEKCTe AOKYMEHTa, BUAMMO, AOMyLieHa oneyaTka: B MPUIOXKEHUM 9 copepsKmTcs
MHcTpyKuma no 3anonHeHuto 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" n dopmbl N 148-1/y-06 (n)
"PeuenT" cornacHo npuaoxeHuto N 9;

MpunoxkeHne 10 He npumeHsaetca ¢ 1 wuwona 2013 roga K NPaABOOTHOLWEHWMAM, CBA3AHHbIM C
Ha3HayeHWeM U BbIMUCbIBAHMEM JIEKAPCTBEHHbIX MPEnapaToB U MegULMHCKUX usgenunin (Mpukas
MwuH3gpaBa Poccum ot 26.02.2013 N 94H).

1.10. ®opmy N 305-1/y "MypHan yyeTa B mMeAMUMHCKMX opraHusaumax ¢dopmbl N 148-1/y-88
"PeuenTtypHbiit 61aHK", dopmbl N 148-1/y-04 (n) "Peuent"”, dopmbl N 148-1/y-06 (n) "Peuent"”, bopmbl
"CneunanbHbIi peuenTypHbIi 61aHK HA HAPKOTUYECKOE CPEeLCTBO M NCUXOTPOMHOE BeLw,ecTBO" CorlacHo
npunoxkenuto N 10;

(8 peq. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

Mpunnoxkenne N 11 ytpatuno cuny ¢ 1 uona 2013 roga. - Npukas MuH3sgpasa Poccum ot 26.02.2013 N
94H.

1.11. dopmy N 306-1/y "MypHan ydeta B MeAMUMHCKMUX opraHusaumax ¢opmbl N 107-1/y
"PeuenTypHbln 61aHK" cornacHo npunoxeHuto N 11;
(B pea. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

MpunnoxkeHne N 12 ytpatuno cuny ¢ 1 uona 2013 roga. - Npukas MuH3sgpasa Poccum ot 26.02.2013 N
94H.



1.12. HCTpYKUMIO O nopAaKe Ha3HaYeHMA NeKapCTBEHHbIX NPenapaToB COrlacHoO npuaoxKeHuto N
12;
(8 pea. Mpukasza MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

1.13. MHCTpPyKUMiO O nopsiaKe BbINUCbIBAHUSA NEKAPCTBEHHbIX NpenapatoB M odopmaeHus
peuenToB 1 TpeboBaHMN-HaKNAAHbIX COrnacHo npuaoxeHuto N 13;
(B pea. Mpukasa MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

MpunoxkeHne 14 He npumeHsaetca ¢ 1 wuwona 2013 roga K NPaBOOTHOLWEHWMAM, CBA3AHHbIM C
HasHaYeHMEeM W BbIMUCbIBAaHWEM JIEKAPCTBEHHbIX MPEenapaTtoB U MeAMUMHCKUX usgennin (Mpukas
MwuH3gpaBa Poccum o1 26.02.2013 N 94H).

1.14. NHCTPYKLUMIO O NOPAAKE Ha3HaYeHUs U BbINUCbIBAHUA U34EANIK MEeANLUMHCKOrO HasHaYeHus
W cneumanm3mMpoBaHHbIX NPOAYKTOB 1e4ebHOro NUTaHMA oaa AeTei-MHBaANA0B COTrIAaCHO MPUIOXKEHUIO
N 14;

MpunoxkeHne 15 He npumeHsetca ¢ 1 wuwona 2013 roga K NPaABOOTHOLWEHWMAM, CBA3AHHbIM C
XpaHeHneM peLenTypHbIX 61aHKOB Ha IeKAPCTBEHHbIE NpenapaTbl U meguunHckme usgenuns (Mpukas
MwuH3gpaBa Poccum o1 26.02.2013 N 94H).

1.15. IHCTpYKLUMIO O NOpAAKe XpaHEHUA peuenTypHbiX 61aHKOB cornacHo npunoxerHuto N 15.

2. ®epepanbHoin cnyxbe no Haps3opy B chepe 34pPaBOOXPAaHEHUA U COLMANBHOIO Pa3BUTUS
obecneynTb KOHTPO/Ib 33 cobaoAeHMeM MopafKa Ha3HAYeHMWs, BbINUCbIBAHUA NEKaPCTBEHHbIX
npenapaTos, U3Z4enni MeaMUMHCKOrO HasHayeHWs W CNeuvanmnsmpoBaHHbIX MPOAYKTOB JsevyebHoro
nUTaHWA ana geten-uHBanuaos.

(8 pea. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

3. Mpu3sHaTb yTpaTUBLUMMU CUNY:

MpuKas MuHUcTepcTBa 3apaBooxpaHeHma Poccuiickon ®epepaumm ot 23 aBrycta 1999 . N 328 "O
pauMoHasibHOM Ha3HAYeHWW JIEKAPCTBEHHbIX CPeACTB, MPaBMIaX BbIMWUCbIBAHUA PELENTOB Ha HUX U
nopsake WX  OTMAyCKa  anTeyHbIMM  yypexkaeHuamu  (opraHusauusamu)"  (3apermctpupoBaH
MuHucTepcTBOM tocTUumMKM Poccuitickon depepaumm 21 oktabpa 1999 r. N 1944);

MpuKas MuHucTepcTBa 34paBooxpaHeHna Poccuitckont ®egepaumm ot 9 aHBapsa 2001 r. N 3 "O
BHECEHMM W3MEHEHUA M p[ononHeHui B [Mpukas MwuH3gpasa Poccum ot 23.08.99 N 328 "O
paLMOHaNIbHOM Ha3Ha4YeHMU NIeKAPCTBEHHbIX CPEeACTB, NPaBUAaX BbINUCbIBAHUA PELLENTOB Ha HUX U
nopsake WX  OTMAyCKa  anTeyHbIMM  yypexkaeHuamu  (opraHusauusamu)"  (3apermctpupoBaH
MuHucTepcTBOM tocTUUmMKM Poccnitickon depepauymm 23 ausapa 2001 r. N 2543);

MpuKas MuHUCTepCcTBa 34paBooxpaHeHua Poccuinckoit Pepepaumm ot 16 maa 2003 r. N 206 "O
BHECEHMM MW3MEHEHW W pgononHeHun B [MpuKas MwuH3gpasa Poccum ot 23.08.99 N 328"
(3apernctpuposaH MuHuctepcTsom toctuumm Poccuiickoit deaepaumm 5 niona 2003 r. N 4641);

MpuKas MuHucTepcTBa 34paBooxpaHeHma Poccuitckolt ®epepaumm ot 19 aekabpa 2003 r. N 608
"O BHeceHUM u3MeHeHW B lMpukas MwuH3gpaBa Poccum ot 23.08.99 N 328" (3aperuncTpupoBaH
MuHucTepcTBOM tocTUumMKM Poccuitickon depepauymm 21 ausapa 2004 r. N 5441);

MprKas MuHKCTepCTBa 34PaBOOXPAHEHUS U COLMANBLHOMO pa3BuTMA Poccuiickon Pepepaumm ot
22 HosA6ps 2004 r. N 257 "O BHeceHun gonosaHeHnn B Mpukas MuHsgpasa Poccum ot 23 aBrycta 1999
roga N 328 "O paLMOHaNIbHOM HasHaYeHWM IeKapCTBEHHbIX CPEACTB, NPaBMAaX BbINMUCbIBAaHUSA PeLenToB
Ha HWX W NOPAAKE WX OTNYCKA anTeYHbIMW yupexzeHuamu (opraHusaumsamu)" (3apermcTpuposaH



MuHucTepcTBoM tocTuumm Poccuitickon depepaumm 30 Hoabps 2004 1. N 6148);

Mpuka3 MuHUCTepCTBa 34,paBOOXPAHEHMA U COLMANbHOrO passuTmna Poccuiickoint ®epepauunn ot
16 mapta 2005 r. N 216 "O BHeceHun uameHeHua B [lpmMKkasz MuHUCTEpPCTBA 34PaBOOXPaAHEHMUA
Poccuiickon ®epepaumm ot 23 asrycta 1999 roga N 328 "O pauMoHanbHOM HasHa4YeHUM TIEKAPCTBEHHbIX
CpeacTB, NPaBUAAX BbINUCbIBAHUA PELLENTOB HA HUX U NOPAAKE MX OTMYCKA anTeYHbIMU YUYperK4eHNAMM
(opraHusaumamum)" (3apernctpupoBaH MuHUCTepcTBOM tocTUUMKM Poccuiickon ®denepauun 8 anpens
2005 r. N 6490);

Mpuka3 MuHUCTepCTBa 34,paBOOXPAHEHMA U COLMANbHOro passuTma Poccuiickont ®epepauunn ot
29 anpena 2005 r. N 313 "O BHeCceHUM WU3MeHeHWN B WMHCTPYKUMIO O nopagKke HasHayeHus
JIEKapCTBEHHbIX CPeACTB U BbIMUCbIBAHUA PELLENTOB Ha HWX, YTBEPXKAEHHYI0 MNprkasom MuHucTepcTBa
3apaBooxpaHeHuna Poccuiickoli ®degepaumm ot 23 asrycta 1999 r. N 328" (3aperunctpupoBaH
MuHucTepcTBOM tocTuummn Poccuitckont Pepepaumm 20 masa 2005 r. N 6607);

NyHKT 2 [lpuKasa MwuHUCTEPCTBA 34paBOOXPAHEHMA W COUMANbHOFO pPasBuTMA PoccuiicKkoi
depepauum o1 14 pekabpa 2005 r. N 785 "O nopsagKe OTNycKa JIeKAPCTBEHHbIX cpencTs”
(3apernctpupoBaH MuHucTepcTsom toctmumm Poccuiickoit deaepaunn 16 sHeapsa 2006 r. N 7353);

Mpuka3 MuHUCTepPCTBa 34,paBOOXPAHEHMA U COLMANbHOTO pas3suTma Poccuiickont ®epepauunu ot
13 wuioHs 2006 r. N 476 "O BHeceHUM u3MeHeHuit B [puKas MUHUCTEPCTBA 34PaBOOXpPaHEHUA
Poccuiickon ®epepaunn ot 23 asrycta 1999 r. N 328 "O paumoHanbHOM HaszHaYe€HUM NeKAPCTBEHHbIX
CpeacTB, NPaBUAaxX BbINUCbIBAHUA PELLENTOB HA HUX U NOPALKE MX OTMYCKA anTeYHbIMU YYpeKAEeHNAMM
(opraHusaumamum)" (3apeructpupoBaH MuHUCTEPCTBOM tocTMLMK Poccuitickolt Pegepauumn 13 unrons
2006 1. N 8044);

Mpuka3 MuHUCTepCTBa 34,paBOOXPAHEHMA U COLMANbHOro passuTma Poccuiickonnt ®epepauunu ot
17 deBpana 2006 r. N 97 "O nopasKe BbINUCbIBAHUA PELLENTOB Ha JIEKAPCTBEHHbIE CPEACTBA OTAENbHbIM
KaTeropmam rparkaaH, UMelLWmX MNpaBo Ha MOJyYeHWe TroCyAapCTBEHHON COLManbHOM MNOMOLWM, B
paMKax  peanvs3auuu  OOMNOJHUTENIbHOTO  JIEKAPCTBEHHOTO  obecneveHuna”  (3apervcTpuposaH
MuHucTepcTBOM tocTuumm Poccuitickont Pepepaumnm 6 mapta 2006 r. N 7561).

Bpno MuHucTpa
B.N.CTAPOYEOB

MpunnoxkeHne N 1

K Mpukasy
MwuH3gpascoupassuTma Poccmu
oT 12 ¢pepans 2007 r. N 110

KoHcynbTaHTIAOC: NpUmedaHme.
Mpukasom MuHsgpasa Poccun ot 01.08.2012 N 54H yteepxaeHa ®opma N 107/y-HMM "CrneumnanbHbiit
peLenTypHbIN 61aHK Ha HAPKOTUYECKOE CPeACTBO UM MCUXOTPOMHOE BELLECTBO".

®OPMA
CNEUMUANBHOIO PELLENTYPHOIO BJIAHKA HA HAPKOTUYECKOE CPEACTBO
N NCUXOTPOMHOE BELLLECTBO

YTpatuna cuay ¢ 1 uona 2013 roaa. - NMpukas MuHsgpasa Poccmnn o1 01.08.2012 N 54H.



MpunnoxkeHne N 2

K Mpukasy
MwuH3gpascoupassuTma Poccnm
oT 12 ¢pepans 2007 r. N 110

KoHcynbTaHTMAOC: NprMeyaHue.

Mpukasom MuH3sgpasa Poccum ot 01.08.2012 N 54H ytBepxaeHbl Mpasuna odopmneHunsa ¢opmbl N
107/y-HN "CneuuanbHbii peuenTypHbiii 61aHK Ha HAapKOTMYECKOe CPeAcTBO WM MCUXOTPOMHOE
Belecrso".

MHCTPYKUMNA
NO 3ANONIHEHUIO ®OPMbI "CNELUMA/IbHbIA PELENTYPHbIN B/IAHK
HA HAPKOTUYECKOE CPEACTBO U NCUXOTPONHOE BELLLECTBO"

YTpatuna cuay ¢ 1 uona 2013 roaa. - NMpukas MuHsgpasa Poccmn o1 01.08.2012 N 54H.

MpunoxkeHne N 3

K Mpukasy
MwuH3gpascoupassutma Poccum
oT 12 ¢pepans 2007 r. N 110

KoHcynbTaHTlAOC: NpuMeYaHue.
Mpukasom Mwunsapasa Poccum ot 20.12.2012 N 1175H yTBepsaeHa Hosas ¢opma N 148-1/y-88
"PeuenTypHbiii 6aaHK".

PELIENTYPHbIN BNIAHK

Ytpatun cuny ¢ 1 vona 2013 roga. - Npukas Muusgpasa Poccnm ot 26.02.2013 N 94H.

MpunoxkeHne N 4

K Mpukasy
MwuH3gpascoupassutma Poccnm
oT 12 ¢peBpans 2007 r. N 110

KoHcynbTaHTlAKOC: NpumeyaHue.
MNpukasom MwuH3gpaBa Poccum ot 20.12.2012 N 1175H ytBepraeH [opagok odopmaeHus
peuenTypHbIX 6/1aHKOB, NX y4eTa U XPaHEHUS.

MHCTPYKUMNA
NO 3ANO/IHEHUIO ®OPMbI N 148-1/Y-88 "PELIENTYPHbIN BNIAHK"

YTpatnna cuay ¢ 1 uona 2013 roaa. - NMpukas MuHsgpasa Poccnn o1 26.02.2013 N 94H.

MpunoxkeHne N 5
K Mpukasy



MwuH3gpascoupassutma Poccum
oT 12 ¢pepans 2007 r. N 110

KoHcynbTaHTlAOC: NnpumeyaHue.
Mpukazom MuHsgpasa Poccum ot 20.12.2012 N 1175H yTBepskaeHa Hosaa ¢dopma N 107-1/y

"PeuenTypHblin 61aHK".

PELIENTYPHbIN BNIAHK

YTpatnn cnny ¢ 1 niona 2013 roga. - NMpukas MuHsgpasa Poccum ot 26.02.2013 N 94H.

MpunoxkeHne N 6

K Mpukasy
MwuH3gpascoupassuTma Poccnm
oT 12 ¢pepans 2007 r. N 110

KoHcynbTtaHTlAtOC: nprMmeyaHme.
Mpukasom MwuH3gpaBa Poccum ot 20.12.2012 N 1175H ytBepraeH [opagok odopmaeHus

peuenTypHbIX 61aHKOB, UX YYeTa 1 XpaHeHMS.

MHCTPYKLUMNA
NO 3ANO/IHEHUIO ®OPMbI N 107-1/Y "PELLENTYPHbIN BNAHK"

Y1patunna cuny ¢ 1 nona 2013 roga. - Npukas Munsgpasa Poccum ot 26.02.2013 N 94H.

MpunoxkeHne 7 He npumeHdAetca ¢ 1 uwona 2013 roga K NPaBOOTHOWEHWMAM, CBA3AHHbIM C
Ha3HayeHWeM U BbIMUCbIBAHMEM JIEKAPCTBEHHbIX MPEnapaToB U MegULMHCKUX usgenunin (Mpukas
MwuH3gpaBa Poccum ot 26.02.2013 N 94H). Mpukazom MuHzgpasa Poccum ot 20.12.2012 N 1175H
yTBepXaeHa Hosasa ¢opma N 148-1/y-04 (n) "PeuenTtypHblit 6aaHK".



MMHMCTEPCTBO 3OPaBOOXPAHEHUS
M COLUMaJIbLHOT'O Pa3BUTUSA
Poccurickoyn demepalum

Tamm

Konm mMemmumHCKOM opraHmMzanumnm

MpunnoxkeHne N 7
K MpnKasy

MwuH3apascoupassutma Poccnun

Cnu1COK M3MEHAIOLLMX AOKYMEHTOB
(B pea. Mpukasa MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

YTBEPXIEHA
[lpykasoM MmMHMCTEpCTBAa
30PaBOOXPAaHEHUSa M COLMAJIbHOT'O
paszeuTusa Poccuiickon demepaumm
or 12 derpans 2007 r. N 110

Kon dopmel mo OKYI 3108805

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

oT 12 ¢eBpana 2007 r. N 110

Kog Kateropum Kopa Ho3onormyeckom UCTOYHMK % onnatbl: Kog nekapcTteseHHOro npenaparta
rpa*kaaH dopmbl (no MKB-10) dUHaHCMpoBaHUA: (nopyepKkHYTDL) (3anonHseTcs B anTeke)
(nopyepKkHYTDL)
1. depepanbHbiii 1. becnnatHo
2. CybbekT PO 2.50%
S S S L L L L |3. MyHuumMnanbHbIN
PEIEIT Cepusa N IaTa BHIIMCKMA: | 200 r.




®.1.0. nmaumeHTa JaTa poxnoeHuAa

CHUAC

N cTpaxosoro
meauumuHCcKoro
noauca OMC:

Anpec mau N MeIMUMHCKOM KapThl aMOyJlaTOPHOTO MalMeHTa
(McTopMa paszBuTUA pebeHKa)
®.1.0. Bpaua

(kom Bpaua, obenbnmepa)
[loonuce M JM4YHAA IedaThb Bpauda (desnbnmepa) M.II.

PeuenT OeMcTBUTEJIeH B TeudeHue 1 Mecsua, 3 MecsleB (HeHYXHoe
33aYEPKHYTh)



OTnyweHo no peuenTy: Toprosoe HaMMeHOBaHME N A03NPOBKA:
Oata otnycka: "_ " 200_r. Konnuectso:
Mpwurotosun: Mposepwun: OTNycTMA:

KopeluoK peuenTypHoro 61aHka Cnocob npumeHeHus:

HanmeHoBaHMe nekapcTBEHHOro Npenapara: MpPoAOMKUTENBHOCTb __ AHeN
KonnyectBo npuemoB B AeHb: __ pa3

Jo3unposkKa: Ha 1 npuem: en.

MpunoxkeHne 8 He npumeHAetrca ¢ 1 uwona 2013 roga K NPaBOOTHOWEHWAM, CBA3AHHbLIM C
Ha3HaAYeHMEeM W BbIMUCbIBAaHMEM JIEKAPCTBEHHbIX MPenapaToB M MeaMUMHCKUX usgenuii (Mpwukas
MwuH3gpaBa Poccum ot 26.02.2013 N 94H). Mpukasom MuH3gpasa Poccum ot 20.12.2012 N 1175H

yTBepXaeHa Hosasa ¢opma N 148-1/y-06 (n) "PeuenTtypHblit 6aaHK".

MpunnoxkeHne N 8

K Mpukasy

MwuH3gpascoupassutma Poccnm
oT 12 ¢pepans 2007 r. N 110

CnNnCcoK n3meHALWMX 4OKYMEHTOB
(8 pea. Mpukasa MuH3sgpascoupassntma Poccum ot 20.01.2011 N 13H)

MUHMCTEPCTBO 3IOPaBOOXPAaHEHUI
Y COLMAJIbHOTO Pas3BUTUS

Poccurickonm denmepaumm MECTO IJIA
WTPUX-KOIA
—-=-=-=-= 1
L J YTBEPXIEHA
————— [lpyukasoM MmMHMCTEpCTBAa
MenmMumMHCKasa oOpraHM3alud 30PaBOOXPAaHEHUA M COLMAaJIbHOT'O
paszeuTua Poccuyickom denmepaumnm
or 12 dempansa 2007 r. N 110
Mramm
Konm OT'PH

Kon dopmer mo OKYI 3108805

dopma N 148-1/y-06 ()



Konm Kon HO3BOJOTHM- |VCTOUHMK OQOUHAHCU- $ omnJyaTe M3 |Peuent
KaTeropmm dYeCKOM (QOpPMBL pPOBaHMA: MCTOYHMKA nencT-
TpaxnaH (mo MKBE-10) 1) denepasbHBEM OKIXET | DMHAHCUPO- |BUTE-
2) OGomxeT CcyObeKTa BaHMA: JIeH B
Poccurickon demepaumm (1) 100% Teye-—
3) MYHMLMIIAJbHBIM 2) 50% Hue 1
oomkeT (HyXHOe T1o- |Mecsua
(HyXHOEe MNOOUYEepPKHYTb) |OUEPKHYTH)

PELEIT Cepwusa N oT

®./.0. naumeHTa

IaTa CHMIJIC

POXIeHUA

N cTpaxoBoro
MEeIUILIMHCKOTI'O

I1oJjimca

N MeIMLMHCKOM KapTH
pebeHka)

aMOyJIaTOPHOTO OOJBHOT'O (MCTOPMS Pa3BUTUA

®.1.0. Bpaua (denbnouepa)

Kon Bpaua (besnbmmepa)

BrInmmcaHo @

(BanoyHgeTCsa ChneuuajiuCTOM
AINTEYHOI'O YUPEeXIOeHU)

Rp: OTnylweHo IO peLenTy:
IJaTa oTnycka
Kon mnexapcTBeHHOTO
D.t.d. npenapara
JosupoBKa ToproBoe HaMMeHOBAaHUE
KomuuecTBO enmHMILL
Signa

[lognuce Bpada (dbesbmmepa)
M JIMMUHa4d IIedyaTb Bpaqa
(benpomepa)

KomnuecTBO
Ha ofbmywn cymMmMmy

M.II.

PeuenT pencTBUTEJIEH B

TeueHue 1 Mecsdua, 3 MecdueB (HeHyXHOoe
33a4YEepPKHYTH)

Kopemox PEIEITA Cepusa

N oT

Crnocob NnprMMeHEeHUS:
[MpOoOoIXUTEJIBHOCTb

nHerr HauMeHOBaHME JIEKAaPCTBEHHOTO

KommuecTBO NpMeMoOB B IEHb
Ha 1 npmewm:

: pas npenapara:
en. JosupoBKa:




MpunoxkeHne 9 He npumeHdAetrca ¢ 1 uwona 2013 roga K NPaBOOTHOWEHWMAM, CBA3AHHbLIM C
HasHa4YeHMEeM W BbIMUCbIBAaHWEM JIEKAPCTBEHHbIX MPEenapaTtoB U MeAMLMHCKUX usgennin (Mpukas
MwuH3gpaBa Poccum o1 26.02.2013 N 94H).

MpunnoxkeHne N 9

K Mpukasy
MwuH3gpascoupassutma Poccnm
oT 12 ¢pepans 2007 r. N 110

MHCTPYKUMNA
No 3ANONHEHUIO ®OPMbI N 148-1/Y-04 (1) "PELEAT"
1 ®OPMbI N 148-1/Y-06 (/1) "PELLENT"

CnU1COK U3MEHSAIOLWMX AOKYMEHTOB
(B pea. NpukasoB MuH3gpascoupasBmTma Poccum ot 25.09.2009 N 794H,
0T 20.01.2011 N 13H)

1. B BepxHem nesom yray ¢popmbl N 148-1/y-04 (n) "Peuent" n dopmbl N 148-1/y-06 (n) "Peuent"
(manee - peuenTypHbI 61aHK) NPOCTaBAAETCA WTaMN MeAUMUMHCKOW OpraHusauuu C yKasaHuem ee
HaMMeHOBaHUSA, aapeca, TenedoHa, a TaKKe YKasblBaeTCsa Ko4 MeaMLLIMHCKOM opraHn3aLmu.

(8 pea. Mpukasa MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

B BepxHel vactu ¢opmbl N 148-1/y-06 (n) "Peuent" 0603Ha4e€HO MECTO AN HAHECEHUA LWITPUX-
Koaa.

2. OdopmneHune peuenTypHoro 61aHKa BKAOYAET B ceba LmdpoBoe KOANPOBAHME U 3aMOHEHME
6naHKa.

3. UudpoBoe KoampoBaHWe peLenTypHoro 6/1aHKa OCYLLECTBASETCA NO C/IeAyHoLWEen CXemMe:

npuv W3roToBAEHUM peuenTypHbiX O/aHKOB MevaTaeTcad Koh MeOMLMHCKOM OpraHusauuu B
cooTBeTcTBUU ¢ OCHOBHbIM roCyAapCTBEHHbIM PErucTpaunoHHbim Homepom (OFPH);
(8 peq. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

Bpay (penbawep) Ha ambynaTopHOM NMpueme BHOCUT Kog, KaTeropuu rpaxgaH (SSS), nmerowmx
NPaBO Ha EXEeMEeCAYHYIO AEHEXHyl BbinaaTy M obecnevyeHuMe NeKapCTBEHHbIMW Mpenapatamu B
COOTBETCTBUM CO CTaTbsimu 6.1 n 6.7 degepanbHoro 3akoHa oT 17 uona 1999 r. N 178-d3 "O
rocyapcTBeHHoM coumnanbHol nomowm" (CobpaHme 3akoHogaTenbcTBa Poccuiickoit Pegepaumm, 1999,
N 29, ct. 3699; 2005, N 1, cT. 25; 2006, N 48, cT. 4945), 1 Kog, Ho3on0rM4Yeckolr ¢opmbl (LLLLL) no MKB-
10 nyTem 3aHeceHMs KaxKaoi umdpbl B NyCcTble AYENKM, TOYKa NPOCTaBAAETCA B OTAEe/IbHOM AYeltKe.

(8 pea. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

NcTouHMK  PuHaHcupoBaHua (deaepanbHbii 6loaxker [1], 6loaKeT cybbekTa PoccuiicKol
depepauum [2], myHuumnanbHbii 6rogkeT [3]) M npoueHT onnatbl (6ecnnatHo [1], 50% [2])
YKa3bIBalOTCA NOAYEPKMUBAHUEM.

Mpu oTNycKe NeKapcTBEHHbIX NPenapaTos, BbiNnUcaHHbIX Ha popme N 148-1/y-04 (n) "Peuent”, B
anTeYHOW OpraHn3aLmMmn NPoOCTaBaAETCA Ko IeKAapPCTBEHHOrO npenapara.
(8 pea. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

4. 3anosHeHWe peuenTypHoro 61aHKa.

PeuenTypHbIli 61aHK BbINUCbIBAETCA B 3-X 3K3EeMMIAPaX, MMEIOWNX eUHYI0 CEPUID U HOMEP.
Cepua peuenTypHoOro 6naHka BKAOYaeT Kog cybbekTa Poccuiickoit degepauumn, COOTBETCTBYHOLLMINA



ABYM  nepBbiMm  umdpam  Obwepoccninckoro  Knaccudukatopa OOBEKTOB  afMUHMUCTPATUBHO-
TepputopmnanbHoro aeneHuns (OKATO). Homepa nprcBanBatoTca Mo NopasgKy.

MNpu odbopmneHun peuentypHoro 61aHKa YKasblBAlOTCA MOAHOCTbIO GaMWAMA, UMA, OTYECTBO
60/bHOrO, AaTa POXAEHMA, CTPAaxOBOW HOMEpP WHAMBUAYA/IbHOMO /AWMUEBOrO CYeTa rpagaHWHa B
MeHcMoHHOM doHae Poccuiickoit ®epepauuun (CHUAC), Homep CTPaxoBOro MeAMUMHCKOro nosauca
OMC, agpec unn Homep MegMULMHCKOW KapTbl ambynaTopHOro nauneHTa (MCTopumM pasBuTUA pebeHka).

B rpade "®.MN.0. Bpaya (penbawepa)" ykasbiBatoTca Gamuana n HUUManbl Bpada (benbawepa).
B rpade "Rp:" yKkasbiBatoTca:

- Ha NaTUMHCKOM f3blke HaMMEHOBaHWe JIeKapCTBEHHOro npenapata (MexAayHapoaHoe
HenaTeHTOBaHHOE MW XMMMYECKOe, IMBO TOProBoe), 3aperncTpupoBaHHoro B Poccuinickoi degepauymuy,
€ro 403MPOBKa U KOJINYECTBO;

(8 pea. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

- Ha PYCCKOM M/M PYCCKOM W HAUMOHA/IbHOM fA3blKax CMocob NpMMeEHEeHUA NeKapCTBEHHOro
npenapara.
(8 pea. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

3anpeLaeTcs orpaHNYMBaTLCA 0OLWMMM YKasaHUAMUN: "BHyTpeHHee", "U3BecTHO" 1 T.M.

PaspeluatoTca TONIbKO MPUHATbIE MPaBUIaMU COKpalleHMAa ob603HaYyeHUn; TBepAable M Cbinyyune
dapmaueBTMUecKkune cybcTaHumm BbinucbiBatotcs B rpammax (0,001; 0,5; 1,0), Kugkue - B MUIUAUTPAX,
rpaMmmax 1 Kannsx.

(8 pea. Mpukasa MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

Peuent nognucbiBaetca Bpadyom (denbaliepom) U 3aBepAeTcA €ro JIMYHOM neyaTtblo.
JononHnUTeNbHO peLenT 3aBepsaeTcA NevaTbio MeguUNHCKOM opraHmnsaumm "Ona peyentos”.
(8 pea. Mpukasza MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

Kog B rpade "Kog Bpaya (denbaluepa)” ykasbiBaeTca B COOTBETCTBMU C YCTaHOB/IEHHbIM OpraHOM
ynpaBieHua 3ppaBooxpaHeHnem cybbekTa Poccuiickon ®Pepepaumm nepedyHem KOLOB Bpayen
(benbalwepos), MMeOWMX NPaBO Ha BbIMUCKY JIEKAPCTBEHHbIX MPENapaToB B LEeNAX NpeaocTaB/ieHuns
rocyf,apcTBEHHOM COLMANbHON MOMOLM B BUAE HAabopa CouManbHbIX YCAYT.

(8 pea. Mpukasza MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

Mpu BbINWUCKE /IEKAPCTBEHHOrO MpenapaTa Mo peleHuto BpavyebHoM Komuccum Ha oboporte
peuenTypHoro 61aHKa CTaBUTCA cneuunanbHas oTMETKa (WTamn).
(8 peq. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

5. Mpun oTnycKe NeKapCTBEHHOro npenapaTta B anTe4YHOW opraHM3aLMmM Ha peLenTypHom BaaHKe
YKa3blBaloTCcA cBefeHMA O (aKTMYECKM OTMYLEHHbIX /IEKapCTBEHHbIX MpenapaTtax (meskayHapoaHoe
HenaTeHTOBaHHOE WM XMMMYeckoe, NMBO ToproBoe HaMMeHOBaHWe, [A03MPOBKA, KONUYECTBO) U
npocTaBNsAeTca gaTa oTnycKa.

(n. 5 B pea. MNpukasa MuHsapascoupassmuTnsa Poccun ot 20.01.2011 N 13H)

6. Ha peuenTypHOM 61aHKe BHU3Y MMEETCA JIMHUA OTPbIBA, PA3AeAtoWwasn peLenTypHbIi 6aaHK 1
KOPELLOK.

KopewoKk oT peuenTta BblgaeTcs 6onabHOMY (nuuy, ero npeacTasastolieMy) B anTeyHoW
OpraHM3auumM, HA KOpEeLlKe JeslaeTcA OTMEeTKa O HAaMMEHOBaHWM JIeKapCTBEHHOrO npenapara,
003MPOBKe, KoJsiMyecTBe, cnocobe npuMMeHeHMs, W OH ocTaeTca y 6onbHOro (nuua, ero
npeAcTaBAsAoWEro).

(8 pea. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)



7. PeuenTypHbIi 61aHK 3ano/IHAETCA MPU BbIMMCbIBAHUM SIEKAPCTBEHHbIX NpPenapaTos, U3genni
MEAMUMHCKOTO HA3HaYyeHWAa M ChneuMasn3npoBaHHbIX MPOAYKTOB feyebHOro nuTaHuA pna geten-
WHBA/IMA0B, BK/OYEHHbIX B NEPEYHU IeKAPCTBEHHbIX MPENapaToBs, U34e/ Nt MeaANLMHCKOro HasHa4yeHun
M CcneuvannmsnmpoBaHHbIX MPOAYKTOB Jle4ebHOro NUTaHWA AN OEeTen-UHBAIMGOB, YTBEPXKAAEMbIX B
YCTaHOBNEHHOM NOpPAAKE, 3 TaK¥Ke MHbIX NEKAPCTBEHHbIX NPenapaToB, OTNycKaeMblx 6ecnnaTtHo nam co
CKUAKOM.

(8 peq. Mpukasza MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

8. TpeboBaHMA, npenbABAAEMble K BbINUCbIBAHUIO U3AEANA MELUUMHCKOrO HasHayeHusa U
CNEeuUnann3npPoBaHHbIX MPOAYKTOB J/ie4ebHOro NUTaHUA AAA AETEN-UMHBANMAOB B pPaMKax OKasaHUsA
rocyf,apCcTBEHHOM COLMANbHOM NOMOLLM, aHANOTMYHbI TPeOOBaHMAM, NPeLbABAAEMbIM K BbIMUCbIBAHWUIO
JIeKapCTBEHHbIX MpenapaToB (3a UCKAYEHMEM OTMETKU BpayebHOoM Komuccum).

(B peq. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

9. OpraH ynpaBieHua 3gpaBooxpaHeHnem cybbekTa Poccuiickon degepaumm MOXKeET paspewlmnTb
M3roToB/IEHNE  PELLENTYPHbIX O/1aHKOB B  MEAUUMHCKMX OpraHM3aumsx € MCNosb30BaHUMEM
KOMMbIOTEPHbIX TEXHO/IOTUNA.

(8 pea. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

10. JonyckaeTca odpopmaeHMe BCEX PEKBU3UTOB peuenTypHbIX 61aHKoB popmbl N 148-1/y-06 (n)
"PeuenT" c UCNOSb30BaHMEM KOMMbHOTEPHbIX TEXHONOTUA.

11. Ha obopoTHOI cTopoHe peuenTtypHoro 61aHKka ¢opmbl N 148-1/y-06(n) nevataercsa Tabamua
CnefytoLero coaepaHma:
(8 pea. Mpukasa MuH3gpascoupassuTna Poccnm ot 25.09.2009 N 794H)



Mpurotosun MNposepun OTnyctun

12. Ha peuenTypHbix 6aaHkax ¢opm N 148-1/y-04(n) n N 148-1/y-06(n) BbiNnUCbIBaeTCA OAHO HaMMEHOBaHWE J/IEKApCTBEHHOro MpenapaTa, M34enus
MEANUMHCKOrO HasHaYeHMna UK Cneumnanm3MpoBaHHOro NpoayKTa AedebHoro nuTaHus.
(8 pea. Mpukasa MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

NcnpaBneHuA npm BbINUCbIBaHUU PeLENTOB HE A,0MYCKAKOTCA.
(n. 12 BBegeH Mpukasom MuH3gpascoupassuTna Poccum ot 25.09.2009 N 794H)

13. Cpok geiicteus peuenta (1 mecau, 3 mecsLa) yKka3blBaeTcs NyTem 3a4epKUBaHUS.
(n. 13 BBegeH Mpukazom MuH3gpascoupassuTmna Poccum ot 20.01.2011 N 13H)

MpunnoxkeHne 10 He npumeHsaeTca ¢ 1 uiona 2013 roga K NPaBOOTHOWEHUAM, CBA3AHHbIM C Ha3Ha4YeHMEeM U BbINMUCbIBAHMEM NEeKapCTBEHHbIX NpenapaTos U
MeaNUMHCKNX n3gennin (Mpukas MuHsgpasa Poccum ot 26.02.2013 N 94H).

Mpunoxenne N 10

K Mpukasy
MwuH3gpascoupassuTmna Poccnm
oT 12 ¢eBpana 2007 r. N 110

Cnu1COK U3MEHAIOLLMX AOKYMEHTOB
(B pea. Mpukasa MuH3gpascoupassuTua Poccum ot 20.01.2011 N 13H)

Kon dopmer mo OKYI
Kon yupexnmenma no OKIIO
MenuMuMHCKas OOKYMEeHTalMs
MMHMCTEPCTBO 3OPaBOOXPaHeHUs dopma N 305-1/y
M COLUMaJIbLHOTO Pa3BUTUSA YrBepxneHa IpukasoM



Poccurickoyn demepalum

(HauMMeHOBaHMEe MeIMLMHCKOM
opraHm3alunn)

bopmer N 148-1/y-04
"Peuent",

MuyHMCTepCcTBa 3OPaBOOXPaHEeHUA
1 COLMAJILHOTO pPasBUTUA
Poccurickoy Pemepalum

or 12 dempana 2007 r.

KypHam <*>

yueTa B MEIMUMHCKUX OpTaHM3alMax
bopmer N 148-1/y-88 "PeuenTypHuit OGjaHk",

(11)

"Peuent",

bopmer N 148-1/y-06

(1)

dopmer "CrneumaslbHEM pPeLeNTypHHM OJIaHK Ha
HapKOTUYECKOE CPEeICTBO M ICUMXOTPOINHOEe BemecTso"

N 110

Mpuxog, Pacxop,
n/n

nata N u parta obuwee cepuu u konmyectso | ®.1.0. n nognuce nata cepuau Ko/nyecTs ®.N.0. noanucb
perncTpauum | AOKYMEHTA, OT | KOAMYECTBO HoMepa 61aHKOB NO | OTBETCTBEHHOrO CILERTY HOoMep o OTBETCTBEHHOIO | OTBETCTBEHF

NPUXOLHOIO | KOFo NOCTYNWA | MOCTYNUBLUM | peuenTypHbl cepuam MEAMLMHCKOIO | peLenTypH | peuenTypHOr | BblAaHHbIX | MeAULMHCKOro o
LOKYMEHTA X X 6/1aHKOB paboTHMKa, bIX 0 6naHKa | peuenTypH paboTHMKa, MeAMNLMHCKC
peuenTypHbI noay4mBLIEro 61aHKoB bIX nosy4ymBLIEro pPaboTHMK:
X 6naHKoB peuenTypHble 61aHKoB peuenTypHble | NOoAy4YMBLUE
6.1aHKM 6.1aHKM peuenTypHE

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




<*> HypHan gonxkeH 6bITb NPOHYMepPOBaH, NMPOLHYPOBaH M CKpenJieH NOAMNUCbI0 PYKOBOAMUTENA
M neyaTbio MegULMHCKOM OpraHm3aLmu.

CornacosaHo

PykoBoauTensb (3amectutesnb
pykoBoautensa) ®CKH Poccum
O.H.XAPUYKWNH

12.02.2007

MpunnoxkeHne N 11

K Mpukasy
MwuH3gpascoupassuTma Poccnm
oT 12 ¢pepans 2007 r. N 110

XKypHan
yuyeTa B MeAULMHCKUX OPraHu3aLmax
dopmbi N 107-1/y "PeuenTypHblit 6naHK"

Ytpatun cuny ¢ 1 nona 2013 roga. - Npukas Muusgpasa Poccnm ot 26.02.2013 N 94H.

MpunnoxkeHne N 12

K Mpukasy
MwuH3gpascoupassuTma Poccum
oT 12 ¢pepans 2007 r. N 110

KoHcynbTaHTlAOC: NpumeyaHue.
Mpukazom MwuH3gpasa Poccum ot 20.12.2012 N 1175H yTtBepxaeH [lopAadoK Ha3HayeHuAa W
BbIMUCbIBAaHMA IEKAPCTBEHHbIX NPenapaTos.

MHCTPYKLUMNA
O NOPAAKE HASHAYEHUA NEKAPCTBEHHbIX MPEMAPATOB

YTpatuna cuay ¢ 1 uona 2013 roaa. - NMpukas MuHsgpasa Poccnn o1 26.02.2013 N 94H.

MpunoxkeHne N 13

K Mpukasy
MwuH3gpascoupassutma Poccum
oT 12 ¢pepans 2007 r. N 110

MHCTPYKUMNA
O NOPAAKE BbINUCbIBAHNA NEKAPCTBEHHbIX MPEMNAPATOB
MU O®OPMJIEHUA PELLENTOB U TPEBOBAHUN-HAK/IAHbIX



CNMCOK M3MEHALWMX LOKYMEHTOB
(B pea. NpukasoB MuH3gpascoupassmTma Poccum ot 27.08.2007 N 560,
o1 25.09.2009 N 794H, ot 20.01.2011 N 13H,
MpuKasa MuH3gpasa Poccum o1 26.02.2013 N 94H)

I. O6wme TpeboBaHMA BbIMUCBIBAHWA IEKAPCTBEHHbIX NPEnapaTos
(8 pea. Mpukasa MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

MyHKTbl 1.1 - 1.2 He npumeHAoTca ¢ 1 uona 2013 roga K NPaBOOTHOLWEHUAM, CBA3AHHbIM C
Ha3HaYeHMeM W BbIMUCbIBAaHMEM JIEKAPCTBEHHbIX MPEenapaToB M MeAMUMHCKUX usgenuii (Mpwukas
MwuH3gpaBa Poccum o1 26.02.2013 N 94H).

1.1. MNMpyK HaAMYUM COOTBETCTBYHOLLMX MOKA3aHUI rpaxaaHam, 06paTMBLLMMCA 338 MeAMULMHCKOM
NOMOLLbI0 B ambynaTOPHO-NMONUKAMHUYECKOE YUYpEeXKAeHMEe, a TaKKe B C/yyasax HeobxoammocTtu
NPOAOJIKEHMA JleYeHUA Noc/ae BbIMUCKM OONbHOTO W3 CTalLMOHApa Ha3HAYaloTCA JIeKapCTBEHHbIEe
npenapatbl 1 BbINUCbIBAOTCA PeLLenTbl HA HUX.

(8 pea. Mpukasza MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

1.2. 3anpewaeTca BbINMCbIBaTb peLenTbl:

Ha NleKapCTBEHHbIe MpenapaTbl, He pa3pelleHHble B YCTAaHOBNEHHOM MOpPAAKE K MeAULMHCKOMY
NPUMEHEHMUIO;
(8 peq. Mpukasza MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

npun oTCcyTCTBNN MegULLUHCKUX I'IOKa3aHVIl‘/JI;

Ha JIeKapCTBEHHble MpenapaTtbl, UCMO/Ib3yeMble TOJ/IbKO B MEAMULMHCKUX OpraHusauumsax (apup
HAPKO3HbIN, XN0p3TUA, GeHTaHUN (Kpome TpaHCAEepMaNbHOW NeKapcTBEHHOW ¢opMbl), COMBpPEBUH,
Kanuncon, $TopoTaH, KETaMWH U A4p.);

(8 peq. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

Ha HApKOTUYECKME cpencTBa M MNCUXOTPOMHbIE BewecTBa, BHeceHHble B Cnncok Il MNepeyHsa
HAPKOTMYECKMUX CPEeACTB, MCUXOTPOMHbIX BELLECTB WM UX MPEKYPCOPOB, MOANENKALMX KOHTPOIO B
Poccuiickon ®epepaummn, yTeepraeHHoro MoctaHoBneHnem MpasuTtenscTea Poccminckon ®egepaunm ot
30 utoHa 1998 r. N 681 (ganee - HapKOTUUYECKME CpencTBa U NCUXOTponHble Bewectsa Cnucka Il) - ana
NleYyeHma HapKOMaHWW;

Ha HapKoTUYeCKune cpeacTBa N NCUXOTPONHble BewecTsa cnUckos Il u Il - yacTHONpPaKTUKyOLWMM
Bpayam.

MyHKTbl 1.3 - 1.4 He npumeHAoTca ¢ 1 uona 2013 roga K NPaBOOTHOLWEHUAM, CBA3AHHbIM C
Ha3HaYeHMEeM W BbIMUCbIBAaHMEM JIEKAPCTBEHHbIX MPEnapaToB M MeauUMHCKUX usgenuii (Mpwukas
MwuH3gpaBa Poccum o1 26.02.2013 N 94H).

1.3. 3ybHble Bpauu, denbaluepbl, aKyLLIEPKM BbINUCbIBAOT 6O/bHBbIM peLenTbl Ha IeKapCTBEHHble
npenapaTtbl 33 CBOEN MOAMMUCbID MU C YKAa3aHMEM CBOEro MeAMLMHCKOrO 3BaHMA TO/IbKO B C/y4asnXx,
YKasaHHbIX B N. . 3.3, 3.6, 3.7.2 UHCTPYKUMN O NopAaKe HA3HAYEeHUA JIEKAPCTBEHHbIX MpenapaTos
(npunoxkenmue N 12).

(8 pea. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

1.4. Peuentbl 60/1bHbIM AO0J/KHbI BbINUCbIBATLCA C YKa3aHMeM BO3pacCTa nNauneHTa, nopAaaka
onnaTbl IeKapPCTBEHHbLIX MpenapaTtoB U C y4eToOM AEI‘/JICTBVIFI BXO4AWMNX B UX COCTaB UHIpeaANEeHTOB Ha



peuenTypHbiX 6naHKax, ¢opMbl KOTOPbIX YyTBEPKAEHbl MMUHUCTEPCTBOM 340aBOOXPAHEHUA U
coumanbHoro passutua Poccninickont ®eaepauuu (npunoxkenna N 1, 3,5, 7 n 8).
(8 pea. Mpukasza MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

MyHKT 1.5 He npumeHaeTca ¢ 1 uiona 2013 roga K NpaBOOTHOLEHUAM, CBA3AHHbIM C Ha3HaYeHneM n
BbINMUCbIBAaHNMEM JIEKAPCTBEHHbIX NPENapaToB U MeAULMHCKUX usgenui (Mpukas MuHsapasa Poccum
0T 26.02.2013 N 94H).

1.5. PeuentypHble 6naHknM ¢opmbl N 148-1/y-88 (npunoxkenne N 3) npegHasHadeHbl A/A
BbIMMCbIBAHWA M OTMYCKA:

- MNCUXOTPOMHbLIX BewecTs, BHeceHHbIx B Cnncok Il [lepeyHA HAPKOTUYECKUX CpeacTs,
NMCUXOTPOMHbIX BELLECTB U UX MPEKYPCOPOB, MOANENALLMX KOHTponto B Poccuiickont ®Pepepauuuy,
yTBepKaeHHoro MoctaHoBneHnem MpasutenbctBa Poccuiickon ®epepaumm ot 30 mioHsa 1998 r. N 681
(manee - ncuxoTtponHble BewectBa Cnwcka ll), 3aperncTpupoBaHHbIX B YCTaHOB/JIEHHOM MOpPsAKe B
KayecTBe JIeKapCTBEHHbIX MPenapaTos;

(B peq. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

- MHbIX JIEKAPCTBEHHbIX CPeACTB, MOA/IeXKALNX NPeSMETHO-KONNYECTBEHHOMY YYeTY;
(8 peq. Mpukasza MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

- aHabonnyeckmx cteponaos.

[Nna BbINUCbIBAHWUA M OTNYCKA IEKAPCTBEHHbIX NPenapaToB A1 ambynaTopHOro eYeHuns rpaxaaH
B PaMKax OKa3aHWA rocyapCcTBEHHON CoLManbHOM NOMOLLM U TpaXKaaH, MMeoLWUX NpaBo Ha NoayYyeHune
JIeKapCTBEHHbIX NpenapaTos 6ecniaTHO M CO CKUAKOW, NpeAHa3HavyeHbl peuenTypHble 61aHku dopmbi N
148-1/y-04 (n) v peuenTypHble 6naHku popmbl N 148-1/y-06 (n) (npunoxkerna N7 un 8).
(8 peq. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

Bce ocTanbHble IeKapCTBEHHbIE NpenapaTbl BbINUCLIBAOTCA Ha peuenTypHbiXx 61aHKkax ¢opmbl N
107-1/y (npunoxeHue N 5).
(8 pea. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

MyHKTbl 1.6 - 1.7 He npumeHAwoTca ¢ 1 uona 2013 roga K NPaBOOTHOWEHUAM, CBA3AHHbIM C
HasHaYeHMEeM W BbIMUCbIBAaHWEM JIEKAPCTBEHHbIX MPEenapaTtoB U MeAMUMHCKUX usgennin (Mpukas
MwuH3gpasa Poccum o1 26.02.2013 N 94H).

1.6. HapkoTuyeckne cpeacrsa M ncuxoTponHble Bewectsa Cnucka |, 3apernctpupoBaHHble B
KayecTBe J/IeKapCTBEHHbIX CPeACTB B YCTAaHOB/JEHHOM 3aKOHOAaTesnbCTBOM Poccuiickon Pepepaumum
nopaaKe, AOMKHbI BbINMCbIBAaTLCA Ha CMeLManbHbIX peLenTypHbiX 61aHKax Ha HApPKOTUYECKOoe CPeacTBO
W NCUXOTPONHOE BelecTBo (npunoskeHue N 1).

1.7. MNMpwv BbINUCbIBAHUWN peuenTa Ha JIeKAPCTBEHHYIO NPONUCL MHAMBUAYA/ILHOIO NU3rOTOBAEHMA,
cogepxKallylo HapKOTUYecKoe CpeacTBO WM  ncuxoTponHoe BewectBo Cnucka 1l, n  gpyrue
dbapmaKkosormyeckme akTMBHblE BELLECTBA B [03e, He MpPeBbIWaloLeld BbICWIYO Pa3oByo 403y, U Npu
YCNOBMU, YTO 3TO KOMOMHUPOBAHHOE NIEKAPCTBEHHOE CPEACTBO HE ABAAETCA HAPKOTUYECKMM CPEACTBOM
WMAW NCUXOTPONHbIM BewectBom CnucKa |l, cnegyeTt ncnonb3oBaTb peLenTypHbiit 61aHK ¢opmbl N 148-
1/y-88.

3TW peuenTbl 4ONXHblI OCTaBaTbCA B aNTEYHOM OpraHM3auMu 4AA NpegmeTHO-KOJIMYEeCTBEHHOro
yJeTa.
(B peq. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)



MyHKTbl 1.8 - 1.10 He npumeHatoTca ¢ 1 uiona 2013 roga K NpPaBOOTHOLWIEHMAM, CBA3AHHLIM C
Ha3HaYeHMEM W BbIMUCbIBAaHWEM JIEKAPCTBEHHbIX MPernapaTtoB U MeaMUMHCKUX usgennin (Mpukas
MwuH3gpaBa Poccum o1 26.02.2013 N 94H).

1.8. I'IpM BbIMUCbIBAaHUN peuenTa Ha NeKapCTBEHHYIO NpPponucb MHAMBUAYA/IbHOIO U3roToB/1IEHUA
Ha3BaHNA HAPKOTUYECKUX CPeacCTB U MCUXOTPONHbLIX BelleCTtB CNUCKOB 1 v 1, NHBbIX NNeKapPCTBEHHbIX
cpencTs, nognexXawnx npegmeTHo-Konn4yeCtBeHHOMY yyeTy, NUMuyTca B Ha4vase peuenTta, 3aTemM - BCe
OCTa/ibHble MHIpeaneHTbI.

1.9. BbinucbiBaa HapKoTUYecKoe cpeacTBO MM NCUXOTPOMNHOe BewwecTBo crnnckos Il u lll, uHble
JIeKapCTBEHHble CpeAacTBa, MogjeXKawue npeaMeTHO-KO/IMYECTBEHHOMY yyeTy, [03a KOTOpbIX
npeBblLWaeT BbICWIMA OAHOKPATHbIM Npuem, Bpay AO/KEH HAaMMcaTb 403y 3TOro CPeACcTBa UM BellecTBa
NPOMMCbIO M MOCTaBUTb BOCKAMLLATE/IbHbIN 3HAK.

1.10. He pa3spelwaeTca BbINMCbIBATb ONpeae/ieHHble IeKapCTBEHHbIE MpenapaTbl B O4HOM peLenTe
6onee TOro KoaiM4YecTsa, KOTopoe yKasaHo B npuaoxKeHuun N 1 K HacToswen UHCTpyKumK.
(8 pea. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

MyHKkTbl 1.11 - 1.12 He npumeHAtoTca ¢ 1 uona 2013 roga K NPaBOOTHOLWEHUAM, CBA3AHHbLIM C
HasHaYeHMEeM W BbIMUCbIBAaHWEM JIEKAPCTBEHHbIX MPEenapaTtoB U MeAMUMHCKUX usgennin (Mpukas
MwuH3gpaBa Poccum o1 26.02.2013 N 94H).

1.11. Hopmbl BbINUCbIBAHMA M OTNYCKA HapKOTMYeCcKux cpeacts Cnucka I, npousBogHbIX
6apbuTypOBOI KMUCNOTbI, MHbIX IEKAPCTBEHHbIX CPeACTB, Noajexawmx npesmeTHO-KOANYeCTBEHHOMY
yyeTy, ANA UHKYPabenbHbIX OHKONOIMYECKMX U FeMaToNornMyecknx 60/bHbIX MOryT H6biTb yBEMYEHbI B 2
pasa no CpaBHEHMUIO C KOIMYECTBOM, YKa3aHHbIM B npunoxeHum N 1 K HacToswwen MHCTpyKuuu.

1.12. CoctaB J/ileKapCTBEHHOro npenapata (B ciayyae KOMOMHMPOBAHHOTO npenapara),
obo3HayeHMe neKkapcTBeHHON ¢opmbl M obpalieHne Bpayva K dapmaueBTnyeckomy paboTHUKY 06
W3roTOBJAEHWW U BblAaYe IEKAPCTBEHHOTO NpPenapaTa BbIMUCbIBAOTCA Ha IATUHCKOM A3blIKe.

(8 pea. Mpukasza MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

He ponyckaetcs coKpalieHne o603HavyeHUn 6AM3KMX NO HAMMEHOBAHWAM MHIPeAMEHTOB, He
NO3BONAOLWMX YCTAaHOBUTb, KAKOM MUMEHHO IEKAapPCTBEHHbIN Npenapar BbIMMCaH.
(8 peq. Mpukasa MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

Mcnonb3oBaHWe NAaTUHCKUX COKPALLLEHUI 3TUX 0603HaYeHMI pa3peLlaeTca TONbKO B COOTBETCTBUM
C COKpaLLEeHUAMM, NPUHATBIMU B MEAULMHCKOM M GapMaLeBTUYECKON NPaKTUKe, NpeayCMOTPEHHbIMM
npunoxeHnem N 2 K HactosALwen NHcTpyKummn.,

MyHKTbl 1.13 - 1.15 He npumeHaATca ¢ 1 uona 2013 roga K NPaBOOTHOLWEHUAM, CBA3AHHbLIM C
Ha3HaYeHMEeM W BbIMUCbIBAaHWEM JIEKAPCTBEHHbLIX MPEenapaTtoB M MeAUUMHCKUX usgennii (Mpukas
MwuH3gpaBa Poccum o1 26.02.2013 N 94H).

1.13. Cnoco6 npuvMeHeHUsa JNeKapCTBEHHOrO npenapata 0603HayaeTcs C YyKasaHWem A03bl,
4YacToTbl, BPEMEHW TMpuvemMa W ero JAAUTENbHOCTW, a [ANA  JIEKAPCTBEHHbIX MPenapaTtos,
B3aMMOAENCTBYOWMX C MULWEN, - BpEMEHU UX ynoTpebaeHma oTHOCUTEIbHO NpMeMa Nuwm (40 eabl, BO
Bpemsa eAbl, nocne egpbl).

(8 peq. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

1.14. Mpu HeobXOZMMOCTM 3SKCTPEHHOrO OTMYCKa JIEKAPCTBEHHOro mnpenapata 60/sbHOMY B
BEPXHEW 4acTu peuentypHoro 61aHKa npocTaBaaoTca obosHayeHua "cito" (cpoyHo) mam "statim"



(HemepneHHo).
(8 peq. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

1.15. TMpu BbINWUCbIBaHMM peLenTa KOAMYECTBO KUAKMX dapmaueBTUYecKux CcybcTaHLmin
YKa3blBaeTCA B MUNINMAUTPAX, TPaMMaX MAM Kanaax, a OCTajbHblX GapmaLeBTUYECKUX CYOCTaHUMI - B
rpammax.

(B pea. Mpukasa MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

MyHKT 1.16 He npumeHseTca ¢ 1 nona 2013 roga K NpaBOOTHOLWEHMUAM, CBA3AHHbIM C Ha3HAYEHMEM U
BbIMMCbIBAaHWEM NEKAPCTBEHHbIX MPEenapaToB U MegUUMHCKUX usgennii (Mpurkas MuHsgpasa Poccum
0T 26.02.2013 N 94H).

1.16. CneumanbHble peuenTbl Ha HaPKOTMYECKOe CPeACTBO W MCUMXOTPOMHOE BELLECTBO
OeNCTBUTENbHbI B TeyeHue 5 AHel co AHA BbIMUCKU; peLenTbl, BbiNMCaHHble Ha peuenTypHbIX 61aHKax
¢dopmbl N 148-1/y-88, - B TeueHune 10 aHen.

Peuentbl Ha JleKapCTBEHHble npenapatbl (33 WCKAOYEHMEM MOANIEXKALUMUX NPEeAMETHO-
KO/IMYECTBEHHOMY y4eTy), BbiMMCaHHble Ha peuenTypHbiX 6aaHKax dopmbl N 148-1/y-04 (n) n dopmbl N
148-1/y-06 (n), ana ambynaTtopHOro JseYeHWA rpakaaH B pPamMKax OKasaHMA rocyaapCTBEHHOM
COUMaZbHOM MOMOLWM M TpaXKAaaH, MMEKWMX MNpaBO Ha MNOJAy4YeHWE JIeKapCTBEHHbIX NpenapaTos
6ecnnaTHO M CO CKMAKOM, AEeNCTBUTE/IbHbI B TeyeHMne 1 mecaua co AHA BbIMMCKKU, @ B CAy4ae BbINMUCKM
TAKUX PELLENTOB YKA3aHHbIM KaTeropuam rpaxaaH, 4OCTUIMM NeHCMOHHOro BO3pacTa, CPOK AeNcTBuUA
peuenTa cocTaBaseT 3 mecaua co AHA BbINUCKU. 1A NeYeHns 3aTAaXKHbIX U XPOHUYECKUX 3aboneBaHni
rpa)kgaHam NeHCMOHHOro BO3pacTa MOTYT BbINMUCbIBAaTbCA pPelenTbl HA IEKAPCTBEHHbIE MpenapaTtbl Ha
KypC nevyeHunsa o 3-x mecaLes.

(8 pea. Mpukasa MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

PeuenTbl Ha BCe OCTasibHble NEKAPCTBEHHbIE MpenapaTtbl 4ENCTBUTE/IbHBI B TEYEHME 2-X MECSLIEB
CO AHA BbIMUCKN.
(8 pea. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

PeuenTbl Ha Npon3BogHble 6apObUTYPOBOM KNCAOTbI, 3beapuH, nceBaoddpesprH B YNCTOM BULE U B
CMECH C APYrMMmn NeKapCTBEHHbIMW CPeaCcTBaMM, aHaboanyecKkne cTeponapl, KN03anuH, TMaHENTUH A4Ns
neyeHmnn BOJbHBIX C 3aTAMKHBIMM U XPOHUYECKMMM 33a60/1€BaHUAMM MOTYT BbINUCLIBATLCA HA Kypc
neyenma po 1 mecaua. B 3Tux ciayyasx Ha peuenTax AosiKHa 6biTb Hagnuce "lMo cneunanbHomy
HasHayeHuto", ckpeneHHasa NOANMCLIO Bpaya M NeYaTblo MeauLUMHCKON opraHmsaumm "Ons peuentos”.
(8 pea. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

MyHKT 1.17 He npumeHseTca ¢ 1 nona 2013 roga K NpaBOOTHOLWEHMUAM, CBA3AHHbIM C Ha3HAYEHMEM U
BbIMMCbIBAaHWEM NEKAPCTBEHHbIX MPEenapaToB U MeaUUMHCKUX usgennii (Mpurkas MunHsgpasa Poccum
0T 26.02.2013 N 94H).

1.17. Mpwn BbINUCBIBAHUN XPOHUYECKMM O0/IbHbIM PeLenToB Ha [FOTOBble J1EKAPCTBEHHbIE
npenapaTtbl M JIeKapCTBEHHble MNpenapaTtbl MHAMBUMAYA/ILHOTO M3rOTOBAEHMA BpayYam pas3pellaeTcs
yCTaHaB/AMBATb CPOK AENCTBUA peLenTa B npeaenax 4o O4HOro rofa, 3a UCKAoYEeHMEM:

(B peq. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

- IeKapPCTBEHHbIX CPeAcTB, nogiexalnx npegmeTHO-KoIn4yeCTtBeHHOMY yyeTy,
- IeKapPCTBEHHbIX NPEeNapaTos, o6nap,a+0u.|,14x aHabosimyeckoi dKTUBHOCTbIO;

- NNIeKapCTBEHHbIX NpenapaTtoB, OTMYyCKaeMbIX M3 anTeYHbIX opraHmaau,MVl no peuentam AnAa
aM6ynaTopHoro nevyeHnAa rpaxXgaH B PaMKaX OKasaHuA I'OCY,EI,apCTBeHHOﬁ cou,maanoﬁ nomown u“



rpa*kaaH, UMetoLLMX NPaBo Ha NoJly4YeHMe IeKapCTBEHHbIX CPeacTB 6ecnnaTHO U CO CKUAKOWM;
(8 pea. Mpukasza MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

- CMMPTOCOAEPKALLNX IEKAPCTBEHHbIX NPENapaToB MHAMBUAYA/IbHOTO N3rOTOBJIEHMA.
(8 pea. Mpukasa MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

Mpu BbINUCBIBAaHUM TaKUX PELENTOB BPay AO/KEH caenaTb NOMeTKy "XpoHuyeckomy 6onbHomy",
yKa3aTb CPOK AeNCcTBUA peuenTa U NepuoanyHOCTb OTNYCKa JIEKAPCTBEHHbIX NPENapaToB U3 anTeyHow
opraHM3aunn (exkeHeaeslbHO, EXKEMECAYHO U T.M.), 3aBepPUTb 3TO YKasaHWe CBOel Nognucbio U TNYHOW
neyaTblo, a TaKXKe nevyaTblo MeAnLMHCKOM opraHusaunm "Ona peyentos”.

(8 pea. Mpukasa MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

MyHKT 1.18 He npumeHseTca ¢ 1 nona 2013 roga K NpaBOOTHOLWEHUAM, CBA3AHHbIM C Ha3HAYEHMEM U
BbIMMCbIBAaHWEM NEKAPCTBEHHbIX MPEenapaToB U MeaUUMHCKUX usgennii (Mpurkas MuHsgpasa Poccum
0T 26.02.2013 N 94H).

1.18. PeuenT, He oTBeyaloWwmit XoTs Obl OAHOMY W3 MEPEYUC/IEHHbIX TpeboBaHU wan
coaeprKallmii HECOBMECTUMbIE IEKAPCTBEHHbIE CPEACTBA, CHUTAETCA HEAENCTBUTENBHbIM.
(8 pea. Mpukasa MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

B cnyyae BO3MOMKHOCTM YTOYHEHMA Yy Bpaya WAM  APYroro MegULMHCKOro paboTHMKa,
BbIMMCABLUEro peLenT, HAMMEHOBAHMA NIEKAPCTBEHHOrO Nnpenaparta, ero 403MPOBKU, COBMECTUMMOCTU U
T.N., PabOTHMK aNTeYHOMN OpraHM3aL MM MOMKET OTNYCTUTb JIEKAPCTBEHHDbIN NPenapaT NauneHTy.

(8 peq. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

Il. NopAaaoK BbINUCbIBAHUA peLenToB
Ha NeKapCcTBEeHHble NpenapaTbl 418 aMmby1aTOPHOro IeYeHus
rpa*kaaH B PamKax OKasaHWs rocyapcTBEHHOMN COLMANbHOM
NOMOLM U FPaXK4aH, UMEIOLWMX NPaBo Ha NoayYeHune
JIeKapCTBEHHbIX CpeacTB 6ecnnaTtHo 1 Co CKUAKOM
(B pea. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

MyHKT 2.1 He npumeHaeTca ¢ 1 unona 2013 roga K NpaBOOTHOLEHWUAM, CBA3AHHbIM C Ha3HaYeHNeM n
BbINMUCbIBAaHNMEM JIEKAPCTBEHHbIX NPENapaToB U MeAULMHCKUX usgenui (Mpukas MuHsapasa Poccum
0T 26.02.2013 N 94H).

2.1. CamocToATeNbHO  Nlevalmm Bpa4yoMm  uau Bpayom-crneumaanctom  nevyebHo-
NPOGUNAKTUYECKOTO YUYPEKAEHMA BbIMUCLIBAIOTCS PeLenTbl Ha JIeKapCTBEHHble npenapaTtbl Aas
amMmbynaTopHOro fleYeHUs rparkaaH B PaMKax OKasaHMA TOoCyAapCTBEHHON COLMANbHOM MOMOLLM U
rpa*kaaH, UMeoLWMX MPaBO Ha MOJIyYeHWe JIeKapCTBEHHbIX CPeacTB 6ecnnaTtHO U CO CKUAKOW, B
COOTBETCTBMM CO CTaHAApPTaMM MEAMUMHCKON MNOMOLUM, 33 MCKAOYEHMEM C/ly4aeB Ha3HayeHwus,
onpegeneHHblx NyHKTom 2.4.1 HacTosAwen NHCTpyKLmm.

(8 pea. Mpukasza MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

MyHKT 2.2 He npumeHaeTca ¢ 1 unona 2013 roga K NpaBOOTHOLEHWUAM, CBA3AHHbIM C Ha3HaYeHneM n
BbINMUCbIBAaHNMEM JIEKAPCTBEHHbIX NPENapaToB U MeAULMHCKUX usgenui (Mpukas MuHsapasa Poccum
0T 26.02.2013 N 94H).

2.2. MNpaBo CaMOCTOATE/IbHO BbIMUCHIBATL PELLENTbl A/1A MOJAYYEHUA B anTeYHOM OpraHusauuu
JIeKapCTBEHHbIX CPEACTB rpaykAaHamM B NopsAaKe, YCTaHOBAEHHOM M. 2.1 HacToswen UHCTPYKLMK, UMetOT
TaKxke:



(8 pea. Mpukasa MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

2.2.1. B npegenax cBoenm KomneTeHUUM Bpayu, paboTatowme B MegULMHCKON OopraHM3auum no
COBMECTUTE/IbCTBY;
(8 pea. Mpukasa MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

2.2.2. BpauuM CTaLMOHAPHbIX YYPEKAEHNIN COUMANBHOW 3aLUMTbI M UCTIPABUTENbHBIX YYPEXAEeHUI
HEe3aBWCMMO OT B4 OMCTBEHHOMN NPUHAL/IEKHOCTY;

2.2.3. Bpaun BeAOMCTBEHHbIX MOJMKAMHUK deaepanbHoro (cybbekta Poccuiickoli degepaumm)
NnoaYMHEHUSA:

- TparKgaHam, MMEeHLWMM CTaTyC Mo npodeccMoHaNbHOMY MpPU3HaKy, pacxoAbl Ha becniaTHoe
NekapcTBeHHOe obecrneyeHne KOTOpbIX B COOTBETCTBUM C 3aKOHOAaTebcTBOM Poccuiickoi ®epepaumnn
MOKPbIBAOTCA 33 cyeT cpeacTs dpeaepasnbHOro broaxeTa;

- WHbIM KaTeropuam rparkgaH, pacxoabl Ha becniaTHoe fiekapcTBeHHOe obecrneyeHne KOTopbIX B
COOTBETCTBUM C 3aKOHOAATEIbCTBOM Poccuiickolt depepaunm NOKPLIBAKOTCA 33 CHET CPeacTs bioaKeToB
Pas/IMYHbIX YPOBHEN U 06A33TENBHOTO MEAULMHCKOTO CTPAxOBaHWA MO COI/AacoBAaHWMIO U B MOPSLKE,
onpegenseMoM OpraHamu WCNOJIHUTENIbHOW BnacTM cybbekTa Poccuiickon depepaunn, ecam B
blogyKeTax COOTBETCTBYHOWMX denepasbHbIX OpraHoB WCMNOJHUTE/IbHOW BAACTM  He  BblgesieHbl
¢bUHaHCOBbIE CPeACTBA HA 3TU Lenv;

2.2.4. YacTHOMpPaKTUKytowWmMe Bpayu, paboTatowme no [OroBopy C TEPPUTOPMA/IbHbIM OpraHOM
ynpasneHua 34paBooXpaHeHMem W/uav TeppuTopuanbHbiM GOHAOM 0653aTE€NbHOr0 MeaULMHCKOro
CTPaxOBaHMA WM OKasblBaloWMe MeLUUMHCKYI0 MOMOLLb FPa*kKgaHAaM B PaMKax NMPOrpaMmbl OKa3aHMUA
rocy4,apCcTBEHHOM COLMANbHOM NOMOLLM U FpaXKgaHam, MMEOLWMM NPaBo Ha NoJly4YeHMe IeKapCTBEHHbIX
npenapaToB 6ecnaaTHO U CO CKUAKOWN.

(8 pea. Mpukasza MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

MyHKT 2.3 He npumeHaeTca ¢ 1 uniona 2013 roga K NpaBOOTHOLWEHWUAM, CBA3AHHbIM C Ha3HaYeHneM n
BbIMMCbIBAaHWEM NEKAPCTBEHHbIX MPEenapaToB U MegULMHCKUX usgenunii (Mpukas MunHsgpasa Poccum
0T 26.02.2013 N 94H).

2.3. B 0cobbix cnyyanx (NpoXuBaHUE B CE/IbCKOM MECTHOCTH, T4e HaxoaUTCA TO/IbKO MeaANLMHCKasA
opraHMsaums nam ee obocobneHHoe nogpasgeneHme, He UMeloLLLee Bpaya) peLUenTbl Ha IeKapCTBEHHble
npenapatbl 414 ambynaTOPHOro JIeYeHUA rparkaaH B pamMKax OKasaHUsA rocyfapCTBEeHHOM CounanbHOM
NMOMOLLM W TpaXAaH, MMelLMX NPaBo Ha MOJyYeHWe JIeKapCTBEHHbIX NpenapaTtoB 6ecniaTtHo M co
CKMAKOW, MOryT 6biTb BbIMMCaHbl CAMOCTOATENIbHO BeAylWMM npuem ¢enbilepoMm UAM aKylepKoin
TaKoW MeANUMHCKOW OpraHM3aummn B COOTBETCTBUM ¢ M. 2.1 HacToAwen MHCTpYKUMuU.

MepeyeHb MeAMUMHCKMX OpraHusauui M MOpPALOK NeKapcTBeHHOro obecneyeHWA YKasaHHbIX
rpa*kaaH onpenenarnTca OpraHOM MCMNONHUTENBbHOM BAacTn cybbekTa Poccuninckoit Pepepaumm B chepe
34,paBOOXPAHEHWA.

(n. 2.3 B pea. Mpurkasa MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

MyHKT 2.4 He npumeHAeTca ¢ 1 nona 2013 roga K NpaBOOTHOLWEHUAM, CBA3AHHbIM C HA3HAYEHUEM U
BbIMMCbIBAaHWEM NEKAPCTBEHHbIX MPenapaToB U MeguLMHCKUX usgennii (Mpukas MuHsgpasa Poccum
0T 26.02.2013 N 94H).

2.4. BbinucbiBaHUe peuenToB Ha JeKapCTBeHHble npenapatbl ANA aM6ynaTopHoro nevyeHunaA
rpa*XfaH B pamMKax OKa3aHUA I'OCVp,apCTBEHHOl‘/JI cou,maanoﬁ nomouwun un rpaxXaaH, Mmerwmnx npaso Ha
noay4vyeHue N1eKapCrBeHHbIX NPenapaTos 6ecnnaTtHo 1 co CKVILI,KOVI, ocyuiecrtesnaeTca:



(B peq. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)
2.4.1. Bpavyamm-cneumaancramm:

- Ha HapKoTUYeckne cpeacTsa 7 NpPOTUBOONYXO/NEBbIE npenaparbl
(oHKoNOrMUEecKkMm/remaTonormyeckmm 60sIbHbIM) - OHKOJIOrOM W/WAM FremaTtosiorom, Hedposiorom,
pPEeEBMaToNI0roM 1 Ap.;

- Ha UMMYHOMOAYNATOPbI - TEMaTONOrOM U/UAN OHKONOrOM (Noc/ie NPoBeAeHUA Ny4eBoi u/munm
XMMUOTEpPanuM, nepecagky KOCTHOTO MO3ra), MMMyHosiorom (6onbHbim CMUOom wan  gpyrumm
TAXKENbIMU HapyLWEeHUAMU UMMYHWUTETA), TPAHCMIAHTO/IOTOM (Nocae nepecagKku OpraHoB M TKaHeW),
PEBMaTO/IONOM U UHBIMW CMIEeLMaAINCTaMK;

- Ha NPOTMBOTYbEpKyNe3Hble Npenapatsb! - GTU3MATPOM;

- Ha npotmBoauabetmyeckme (60/MbHBIM CaxapHbIM AMabeTom) M MNpouMe JfieKapcTBEHHble
npenaparbl, BAMAIOWMNE HA SHOOKPUHHYIO CUCTEMY, - SHAOKPMHOJIOIOM, B NOpPAAKe, onpesesieHHOM B
nyHKTe 2.4 UHCTPYKUUM O NopagKe HasHauyeHUs eKapCcTBEHHbIX npenapaTtos (npunoxernune N 12).

(B pea. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

I'IpM OTCYTCTBUU YKa3aHHbIX CnelunannctoB BbIMUCbIBAHWE NbIFOTHbIX peuenTtoB B 3TUX Cay4daAaX
nponssoaunTCA nevyallmm Bpavyom no peweHno Bpa‘-IE6HOl‘/JI KOMUCCUN NONUKNTNHUKNU,

2.4.2. nevyawmm BPaYOM MAN BPaYOM-CMELMANMCTOM TOJIbKO MO PeELUEHM0 BpayebHoN Kommuccum
MeOMLNHCKOM opraHmnsaumm:
(8 peq. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

- Ha MNCcUXoTponHble BewectBa cnuckos Il v Ill, nHble nekapcTBeHHble cpeacTBa, nognexalume
npeaMeTHO-KO/IMYECTBEHHOMY YYeTy, aHaboanyeckme cteponabl;

- Ha Hapkotuueckme cpeactBsa Cnmucka Il 60abHbIM, He CTPagaloWMM OHKOIOrMYECKUM
(remaTonorunueckmm) 3abonesaHnem;

B cBA3K c gonyuweHHoW onevyaTtkon nucemMom MuH3apascoupassutua Poccum ot 24.05.2007 N 4185-
BC, kKoTopoe He npoxoauno peructpaumio B MuHocTe PoccuM, YTOYHEHO, 4To "Bpay MoXKeT
CaMOCTOATENbHO BbINUCbIBAaTb OAHOMY 6OO0nbHOMY He 60see 5 HaMMeHOBaHUIM /IEKAPCTBEHHbIX
CpencTB eaMHOBPEMEHHO (B TeYeHMe CyTOK) U He 6osiee 10 HaumeHoBaHWM B TedeHne 1 mecaua. Mpwm
BbIMMCbIBAaHUM 60/IbLLETO KOIMYECTBA IEKAPCTBEHHbIX CPEACTB Bpay 065A3aH COracoBaTb Ha3HaYeHue
C BpayebHOM Komuccuen ne4yebHo-NpodrUAaKTUYECKOTO yupexaeHnsa".

- Ha JIeKapCTBEHHble MpenapaTtbl, Ha3HaYaemble fevyalMm BPaYyoOM M BpayYaMM-CreLnanncramu,
oAHOMY 60NbHOMY B KOJIMYECTBE NATU HAaMMEHOBaHMI U 6osee OAHOMOMEHTHO (B TeYeHWe OAHUX
CYTOK) U/ CBbILLIE AECATU HAMMEHOBaHWUI B TeYeHMe O4HOro MecaLa;

(8 pea. Mpukasos MuH3gpascoupassuTna Poccnm ot 25.09.2009 N 794H, ot 20.01.2011 N 13H)

- Ha JNeKapCTBeHHble npenapatbl B Cay4aaxX HETUNUYHOro TeyeHUuA 60ﬂe3HM, npn Hananynu
OC/IO}KHEHWI OCHOBHOrO 3abosieBaHuA VI/I/II'II/I CoYeTaHHbIX 336OHEBaHMﬁ, npn HasHa4yeHUU OonacHbIX
KOM6MHaLI,VIVI NNeKapCTBEHHbIX CPeACTB, a TaKXKe Nnpu VIHp,VIBVIp,yaI'IbHOﬁ HenepeHoOCMMOCTMU.

2.5. YTpatnn cuny. - Npukas MuHsgpascoupassutma Poccmm ot 27.08.2007 N 560.
MyHKT 2.6 He npumeHaeTca ¢ 1 uniona 2013 roga K NpaBOOTHOLWEHWUAM, CBA3AHHbIM C Ha3HaYeHneM n

BbIMMCbIBAaHUEM JIEKAPCTBEHHbIX NPEnapaTos U MeanUMHCKUX usgennin (Mpukas Munsapasa Poccum
0T 26.02.2013 N 94H).



2.6. He ponyckaeTtcs BbiNUCbIBaHWE PeL,enToB Ha NeKapCTBEHHble NpenapaTbl 419 ambynaTopHOro
NIeYeHUa rpaXkgaH B pamMKax OKasaHWA roCyAapCTBEHHOW COLMANbHOM MOMOLLM U TparkAaH, MMEeRLLMX
NpPaBo Ha NOAy4YeHWe NEeKAPCTBEHHbIX MpenapaToB 6ecniaTHO M CO CKMAKOWN, Bpayamu CaHaTOpPHO-
KYPOPTHBIX Y4YpexAeHWi, Bpayamu CTaLMOHAPHbLIX YYPEKAEHWM, B T.4. AHEBHbIX (33 UCKAOYEHMEM
CTAUMOHApPHbIX YYPEXAEHNN COLMaNbHON 3alMTbl), @ TaKkKe BpaYaMu MeOMUMHCKMX OpraHusauui B
nepuog HaxoKaeHns 60NbHbIX HA CTALMOHAPHOM JIEYEHUM B COOTBETCTBUM C AEMACTBYIOLLMM NOPSLAKOM.
(8 peq. Mpukasza MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

YaCTHONPAKTUKYOWMM Bpavyam 3anpeLLaeTca  BbINUCbIBAaTb pPeuenTbl Ha  JIeKapCTBEHHblEe
npenapaTbl 418 ambyfaTOPHOro NeYeHUs rpakgaH B PaMKax OKasaHWs rocyAapCTBEHHON COLMAIbHOM
NOMOLLM WM TPaXKAaH, UMEOLWMX NPaBO HA MOJlyYeHWEe NeKapCTBEHHbIX NpenapaTtoB H6ecniaTHO U co
CKMAKOM, 32 UCKHOUYEHNEM C/TyHaAEB, YKa3aHHbIX B NyHKTe 2.2.4 HacToswen NHCTpYKumMK.

(B peq. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

MyHKT 2.7 He npumeHaeTca ¢ 1 uniona 2013 roga K NpaBOOTHOLWEHUAM, CBA3AHHbIM C Ha3HaYeHneM n
BbIMMCbIBAaHWEM NEKAPCTBEHHbIX MPEenapaToB U MegULMHCKUX usgennii (Mpukas MuHsgpasa Poccum
0T 26.02.2013 N 94H).

2.7. HasHayeHMe neKkapCTBEHHbIX NpenapaTtoB A4/1a amby/naTOPHOro JIeYeHUs rpaxgaH B pamKax
OKa3aHMA rocy4apCTBEHHON COLMANbHOM MOMOLWM M TparKgaH, MMemLWMX MpaBo Ha MoJyyYeHue
NIeKapCTBEHHbIX MpenapaToB 6ecniaTHO M CO CKMAKOM, OTpaxaetca B MeAMUMHCKON KapTe
ambynaTopHoro 60/ibHOro B MOpAAKe, NpPeaycMOTpeHHOM nyHKTom 1.6 WMHCTpyKuMm o nopsake
Ha3HayeHMa JfleKapcTBeHHbIX npenapatoB (npuaoxenne N 12), nyHkTtamm 1.2 - 1.10 HacToAwweM
MHCTPYKLMK, C YKA3aHMEM HOMepa peLenTa M B TanoHe ambynaToOpHOro naumeHTa, YyTBEPKAEHHOM B
YCTaHOB/IEHHOM NopAAKe.

(8 pea. Mpukasza MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

Mpu BbINMCbIBAaHWMM PELLENTOB HAa JIeKAPCTBEHHbIE MpenapaTtbl A48 amMbynaTOpPHOro JfeyeHus
rpa*kaaH B pamKax OKasaHWA rocyAapCTBEHHOM COLMAIbHOM NMOMOLWM U FpaXkaaH, MMeoLWMX NpaBo Ha
noslyYeHne NIeKapCTBEHHbIX NpenapaTtoB 6ecnaaTHO M CO CKUAKOM, 006A3aTeNbHO YKa3blBAeTCs HOMep
TenedoHa, NO KOTOPoMy PabOTHMK anTe4yHOW OpraHM3aumM MOXKET COr/1acoBaTb C JIeYalUMM BPAYOM
(Bpayom-cneumannuctom, BpayebHON KOMUCCMEN MEAMUMHCKOW OpraHM3aummn) CUHOHUMUYECKYHO
3aMeHy JIeKapCTBEHHOrO npenapara.

(B pea. Mpukasa MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

MyHKTbl 2.8 - 2.9 He npumeHAwTca ¢ 1 uona 2013 roga K NPaBOOTHOWEHUAM, CBA3AHHbIM C
Ha3HaYeHMEeM W BbIMUCbIBAaHWEM JIEKAPCTBEHHbLIX MPenapaTtoB U MeAMUMHCKUX usgennii (Mpukas
MwuH3gpaBa Poccum o1 26.02.2013 N 94H).

2.8. PeuenT Ha peuentypHom 6naHke dopmbl N 148-1/y-04 (n) n N 148-1/y-06 (n) BbinucbiBaeTcA
Bpayom (dbenbalepom) B 3-x 3K3eMnaspax, C ABYMS 3K3eMnaapamn KoToporo 6osbHOM obpaliaeTca B
anTeyHyto opraHusaumto. MocnegHuin aK3eMnaAp peuenTa MNOAKAEMBAETCA B ambynaTOPHYO KapTy
60sbHOTrO.

(8 pea. Mpukasza MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

2.9. HapKoTuuyeckne cpeactsa u NncuxoTponHble Bewectea Cnucka Il gns ambynaTopHoro neyeHus
rpa*kaaH B pamKax OKa3aHWA rocyAapCTBEHHOM COLMANbHOM NMOMOLWM U FpaXKaaH, MMeoWwMX NpaBo Ha
NnoJslyYyeHne NeKapCTBEHHbIX NpenapaTtoB 6ecnnaTtHO U CO CKUMAKOM, BbIMMCbIBAKOTCA HA CheLMaibHOM
peuenTtypHom 6/1aHKe Ha HapKOTUYECKOoe CPeacTBO W MCUMXOTPOMHOE BELWECTBO, K KOTOpoMmy
OOMONHUTENBHO BbIMUCLIBAOTCA PeuUenTbl Ha peuentypHom 6aaHke ¢opmbl N 148-1/y-04 (n) wnam
dopmbl N 148-1/y-06 (n).

(B pea. Mpukasza MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)



McuxoTponHble BewectBa Cnucka lll, MHble neKapCTBEHHbIE CPEACTBa, NOANEKALME NpPesMeTHO-
KOZIMYeCcTBEHHOMY y4yeTy, aHabosmyeckme ctepouabl, NnpeaHa3Ha4YeHHble ansa ambynaTopHOro feveHus
rpaxgaH B paMkax rocyapCTBeHHOM COLMaNbHOM NOMOLLM U FPaXKAaH, UMEIOLMX NPaBo Ha NoayyYeHune
NIeKapCTBEHHbIX NpenapaTos 6ecnaaTHO M CO CKMAKOW, BbIMMUCbIBAOTCA Ha peuenTypHom 6naHke N 148-
1/y-88, K KOTOPOMY AOMOJHUTENLHO BbIMWUCLIBAIOTCA PeLenTbl Ha peuentypHom 6aaHke ¢opmbl N 148-
1/y-04 (n) unn dopmbi N 148-1/y-06 (n).

(8 peq. Mpukasza MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

MyHKT 2.10 He npumeHseTca ¢ 1 nona 2013 roga K NpaBOOTHOLWEHMUAM, CBA3AHHbIM C Ha3HAYEHMEM U
BbIMMCbIBAaHWEM NEKAPCTBEHHbIX MPEenapaToB U MeaUUMHCKUX usgennii (Mpukas MuHsgpasa Poccum
0T 26.02.2013 N 94H).

2.10. Ana obecneyeHNA HAPKOTUYECKMMM CPEACTBAMM U MCUXOTPOMHbIMM BelecTBamm H6osbHble
NPUKPENAAIOTCA K KOHKPETHON MeAMLMHCKOMW M anTe4yHoW OpraHuM3auuam Mo MecCTy XKUTeNbCTBa B
nopsaKe, onpesensemom opraHOM UCMONHUTEIbHOW BlacTU cybbeKTa Poccnitckoit ®epepaumn B chepe
34,paBOOXPAHEHWA.

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

KoHcynbTaHTlAOC: NpuMeYaHue.

C 1 wwona 2016 roga Ha M3roToBAEHME M OTMNYCK /NEKAPCTBEHHbIX MPenapaToB anTeYHbIMMU
OpraHM3auUuAMM U UHAUBMAYA/bHbIMA MNPEeANPUHMMATENAMU, B TOM YuUCe Mo TpeboBaHUAM-
HaKNa4HbIM MEeAMULUMHCKMX OpraHu3aumii pacnpocTpaHAatTca [paBuna M3roToBAEHMA W OTMYCKa
NIeKapCTBEHHbIX NpenapaTtos, yTB. [pnkazom MuH3gpasa Poccmm ot 26.10.2015 N 751H.

lll. Nopsgok obopmaeHus
TpeboBaHM-HaKNAAHbIX B aNTEYHYIO OPraHM3aLmnio Ha NoslyyeHume
JIeKapCTBEHHbIX NPenapaTos A1 MeAULUMHCKUX OpraHnsaLmi
(8 pea. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

3.1. Ons obecneyeHns ne4yebHO-AMATHOCTUYECKOTO Mpouecca MeAMUMHCKME OpraHM3auunm
NnoJly4yatoT JIeKAPCTBEHHbIE MpenapaTbl M3 anTeYHOM OpraHusaumm no TpeboBaHMAM-HaAKNALHbLIM,
YTBEPXKAEHHbIM B YCTAaHOB/IEHHOM NOpPAAKE.

(8 pea. Mpukasza MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

TpeboBaHMe-HaKNagHaA HA NOAYYEHME U3 aNTEeYHbIX OPraHM3aumii JIeKapCTBEHHbIX NpenapaTos
[O0/MKHA UMETb LUTaMM, KPYrayo nevyatb MeaUUMHCKOW OpraHusaumu, nognucb ee pyKoBoaAUTENs UM
ero 3amecTuTenn no ne4ebHom YacTu.

(8 pea. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

B TpeboBaHMU-HaKNAAHOM YyKa3blBAeTCs HOMeEpP, AaTa COCTaB/EeHMA OOKYMEHTa, OTnpaBuUTeslb U
noJsiydaTenb J€KapCcTBEHHOro npenapata, HauMeHoBaHWE IeKapCTBEHHOro npenapata (C yKasaHuem
[,031POBKU, POPMbI BbiNyCKa (TabaeTKK, aMny/ibl, Ma3u, CYNMno3nTOpPUM 1 T.M.), BUA YNaKOBKKN (KOPOBKM,
¢dnakoHbl, Ty6bl M T.n.), cnocob nNpumeHeHUs (oA MHBEKUUIA, ONA HAPYKHOFO NMPUMEHEHMUA, NpUema
BHYTPb, Ma3Hble Kanau u T.Mn.), KoJMYecTBo 3aTpeboBaHHbIX IeKaPCTBEHHbIX NPEenapaToB, KOJANYECTBO U
CTOMMOCTb OTMYLLEHHbIX IEKAPCTBEHHbIX NPenapaTos.

(8 pea. Mpukasza MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

HanmeHOBaHUA NeKapCTBEHHbIX NPENapPaToOB MULWYTCA Ha JJTATUHCKOM A3bIKE.
(8 peq. Mpukasa MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

TpeboBaHWA-HaKNagHble  HA  JIeKapCTBEHHble  CpPeacTBa,  Nojgjexalume  nNpegMeTHO-
KOJIMYECTBEHHOMY Y4YeTY, BbIMMCbIBAOTCA HA OTAE/bHbIX 61aHKax TpeboBaHNN-HAKNALHbIX A1A KaXK40M
rpynnbl NpenapaTos.



MegMuuHCKMe oOpraHu3auumM npu  COCTaBAEHUM 3aABOK HA HAPKOTMYEecKMe cpeactBa u
NCUXOTPOMHble BellecTBa cnmnckos Il m Ill Ao/MKHBI PYyKOBOACTBOBATLCA PaCcYeTHbIMW HOPMATMBAMM,
YTBEPXKAEHHBIMU B YCTAHOBJIEHHOM MOPAKE.

(8 peq. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

3.2. TpeboBaHWA-HAaKNagHble CTPYKTYPHOrO MOApasgeNeHns MeLWUMHCKOW  opraHusauuu
(kabuHeTa, oTaeneHWa W T.N.) Ha JIeKApPCTBEHHble NpPenapaTbl, HanpaB/ifemMble B aNTEYHYHO
opraHusauuto, obopmaAIOTCA B MOPAAKe, onpeaeneHHOM nyHKTom 3.1 HacToAwel WHCTpyKumu,
NMOAMMCLIBAOTCA PYKOBOAWTENIEM COOTBETCTBYIOLLEINO MOApasgeneHna v oGoOpMIAIOTCA LITAMIOM
MeAMLIMHCKOW OpraHm3aLmu.

Mpu BbINWCbIBAHUW IEKAPCTBEHHOMO NpenapaTa 418 UHANBMUAYANbHOIrO 60/IbHOr0 AONOAHUTENIbHO
yKasbiBaeTcs ero GaMuansa U MHULMaNbl, HOMepP UCTOpUM BonesHu.
(n. 3.2 B pea. Mpurkasza MuH3gpascoupassutna Poccum ot 20.01.2011 N 13H)

3.3. CromaTo/10rn, 3ybHble Bpayu MOryT BbINMUCbIBATL 3a CBOEM NOANUCLIO TpeboBaHMA-HaKNagHble
TONbKO HAa JIeKapCTBEHHblE NpenapaTtbl, NMPUMEHSEMble B CTOMATO/IOTMYECKOM KabuHeTe, 6e3 npasa
BblJA4YM MX NALMEHTAM Ha PYKW.

(8 pea. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

3.4. TpeboBaHMA Ha A40BUTble NIEKAPCTBEHHbIE CPEACTBA, KPOMe MOAMNUCU CTOMATo/Iora MU
3y6HOro Bpaya, A0/IXKHbI UMETb NOANUCL PYKOBOAMUTENS yupeskaeHUaA (0TaeNeHus) Uan ero 3aMmecTuTens
W KPYrAyto NevaTb MeguLMHCKON opraHm3aumm.

(8 pea. Mpukasza MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

3.5. TpeboBaHWA-HaKNafHble Ha OTMNYCK YaCTHOMPAKTUMKYIOLWMM Bpayam JIeKapCTBEHHbIX
npenapaToB (3a MCKAIOYEHWEM HAPKOTUYECKMX CPEACTB M MCUXOTPOMHbIX BewecTs cnvckos |l m lll, a
TaKXKe IeKapCTBEHHbIX MPENapaToB, COAEPKALLMX 3TV CPEACTBA U BellecTBa) 0GOPMAAIOTCA B MOPsAKe,
onpegeneHHom M. 3.1 - 3.4 HacToAwel MHCTPYKLMN, HAa OCHOBAHWKW 40r0BOPa KYMAM-NPOSAXKN MeEXAY
YaCTHOMPAKTUKYIOWMM  BPa4YomM UM anTeYHOW OpraHusaumen u  JAUUEH3MUM Ha  MELULMHCKYIO
[eATeNIbHOCTb, BblAAaHHOM B YCTaHOB/NIEHHOM MOpPAAKeE.

(8 pea. Mpukasza MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

3.6. B anTeyHbix oOpraHu3aumax TpeboBaHMA-HaKNagHble ne4yebHO-NPOPUNAKTUYECKUX
yupexaeHuit Ha oTNyCcK HapKOTUYECKMX CPEACTB U MCUXOTPONHbIX BewecTB cnmnckos Il u Il xpaHAaTca B
TeyeHue 10 neT, Ha OTNYCK UHbIX IEKAPCTBEHHbIX CPEACTB, NOAJIEXKALUNX NPeAMETHO-KOIMYECTBEHHOMY
yyeTy, - B TeyeHue 3-x NeT, OCTaJibHbIX TPynn JIEKapCTBEHHbIX MPenapaToB - B TeYeHUEe OLHOro
KaneHAapHoro roga.

(8 peq. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

3.7. TpeboBaHMA-HaKNagHble MEAMUMHCKUX OpraHuM3auuii O0NXHbl XPaHUTbCA B anTe4yHoM
OpraHu13aumnun B ycnoBusx, obecneynBatoymx COXpaHHOCTb, B COPOLLOPOBAaHHOM M ONeYaTaHHOM BUAE U
odopmMNATLCA B TOMA C YKa3aHMEM mecAaLa U roaa.

(B pea. Mpukasza MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

3.8. Mo wuCTeYeHMU CcpoKa XpaHeHusa TpeboBaHUA-HAKNALHbIE MOANEKAT YHUUTOXKEHUID B
NPUCYTCTBUN YNEHOB CO343BAEMOM B anTeYHON OpraHM3auMM KOMUCCUMM, O YEM COCTAB/AKOTCA aKThbI,
dopmbl KoTopbix NpeaycmoTpeHbl npunokeHnsamm N 3 u 4 K HacToswen MHCTPYKUMK.

(8 peq. Mpukasos MuH3gpascoupassuTna Poccnm ot 25.09.2009 N 794H, ot 20.01.2011 N 13H)

IV. KOHTpOb 3a BbINUCbIBAaHUEM peLLenToB
n TpeboBaHUI-HaKNAAHbIX Ha IeKaPCTBEHHbIE NpenapaThbl

(8 pea. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

4.1-4.4. Ytpatnam cuny ¢ 1 uona 2013 ropa. - Mpukas MuHsgpasa Poccun o1 26.02.2013 N 94H.



CornacosaHo

PykoBoauTensb (3amectutesnb
pykoBoauTtena) ®CKH Poccum
O.H.XAPUYKWMH

12.02.2007



MNPEAE/IBHO AONYCTUMOE KOJIMYECTBO
NEKAPCTBEHHbIX CPEACTB A/14 BbINMMUCbIBAHUA HA OAWH PELENT

CnNUCOK U3MEHAILWMX LOKYMEHTOB
(B pea. Mpnkasos MuH3gpascoupassuTna Poccum ot 25.09.2009 N 794H,
o1 20.01.2011 N 13H)

Nn/n HanmeHoBaHWe IeKapCTBEHHOIO dopma BbINycka 1 A03MPOBKaA Konunuecteo
cpeacTsa
1. BynpeHopduH Tabnetku ana 50 Tabn.
cybaunHreanbHoro npnema 200
MKI 1 400 mKr
2. BynpeHopduH PactBOp ANs MHbEKUUA,
amny/bl
300 mkr/mn 1 mn 30 amnyn
300 mKr/mn 2 mn 15 amnyn
3. BynpeHopduH TpaHcaepmanbHan
TepanesBTMYeCcKan cuctema
35 MKr/u 20 nnacr.
52,5 MKr/y 8 nnacr.

70 MKr/u 5 nnacr.

MpunnoxkeHne N 1

K MHCTpYKUUK O nopAaake
BbIMUCbIBAHUA IEKAPCTBEHHbIX
npenapaTos 1 obopMaEHUA peLenToB
N TpeboBaHMN-HaKNAAHbIX,
yTBEpKAEeHHOM MpuKasom
MwuH3apascoupassuTma Poccnm

oT 12 ¢peBpana 2007 r. N 110



OurnppokoaeunH-petapa (4K KoHTUHYC)

TabneTku 4Nna npMema BHyTPb

npunema 10 mr u 20 mr

60 mr
90 mr 40 Tabn.
120 mr 30 Tabn.
20 1abn.
5. Ounugonop(nuputpamma) PacTBOp 418 MHBEKUMIA, 50 amnyn
amnynbl 0,75% no 2 mn
6. MopdurHa rugpoxaopua, PactBOp N5l MHbEKUUA, 20 amnyn
amnyabl 10 mr B
1mn
7. OmHonNoH PacTtBOp 418 MHBEKUMIA, 10 amnyn
amnynbl 1% n 2% no 1 mn
8. MNpomenon (TpumenepmuamHa rmapoxnopua) TabneTkn Ana npruema BHyTpPb 50 Tabn.
25 mr
9. MNpomenon (TpumenepuamHa rmapoxnopua) PactBOp N5l MHbEKUUA,
amnynbl 11 2% no 1 mn 10 amnyn
WApnU-TIO6MKN 1 1 2% no 1 mn 10 wnpuu-TIo6MKOB
10. MopdoduHa cynboat (MCT KOHTUHYC UK apyrue TabneTkn 1 Kancybl
AHANI0TY NPOAO/IKUTENBHOCTLIO AENCTBUSA He NpPoAJ/IeHHOro AeNCTBUA ANA
meHee 12 yacos) npMema BHyTpb
10 mr 160 Tabn.
30 mr 60 Tabn.
60 mr 20 1abn.
100 mr 20 1abn.
200 mr 20 1abn.
11. Mpocmaon Tabnetkn gna 6ykKanbHOro 50 Tabn.




12. Mpocnaon PactBOp N5l MHbEKUUA, 50 amnyn
amnyabl 10 mre 1 mn
13. deHTaHUN TpaHcaepmanbHas
TepaneBTMYECKaa cucTema
12,5 mKr/uac 32 nnacr.
25 mKr/uac 16 nnacr.
50 mKr/uac 8 nnacr.
75 MKr/uac 5 nnacr.
100 mKr/uac 4 nnacr.
(n. 13 B pea. Mpukasa MuH3gpascoupassuTna Poccum ot 25.09.2009 N 794H)
14. KoaeuH (koaenHa docdarT) MopowwokK 0,2r
15. KombuHMpoBaHHbIe IeKapCTBEHHbIE Npenapatbl, | TabneTku, Kancyibl, PacTBopbI He 6onee 0,2 r <*>
coaepxatlime KogeuH (KogerHa docdar) nT.4.
(8 pea. Mprkasa MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)
16. STnunmopduHa rmgpoxnopua (ANOoHUH) MopoLoK 0,2 r <**>
17. AmdenpamoH (penpaHoH) Tabnetku, gpaxe 25 mr 50 1aba.
18. XanbumoH (Tprasonam) Tabnetkn 250 mKr 30 Tabn.
19. HaTtpusa okcnbytumpar PacTBop ansa npuema BHYTpb
66,7%, cnpon ana npuema 2 dnakoHa
BHYTPb 5%
20. ddeapuHa rmagpoxaopua n apyrme conv abeapuHa MopoLwoK 06r
21. TeodegpuH, TeodbeapuH-H, Heo-TeodpegpuH Tabnetku 30 Tabn.
22. ConytaH Pactesop 50 mn 1 dnakoH




23. Cna3smoBepasrmHd, CnasmosepanrnH-Heo Tabnetku 50 Tabn.
24, Jpyrne KOM6MHMPOBAHHbIE IEKAPCTBEHHbIE TabneTkn, NOPOLLKN U T.4,. 1 ynakoBKa
npenapaTbl, cogepxalwme apeaprHa rmapoxnopus,
M noasexkalwye npeamMmeTHO-KO/IMYEeCTBEHHOMY
yuyety
(8 pea. Mpukasa MuH3apascoupassnTma Poccum ot 20.01.2011 N 13H)
25. KombuHMpoBaHHbIe IeKapCTBEHHbIE NpenapaThl, Kancynbl, nOpoLWwKK, cmpon, 1 ynakoBKa
cogepalme ncesgoadespuHa rmapoxaopma u TabNeTKU, }KUAKOCTb AN1A
noasiexkauwume npeamMmeTHO-KO/IMYECTBEHHOMY y4YeTy npvema BHYTPb U T.A4.
(8 pea. Mprkasa MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)
26. KnodenuH Tabnetku 0,075 mr, 0,15 mr 1 ynakoBKa
27. MaxmkapnuHa rmgponoauns, MNopoLokK 12r
28. AHabosInYecKne ropMoHbI: TabneTku, pactsop Ans 1 ynakoBKa
MeTaHapocTeHosioH, OKcaHaposoH Petabonun, MHBEKLUUN N T.A4.
HanaponoH, ®eHobonunn, CunabonuH n apyrue
29. KombuHMpoBaHHbIe IeKapCTBEHHbIE NpenapaThl, Kancynbl, Tabnetkn, cupon, 1 ynakoBKa
cogepawme peHnANponaHoNaMUH U Kannetbl U T.4.
noasiexkauwue npeamMeTHO-KO/IMYECTBEHHOMY y4YeTy
(8 pea. Mpukasa MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)
30. deHobapbuTan Tabnetku 50 mr, 100 mr 10 - 12 TabneTtok
31. BeHsobapbuTtan (beHsoHan, bBeH3obamunn) Tabnetkn 50 mr, 100 mr 1 ynakoBKa
32. MNpumnaoH (FfekcamugmH, MuUconmH) Tabnetkun 125 mr, 250 mr 1 ynakoBKa
33. BytopdaHon (Ctagon, Mopaaon) PacTBop ANS UHBEKLNIA 2 10 amnyn




mr/mn 1 mn

<*> Npu BbINUCbIBAaHUK M OTMYCKE JIEKAPCTBEHHOrO NpenapaTta NPon3BOAMUTCA NepecyeT Ha YNCTOE BELLECTBO.
(8 pea. Mpukasa MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

<**> B rnasHbix Kaniaax M Massax OUOHWH MOXKET BbINMUCbIBAaTbCA B KOMMYECTBaxX A0 1 I NMpuM HaiMuMKM yKasaHuA Bpadya Ha peuente "Mo crneyuanbHomy
Ha3Ha4YyeHu", 3aBEePEHHOro NOAMNUCHIO N IMYHOM NeYaTbio Bpaya, nevyaTblo MeauumHCKoM opraHmsaunm "Ona peuentos”.
(8 pea. Mprkasa MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

MpumevaHue:

I'IpM BbIMUCbIBAHNN HAPKOTUYECKNX NEKAPCTBEHHbIX MPENapaTos, He NPeayCMOTPEHHbIX HAaCTOALWLKMM NpUaoKeHnem, nx npegenbHo Aonyctmmoe Koan4yecrtso

AnAa BbIMUCbIBAHMA B OAHOM peuenTte MOXeT B NATb pa3 npesBbillaTb Pa3oByO A03Y, YKAa3aHHYO B MHCTPYKUUKU MO meaNUUNHCKOMY NPUMEeHEHUIO BbIMCbIBAaEMOTo
NNeKapCTBEHHOro npenaparta.

(8 pea. Mpukasa MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

MpunnoxkeHne N 2

K MHCTpYKUUK O nopAaake
BbIMUCbIBAHUA IEKAPCTBEHHbIX
npenapatos 1 obopMIEHUA peLenToB
N TpeboBaHMN-HaKNAAHbIX,
yTBEpKAeHHOM MpuKasom
MwuH3apascoupassutma Poccnm

oT 12 ¢eBpana 2007 r. N 110

BAXHEMLLUME PELLENTYPHbIE COKPALLEEHUA



CokpalteHue MNonHoe HanuncaHue MNepesog
aa ana no, NOpPOBHY
ac.acid. acidum KucnoTa
amp. ampulla amnyna
aq. aqua BOAa
aqg. destill. aqua destillata AUNCTUIIMPOBaHHAnA BoAa
but. butyrum macno (Teepaoe)
comp., cps compositus (a, um) CNIOMKHbIN
D. Da (Detur, Dentur) Bblgai (nycTb BbiAaHO, NYyCcTb 6yAET BblAaHO)
D.S. Da, Signa Detur, Signetur Bbigaii, 0603Haub
MycTtb 6yaeT BbiAaHO, 0603HAYEHO
D.t.d. Da (Dentur) tales doses Bbigain (Myctb 6yayT BbiAaHbI) Takne A03bl
Dil. dilutus pa3BeAeHHbIN
div.in p.aeq. divide in partes aequales pasaenu Ha paBHble YacTu
extr. extractum 3KCTPAKT, BbITAXKKA
f. fiat (fiant) MycTb 0bpasyetca (obpasytoTca)
qtt. qutta, guttae Kanna, kKanam
inf. infusum HacTo
inamp. in ampullis B amnynax




in tabl. in tab(u)lettis B TabneTKkax
lin. linimentum *MUAKaa masb
lig. liquor *KUAKOCTb
m. pil. massa pilularum NUIOAbHAA macca
M. Misce, Misceatur Cmelwai (MycTb ByaeT cmelaHo)
N. numero YNCIOM
ol. oleum macno (3uakoe)
past. pasta nacra
Ppl. pilula nuaoNA
p.aeq. partes aequales paBHble Yactu
ppt., praec. praecipitatus OcakaeHHbll
pulv. pulvis MopowokK
g.s. quantum satis CkonbKo notpebyeTca, CKOIbKO Haa0
r., rad. radix KOpeHb
Rp. Recipe Bosbmu
Rep. Repete, Repetatur MosTopwu (MycTb 6yaeT NOBTOPEHO)
rhiz. rhizoma KOpHEeBMLLE
S. Signa, Signetur 0O603Haub (MycTb ByaeT ob603HaveHo)

sem.

semen

cemsa




simpl.

simplex

npocTo
sir. sirupus cmpon
sol. solutio pacTBop
supp. suppositorium cBeva
tabl. tab(u)letta Tabnetka
t-ra, tinct. tinctura HacTolKa
unqg. unquentum Mmasb
vitr. vitrum

CKNAHKa




MpunnoxkeHne N 3

K MHCTpYKUUK O nopAaake
BbIMUCbIBAHMA IEKAPCTBEHHbIX
npenapaTos 1 obopMIEHUA peLenToB
N TpeboBaHMN-HaKNAAHbIX,
yTBEpKAeHHOM MpuKasom
MwuH3apascoupassutma Poccnun

oT 12 ¢eBpana 2007 r. N 110

Cnu1COK M3MEHAIOLLMX AOKYMEHTOB
(B pea. Mpukasa MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

AKT
o6 YHUYTOXEHUN TpeGOBaHMﬁ—HaKHaHHEIX IJId TIIOJIy4YeHMA
HAPKOTUHUECKUX CpelnCTB UM IICUMXOTPOIIHEIX BeEUEeCTB
IO MCTEeUYEeHMM CPOKOB MX XPaHEHUA <Kk >

ot " " 200 T. N

Kommccua B cocTaBe:

[lpencenaresib

(momxHoCcThe M @.M.0. IOJIHOCTHIO)

UJIeHEl KOMMUCCUM :

(momxHoCcThe M @.M.0. MOJIHOCTHIO)

(momxHocThe M ®.M.0. MOJIHOCTHLIO)

(momxHoCcThe M @.M.0. MOJIHOCTHIO)



npomuseeyia " " 200 1©. U3BATME U YHUUTOXECHUE B

TpeGOBaHMﬁ—HaKHaHHHX IJId TIIOJIYyYeHUA

(HaMMeHOBaHMe OpPaHMBaHMM)
HAPKOTUUECKUX CPpelnCTB M IICUMXOTPOIIHEIX BEUEeCTB 3a

(mecsal, Tox)
N n/n HanmeHoBaHWe nekapCTBEHHOro EanHunya Homep n pata Konunyectso
npenapara, 031MpPOBKa, BUA, JIEKAPCTBEHHOM n3mepeHuns TpeboBaHUA- TpeboBaHUi-
dopmbl HaK/1agHoM HaKnagHbIX
1 2 3 4 5




MToro

IO aKTy YHMUTOXEHH I[IyTeM CXUI'aHUag WIM paspelBa U
nocJyenymuero 3aMauMBaHMUA B PACTBOPE XJIOPHOM WM3BEeCTM  (HYXHOEe
NOOUEPKHYTH) TpebOBaHUM~HAKJIAOHEIX .

(komMuyecCcTBO LUMOPaMM M IIPONMUCHI)

[lpencenaTesib KOMMCCUMN @

YJjieHBE KOMMCCUMU :

<*> AKT obopmMAAETCA exxemecayHo.

(mommnmce)

(nmommnmce)

(nmommnmce)

(mommnmce)

MpunoxkeHne N 4

K MHCTpyKLUMK 0 nopaake
BbIMMCbIBAHUA 1EKAPCTBEHHbIX
npenapaTtos 1 oGopmMaIeHMA peLenToB
N TpeboBaHU-HaKNAAHbIX,
yTBepaeHHoM MNpukasom
MwuH3gpascoupassuTma Poccum

oT 12 ¢pepans 2007 r. N 110

AKT
06 YHMUTOXEHUM TpebOBaHUM-HAKJIAIOHBEIX

OJIS TIOJIydeHMUS MHBIX JIEKAPCTBEHHEIX CPelCTB,
NIpeIMeTHO-KOJIMUEeCTBEHHOMY Yy4YeTy,
UX XPaHeHUs

200 .

Kommccusa B cocTaBe:

[MpencenaTesib

rnogjiexammx
IO MCTEeUYeHUM CPOKOB
<x>

(mosmxHoCcTe M ®.M.0O. TOJHOCTBI)
YJyieHBEl KOMMCCUM :
(mosmxHoCcTe M ®.M.0O. TOJHOCTBI)
(mosmxHoCcTe M ®.M.0O. TOJIHOCTBHIO)
(mosmxHoCcTe M ®.M.0O. TOJHOCTBI)
npouseejya " " 200 r©. U3BATME U YHUUTOXCHME B

(HaMMeHOBaHMEe OpTaHM3aLUM)
VIHBIX JIEKapPCTBEHHEIX CpeIncTs,
yyueTy, 3a

(mecsau, ron)

TpeboBaHUA—-HAKJIIAOHEIE

YHUYTOXEHEL

TpeOOBaHUM-HAKJIQOHEIX OJIA IIOJIydeHMUS

nomJjiexammx NpelIMeTHO-KOJIMYEeCTBEHHOMY
B KOJIMUECTBEe

WTYK.

(umbpaMy M MNPONMCHIO)

IIyTeEM CXMUI'aHMA WIIM pas3pbelBa U



rnocJjiegymumero 3aMaduyBaHMA B pPacTBOPE XJIOPHOM WU3BEeCTU  (HYXHOEe
IOOYEPKHYTH) .

[lpencenaTesib KOMMCCUMN @

(mommnmce)

YJjieHB KOMMCCUMU :

(nmommnmce)

(nmommnmce)

(mommnmce)

<*> AKT odpopmAseTca exxemecayHo.

MpunoxkeHne 14 He npumeHsaetca ¢ 1 wuwona 2013 roga K NPaBOOTHOLWEHWMAM, CBA3AHHbIM C
HasHaYeHMEeM W BbIMUCbIBAaHWEM JIEKAPCTBEHHbIX MPEenapaTtoB U MeAMUMHCKUX usgennin (Mpukas
MwuH3gpaBa Poccum o1 26.02.2013 N 94H).

MpunoxkeHne N 14

K Mpukasy
MwuH3gpascoupassuTma Poccnm
oT 12 ¢peBpans 2007 r. N 110

MHCTPYKLUMNA
O NOPALKE HA3HAYEHUA U BbIMUCbIBAHUA U3LENUNA
MEANUUHCKOIo HASHAYEHNA U CNELUANTN3UPOBAHHbIX MPOAYKTOB
NEYEBHOTO NUTAHWUA ANA OETEA-UHBANNO,0B

CnUCOK U3MEHSAIOLWMX AOKYMEHTOB
(8 pea. Mpukasa MuH3sgpascoupassntma Poccum ot 20.01.2011 N 13H)

1. Uspgenna meauLUMHCKOrO HasHAYeHUsA U cneumaan3npoBaHHble NPOAYKTbl ie4ebHOro nuTaHma
ONA geTel-MHBAaNMAOB HA3HaA4yaloTCcA WM BbIMWUCbIBAOTCA B pPaMKax NpenocTaB/ieHMA OTAENbHbIM
KaTeropusam rpa*kaaH rocygapcTBeHHOM CoLManbHON NOMOLLM B BUAE Habopa CoLManbHbIX YCAYT.
(n. 1 B pea. MNpukasa MuHsapascoupassmuTnsa Poccum ot 20.01.2011 N 13H)

2. '3penns meaMUMHCKOro HasHaYeHMa Ha3HayvyaloTCsa U BbIMMCbIBAOTCA BpaYamu (penbawepamm)
MeAMLUMNHCKMX OpraHmn3aLMii, OKasblBaoWMX NepBUYHYIO MeANKO-CAaHUTAaPHYIO MOMOLLb.
(8 pea. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

CneumanusnpoBaHHble NPOAYKTbl neyebHOro nuTaHMA AAA AeTel-MHBA/NMAO0B Ha3HavatoTcs
BpaYaMM  MEAMUMHCKUX  OpraHM3aumii, OKasblBalOWMX  MeAMKO-TEHETUYECKYID  MOMOLWb, W
BbIMMCbIBAOTCA BpaYamMn MeAMLMHCKMX OPraHU3aLMii, OKa3biBaOLWMX MeANKO-TEHETUYECKYIO MOMOLLb,
WU Bpadamu-cneumannctamu (B caydae ux oTCyTCTBUA Nevallym BPavyoM) MeANUMHCKMX OpraHu3aLmi,
OKa3blBaOLWMX NEPBUYHYIO MEAMUKO-CaHUTAPHYIO MOMOLLb.

(8 peq. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)



3. PeuenTbl BbINUCLIBAOTCA Ha M34eINA MEAUUMHCKOrO HasHayeHua u cneynanmnsnpoBaHHble
NPOAYKTbI neyebHOro NMUTaHMS AanAa AETEI‘/JI-VIHBBIIMLI,OB, BK/IIOYEHHbIE B NepevyHun Vl3p,el'll/ll7l megunumnHCKoro
Ha3Ha4yeHMA “n cneunann3nmpoBaHHbIX MNPOAYKTOB neyebHOro nNUTaHMA AanAa AETEﬁ-MHBaJ’IMAOB,
yTBepXxOaemble B YCTaHOB/IEHHOM nopAaake.

4. PeuenTbl BbINUCLIBAIOTCA Ha peuenTypHbIX 61aHKax popmbl N 148-1/y-04 (n) u N 148-1/y-06 (n)
B COOTBETCTBUWM C TpeboBaHMAMM, NPenycMOTPEeHHbIMKU pasgenamun | u Il UHCTpyKuum o nopagke
BbIMMCbIBAHUA JIEKAPCTBEHHbIX MpenapatoB M odpopmieHua peuentoB WM TpeboBaHWUM-HAKNALHbIX
(npunoskeHme N 13).
(8 pea. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

5. Mpu BbINMCbIBAHUM XPOHUYECKMUM BONIbHbIM PELLenToB Ha ChneuuannusnpoBaHHble MPOAYKTbI
NleyebHOro nNUTaHuWA ANA AeTel-UHBaAWAOB Bpadvam paspellaeTcs YCTaHaBAMBATb CPOK AenCcTBus
peuenTa B npeaenax 4o 04HOro roga.

Mpu BbINUCBIBAaHUM TaKUX PELENTOB BPay AO/KEH caenaTb NOMeTKy "XpoHuyeckomy 6onbHomy",
yKasaTb CpPOK JAeWcTBMA peuenta M NepuoaMyYHOCTb OTNYCKa CheuMann3nmpoBaHHbIX MPOLYKTOB
NleyebHOoro NUTaHWA Ansa AeTel-uHBaMAOB U3 anTeYyHOoro yypexaeHua (opraHusaumm) (exkeHeaensHo,
e¥XemMecsYHO W T.M.), 3aBepUTb 3TO yKasaHWe CBOEl MOAMWUCbI0O U IMYHOW MeyaTblo, a TaKKe MeyaTtbio
MegMUMHCKOM opraHmsaumn "Ona peuentos”.

(8 pea. Mpukasza MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

MpunoxkeHne 15 He npumeHsetca ¢ 1 wuwona 2013 roga K NPaBOOTHOLWEHWMAM, CBA3AHHbIM C
XpaHeHneM peLenTypHbIX 61aHKOB Ha IeKAPCTBEHHbIE NpenapaTbl U MeguunHckme usgenuns (Mpukas
MwuH3gpaBa Poccum o1 26.02.2013 N 94H).

MpunnoxkeHne N 15

K Mpukasy
MwuH3gpascoupassutma Poccnm
oT 12 ¢pepans 2007 r. N 110

MHCTPYKLUMNA
O NOPAAKE XPAHEHMA PELENTYPHbIX BJIAHKOB

CnUCOK U3MEHSAIOLWMX AOKYMEHTOB
(B pea. MpukasoB MuH3gpascoupassmTma Poccum ot 25.09.2009 N 794H,
0T 20.01.2011 N 13H)

1. MeaWuMHCKME oOpraHu3auMm noayyaloT Heobxoaumble peuenTypHble 6n1aHKM  4Yepes
TeppuUTOpUanbHble OpraHbl yNpaBAeHWA 34pPaBOOXPAaHEHUEM UM OpPraHu3auum, YNONHOMOYEHHbIE Ha
3TO OpraHamm UCNOSIHUTEIbHOM BnacTn cybbekToB Poccuiickoin Pepepauum.

(8 pea. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

3anac peuenTypHbiX 671aHKOB B MEAMUMHCKUX OPraHusaumax He [AOJKEH MpeBbIWwaTb
nosyrogoBoM, a creunasbHblX peLenTypHbix 6/1aHKOB Ha HApPKOTUYECKME CpeacTBa M MCUXOTPOMHbIe
BewecTtBa Cnuncka Il - mecayHoin noTpebHOoCTW.
(8 pea. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

L‘|aCTHOI'IpaKTl/IKYI-OLI.I,I/‘IE Bpayn CamMoOCTOATE/IbHO 3aKa3blBalOT 6.1aHKK peuentoB (3a UCKTIOYEHNEM



CMeumanbHbiX peuenTypHbiXx 61aHKOB Ha HapKOTMYECKoe CPeacTBO M MCUXOTPOMNHOE BELLEeCTBO) C
YKasaHvem Tunorpadckum cnocobom B BEpxXHEM JIeBOM YI/ly afpeca Bpaya, HOMepa, AaTbl U CPOKa
OEeWCTBUA  /IMLEH3UKM, HAMMEHOBAaHWA OpraHa rocyAapCTBEHHOM BAACTW, BbIAABLIErO AOKYMEHT,
NOATBEPKAAOLWNIA HANNUNE IULLEH3UMN.

2. B KaXaon MeOMUMHCKOM oOpraHuM3auMyM nNpUKasom pPyKoBOAMTENA HasHayaeTca uuo,
OTBETCTBEHHOE 3a Noy4YeHne, XPaHeHWE, YYET U Bblgady BCEX BUAOB pPeLenTypHbIX 6/1aHKOB.
(B pea. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

3. PeuentypHble 6/71aHKM AO/KHbI  XPAHWUTLCA OTBETCTBEHHbIM JIMLOM MOJ4 33aMKOM B
MeTaNInYeckomM WkKaody (ceride) nam meTanimyeckom silLMKe, a CneumasbHble peLenTypHble 61aHKM Ha
HapKOTUYECKOe CPeACTBO M NCUXOTPOMHOE BELLECTBO - B celide.

YacTHOMPAKTMKYOWMIA  Bpay LO/IKEH XPaHWUTb peuenTypHble 6/MaHKM  No4  3aMKOM B
MeTannnyeckom wkaody (cende) nam awmke.

4. YyerT peuenTypHbix 6/7aHKOB MO BWAAM BEAETCA B KYpPHafnaX, MNPOHYMEPOBaHHbIX,
NPOLLHYPOBAHHbLIX M CKPENAEHHbIX NOAMNUCHI0 PYKOBOAUTENSA U MEeYaTbio MeANLMHCKOW OpraHM3aumnm no
yCTaHOoBNEHHbIM dopmam (npunoxkeHma N 10 u N 11).

(8 peq. Mpukasos MuH3gpascoupassuTna Poccnm ot 25.09.2009 N 794H, ot 20.01.2011 N 13H)

5. MNocToAHHO AelcTBytoWwan KOMUCCKA, CO34aBaeMan B MeAULIMHCKON opraHusaummn, nposepaeT
COCTOAIHME XPaHEeHMsA, yyeTa, GaKTUYECKOE Ha/IMuMe U Pacxoh CneumnanbHbIX peuenTypHbiX 61aHKoB Ha
HApPKOTMYECKOe CPencTBO M MCUXOTPOMHOE BELLeCTBO OAMH Pa3 B MeCAU, U APYyrux peLenTypHbIX
61aHKOB - O4MH pa3 B KBapTal.

(8 peq. Mpukasza MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

B c/yyae HecoBMaAeHMs KHUMKHOMO OCTaTKa peLenTypHbiX 61aHKOB € GaKTUUECKMM Ha/uduvem
L0, OTBETCTBEHHOE 3a MOJIyYeHWe, XpPaHeHWe, y4yeT W Bbigadvyy peuenTypHbix O1aHKOB, HeceT
OTBETCTBEHHOCTb, NPeAyCMOTPEHHYIO 3aKoHOAATeNbCTBOM Poccuiickon deaepaumm.

6. OpraHbl ynpaBneHus 34paBooxpaHeHMem cybbekToB Poccuiickon dPegepaumm  npu
obcnegoBaHUM  MEOULMHCKMX  OpraHM3auuii  KOHTPOJIMPYIOT — MCNOMb30BaHMe W obecneyeHue
COXPAHHOCTM peuenTypHbIX 61aHKOB.

(8 pea. Mpukasa MuH3gpascoupassuTna Poccnm ot 20.01.2011 N 13H)

7. PeuenTtypHble 6/1aHKM B KoJIMYecTBe 2-HeAenbHOM NoTpebHOCTU BblAAKTCA MeAULMHCKUM
pabOoTHMKAM, MMELLMM NPaBO BbIMUCbIBAHUA PEL,EnTOoB, MO PAacNopPAXKEHUIO MMaBHOro Bpaya UAU ero
3amecTuTens.

8. I'quam,emy Bpayy pa3pellaeTca BblgaBaTb €eAMHOBPEMEHHO He bonee AecCATN cneumnasibHbIX
peuenTtypHbIX 61aHKOB Ha HapKoTU4yeCKoe cCpeactBo U MNCUXOTPOMNHOe BewecTBO YCTaHOB/IEHHOIO
06pa3u,a ONA BbINUCbIBAHUA HAPKOTUYECKUX CPeacTB U NCUXOTPONMHbIX BelwleCTB Cnucka ll.

9. TMonyyeHHble peuenTypHble O/aHKM MeAMUMHCKME PabOTHUKM  [AO/MMKHbI  XPaHUTb B
NomeLLeHUsAX, 0becrneymBaloWMX UX COXPAHHOCTD.

CornacosaHo

PykoBoauTens (3amectutesnb
pykoBoauTtena) ®CKH Poccum
O.H.XAPUYKMH
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