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

MWHUCTEPCTBO 31PABOOXPAHEHUA U COLLMANIBHOIO PA3BUTUA
POCCUMCKON GEAEPALIUN

MNPUKA3
ot 12 ¢peBpana 2007 r. N 110

O NOPAAKE
HA3HAYEHUA U BbIMUCbIBAHUA NEKAPCTBEHHbIX MPEMAPATOB,
W3O0ENUA MEQULMHCKOTO HASHAYEHMA U CNELUANIU3UPOBAHHbIX
NPOAYKTOB /IEYHEBHOIO NMTAHUA

(8 pea. Npukasos MuH3sgpascoupassmTusa Poccuu ot 27.08.2007 N 560,
0T 25.09.2009 N 794H, ot 20.01.2011 N 13H,
MpuKkasos MuH3sapasa Poccnm ot 01.08.2012 N 54H,
0T 26.02.2013 N 94H)

B cooTBetcTtBUM co cTaTtben 6.2 PepepanbHoro 3akoHa ot 17 wwona 1999 r. N 178-d3 "O
rocyaapcTeeHHon couuanbHol nomolm" (CobpaHune 3akoHoaaTenbctea Poccuitickont depepaumm, 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, c1. 6224; 2009, N 18, cT. 2152; N 30, cT1. 3739; N 52, cT. 6417; 2010, N 50, cT. 6603) M B
uenax obecnevyeHMa rpaxgaH, B TOM 4UYMCAe MMEKLWMX MNPaBO Ha MOJiydYeHWe rocyAapCTBEHHOM
COUManbHOMW MnomolM, Mo peuentam Bpada (dpenbawepa) HeoOXOAUMbBIMKU  IEKAPCTBEHHbIMU
npenapatamu, WU3LEAMAMU MELMLMHCKOrO Ha3HaYeHMA W CNeuvannsnmpoBaHHbIMU  MPOAYKTaMU
NeyebHOro NUTaHMA oaa feTein-uHBannLoB, NPMKa3bIBato:

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

1. YTBEpauTh:

1.1. ®opmy "CrneumanbHblil peuenTypHblit 61aHK Ha HAPKOTUYECKOe CPeACTBO M MCUMXOTPONHoe
BellecTBo" cornacHo npuaoxeHuto N 1;

(npunoxkeHme N 1 ytpatuno cuny c 1 uona 2013 roaa. - Mpukas MuH3sgpasa Poccun ot 01.08.2012 N
54n)

1.2. NHcTpyKumto no 3anonHeHnto dopmsbl "CreupmanbHbI peLenTypHblid 61aHK HAa HApKOTUYECcKoe
CPeACTBO M NCUXOTPONHOE BeLW,EecTBO" cornacHo npuaoxeHunio N 2;

(npunoxkeHme 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 npuaoxeruio N 3;

(npunoskeHune N 3 ytpatnno cuny ¢ 1 uonsa 2013 roga. - Mpukas MuH3sgpasa Poccuun ot 26.02.2013 N
94H)

1.4. WHcTpyKuuio no 3anonHeHuio ¢opmbl N 148-1/y-88 "PeuentypHbit 6naHK" cornacHo
npunoxeHuto N 4;

(npunoskeHune N 4 ytpatuno cuny ¢ 1 uonsa 2013 roga. - Mpukas MuHsgpasa Poccun oT 26.02.2013 N
94H)

1.5. ®opmy N 107-1/y "PeuentypHbiit 6naHK" cornacHo npunoxeHunio N 5;

(npunoskeHne N 5 ytpatuno cuny ¢ 1 uonsa 2013 roga. - Mpukas MuHsgpasa Poccun oT 26.02.2013 N
94H)

1.6. WHcTpyKumio no 3anonHeHutio ¢opmbl N 107-1/y "PeuenTypHbiit 6naHK" cornacHo
npunoxeuuto N 6;

(npunoxkeHme N 6 yTpatuno cuny c 1 uona 2013 roaa. - Mpukas MuH3sapasa Poccun ot 26.02.2013 N
94H)

MpunoxeHne 7 He npumeHsaetca ¢ 1 uona 2013 roga K NpaBOOTHOLIEHWMAM, CBA3AHHbIM C
Ha3sHaYeHMeM W BbINMUCbIBAHWEM NEKAPCTBEHHbIX MpenapaTtoB M MeaUUMHCKUX usgenunii (Mpukas
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MwuH3apasa Poccum o1 26.02.2013 N 94H).

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

MpunoxkeHne 8 He npumeHsaetca ¢ 1 miona 2013 roga K NPaBOOTHOLWEHUAM, CBA3AHHbIM C
Ha3HaYeHMeM W BbINMUCbIBAHWEM JNIEKAPCTBEHHbIX MPEenapaTtoB U MeguUMHCKUX wmsgenunin (Mpukas
MwuH3gpasa Poccum o1 26.02.2013 N 94H).

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

MpunoxkeHne 9 He npumeHaetca ¢ 1 mona 2013 roga K NPaBOOTHOLWEHMAM, CBA3AHHbLIM C
Ha3sHa4YeHMeM W BbINMUCbIBAHWEM NEKAPCTBEHHbIX MPEnapaTtoB U MegMUMHCKUX wm3genunit (Mpukas
MwuH3sapasa Poccum o1 26.02.2013 N 94H).

KoHcynbTaHTtlAOC: NpyMeyaHme.
B oduMuManbHOM TeKCTe AOKYMEHTa, BUAMMO, AONYyLLEeHa onedaTKa: B MPUAOKEHUN 9 CoaepsKUTCA
NHCTpyKumMaA no 3anosiHeHuio dopm N 148-1/y-04 (n) "Peuent” n N 148-1/y-06 (n) "Peuent".

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

MpunoxkeHne 10 He npumeHsaetca ¢ 1 uiona 2013 roga K NPaBOOTHOLWEHMAM, CBA3AHHLIM C
Ha3sHa4YeHMeM W BbINMUCbIBAHWEM NEKAPCTBEHHbIX MPEnapaTtoB UM MegMUMHCKUX wm3genunit (Mpukas
MwuH3gpasa Poccum o1 26.02.2013 N 94H).

1.10. ®opmy N 305-1/y "MypHan yyeTa B MeAMUMHCKMX opraHmsaumax dopmbl N 148-1/y-88
"PeuenTypHbiit 6naHk", popmbl N 148-1/y-04 (n) "Peuent”, popmbl N 148-1/y-06 (n) "Peuent”, dopmbl
"CneumanbHbI peuenTypHbIi 6/1aHK Ha HAPKOTUYECKOE CPeCTBO U NMCUXOTPOMHOE BellecTso" cor/lacHo
npunoxenuto N 10;

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

Mpunoxkenne N 11 ytpatmno cuny ¢ 1 uwona 2013 roga. - lMpukas MwuH3sgpasa Poccum ot
26.02.2013 N 94H.

1.11. dopmy N 306-1/y "MypHan yyeTa B MeAMUMHCKMX opraHusaumax d¢opmbl N 107-1/y
"PeuenTypHbIii 6naHK" cornacHo npuaoxeHuto N 11;
(8 pea. Mpukasa MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

MpunoxeHne N 12 ytpatmno cuny ¢ 1 umona 2013 ropa. - lNpukas MuH3gpasa Poccuun ot
26.02.2013 N 94H.

1.12. HCTpYKLMIO O NopAAKe Ha3HAaYeHUA IEKAaPCTBEHHbIX MpenapaToB COrNacHO NpuaoXKeHuo N
12;
(B pea. MpuKasa MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

1.13. MHCTpyKUMIO O nopAfKe BbINMUCbIBAHUA NEKAPCTBEHHbIX MpenapatoB M odopmaeHus
peLenToB U TpeboBaHUI-HaKNAAHbIX COrNacHO npunoxkeHuto N 13;
(8 pea. NMpukasa MuH3sgpascoupassntma Poccum ot 20.01.2011 N 13H)

MpunoxkeHne 14 He npumeHsaetca ¢ 1 uiona 2013 roga K NPaBOOTHOLWEHMAM, CBA3AHHbLIM C
Ha3sHaYeHMeM W BbINMUCbIBAHWEM JNIEKAPCTBEHHbIX MPEnapaTtoB U MegMUMHCKUX wm3genunin (Mpukas
MwuH3apasa Poccum o1 26.02.2013 N 94H).

1.14. MHCprKLI,I/II'O O nNopAAKe HAa3Ha4YeHnA U BbINUCbIBAHUA M3ﬂ,e.ﬂl/|17| MmeanunHCKOro HasHa4vyeHumA
n cneynann3npoBaHHbIX MPOAYKTOB neyebHOro NnUTaHMA ana ,D,eTEI‘/JI-MHBaﬂl/I,CI,OB COrnacCHO NpPUAOXKEHUIO
N 14;

MpunoxkeHne 15 He npumeHsaetca ¢ 1 uiona 2013 roga K NPaBOOTHOLWEHMAM, CBA3AHHLIM C
XpaHeHMeM peuenTypHbIX 61aHKOB Ha /IeKapCTBEHHbIE Mpenapatbl U MeguuMHCcKue musgenua (Mpukas
MwuH3apasa Poccum o1 26.02.2013 N 94H).

1.15. MIHCTPYKLMIO O NopAAKe XpaHEeHMA peLenTypHbiX 61aHKOB cornacHo npuaoxkeHuto N 15.

2. ®epepanbHon cnyxbe no Hapsopy B chepe 34paBOOXPAHEHMA U COLMANbHOIO PA3BUTMA
obecneunTb KOHTPONb 3a cobalogeHMemM nopAgKa HasHAYeHWA, BbIMUCbIBAHMA JIEKAPCTBEHHbIX
npenapaTos, U3Z4eNnit MeAMUMHCKOrO HA3HaAYeHMA U CNeLnaNmM3MpPoOBaAHHbIX MPOAYKTOB nevyebHoro
NUTaHWA ANA AeTen-UHBaANAO0B.
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(8 pea. Mpukasa MuHsapascoupassmtusa Poccum ot 20.01.2011 N 13H)

3. lMpu3HaTb yTpaTUBLUMMU CUNY:

MpuKkas MuHUcTepcTBa 34paBooxpaHeHna Poccuiickon ®epepaumm ot 23 aBrycta 1999 1. N 328 "O
PauMOHANIbHOM HA3HAYeHUM NIEKAPCTBEHHbIX CPEACTB, MPaBWIAX BbIMUCbIBAHUA PELLENTOB Ha HUX U
nopsake WX  OTNyCKa  anTeyHbiMU  yuypeskaeHuamu  (opraHusaumamu)"  (3aperucTpupoBsaH
MuHUcTepcTBOM tocTulMK Poccuiickon Peaepaunm 21 oktabpsa 1999 r. N 1944);

MpuKkas MuHKcTepcTBa 3apaBooxpaHeHna Poccuiickonn ®epepaumm ot 9 AHBapsa 2001 r. N 3 "O
BHECEHUM U3MEHEeHMNn W pononHeHwut B [Mpukas MwuHsgpaBa Poccum ot 23.08.99 N 328 "O
PauMOHANIbHOM HA3HAYEHUM NIEKAPCTBEHHbIX CPeACTB, MPaBUIAX BbIMUCbIBAHUA PELLENTOB Ha HUX U
nopsake WX  OTNyCKa  anTeyHbIMU  yuypeskaeHuamu  (opraHmsaumamu)"  (3aperucTpupoBsaH
MuHUcTepcTBOM tocTuLMK Poccuiickon ®Pepepaunn 23 aHeapa 2001 r. N 2543);

MpuKas MuHUCTepCTBa 34paBooxpaHeHusa Poccuiickon Pegepaumm ot 16 masa 2003 r. N 206 "O
BHECEHMM M3MEHEHUM W pgononHeHuit B [Mpukas MwuHsgpaBa Poccum ot 23.08.99 N 328"
(3apeructpupoBaH MunHucTepcTeom toctuumm Poccuiickont deagepaumm 5 nons 2003 r. N 4641);

MpuKas MuHUcTepcTBa 34paBooxpaHeHmnsa Poccuiickont Pepepaunmn ot 19 aekabpa 2003 r. N 608
"O BHeceHMM u3meHeHUIt B lMpuKas MwuHsgpaBa Poccum ot 23.08.99 N 328" (3apernctpupoBaH
MuHUcTepcTBOM tocTuLmMn Poccuiickon Pepepaunn 21 aHeapa 2004 r. N 5441);

MpuKkaz MuHUCTEPCTBaA 34paBOOXPAaHEHMA M COLMAnbHOro passutua Poccuickoinn dPepepaunn ot
22 HoAbps 2004 r. N 257 "O BHeceHMn gononHeHu B Mpukas MuHsgpasa Poccum ot 23 aBrycta 1999
roga N 328 "O paLMOHaNbHOM Ha3Ha4YeHUN NEeKAPCTBEHHbIX CPEACTB, MPaBUIaX BbIMMCbIBAHWA peLenToB
Ha HUX M MNopagKe WX OTMyCKa anTeYyHbIMWU ydpexpeHuamu (opraHusaumamu)' (3aperncTpupoBaH
MwuHUcTepcTBOM tocTuMK Poccuiickon Pepepaunm 30 Hoss6pa 2004 r. N 6148);

MpuKas MUHUCTEPCTBA 34PaBOOXPAaHEHMA U COLMANbHOrO passutuA Poccuiickoit ®Pegepaunn ot
16 mapta 2005 r. N 216 "O BHeceHuM u3meHeHuma B [Mpukas MuHUCTEpPCTBA 34pPaBOOXPAHEHMUA
Poccuitckoit Pepepaumm ot 23 asrycta 1999 roga N 328 "O paumoHanbHOM Ha3HAYe€HMM NeKAPCTBEHHbIX
CPeACTB, NpaBMaax BbIMUCbIBAHUA PELENTOB HA HUX M NMOPALKE UX OTMYCKA anTeYHbIMU yUYpPEXAEHUAMMU
(opraHusaumamm)" (3apeructpmpoBaH MuHUCTepcTBOM toCTUUMKM Poccuitickon depepauumn 8 anpena
2005 r. N 6490);

MpuKas MUHUCTEPCTBA 34PaBOOXPAaHEHMA U coLManbHOro passutuA Poccuiickoint ®Pegepaunn ot
29 anpena 2005 r. N 313 "O BHeceHUM wu3MeHeHU B WHCTPYKUMIO O MoOpAAKe Ha3HavyeHus
JIeKapCTBEHHbIX CPEACTB U BbINMUCLIBAHUA PELENTOB Ha HUX, YTBEPXKAEeHHY MNpuKkasom MuHuctepctsa
34paBooxpaHeHua Poccuiickon depepaumm ot 23 aerycta 1999 r. N 328" (3apernctpupoBaH
MuHUcTepcTBOM tocTuumm Poccuiickont depepaunmn 20 masa 2005 r. N 6607);

NyHKT 2 [lpuKasa MWHUCTEPCTBA 34pPaBOOXPAaHEHUA M COLUMANbHOINO pa3BuUTMA PoccuiicKkomn
depepaunn oT 14 pekabps 2005 r. N 785 "O nopagke OTNycKa /NeKapCTBEHHbIX cpeacTts”
(3apeructpuposaH MuHuctepcTsom toctnumm Poccuiickont Pepepaunmn 16 sHsapa 2006 r. N 7353);

MpuKkaz MuHUCTEPCTBA 34PaBOOXPaHEHUA U COLMANbHOrO passutuA Poccuiickont Pepepaunn ot
13 wuioHa 2006 r. N 476 "O BHeceHUMM u3MeHeHMN B [lpuMkas MuHUCTEpCTBA 34pPaBOOXPaHEHMUA
Poccuiickoit ®egepaumnm ot 23 asrycta 1999 r. N 328 "O pauMoHaNbHOM Ha3HAYeHUW NEeKAPCTBEHHbIX
CpeacTB, NPaBUAAX BbINMUCBIBAHWUA PELLENTOB Ha HUX M NOPALKE MX OTMNYCKA anTeYHbIMWN YYperKAEHNAMMU
(opranmsaumamm)" (3apeructpupoBaH MuHUCTEPCTBOM tOCTMLMK Poccuiickolt depepauyn 13 uiona
2006 1. N 8044);

Mpuka3 MuHUCTepPCTBa 34paBOOXPAaHEHMA U CoLManbHOro passuTmna Poccuiickoit Pepepauun ot
17 ¢eBpans 2006 r. N 97 "O nopsiake BbINUCbIBAHWUA PEL,ENTOB Ha JIEKAapPCTBEHHbIE CPEeACTBA OTAENbHbIM
KaTeropuam rpaxkgaH, MMeKLWMx NpaBo Ha MNOJyYeHWe roCyAapCTBEHHOW COLMANbHOM MOMOLLM, B
pamKax peanusauuuM  AOMNOJHUTENbHOIO  /IeKapCTBEHHOrO  obecnevyeHuna"  (3aperncTpumpoBaH
MuHUCTEpPCTBOM tocTULUMKM Poccuitickoit depepaumm 6 mapta 2006 r. N 7561).

Bpno MuHucTpa
B.N.CTAPO1YEOB

Mpunoxenmne N 1
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K MpunKasy
MwuH3gpascoupassuTma Poccnm
ot 12 ¢peBpana 2007 r. N 110

KoHcynbTaHTlAOC: NnpyMeyaHme.
MpuKkasom MwuH3gpaBa Poccum ot 01.08.2012 N 544 ytBepxaeHa Popma N 107/y-HM
"CneumanbHbllii peuenTypHbIi 61aHK Ha HAPKOTUYECKOE CPEeLCTBO AN NCUXOTPOMNHOE BeLLecTBo".

®OPMA
CNEUMANBHOIO PELLENTYPHOIO BZIAHKA HA HAPKOTUYECKOE CPEACTBO
N NCUXOTPOMNHOE BELLECTBO

Ytpatuna cuny ¢ 1 niona 2013 roaa. - NMpukas MuHsgpasa Poccum ot 01.08.2012 N 54H.

Mpunoxkenne N 2

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

KoHcynbTaHTMAOC: NnpuMeyaHme.

Mpukasom MuH3sgpasa Poccumn ot 01.08.2012 N 54H yTBepKAeHbl MpaBuna opopmneHma popmebl
N 107/y-HN "CneumanbHbili peuenTypHblt 6NaHK Ha HApKOTMYECKOe CPpeacTBO WM MCUMXOTPOMHOoe
BelwecTso'.

UHCTPYKLUUA
NO 3ANO/IHEHUIO ®OPMbI "CMELUA/IbHbIN PELLEENTYPHbIN BNAHK
HA HAPKOTUYECKOE CPEACTBO U NCMXOTPOMHOE BELLLECTBO"

Ytpatuna cuny c 1 vona 2013 roaa. - NMpukas Munsgpasa Poccum ot 01.08.2012 N 54H.

MpunoxkeHune N 3

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

KoHcynbTaHTIAKOC: NpumeyaHue.
Mpukasom MuHsgpasa Poccum ot 20.12.2012 N 1175H ytBepskaeHa Hosasa ¢opma N 148-1/y-88
"PeuenTypHbiii 6naHK".

PELLENTYPHbIA BNAHK

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

MpunoxkeHue N 4

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

KoHcynbTaHTIAKOC: NpumeyaHue.
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Mpukasom MwuH3gpasa Poccum ot 20.12.2012 N 1175H yTtBepxaeH [opagok odopmaeHus
peuenTypHbix 61aHKOB, UX y4eTa U XpaHEeHUS.

MHCTPYKLUMA
NO 3ANONIHEHUIO ®OPMbI N 148-1/Y-88 "PELLENTYPHbIN B/IAHK"

Ytpatuna cuny ¢ 1 viona 2013 roaa. - Npukas MuHsgpasa Poccuun ot 26.02.2013 N 94H.

MpunoxkeHne N 5

K MpuKkasy
MwuH3apascoupassutma Poccnm
ot 12 ¢eBpana 2007 r. N 110

KoHcynbTaHTIAKOC: NpumeyaHue.
Mpukasom Munsapasa Poccum ot 20.12.2012 N 1175H ytBepxaeHa Hosaa dopma N 107-1/y
"PeuenTypHbln 61aHK".

PELLENTYPHbIN BNAHK

YT1patun cuny ¢ 1 niona 2013 roaa. - Mpukas Munsgpasa Poccum ot 26.02.2013 N 94H.

MpunokeHne N 6

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

KoHcynbTaHTlAOC: NpuMmeyaHue.
Mpukasom MwuHsgpasa Poccum ot 20.12.2012 N 1175H yTtBepkaeH [Mopagsok odopmaeHus
peLenTypHbIX 6/1aHKOB, UX yYeTa U XpaHEeHUA.

UHCTPYKUUA
NO 3AMNONIHEHUIO ®OPMbI N 107-1/Y "PELLENTYPHbIA BNAHK"

YT1patunna cnny ¢ 1 nona 2013 roga. - NMpukas MuHsgpasa Poccum o1 26.02.2013 N 94H.

MpunoxeHne 7 He npumeHsetca ¢ 1 uona 2013 roga K NPaBOOTHOLWIEHMAM, CBA3AHHBIM C
Ha3HaYeHMeM W BbINMUCbIBAHWEM JNIEKAPCTBEHHbIX MPENapaTtoB W MeaUUMHCKUX wusgennin (Mpukas
MwuH3gpaBa Poccumn ot 26.02.2013 N 94H). Mpukaszom MwuH3gpasa Poccum ot 20.12.2012 N 1175H
yTBepaeHa Hosaa ¢opma N 148-1/y-04 (n) "PeuentypHbiit 6naHK".

MpunoxkeHue N 7

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

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

MMHMCTEPCTBO 3OPaBOOXPaHEHMS
M COLMajibHOT'O Pa3BUTHUSA
Poccurickon denmepauum
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MTamn

Konm MemmumHCKOM opraHmzaumnum

YTBEPXIEHA
[lpukasoM MmHMCTEepCTBAa
30PaBOOXPAaHEeHMA UM COLMaJIbHOTO
pazBuTusa Poccurickon demepaumu
or 12 derpans 2007 . N 110

Kon dopmer mo OKYI 3108805

dopma N 148-1/y-04 (i)
Kon xa- |Kom HO30JOTU- |VCTOUHMK GM- |% OIJIATH: Konm mexapCTBEHHOTI'O
TEeTopuUM |deckom GOpMEL HaHCUPOBaAHUA: | (IOOUEPKHYTH) npenapara
TrpaxnaH (o MKB-10) (moouepkx-— (3anojgHgeTCcd B anreke)
HYTh) 1. BecmnjaTHO
1. denepanb-
HEIN 2. 50%
2. CybbexkT
P®
3. MyHMLM—
[1aJIb HEI
S |S [Ss |L (L |L L
PELEIIT Cepusa N IaTa BBIIIMCKM: 200 .
®.1M.0. maumeHTa JaTa poxXneHus
CHMJIC
N cTpaxoBoro
MeIMIIMHCKOI'O
nosmmca OMC:
Arnpec mau N MeIMUMHCKOM KapTH aMOyJIaTOPHOT'O IallMeHTa
(rcTopUsa pa3BUTHUSA pebOeHKa)
®.1.0. Bpaua
Py6. | Kom. | Rp:
[ voo o] S oA [ o e e [ o e e |
[ eee| RS e o = T [ eeeeeenn. [ eeeeeenn. |
(kon Bpaua, oGesnbpOmepa)
[loonuch ¥ JMYHAsA [edyaTb Bpada (dbesbmmepa) M.II.
PeuenT memcTBUTEJIeH B TeueHue 1 Mecsua, 3 MecsleB (HeHYXHOoe

3a4YEpPKHYThH)

(3amoJyiHgeTCsa CHNeuMajiMCTOM allTedHOM OpIraHM3alLuM)
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OTnymeHoO II0 pelLenTy: ToproBoe HaMMeHOBAaHUE
¥ OO3MPOBKA:

IDaTra ornycka: " " 200 1. KonnuecTBO:

[MpUTroTOBMII: [IpoBepm: OrnycTn:

——————————————————————— (IMHMA OTPEIBA) —————————————————————————

Kopewok peunenTypHOTO OJlaHKa Crnocob nNpMMEeHEHU:
HammveHOBaHMe [MpOOOJIXUTEJNILHOCTD OHEeN
JIEKAPCTBEHHOI'O IIpernapara:

KonmuecTBO NpMEMOB B HOeHb:  pas
Io3MpOBKa : Ha 1 npuewm: ern.

MpunoxkeHne 8 He npumeHaetca ¢ 1 umiona 2013 roga K NPaBOOTHOLWEHUAM, CBA3AHHbIM C
Ha3HaYeHMeM W BbINMUCbIBAHWEM JNIEKAPCTBEHHbIX MPenapaTtoB M MeguUMHCKUX wmsgenunin (Mpukas
MwuH3sgapaBa Poccum ot 26.02.2013 N 94H). Mpukasom MwuHsapasa Poccum ot 20.12.2012 N 1175H
yTBepaeHa Hosasa dopma N 148-1/y-06 (n) "PeuentypHbiii 6naHK".

MpunoxkeHne N 8

K MpunKasy
MwuH3gpascoupassuTma Poccum
ot 12 ¢peBpana 2007 r. N 110

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

MVIHVICTepCTBO B0PaBOOXPaHEeHUA
M COLMAJIBHOT'O pa3BUTUA

Poccurickon denmepauun MECTO IJIA
T PUX-KOIA
- - - - = 1
L J YTBEPXIEHA
————— [lpykasoM MMHMCTEpPCTBAa
MenmuuuHCKass OpTraHM3alus 3IPaBOOXPAaHEeHUs M COLUMAJIBHOTO
pazeuTHusa Poccurickoln denmepalumnm
or 12 derpanag 2007 . N 110
MTamn
Konm OI'PH
Kon ¢opmer mo OKYI 3108805
dopma N 148-1/y-06 (i)

Kon Kon HO3OJOTHM- |MCTOUHMK OMHAHCU- % omnJjaTe U3 |Peuent
KaTeI'OpUM YeCKOM QOPMEL pPOBaHMA: VCTOUHMKA nemcT-—
rpaxnaH (o MKB-10) 1) denmepasbHBM OBIXET |dUHAHCUPO- |[BUTe-
2) OBomxeT cybbexkTa BAaHUA: JIEH B
Poccurickom Penmepaumy |1) 100% Teye-—
3) MYHMLUIIAJbHBINA 2) 50% Hme 1
BomxeT (HyXHOe mo- |Mecslla

(HyXHOEe INOOUEPKHYTH) OUYEPKHYTH)
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PELIEIT Cepusa N oT

®.M.0. naumeHTa

IaTa CHIIJIC
POXIOeHMUs

N cTpaxoBoro
MEIULVHCKOTO
roJiMca

N MeIOULMHCKON KapTEL aMOyJIaTOPHOTO OOJIBHOTO (MCTOPMS Pa3BUTUA
pebeHKa)

®./M.0. Bpaua (denbnuepa)

Kon Bpaua (denbmumepa)

BrmmmcasHo : (BanoyHsgeTCcs CIeumMaJuCTOM
ANTEYHOTO YyUpeXIeHU)
Rp: OTnyumeHoO IO pelenTy:

IaTa oTnycka
Kon sexapCTBEHHOTO

D.t.d. npenapara
HosupoBKa ToproBoe HaMMeHOBAaHME
KommuecTBO e€eOMHMI]L
Signa
lNloopnuce Bpada (dernbamepa) KommuecTBO
M Ju4YHas [edaTb Bpada Ha ofmywn cymMmy
(penpnomepa)
M.II.

PeuenT mercTBUTEJIEH B TeueHMe 1 Mecdia, 3 MecdleBR (HeHYXHOoe
3aUYEepPKHYThH)

Kopemox PENEIITA Cepusa N oT

Crnocob npMMeHeHMUS :

[IpOOOIIXUTEJIEHOCTD nHelM HauMeHOBaHME JIEKAPCTBEHHOTO
KonmuecTBO NpMEMOB B IEHb: pas npenapara:

Ha 1 npuewm: en. JosmpoBKa:

MpunoxkeHne 9 He npumeHaetca ¢ 1 mona 2013 roga K NPaBOOTHOLWEHMAM, CBA3AHHbIM C
Ha3Ha4YeHMeM W BbINMUCbIBAHWEM JNIEKAPCTBEHHbIX MPENapaTtoB U MegMUMHCKUX wm3genunit (Mpukas
MwuH3apasa Poccum ot 26.02.2013 N 94H).

MpunokeHne N 9

K MpunKasy
MwuH3gpascoupassnTma Poccnm
ot 12 ¢deBpana 2007 r. N 110

MHCTPYKLUMNA
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MO 3AMO/IHEHWUIO ®OPMbI N 148-1/Y-04 (1) "PELENT"
N ®OPMbI N 148-1/Y-06 (/1) "PELIENT"

(8 pea. Npukasos MuH3apascoLpa3BuTma Poccum oT 25.09.2009 N 794H,
o7 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 - peuenTypHbli 6MaHK) NPOCTaBASETCA WTAMN MEAMUMHCKOM OpraHM3auMy C yKasaHWem ee
HaMMeHOBaHWA, agpeca, TenedoHa, a TaKXKe YKa3blBAeTCA KoL MeAULMHCKON OpraHM3aumm.

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

B BepxHelt yactn popmbl N 148-1/y-06 (n) "Peuent" 0603HaYeHO MeCTO ANA HAHECEeHUA LWTPUX-
Kofaa.

2. OdopmneHune peLenTypHOro 6a1aHKa BKAOYaET B cebs undpoBoe KoaMpoBaHME U 3aMosHEHNE
6naHKa.

3. Undposoe KoampoBaHUe peLLenTypHOro 61aHKa OCyLecTBAAETCA MO CieAyoLLel CXeMe:

npu W3roTOBNEHMU PELENTYPHbIX ONAHKOB MevyaTaeTca Koh MEeAMLMHCKOM opraHusauuu B
co0TBETCTBUM C OCHOBHbIM FOCYAapPCTBEHHbIM PErncTpaLMoHHbIM Homepom (OTPH);

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

Bpay (benbawep) Ha ambynaTopHOM NpUemMe BHOCUT Ko KaTeropuu rpaxgaH (SSS), nmerowmx
NPaBO Ha EXEeMEeCAYHYID [EHEXHYI BbINAATy W obecneyeHWe NeKapCTBEHHbIMM NpenapaTamu B
COOTBETCTBMM CO CcTaTbaMn 6.1 M 6.7 PepepanbHOro 3akoHa ot 17 wmwona 1999 r. N 178-93 "O
rocyaapcTeeHHon couuanbHol nomolm" (CobpaHune 3akoHoaaTenbctBa Poccuitickont depepaumm, 1999,
N 29, ct. 3699; 2005, N 1, cT. 25; 2006, N 48, cT. 4945), n Koa Ho3onornyeckon ¢opmbl (LLLLL) no MKB-
10 nyTem 3aHeceHMA KaxKaomn undpbl B NyCcTble AYEKKU, TOYKa NPOCTABAAETCA B OTAE/IbHOW AYenKe.

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

NcTouyHMK  duHaHcupoBaHua (deaepanbHbiit blogxker [1], 6ioasker cybbekTa Poccuiickoi
depepaunn [2], myHuMumnanbHbii GlogxkeT [3]) u npoueHT onnatbl (6ecnnatHo [1], 50% [2])
YKa3blBaOTCA NoAYEPKUBAHNEM.

Mpu OTNyCcKe NeKapcTBEHHbIX NPenapaTtos, BbiNncaHHbIX Ha ¢opme N 148-1/y-04 (n) "Peuent", B
anTeYHOM OpraHn3aL MM NPOCTaBAAETCS KO 1EKAPCTBEHHOrO Npenapara.

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

4. 3anosHeHMe peuenTypHOro 61aHKa.

PeuenTypHbIi 6M1aHK BbINUCHIBAETCA B 3-X 3K3EMNAAPAX, MMEIOWMX eAMHYI0 CEepPUIo U Homep.
Cepua peuentypHoro 6/1aHKa BKAlOYaeT Kog cybbekTa Poccuiickon depepaummn, COOTBETCTBYHOLWLMIA
OBYM nepsBbim  umdpam  Ob6LLepoccUicKOro  KnaccudurkaTtopa OOBEKTOB  aAMMHUCTPATUMBHO-
TepputopmanbHoro geneHus (OKATO). Homepa npucsanBatoTca no NopaakKy.

Mpyn odopmaeHnMn peuenTypHoOro 61aHKa yKasblBalOTCA MONHOCTbIO GAaMMAUA, UMA, OTYECTBO
60/1bHOTO, [aTa POMKAEHMWA, CTPAXOBOW HOMEpP WHAMBMAYANbHOIO JIMLEBOrO CYeTa rpakgaHuMHa B
MNeHcnoHHOM ¢oHae Poccuiickon depepaumm (CHWUC), Homep cTpaxoBOro MeAuLMHCKOro nosmca
OMC, agpec unm Homep MeaMLMHCKOM KapTbl aMby1aTopHOro naumeHTa (McTopun paseutua pebeHka).

B rpade "®.1.0. Bpaya (dpenbawepa)” ykasbiBatoTca dpamuana u nHMLMansl Bpada (penbawepa).

B rpade "Rp:" yKasbiBatoTcA:

- Ha JNaTMHCKOM fA3blKe HaMMEHOBAHWE JIeKapCTBEHHOro npenapata (mexayHapoaHoe
HenaTeHTOBAaHHOE UM XMMUYECKOe, IMB0 TOProBoe), 3aperncTpmpoBaHHoro B Poccuitickoin ®egepaumu,
ero 403UPOBKa U KOANYECTBO;

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

- Ha PYCCKOM MW PYCCKOM M HAUMOHa/bHOM A3bIKaX cnocob NpuUMeHEeHUA NeKapCTBEHHOIO
npenapara.

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

3anpewaeTca orpaHNYMBaTbCs 06WMMM yKazaHuamun: "BHyTpeHHee", "U3BecTHO" 1 T.N.

PaspelwatoTca TONBKO MPUHATbIE MPaBWIaMKU COKpalleHna obo3HauyeHU; TBepable U Cbinydne
dapmaueBTMUECKME cybcTaHUMM BbiNnKcbiBatoTca B rpammax (0,001; 0,5; 1,0), skuakune - B MUAAUAUTPAX,
rpammax u Kannsx.

(8 pea. Npukasa MuH3sapascoupassntma Poccum ot 20.01.2011 N 13H)
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Peuent noanucbiBaeTcA Bpayom (denbgliepom) U 3aBepsaeTca  ero  JIMYHOM  MeyaTblo.
[JonoNHUTENbHO peLenT 3aBepaeTca nevyatbio MeaAnLMHCKON opraHusauum "Ana peuentos".

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

Kog B rpade "Kog Bpaya (denbgluepa)” ykasbiBaeTca B COOTBETCTBMM C YCTaHOBAEHHbIM OPraHOM
ynpasaeHuna 3ppaBooxpaHeHnem cybbekTa Poccuitickoir Pepepaumm nepeyHem KOZOB Bpayem
(benbpluepoB), MMetOWMX NPABO Ha BbIMUCKY JIEKAPCTBEHHbIX NPenapaToB B LEeNsX NpeaocTaBieHus
rocyAapcTBEHHOM COLUMaNbHOM NOMOLLM B BUAE Habopa coumanbHbIX YCAYT.

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

Mpn BbINWUCKE NEeKAapCTBEHHOrO MpenapaTa Mo peweHuto BpavyebHol Komuccum Ha obopoTe
peLenTypHoro 61aHKa cTaBuTCA cnelmanbHas oTMeTKa (lTamn).

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

5. Mpwn oTnycke nekapcTBEHHOro MpenapaTa B anTe4yHOM OpraHM3aumMmM Ha peuenTypHom GaaHke
yKa3blBalOTCA cBeAeHMA O (aKTMYECKM OTMYLLEHHbIX /SIEKAPCTBEHHbIX Mpenapatax (mexayHapoaHoe
HenaTeHTOBAHHOE WAM XMMMYecKoe, NGO TOpProBoe HaMMeHoBaHWE, [03MPOBKA, KOIMYECTBO) U
npocTaBaAeTcA gaTta OTnycKa.

(n. 5 B pea. NpuKkasza MuHsgpascoupassutua Poccum ot 20.01.2011 N 13H)

6. Ha peuenTypHom 61aHKe BHU3Y MMEETCA NHMA OTPbIBA, PAa3AeNatowan peuenTypHblid 61aHK m
KOPELLOK.

KopewoK oT peuenTta Bblgaetcs 6osbHOMYy (Auuy, ero npeactasaatolleMy) B anTeyHoM
OpraHusaumMn, Ha KOpelWKe penaercA OTMeTKa O HaMMEHOBAHWW JIeKapCTBEHHOrO npenaparTa,
OO3MPOBKe, Ko/anyecTBe, crnocobe MpMMEHeHUs, U OH ocTaeTca y 6onbHOro (nuua, ero
npeacTaBAsIoLLEro).

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

7. PeuenTypHbli 61aHK 3aMOAHAETCA NPU BbINUCbIBAHUW JIEKAPCTBEHHbIX NPenapaTos, U34enni
MEAVLMHCKOTO Ha3HaYyeHMA U CNeuvanmnsmpoBaHHbIX MPOAYKTOB J/ieyebHOro nuUTaHuA pas aeten-
WHBaNMAOB, BK/OYEHHbIX B MEPEeYHU NEKAPCTBEHHbIX NPEenapaTos, U3A4e N MeANLMHCKOTO HazHaYeHns
N CneumannsmpoBaHHbIX NPOAYKTOB neyebHOro nutaHuMa Aaa AeTel-UHBANWNOO0B, YTBEPXKAAEMbIX B
YCTQHOB/IEHHOM NOPAAKE, 3 TaK¥Ke MHbIX IEKAPCTBEHHbIX NPenapaTos, OTNycKaeMbix 6ecnnaTtHo uan co
CKUAKOM.

(B pea. MpuKasza MuH3gpascoupassutTma Poccum ot 20.01.2011 N 13H)

8. TpeboBaHWA, NpeabsBAAeMble K BbIMUCbIBAHWUIO M3LeNUA MEAUUMHCKOrO HasHayeHua U
CNeLMann3mMpoBaHHbIX NPOAYKTOB /sie4ebHOro NUTaHWA A48 AeTeN-UMHBANMAOB B PaMKaxX OKasaHWs
rocyapCTBEHHOMN COUMANbHOM NMOMOLLM, aHANOMMYHbI TPEOOBAHUAM, NPeabABAAEMbIM K BbINUCbIBAHMIO
JIeKaPCTBEHHbIX NPenapaToB (3a UCKAOYEHMEM OTMETKMN BpauyebHON Komuccun).

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

9. OpraH ynpaBieHMA 34paBooxpaHeHnem cybbvekTa Poccuiickoit ®epepaunn MOXKeT paspeluntb
M3roToBsieHNe peuenTypHbix 6M1aHKOB B MEOMUMHCKMX OpraHu3aumMax C  UCNOAb30BaHMEM
KOMMNbIOTEPHbLIX TEXHONOTUA.

(8 pea. NMpukasa MuH3sgpascoupassntma Poccum ot 20.01.2011 N 13H)

10. lonyckaeTca opopmneHmne Bcex peKkBMU3UTOB peLenTypHbix 6naHkos dopmbl N 148-1/y-06 (n)
"Peuent" c MCNONb30BaHMEM KOMMbIOTEPHbIX TEXHONOTUA.

11. Ha obopoTHOM cTopoHe peuentypHoro 6aaHka ¢opmbl N 148-1/y-06(n) nevataetca Tabamua
cneayowero cogepKaHua:

(B pea. MpuKkasa MuH3gpascoupassuTua Poccum ot 25.09.2009 N 794H)

[lpuroToBUII [IpoBepumit OrnycTui

12. Ha peuentypHbix 6naHkax dopm N 148-1/y-04(n) n N 148-1/y-06(n) BbiNMCbIBaETCA OAHO
HaMMeHOBaHWe  JIEKApPCTBEHHOrO  Npenapata, WM34eAna  MEeAMUMHCKOFO  Ha3HayeHuAa  uau
CNeunanmn3npoBaHHOIO NPOAYKTa 1e4ebHOro NUTaHKA.

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

NcnpasneHns npu BbINUCbIBaHUKN PELLENTOB HEe A0MYCKaOTCA.

(n. 12 BBeaeH Mpukazom MuHsapascoupassmuTua Poccun ot 25.09.2009 N 794H)
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13. Cpok aeicTteua peuenta (1 mecau, 3 mecaLa) yKasblBaeTca NyTem 3a4epKMBaHUA.
(n. 13 BBegeH Mpukazom MuHsgpascoupassuTma Poccmum ot 20.01.2011 N 13H)

MpunoxkeHne 10 He npumeHsaetca ¢ 1 uiona 2013 roga K NPaBOOTHOLWEHUAM, CBA3AHHbIM C
Ha3HaYeHMeM W BbINMUCbIBAHWEM JNIEKAPCTBEHHbIX MPEenapaTtoB U MeguUMHCKUX wmsgenunin (Mpukas
MwuH3gpasa Poccum o1 26.02.2013 N 94H).

Mpunoxkenue N 10

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

(8 pea. Mpukasa MuHsgpascoupassutma Poccum ot 20.01.2011 N 13H)
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Kon dopmel mo OKVY[I

Kon yupexneHua no OKIIO
MemMumMHCKasa HOOKYyMEHTAaLMUsA
dopma N 305-1/y
YrBepxneHa [lpukasoM

MMHMCTEPCTBO 3OPaBOOXPaHEHMS
¥ COLUMaJIbHOT'O Pas3BUTUSI
Poccurickon demepauun

M COLMaJIbHOT'O pPa3BUTHUA
Poccuiickon demepauum

(HaMeHOBaHMEe MeIOUMLVHCKOM

MI/IHI/[C‘I‘epC‘I‘Ba 30PaBOOXPaHEHMA

opraHu3almun) or 12 derpansg 2007 r. N 110
KyprHam <*>
ydyeTa B MEeIMLUMHCKUX OpTaHM3aUMax
bopmer N 148-1/y-88 "PeuenrTypHuii OJlaHk",
bopmer N 148-1/y-04 (;1) "Peuent", odbopmer N 148-1/y-06 (J1)
"Peuent", ¢opwmel "CneumasibHEM pPeLeNTYypPHBM OJaHk Ha
HapKOTUUYECKOE CPeICTBO M INCUXOTPONHOe BemecTBO"
N Mpuxon Pacxon ®.1M.0. m | OcraTok
n/no NOONMCH
maTa N m mara obuee cepum " | KOIM-— o.MN.0. u maTa cepusa U | KOJIU-— o.1N.0. MNOONMChH oTBEeTCT—
permucT- IJOKYMEH— KOJIN— HOMEpa geCTBO IIoAOImMChb BEIIAYM HOMEDP geCTBO OTBETCT— oOTBETCT— BEeHHOTIT'O
paumum Ta, OT yecTBO peuern- OJIaHKOB | OTBEeTCT— pelen- |peuemn- BHIDAH— | BEHHOT'O BEHHOTO paboTHU-
npmxon— KOI'O I10C— IIOCTYy— TYPHBIX I10 Cce-— BEeHHOTI'O TYPHBEIX TYPHOT'O HBIX MeIMIMHC— MeIOMLVH— Ka, BBI—
HOT'O Ty NMBIIMX OJIaHKOB | pmaMm MeIUUMHC— OiaH- OJlaHKa peuen- | KOro pa- CKOTO maBIETO
IOOKY— peuemn— KoTro pabo- | xoB TYpPHBEIX | DOTHMKA, paboTHU- | peuen-
MeHTa TYPHBIX THMKAa, 10— OJaH-— IOJIyUUB— Ka, Io-— TYPHEE
6JIaHKOB JIy4dMBIIETO KOB mero pe- JIyduBlle— | 6raHxu
peLenTyp- LenTypHeEle | 7o pelie-
HBle OJIaHKMU OJIaHKU ITYyPHEE
OJIaHKU
1 2 3 4 5 6 7 8 9 10 11 12 13 14
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<*> MypHan gonxkeH 6bITb NPOHYMEPOBAH, NMPOLWHYPOBAH W CKPernJieH NOAMNMUCbIO PYKOBOAUTENSA
M NeyaTblo MeAMLMHCKOM OpraHM3aLmu.

CornacosaHo

PykoBoguTennb (3amecTutens
pykosoautens) PCKH Poccuu
O.H.XAPUYKWNH

12.02.2007

MpunnoxkeHme N 11

K MpuKasy
MuH3apascoupassmtTna Poccum
ot 12 ¢pespana 2007 r. N 110

XypHan
yyeTa B MeAULMHCKMX OpraHu3aLuax
dopmbi N 107-1/y "PeuenTypHblit 6naHK"

YT1patun cuny ¢ 1 nona 2013 roaa. - NMpukas MuHsgpasa Poccum ot 26.02.2013 N 94H.

MpunnoxkeHne N 12

K Mpukasy
MwH3gpascoupassmTua Poccun
oT 12 dpespansa 2007 r. N 110

KoHcynbTaHTIAOC: NpumeyaHue.
Mpukaszom MwuH3gpasa Poccnm ot 20.12.2012 N 1175H yTtBep)KaeH lopAanoK HasHavyeHuA wm
BbINWUCbIBAHUA IEKAPCTBEHHbIX NpenapaTos.

MHCTPYKLUMNA
O NOPAAKE HASHAYEHNA NEKAPCTBEHHbIX NMPEMNAPATOB

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

MpunnoxkeHne N 13

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

UHCTPYKLUA
O NOPAAKE BbINMUCbIBAHNA NIEKAPCTBEHHbIX NPEMNAPATOB
MU OGOPMJIEHUA PELLENTOB U TPEEOBAHUN-HAKNALHbIX

(8 pea. Npukasos MuH3apascoupassnTma Poccum ot 27.08.2007 N 560,
0T 25.09.2009 N 794H, o1 20.01.2011 N 13H,
Mpukasza MuHsapasa Poccum o1 26.02.2013 N 94H)
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|. O6bwme TpeboBaHMA BbINMUCbIBAHUA 1IEKAPCTBEHHbIX NPEenapaTos
(B pea. MpuKkasza MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

MNyHKTbl 1.1 - 1.2 He npumeHaAloTca ¢ 1 unona 2013 roga K NPaBOOTHOLWEHUAM, CBA3AHHbIM C
Ha3HaYeHMeM W BbINMUCbIBAHWEM JNIEKAPCTBEHHbIX MPEnapaTtoB U MeguUMHCKUX wmsgenunin (Mpukas
MwuH3sapasa Poccum o1 26.02.2013 N 94H).

1.1. MpM HaNUUMM COOTBETCTBYIOLWMX MOKA3aHUI rpaxkgaHam, obpaTMBLIMMCA 33 MeSULMHCKOM
NMOMOLLBIO B aMOyNaTOPHO-NOJIMKAMHUYECKOE YUYpeXAeHMe, a TaKKe B C/ydasx HeobxoAMmocTu
NPOAO/IKEHUA NIEYEHUA NOCAE BbINUCKM OONBHOrO M3 CTaLMOHApa HA3HAYAKTCA JIEKAapPCTBEHHbIE
npenapaTbl U BbINMUCbIBAOTCA PeLenTbl Ha HUX.

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

1.2. 3anpeLw,aeTca BbINMUCbIBATL peLenTbl:

Ha /IeKapCTBEHHbIe NpenapaTbl, He pa3pelleHHble B YCTAHOBAEHHOM MopAAKe K MegULUMHCKOMY
NPUMEHEHWI0;

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

NnpW OTCYTCTBUN MEOULUMHCKMX NOKA3aHUI;

Ha JIeKapCTBEHHble Mpenapatbl, UCMOJIb3yeMble TOJIbKO B MeAMULMHCKMX opraHusauuax (adup
HAPKO3HbIN, X10P3TUA, deHTaHUN (Kpome TpaHCAePManbHOW NleKapcTBeHHOW ¢GopMbl), COMBPEBUH,
Kanuncos, $TopoTaH, KETaMUH U a4p.);

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

Ha HApKOTMYeCKMe CcpeacTtBa M MNCUXOTPOMHbIE BewecTBa, BHeceHHble B Cnucok |l MNepeyHsa
HAPKOTUYECKUX CPEeaCTB, MNCUXOTPOMHbLIX BELLECTB M WX MNPEKYPCOPOB, MOLNENKALLMX KOHTPOAHO B
Poccuitckoin Pepepaunn, yteepraeHHoro MoctaHosneHnem MpasuTtenbctBa Poccnitickoit Pepepaunm ot
30 uioHs 1998 r. N 681 (manee - HapKOTUUYECKME CPeACTBA U NCUXOTPONHble BelecTBa Cnucka ll) - ans
JleyeHnA HapKOMaHWUu;

Ha HapKOTUYEeCKMe CpeacTBa M NCUMXOTPOMHble BelecTBa cnuckos Il v Il - yacTHonpaKTUKyoWmMm
Bpayam.

MyHKTbl 1.3 - 1.4 He npumeHAoTcAa ¢ 1 mona 2013 roga K NPaBOOTHOLWEHUAM, CBA3AHHbLIM C
Ha3Ha4YeHMeM W BbINMUCbIBAHWEM NEKAPCTBEHHbIX MPEnapaTtoB U MeaMUMHCKUX wm3genunit (Mpukas
MwuH3sapasa Poccum o1 26.02.2013 N 94H).

1.3. 3ybHble Bpaun, denbaluepbl, akyLepKn BbINUCbIBAOT 6O/bHbIM peLUenTbl Ha IeKAPCTBEHHbIE
npenapaTtbl 3@ CBOEW MOAMWUCBID M C YKAa3aHMEM CBOEro MeAMLMHCKOro 3BaHWA TONbKO B CAy4ask,
YKasaHHbIX B n. nN. 3.3, 3.6, 3.7.2 VHCTPYKLMM O NopAAKe Ha3HaAYeHUA SIeKApCTBEHHbIX NpenapaTos
(npunoxkeHune N 12).

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

1.4. Peuentbl 60/bHbIM [ONXHbI BbIMMUCbIBATLCA C YKa3aHMeM BO3pacTa MaupmeHTa, nopAaka
ONNaTbl NEKAPCTBEHHbIX MPENapaToB U C y4eTOM AENCTBMA BXOOAWMX B MX COCTAaB MHIPeAUEHTOB Ha
peLenTypHbIX 6naHKax, ¢OpMbl KOTOPbIX YyTBEPKAEHbI MWHUCTEPCTBOM 34pPaBOOXPAHEHUSA M
coumanbHoro passutua Poccuiickoit depepaumm (npunokenna N1, 3,5, 7 n 8).

(8 pea. NMpukasa MuH3sgpascoupassntma Poccum ot 20.01.2011 N 13H)

MyHKT 1.5 He npumeHseTca ¢ 1 ntona 2013 roaa K NpaBOOTHOLWEHUAM, CBA3AaHHbIM C HA3HAaYEeHMEM
M BbIMMUCbIBAHMEM JIEKAPCTBEHHbIX MPENapaToB U MeANUMHCKUX nsgennit (Mpukas MuHsgpasa Poccum
0T 26.02.2013 N 94H).

1.5. PeuentypHble 6naHkn ¢opmbl N 148-1/y-88 (npunoskeHne N 3) npegHasHadeHbl AO4A
BbINWUCbIBAHWUA M OTMYCKa:

- MCUXOTPOMHbIX BeL,ecTs, BHeceHHbIx B Cnucok Ill lNepeyHa HapKOTUYECKUX CpeacTs,
MCUXOTPOMHbIX BELLECTB M WX MPEKYpPCOPOB, MOANEeXallmMx KOHTponto B Poccuitickon Ddepepaumu,
yTBEprKAeHHoro MoctaHoBneHnem lMpasutenscrtea Poccuitickoit Pepepaunmn ot 30 mnioHa 1998 r. N 681
(manee - ncuxoTponHble BewectBa Cnucka lll), 3aperncTpMpoBaHHbIX B YCTAHOBMIEHHOM MOPAAKE B
KauyecTBe /IeKapCTBEHHbIX NPenapaTos;

(8 pea. Npukasa MuH3sapascoupassntma Poccum ot 20.01.2011 N 13H)
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- MHbIX 1€KAPCTBEHHbIX CPEACTB, NOANEKALWMX NPeSMETHO-KONNYECTBEHHOMY YYeTy;
(B pea. MpuKkasa MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

- aHabomnyeckux cteponaos.

[Nna BbINUCbIBAHWMA W OTMNYCKa JIEKAPCTBEHHbIX NPenapaToB A/ aMbynaTopPHOTo IeYeHUn rpaxaaH
B paMKax OKa3aHWA rocyaapCTBEHHOM COLMANbHOM NOMOLLM U rPpakaaH, UMEoLMX NPaBo Ha NnoJlyyeHue
JIeKapCTBEHHbIX NpenapaToB 6ecnaaTHO U CO CKUAKOM, NpeaHa3HaYeHbl peLenTypHble 61aHKKM dopmbl N
148-1/y-04 (n) v peuentypHble 6naHKK dopmbl N 148-1/y-06 (n) (npunoskeHna N 7 un 8).
(B pea. MpuKasza MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

Bce ocTanbHble NeKapCTBEHHbIE MPenapaTtbl BbINUCLIBAOTCA Ha peuenTypHbIx 61aHKkax ¢opmbl N
107-1/y (npunoxeHue N 5).
(8 pea. Mpukasza MuHsgpascoupassutma Poccum ot 20.01.2011 N 13H)

MyHKTbl 1.6 - 1.7 He npumeHaAtoTcAa ¢ 1 mona 2013 roga K NPaBOOTHOLWEHUAM, CBA3AHHbLIM C
Ha3sHa4YeHMeM W BbINMUCbIBAHWEM NEKAPCTBEHHbIX MPEnapaTtoB U MeaMUMHCKUX wm3genunit (Mpukas
MwuH3gpasa Poccum o1 26.02.2013 N 94H).

1.6. HapkoTtunuyeckmne cpeactsa M ncuxoTponHble BewectBa Cnmcka Il, 3aperucTtpupoBaHHbie B
KauyecTBe JIeKapCTBEHHbIX CPeACTB B YCTAHOBAEHHOM 3aKOHoZaTenbCcTBOM Poccuiickon Pepepaunn
nopsake, AONXHbI BbINMUCbIBAaTLCA Ha CNELMAbHBIX PELLENTYPHbIX B1aHKax Ha HapKOTMYEeCKoe CpeacTBo
M NcUXoTponHoe BellecTso (npunoxeHune N 1).

1.7. MNpu BbINUCbIBAaHUU peLLenTa HA NIEKAPCTBEHHYIO NPOMNUCb MHANBUAYA/IbHOTO U3rOTOBJIEHMS,
coAeprKallyto HApKOTUYECKoe CpeacTBO WAM  ncmxotponHoe Bewectso Cnucka I, u  gpyrme
dapmaKoiormyeckme akTMBHblE BELLECTBA B A03€, He MPEBbILAOWEN BbICLIYO PAa30oBYl 403y, U Npu
YC/NIOBMU, YTO 3TO KOMBMHUPOBAHHOE IEKAPCTBEHHOE CPEACTBO HE ABNAETCA HAPKOTMYECKUM CpeaCcTBOM
WX NCUXOTPOMHbIM BellectBom Cnincka Il, cheayet ncnonb3oBatb peuenTypHbii 61aHK dopmbl N 148-
1/y-88.

3TM peuLenTbl A0MXKHbI OCTaBaTbCA B aNTeYHOW OpPraHn3auum gas nNpeameTHO-KONYEeCTBEHHOIo
y4yerta.

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

MyHKTbl 1.8 - 1.10 He npumeHatTca ¢ 1 uona 2013 roga K NPaBOOTHOLWEHMAM, CBA3AHHbLIM C
Ha3Ha4YeHMEeM W BbINMUCbIBAHWEM NEKAPCTBEHHbIX MPENapaTtoB U MeaMUMHCKUX wm3genunin (Mpukas
MwuH3gpasa Poccum o1 26.02.2013 N 94H).

1.8. MNpw BbINMCbIBAHMM peuenTa Ha NEeKAPCTBEHHYIO NPONUCb UHAMBUAYAIbHOIO M3rOTOBEHUA
Ha3BaHMA HAPKOTMYECKUX CPeaCcTB U MCUXOTPOMHbLIX BewecTs cnUcKoB Il u I, MHbIX NekapcTBEHHbIX
CPeacTB, Nognexalmx npegmeTHO-KONNYEeCTBEHHOMY y4eTy, NMULIYTCA B Hayane peuenTa, 3aTem - Bce
OCTaJ/IbHbl€ UHTPEeANEHTDI.

1.9. BbinucbiBaa HapKOTUYECKoe CpeacTBO MAM NCUXOTpPONHoe BelwectBo cnunckos |l u lll, nHble
NleKapCTBEHHble cpeAacTBa, Mognexawme npeamMmeTHO-KOMYECTBEHHOMY YyyeTy, [03a KOTOpbIX
NpeBbILLAET BbICLIMIA OAHOKPATHBIN NpUem, Bpay AO/IKEH HanMcaTb 403y 3TOro CPeACcTBa UM BeLLecTBa
NPOMUCLIO U NOCTAaBUTb BOCKMLLATENbHbIN 3HAK.

1.10. He paspeLluaeTca BbINUCbIBaTb ONpeAeneHHble IeKapCTBEHHble NpenapaTtbl B 04HOM peLenTe
60s1e€e TOro KONNYECTBA, KOTOPOE YKa3aHo B npunoxkeHun N 1 K HacToAwen MHCTpyKumu.

(8 pea. NMpukasa MuH3sgpascoupassntma Poccum ot 20.01.2011 N 13H)

MyHKTbl 1.11 - 1.12 He npumeHsatoTca ¢ 1 nona 2013 roga K NpaBOOTHOLIEHMAM, CBA3AHHbLIM C
Ha3HaYeHMeM W BbINMUCbIBAHWEM JNIEKAPCTBEHHbIX MPEnapaTtoB U MeaMUMHCKUX wmsgennin (Mpukas
MwuH3apasa Poccum o1 26.02.2013 N 94H).

1.11. Hopmbl BbINUCbIBAHMA M OTNYCKA HapKoTMyeckux cpeacts Cnucka I, npousBogHbIX
6apbMTYPOBOIN KMCAOTbI, MHBIX SIEKAPCTBEHHbIX CPEACTB, NoA/eXxaWwmnx NpegMeTHO-KONMYeCTBEHHOMY
yyeTy, AN UHKYPabenbHbIX OHKONOTMYECKUX U FTeMATONOMMYECKUX BObHbBIX MOTYT ObITb YBEAUYEHDbI B 2
pasa no CPaBHEHUIO C KONNYECTBOM, YKazaHHbIM B npunoxeHmn N 1 K HacToawen UHCTpyKuuu.

1.12. CoctaB nekapcTBeHHOro npenapaTa (B cAy4ae KOMOWHMPOBAHHOrO npenapata),
ob03HaueHne nekapcTBeHHoM ¢opmbl M obpalleHMe Bpaya K dapmaleBTUYECKOMY PaboTHUKY 06
N3roTOB/JIEHUN W BblAaye NeKAPCTBEHHOIO NpenapaTa BbINMUCbIBAIOTCA Ha IATUHCKOM A3bIKeE.

(8 pea. Npukasa MuH3sapascoupassntma Poccum ot 20.01.2011 N 13H)
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He ponyckaeTca coKkpaweHue 0603HayeHWit 6AM3KUX MO HAMMEHOBAHUAM MHIPeaueHToB, He
NO3BO/IAIOLWMX YCTAHOBUTb, KAKO MMEHHO JIeKapCTBEHHbIN NpenapaT BbINUCaH.
(B pea. MpuKkasa MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

Mcnonb3oBaHWe NAaTUHCKUX COKPALLLEHWI 3TUX 0603HAYEeHWNI pa3peLlaeTca TONbKO B COOTBETCTBUM
C COKpALLLEHUAMMU, NMPUHATBIMMU B MEAULMHCKOW U papmaueBTUYECKON NPaKTUKe, NpeayCMOTPEHHbIMM
npunoxeHnem N 2 K HactoAwen NHCTpyKumu.

MyHKTbl 1.13 - 1.15 He npumeHatoTca ¢ 1 miona 2013 roga K NpaBOOTHOLWEHUAM, CBA3AHHbLIM C
Ha3sHa4YeHMeM W BbINMUCbIBAHWEM NEKAPCTBEHHbIX MPEnapaTtoB U MegMUMHCKUX wm3gennit (Mpukas
MwuH3gpasa Poccum o1 26.02.2013 N 94H).

1.13. Cnocob6 npuMmeHeHUss NeKapCTBEHHOro npenapata o0603HayaeTca C yKasaHWem Ao03bl,
4yacToTbl, BPEMEHM nNpPUEMA U ero AJUTENbHOCTW, a ANA  JIEKAPCTBEHHbIX MNPEnapaTos,
B3aMMOAENCTBYIOLLMNX C MULLEN, - BPEMEHU UX YyNoTpebaeHns OTHOCUTENbHO NpMema Nuwm (4o eapl, BO
Bpems eapl, nocne egpbl).

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

1.14. Mpwn HeobXoAMMOCTM ISKCTPEHHOIO OTMYCKa JIEKAPCTBEHHOro npenapata 60/bHOMY B
BepxHel yvacTu peuenTtypHoro 6naHKka npoctasBnsaloTca obo3HayeHus "cito" (cpouHo) wmam "statim"
(HemeaneHHo).

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

1.15. TMpu BbINMUCbIBAHMM peLenTa KOAMYECTBO HKUAKUX dapMaLeBTUYECKMX CybCTaHLMIA
YKa3blBaeTCA B MUAIMAUTPAX, FPaMMax UAWN Kanaax, a OCTaibHbIX GapmMaLeBTUYECKMX cybCTaHUMI - B
rpammax.

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

MyHKT 1.16 He npumeHAaetca ¢ 1 wuwona 2013 roga K NpPaBOOTHOLWEHMAM, CBA3AHHbIM C
Ha3sHaYeHMEeM W BbINMUCbIBAHWEM NEKAPCTBEHHbIX MPEnapaTtoB U MeaMUMHCKUX wm3genunit (Mpukas
MwuH3apasa Poccum o1 26.02.2013 N 94H).

1.16. CneumanbHble peuenTbl Ha HAPKOTUYECKOE CPeacTBO M MCUXOTPOMHOE BELLECTBO
OEeNCTBUTE/IbHBI B TeYeHWe 5 AHel co AHA BbINMUCKKU; peuenTbl, BbIMMCAHHbIE HA PELLenTYPHbIX BaaHKax
dopmbl N 148-1/y-88, - B TedeHme 10 gHein.

Peuentbl Ha /NeKapCTBEHHble npenapaTtbl (32 WCKAOYEHMEM MOANENKalWMX MNpPeaMETHO-
KO/IMYECTBEHHOMY YYeTy), BbiNUCaHHble Ha peLenTypHbix BiaHKkax ¢opmbl N 148-1/y-04 (n) n dopmbl N
148-1/y-06 (n), ona ambynaTopHOro /edeHUA rpakaaH B pamMKax OKasaHMA roCyAapCTBEHHOM
COLMaNbHOM MNOMOLLM W FpaxKhaH, MMEeLWMX MPaBO HA MOJyYeHMe JIeKAapCTBEHHbIX MpenapaTos
6ecnnaTHO U CO CKUAKOW, AeNCTBUTE/bHbI B TeyeHMe 1 mecsua co AHA BbIMUCKKU, @ B CNyYae BbIMUCKK
TAKUX PELLEenToOB YKAa3aHHbIM KaTEropmam rpaykaaH, LOCTUMLMM NEHCMOHHOMO BO3pacTa, CPOK AencTBus
peLenTa coctaBAfeT 3 mecAla CO AHA BbIMUCKU. [N NeveHnn 3aTAXKHbIX U XPOHUYECKMX 3abonieBaHni
rpa*kgaHam NMeHCMOHHOro BO3pacTa MOTYT BbIMUCHIBATLCA PeLenTbl Ha JIeKapCTBeHHble npenapaTtbl Ha
Kypc nedyeHns 0o 3-x mecaues.

(8 pea. NMpukasa MuH3sgpascoupassntma Poccum ot 20.01.2011 N 13H)

PeuenTbl Ha BCe OCTaNbHble IEKAPCTBEHHbIE NpenapaTtbl A4eUCTBUTENbHbI B TEYEHUE 2-X MECALLEB
CO AHA BbIMUCKM.

(8 pea. NMpukasa MuH3sgpascoupassntma Poccum ot 20.01.2011 N 13H)

PeuenTbl Ha Npon3BogHble 6apbUTYPOBOW KMUCNOTDLI, 3deapuH, NncesaosdpesprH B HUCTOM BULE U B
CMECU C APYTMMM NEKAPCTBEHHbIMU CPeACTBAMU, aHabonnyeckue ctepounabl, KN03anuH, TMaHENTUH A8
NleYyeHuns BONbHbIX C 3aTAXKHBIMW U XPOHUYECKMMU 3ab0NEBaHMAMM MOTYT BbIMMUCLIBAaTbCA Ha Kypc
NeyeHuns o 1 mecsua. B atux cayyasx Ha peuentax Ao/KHA ObiTb Hagnucek "Mo cneunanbHomy
Ha3Ha4YeHuto", CKpensieHHan NoANMUCHIO Bpaya M NevyaTbio MeauLUMHCKON opraHu3saumm "ns peuentos".
(8 pea. Npukasa MuH3sapascoupassntma Poccum ot 20.01.2011 N 13H)

MNyHKkT 1.17 He npumeHAetca ¢ 1 uwona 2013 roga K NpPaBOOTHOLEHMAM, CBA3AHHbIM C
Ha3Ha4YeHMeM W BbINMUCbIBAHWEM NEKAPCTBEHHbIX MPEnapaTtoB U MegMUMHCKUX wm3genunit (Mpukas
MwuH3gpasa Poccum o1 26.02.2013 N 94H).

1.17. Mpwn BbINWUCbIBAHNUN XPOHMYECKUM B6O/IbHBIM PELENTOB Ha rOTOBble J/IEKAPCTBEHHbIE
npenapatbl M JEKapCTBEHHble npenapaTbl WMHAMBUAYANbHOTO M3rOTOB/IEHWA Bpavam paspellaeTcs
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YCTaHaB/AMBATb CPOK AENCTBMA peLenTa B Npegenax 4o 04HOro roaa, 3a UCK/IYEHNEM:
(B pea. MpuKkasa MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

- NeKapCTBEHHbIX CPEeACTB, NOANENKALMX MPEeaMETHO-KO/IMYECTBEHHOMY YYeTy;

- NeKapCTBEHHbIX NpenapaTos, obaafatowmx aHaboaMYeCcKom akTUBHOCTbIO;

- JIeKapCTBEHHbIX MPENapaToB, OTMYCKaeMbIX M3 aNTeYHbIX OpraHM3auuii No peuenTam pas
ambynaTopHOro /ieYeHua rpaxkaaH B pamMKaxX OKasaHWA rocydapCTBEHHOM COLMANbHOM MOMOLLN U
rpakaaH, MMetoLLMX NPABo Ha NoJly4YeHMe IEKAaPCTBEHHbIX CPeacTB 6ecnaaTHO U CO CKUAKOW;

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

- CNNPTOCOAEPKALMX NEKAPCTBEHHbIX NPENAPATOB UHAMBUAYAbHOIO U3rOTOB/IEHMA.
(B pea. MpuKkasa MuH3gpascoupassutma Poccnm ot 20.01.2011 N 13H)

MpW BbINUCbIBAHUWN TaKMX PELLENTOB BPay AO/IKEH cAenatb NoMeTky "XpoHunyeckomy 6osnbHomy",
YyKa3aTb CPOK AEUCTBUA peLenTa U NepuoamMYHOCTb OTMNYCKa JIEKAapPCTBEHHbIX NPENapaToB M3 anTevyHOoM
opraHusaumm (exeHeaenbHO, EXXEeMECAYHO U T.N.), 3aBEPUTb 3TO yKa3aHWe CBOEW NOANUCHI0 U INYHOM
neyaTbto, a TaK¥Ke NevyaTbio MeAUUMHCKOW opraHm3aumm "Ona peyenTtos”.

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

MyHKT 1.18 He npumeHAetca ¢ 1 uwona 2013 roga K NpPaBOOTHOLWEHMAM, CBA3aHHbIM C
Ha3sHaYeHMEeM W BbINMUCbIBAHWEM NEKAPCTBEHHbIX MPEnapaTtoB U MegMUMHCKUX wm3gennit (Mpukas
MwuH3sapasa Poccum o1 26.02.2013 N 94H).

1.18. Peuent, He oTBevyalOWMit xoTa 6bl OQHOMY W3 MEPEYUCNEHHbIX TpeboBaHMIA WAK
cogeprKallnii HECOBMECTUMbIE SIeKAaPCTBEHHbIE CPeACTBa, CHUTAETCA HeAeNCTBUTENbHBIM.
(B pea. MpuKkasza MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

B c/nyyae BO3MOMKHOCTM YTOYHEHMA Yy Bpaya WAM  APYroro MeamuMHCKOro paboTHMKa,
BbINWCABLUEro peLenT, HAMMEHOBAHWA JIEKAapPCTBEHHOTO MpenapaTta, ero A03MPOBKKU, COBMECTUMOCTU U
T.MN., PaOOTHMK aNTEYHON OpraHM3aLUUM MOXKET OTNYCTUTb JIEKAPCTBEHHDbIM NpenapaTt NaumneHTy.

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

Il. MopAaoK BbINUCbIBAHMA peLenTosB
Ha JIeKapCTBEHHbIe NpenapaTbl 41 aMbynaToOpPHOro eyeHus
rpakAaH B pamMKax OKa3aHWA rocyAapCTBEHHON COLMaNbHOM
NOMOLLM U rpaXaaH, UMerLMX NPaBo Ha NoayyYeHue
NeKapCTBEHHbIX CpeacTB 6ecnaaTHO 1 Co CKUAKOM
(8 pea. Mpukasa MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

MyHKT 2.1 He npumeHsaeTca ¢ 1 niona 2013 roga K NpaBOOTHOLIEHUAM, CBA3AHHbIM C Ha3Ha4YeHNEM
M BbIMUCbIBAHWEM JIEKAaPCTBEHHbIX NMPENapaToB U MeAWULMHCKUX n3genunii (Mpukas MuHsgpasa Poccum
0T 26.02.2013 N 94H).

2.1. CamocToATeNbHO  Nevyalwum  BpPayYoM  Uau BpayoM-crneumanucTom  aevyebHo-
NPOGUNAKTUHECKOTO YUYpEXAEHUA BbIMUCHIBAOTCA peLenTbl Ha JIEKAapCTBEHHble MpenapaTtbl AAA
ambynaTopHOro neyYeHus rpaxgaH B PaMKax OKas3aHWA ToCyfapCTBEHHOM COLMA/IbHOM MOMOLWIM U
rpaxgaH, UMelLMX NpPaBO Ha NOJIyYEHWE JIEKAPCTBEHHbIX CPeacTB OecnsaTHO M CO CKUAKOW, B
COOTBETCTBUM CO CTAHAAPTAMWU MEAMUMHCKOM MOMOLUM, 3@ MCKAOYEHMEM CAydYaeB Ha3HayeHwus,
onpeaeneHHbix NyHKTom 2.4.1 HacToswen UHCTpyKumu.

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

MyHKT 2.2 He npumeHseTcA ¢ 1 niona 2013 roaa K NpaBOOTHOLWEHUAM, CBA3AHHbIM C HA3HAYeHMEM
M BbINUCbIBAHMEM JIEKAPCTBEHHbIX NPEernapaToB U MeauUMHCKUX nsgenuii (Mpukas MuHsapasa Poccum
0T 26.02.2013 N 94H).

2.2. MNpaBo caMoOCTOATE/NIbHO BbINWUCbIBaTb PELLENTbl AN MOJYYEHMA B anTe4yHOW OpraHusaumm
JIeKapCTBEHHbIX CPEACTB rpakgaHam B NopsaaKe, ycTaHoBAeHHOM n. 2.1 HacToAwen MHCTpYKLMN, nmetoT
TaKXKe:

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

2.2.1. B npeaenax cBoei KOMNeTeHUUu Bpauu, paboTatowme B MeAULMHCKON OpraHM3aumm no

COBMECTUTE/IbCTBY;
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(8 pea. NMpukasa MuH3sapascoupassntma Poccum ot 20.01.2011 N 13H)

2.2.2. BpayM CTaLMOHAPHbIX YYPEXAEHUA COLNANBHON 3alUTbl U UCNPABUTEBbHbBIX YYPEKAEHN
HEe3aBUCMMO OT BEAOMCTBEHHOW NPUHALNENKHOCTU;

2.2.3. Bpaun BeOOMCTBEHHbIX MOJIMKAMHUK dpeaepanbHoro (cybbekta Poccuiickolt depepaumm)
NOAYNHEHUSA:

- rparkgaHam, UMeLWMM CTaTyC Mo npodeccMoHanbHOMY MPWU3HAKY, pacxoapl Ha HecnnatHoe
NleKapcTBeHHoOe obecneyeHne KOTOPbIX B COOTBETCTBMU C 3aKOHOAATeNbcTBOM Poccuiickoit ®epepauymm
MOKPbIBAKOTCA 3a CYET CpeacTB ¢peaepanbHOro 6roaxKeTa;

- MHbIM KaTEropmam rpaxgaH, pacxogpl Ha becnnaTtHoe nekapcTBeHHoe obecneyeHme KOTOpbIX B
COOTBETCTBUM C 3aKOHOZATENBCTBOM Poccuiickoin PegepaLmm NOKPbIBAOTCA 3a CYET CPeacTB H610AKeTOB
pasfINyHbIX YPOBHEN U 0b6A3aTeNIbHOINO0 MEAMLMHCKOIO CTPaxoBaHWA MO COIacoBaHUIO U B NOPAAKeE,
onpeaensieMom OpraHamu MUCNOAHWUTENbHOW BAacTM cybbekTa Poccuitickoint depepaumn, ecam B
6loaKeTax COOTBETCTBYHOWMX desepanbHbIX OPraHOB MCMOAHUTENBHOMW BAACTU He  BblAeNEHbI
dnHaHCOBble CpeacTBa Ha 3TK Lenu;

2.2.4. YaCTHOMpPAKTUKYOWMe Bpayu, paboTatowme No AOroBopy C TEPPUTOPUANbHBIM OPraHOM
yrnpaB/ieHna 34paBoOOXpPaHEHMEM W/UAn TeppuTopuanbHbiM GOHAOM 06A3aTeNbHONO0 MeAMLMHCKOro
CTPaxoBaHMA U OKasblBaloWMe MEAUUMHCKYI0 MOMOLLb rparkAaHam B pPaMKax Mporpammbl OKasaHMA
rocyapcTBEHHOW COLMANbHOW MOMOLLM U FparkAaHam, MMEKLLMM MPaBo Ha NOJlyYeHNE NEKAPCTBEHHbIX
npenapaTos 6ecnaaTHO U CO CKUAKOM.

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

MyHKT 2.3 He npumeHsaeTca ¢ 1 niona 2013 roaa K NpaBOOTHOLWEHUAM, CBA3AHHbLIM C HAa3HaYeHnem
N BbIMMUCbIBAHUEM JIEKAPCTBEHHbIX MPEnapaToB U MeanUMHCKUX nsgenunii (Mpukas MuHsgpasa Poccum
0T 26.02.2013 N 94H).

2.3. B 0cobbIx cnyyasnx (MpoXKMBaHUE B Ce/IbCKON MECTHOCTHU, Iae Haxo4MTCA TO/IbKO MeaULMHCKasA
opraHusauma uam ee o6ocobneHHoe noapasaenieHne, He UMetoLLee Bpaya) peLL.enTbl Ha NEKAPCTBEHHbIE
npenapaTtbl 418 ambynaTOPHOro SIeYeHUs rpaxKaaH B pamKax OKasaHWA rocyAapCTBEHHOM couManibHOM
NMOMOLLM W TpaxkhaH, MMEeLWMX NPaBo Ha MOJIyYeHWe NeKapCTBEHHbIX MpenapatoB 6ecniaTtHO U co
CKMAKOW, MOryT ObITb BbINMMCaHbl CAMOCTOATENbHO BeaylMM npuem ¢enbalepoM MAM aKyLepKoi
TaKOM MeAMUMHCKOM OpraHn3aLmmn B COOTBETCTBMM C N. 2.1 HacToAwen MHCTpyKLMK.

MepeyeHb MeEAMUMHCKMX OpraHusauMi U NopagoK NEeKapCTBEHHOrO obecneyeHms yKasaHHbIX
rpaxgaH onpeaenatoTcs OpraHOM UCMOAHUTEIbHONM BAAcTU cybbekTa Poccuiickoit Pepepaumm B chepe
3/1paBOOXpaHEHMA.

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

MyHKT 2.4 He npumeHsaeTca ¢ 1 niona 2013 roga K NpaBOOTHOLIEHUAM, CBA3AHHbIM C Ha3HaYeHNeM
M BbIMUCbIBAHWEM JIEKAapPCTBEHHbIX NMPENapaToB U MeAULMHCKUX n3genunii (Mpukas MuHsgpasa Poccum
0T 26.02.2013 N 94H).

2.4. BbinucbiBaHWE peLEnTOB Ha JeKapCTBEHHble npenapatbl Aaa ambynaTOpHOro sevyeHus
rpakaaH B pamKax OKa3aHWA rocyAapCTBEHHON COLMANBbHOM MOMOLLM U FpaXKAaH, MMeoLWwMX NpaBo Ha
noJiydeHMe IeKaPCTBEHHbIX NpenapaToB 6ecniaTHO U CO CKMAKOW, OCYLLECTBASETCS:

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

2.4.1. Bpavyamm-cneumanmcTamm:

- Ha HapKOTUYeCcKue cpeAacTBa 7 NPOTUBOOMNYXO/EBblE npenaparsl
(oHKONIOrMYECKMM/TEMATONOMMYECKUM BOMIbHbIM) - OHKO/MIOrOM W/WAM remaToNoroM, Hedpponorom,
peBmaTosorom u ap.;

- Ha UMMYHOMOZAYNATOPbI - FeMaToNI0rOM U/UAKN OHKONOrOM (Moc/ie NpPoBeAeHUA yyeBoin u/mam
XMMUOTEPANMU, Mepecajiku KOCTHOro Mmo3ra), UMmyHonorom (6onbHbim CMWOom uam apyrumu
TAXENbIMU HapyLUEHUAMN UMMYHWUTETA), TPAHCMAAHTONOrOM (nocse nepecagkv OpraHoOB W TKaHeN),
peBMaToNI0roM 1 MHbIMU CNeuMannucTamm;

- Ha NPOTMBOTYHEpPKyNe3Hble NpenapaTbl - PTUINATPOM;

- Ha npotuBoamabeTmyeckne (60sbHbIM CaxapHbiIM AnabeTom) M npouyme NieKapCTBEHHble
npenapartbl, BAUAIOWMNE HA SHOOKPUHHYIO CUCTEMY, - IHAOKPUHONOIOM, B NopAAKe, onpeaeneHHOM B
nyHKTe 2.4 UHCTPYKUUKM O NOpAAKe Ha3HaYyeHMA IeKapCcTBEHHbIX NpenapaTtos (npuaoxkeHme N 12).

(8 pea. Mpukasa MuHsgpascoupassutusa Poccum ot 20.01.2011 N 13H)
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Mpn OTCYTCTBMM YKa3aHHbIX CNELMANNCTOB BbIMUCbIBAHUE NbFOTHbLIX PELLENTOB B 3TUX CAydaax
NPOM3BOAUTCA SIeHaLLMM BPAYOM MO pPeLLleHNIo BPauyebHOM KOMUCCUM NOJNKIUHUKNY;

2.4.2. nevyawmMm BpPayYom UM BPaYOM-CNeLNaIMCTOM TONIbKO MO PeLLeHno BpayebHo Komuccum
MeaNLMHCKOM OpraHn3aLnm:
(B pea. MpuKkasza MuH3gpascoupassutma Poccum ot 20.01.2011 N 13H)

- Ha ncuxoTponHble BewecTtBa cnmuckos |l u Ill, MHble NeKapcTBeHHble cpeacTBa, nogjexalme
npeaMeTHO-KO/IMYECTBEHHOMY y4eTy, aHabonyeckme ctepounbl;

- Ha HapkoTuyeckme cpeactea Cnucka |l 60AbHbIM, He CTPadatoWMM OHKOJIOTMYECKUM
(remaTonorunuyeckmm) sabonesaHmem;

B cBfA3M c AonyweHHOW onedyaTkon nucbmom MuHsgpascoupassutns Poccumn ot 24.05.2007 N
4185-BC, KoTopoe He npoxoaunao peructpaumto B MuHiocte Poccun, yTouHeHO, 4To "Bpauy MOMKeT
CaMOCTOATE/IbHO BbINUCbIBaTb OAHOMY 60/bHOMY He 6osiee 5 HAaMMEHOBAHWUIN NEKAPCTBEHHbIX CPEACTB
€AMHOBPEMEHHO (B TeyeHMe CyToK) U He 6onee 10 HaMmeHoBaHMM B TeuyeHue 1 mecaua. Mpu
BbINMUCbIBAHUWN BO/IbLLETO KONMYECTBA IEKAPCTBEHHbIX CPEACTB Bpay 0653aH COrNacoBaTb HazHa4YeHMe ¢
BpayebHoM Komuccuen neyebHo-NpodUNaKTUYECKOTO yUupexKaeHuns".

- Ha JIeKapCTBEHHbIE MpenapaTbl, Ha3HaYaemble JieyalMm Bpavyom U BpavyaMu-Crieumanncramu,
OflHOMY 6ONbHOMY B KO/AMYECTBE MATU HAaMMeHOBaHUN U 6osiee OAHOMOMEHTHO (B TeyeHue OAHUX
CYTOK) MAM CBbILLE AECATU HAMMEHOBAHWNI B TeYeHUEe 0AHOro MecsLia;

(8 pea. Npukasos MuH3apascoLpassuTusa Poccuu ot 25.09.2009 N 794H, o1 20.01.2011 N 13H)

- Ha NeKapCcTBeHHble MnpenapaTtbl B C/Ay4asAX HETUMUYHOrO TeyeHus Oone3HW, NpU HaanuyUm
OC/IOXKHEHUI OCHOBHOro 3abonesaHuA M/UAM coyeTaHHbIX 3abosieBaHWM, NMPU Ha3HAYEHUU OMaCHbIX
KOMOWHALUMIN IeKapCTBEHHbIX CPEACTB, a TaKXKe Npu UHANUBUAYAAbHOW HENEPEHOCUMOCTH.

2.5. YTpatun cnay. - NMpukas MuHsgpascouypassntna Poccmn ot 27.08.2007 N 560.

MyHKT 2.6 He npumeHaAeTca ¢ 1 nons 2013 roaa K NPaBOOTHOLEHMAM, CBA3AHHbIM C Ha3HaYeHWEeM
M BbINUCbIBAHMEM /IEKAPCTBEHHbIX NPEnapaToB U MeanUMHCKUX nsgenuii (Mpukas MuHsapasa Poccumn
oT 26.02.2013 N 94H).

2.6. He ponycKkaeTcs BbINUCbIBaHME PeLENnTOB HA JIEKAPCTBEHHbIE NpenapaTbl 418 ambynaTtopHoro
JleyeHnA rparkaaH B pamKax OKasaHMA rocyapCTBEHHOW COLMANbHOM NOMOLLM WU rPaXKAaH, MMELLMX
NpaBo Ha NOJy4YeHMEe JIEKAapCTBEHHbIX NpenapaTtoB 6ecnnaTtHO M CO CKUAKOW, BpavyaMum CaHATOPHO-
KYPOPTHbIX YYpEeXAeHWN, Bpadyamu CTaLMOHAPHbIX YUYPEXKAEHUN, B T.4. OAHEBHbIX (33 WCKAKOYEHUEM
CTAUMOHApPHbIX YYPEXKOEHUA COLMaNbHOM 3alMTbl), @ TaKXKe BpayaMu MeAMUMHCKMX OpraHu3auuii B
nepuog, HaxoxKaAeHna 60/1bHbIX Ha CTaLLMOHAPHOM JlIeYEeHUN B COOTBETCTBMU C AENCTBYHOLLMM NOPALKOM.
(B pea. MpurKasza MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

YacTHOMPAKTUKYIOWMM Bpavyam 3anpeLiaeTca  BbIMUCbIBATb  pPeuenTbl Ha JIEKAPCTBEHHble
npenapaTtbl ANA ambynaTOPHOro fievyeHus rpaxaaH B pamKax OKasaHWA rocyAapCTBEHHOM coLManibHOM
NMOMOLLM WU TPaXKAaH, MMELWMX NPaBo Ha MNOJyYeHWe NeKapCTBEHHbIX MpenapatoB 6ecniaTHoO M co
CKMAKOWM, 33 UCK/IIOYEHMEM C/TyHaEB, YKa3aHHbIX B NyHKTe 2.2.4 HacToAwen UHCTpyKumu.

(8 pea. NMpukasa MuH3sgpascoupassntma Poccum ot 20.01.2011 N 13H)

MyHKT 2.7 He npumeHaAeTca ¢ 1 nions 2013 roga K NPaBoOOTHOLEHMUAM, CBA3AHHbIM C Ha3HaYeHUeM
M BbINUCbIBAHMEM /IEKAPCTBEHHbIX NPenapaToB U MeanuMHCKUX nsgenuii (Mpukas MuHsapaea Poccum
oT 26.02.2013 N 94H).

2.7. HasHauyeHWe NneKapCTBEHHbIX NPenapaToB AaA ambynaTOpPHOro NeyeHua rpaxaaH B pamKax
OKa3aHWA rOCYAapCTBEHHOM COLMANbHOW MNOMOLUM M TPaxKAaH, UMELWMX NpaBO Ha MNoJyyeHue
NIeKapCTBEHHbIX NpenapatoB 6ecnnaTHO M CO CKWAKOMW, OTparkaeTcAd B MeAMLMHCKOW KapTe
ambynaTopHoro 60nbHOrO B NOPAZKe, NPeaycCMOTPEHHOM NyHKTOM 1.6 WHCTpyKuMn O nopsake
HasHayeHMA J/IeKapCTBEHHbIX npenapatoB (npuaoxkeHne N 12), nyHKtamm 1.2 - 1.10 HacToALel
WHCTPYKLMK, C YKa3aHMEeM HOMepa peLienTa U B TaJoHe ambynaTopHOro NauueHTa, yTBEPXKAEHHOM B
YCTAHOB/IEHHOM MOpPALKeE.

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

Mpy BbINUCbIBAaHUM PELLENTOB Ha JIeKAapCTBEHHble MpenapaTtbl ANs ambynaTOpHOro jevyeHus
rpakaaH B pamKax OKa3aHWA rocyAapCTBEHHON COLMANBbHOM MOMOLLM U FpaXKAaH, MMeoLWMX NpaBo Ha
NnoslyYeHMe NIeKapCTBEHHbIX NpenapaToB H6ecniaTHO U CO CKMAKOM, 06A3aTesIbHO YKa3blBAaeTCA HOMep
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TenedoHa, N0 KOTOPOMY PabOTHUK anTe4yHOW OpraHM3aLUMM MOXKET COrnacoBaTh C Je4alium BpPavom
(spauom-cneupanmctom, BpavyebHOM KOMUCCUENW MEAULIMHCKON opraHuMsaumMm) CUHOHMMMUYECKYIO
3aMeHY NeKapCTBEHHOrO Npenapara.

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

MNyHKTbI 2.8 - 2.9 He npumeHaAloTca ¢ 1 unona 2013 roga K NPaBOOTHOLWEHUAM, CBA3AHHbIM C
Ha3HaYeHMeM W BbINMUCbIBAHWEM JNIEKAPCTBEHHbIX MPEnapaTtoB U MeguUMHCKUX wmsgenunin (Mpukas
MwuH3apasa Poccum o1 26.02.2013 N 94H).

2.8. PeuenT Ha peuenTypHom bnaHke ¢popmbl N 148-1/y-04 (n) n N 148-1/y-06 (n) BbiNUCbIBaeTcA
Bpauom (denbawepom) B 3-x 3K3eMNAspax, C ABYMA IK3eMnasapamm Kotoporo 6osbHOM obpallaeTca B
anTeyHylo opraHusauumio. MNocnegHuit sK3emnasp peuenTta NogKNenBaeTcs B ambynaTopHylo KapTy
60/1bHOrO.

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

2.9. HapKoTuuyecKkume cpeacTBa M NcuxoTponHble Bewectea Cnucka Il ans ambynaTopHoOro neyeHus
rpakgaH B paMKax OKasaHWA rocyapcTBEHHOM COLUMANAbHOM NOMOLWM M FpaXKaaH, UMEeoLWMX NpaBo Ha
noslyYeHMe NeKapCTBEHHbIX npenapaToB 6ecniaTHO U CO CKMAKOM, BbINMCbIBAOTCA HA CneuMasbHOM
peuentypHom 6n1aHKe Ha HApPKOTUYECKoe CPeacTBO M MCUXOTPOMHOE BELLECTBO, K KOTOPOMY
[JOMOJIHATENBHO BbIMUCHIBAKOTCA peuenTbl Ha peuentypHom 6naHke ¢opmbl N 148-1/y-04 (n) wam
dopmbl N 148-1/y-06 (n).

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

McuxoTtponHble Bewectsa Cnucka lll, nHble neKkapcTBeHHble CpeacTBa, nognexawme npegmeTHo-
KONMYeCTBEHHOMY y4eTy, aHabomMyeckne ctepomabl, npegHasHayYeHHble Ana ambynaTopHOro fevyeHus
rpakaaH B paMKax rocyfapCTBEHHOM COLMANbHON NMOMOLLM U FpaKaaH, MMEOLWMX NPaBo Ha NoyYyeHune
JIEKAPCTBEHHbIX NpenapaToB 6ecnsiaTHO M CO CKUAKOM, BbIMUCLIBAIOTCSA Ha peuenTtypHom 6naHke N 148-
1/y-88, K KOTOPOMY AOMO/IHUTE/IbHO BbIMMCHIBAIOTCA peLenTbl Ha peuenTypHom 6naHke ¢opmbl N 148-
1/y-04 (n) naun popmbl N 148-1/y-06 (n).

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

MyHKT 2.10 He npumeHAetca ¢ 1 uwona 2013 roga K NPaBOOTHOLWEHMAM, CBA3aHHbIM C
Ha3Ha4YeHMEeM W BbINMUCbIBAHWEM NEKAPCTBEHHbIX MPENapaTtoB U MeaMUMHCKUX wm3genunin (Mpukas
MwuH3gpasa Poccum o1 26.02.2013 N 94H).

2.10. Ona obecneyeHUs HAPKOTUYECKMMU CPEeACTBAMMU U NCUXOTPOMHbLIMU BELLECTBAMM 6O/bHbIE
NPUKPENAAIOTCA K KOHKPETHOM MEAMUMHCKOM M anTeyHO OpraHusaumam no MecCTy KUTebCTBA B
nopsake, onpeaensieMoM OPraHOM UCMOJIHUTENbHOM BNacTh cybbekTa Poccuiickoin ®epepaumm B chepe
3/1paBOOXPaAHEHMA.

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

lIl. Nopsgok obopmneHus
TpeboBaHMI-HaKNAAHbIX B aNTEYHYHO OPraHN3auMIo Ha NoayYyeHue
JIeKapCTBEHHbIX NPENAPATOB A1A MeAULMHCKMX OpraHn3aLmm
(8 pea. NMpukasa MuH3sapascoupassntma Poccum ot 20.01.2011 N 13H)

3.1. Ans obecneyeHna ne4yebHO-AMArHOCTMYECKOTO MpoLecca MeaULMHCKME OpraHusaumum
NnoJsiy4aloT NeKapcTBEHHble MpenapaTtbl M3 anTe4yHOW OpraHuMsaumn no TpeboBaHUAM-HAKNALHbIM,
YTBEPXKAEHHBIM B YCTAaHOB/IEHHOM NOPSAKE.

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

TpeboBaHMe-HaKNagHanA Ha NOJyYeHUEe M3 anTeyHbIX OPraHM3aLMiA JIEKAPCTBEHHbIX MpenapaTos
OOJ/KHA MMETb LUTAaMI, KPYraylo neyatb MeguLUMHCKOW OpraHM3aummn, noanncb ee pyKoBOAUTENA UK
ero 3aMecTuTena no ne4yebHom yactu.

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

B TpeboBaHMM-HaKNAAHOW yKa3blBaeTCA HOMEp, AaTa COCTaBAEHUA AOKYMEHTa, OTNpPaBuUTE/Nb U
nosiydaTeslb NIeKAPCTBEHHOrO MpenapaTa, HauMeHOBaHME /IeKApCTBEHHOrO npenapaTta (C yKasaHuem
003UPOBKKU, GOpMbl BbiNycKa (TabAeTKM, amny/ibl, Masn, CynnosnuTopun v T.N.), BUA, yNakoBKK (KOpobKK,
dnakoHbI, Ty6bl U T.N.), CNOCO6 NPUMEHEHUs (O UHBbEKLMN, ANA HapyKHOro NPUMEHEHMA, nNpruema
BHYTPb, F/1a3Hble Kanau u T.n.), KoAMYecTBo 3aTpeboBaHHbIX 1EKAPCTBEHHbIX NPenapaTos, KOANYECTBO U
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CTOMMOCTb OTNYLLEHHbIX 1EKAPCTBEHHbIX MPEnapaTos.
(B pea. MpuKkasa MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

HanmeHoBaHWA neKapCTBEHHbIX NPENapaToB NULIYTCA Ha IATUHCKOM A3bIKE.
(B pea. MpuKasa MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

TpeboBaHMA-HaKnagHble  Ha  JIeKapCTBEHHble  CpeacTBa,  noAjexawme  npegmeTHo-
KOJINYECTBEHHOMY YYeTy, BbINMUCbIBAIOTCA Ha OTAE/bHbIX 61aHKax TpeboBaHUM-HAKNAAHbIX ANA KaXKaoMh
rpynnbl Npenaparos.

MeauunHCKMe opraHuMsauumM npu  COCTaBNEHUM 3afABOK HA HAPKOTUYECKME cpeactBa M
NCUXOTPOMNHble BewecTsa cnnckoB Il n Il foMKHBI PYKOBOACTBOBATLCA pPacYeTHbIMU HOPMaTUBaMM,
YTBEPXKAEHHBIMWN B YCTAHOB/IEHHOM MOPAJKE.

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

3.2. TpeboBaHWA-HaKNaAHble CTPYKTYPHOrO nNogpasfesneHua  MeaMLUMHCKOM  OpraHvM3aunm
(KabuHeTta, oTaeneHMA W T.N.) HA JNEKAPCTBEHHble MNpenapaTbl, HanpaBAfemble B aNTEYHYHO
opraHusaumio, opopmnAlTCcA B nopAgKe, onpegeneHHom nyHKTom 3.1 HactoAwen WHCTpyKuuwy,
NoAnuCbIBAlOTCA PYKOBOAUTENEM COOTBETCTBYHOWEro noapasgesneHna M opopmaAarTCcA LUTaMNom
MeONLMHCKON OpraHM3auum.

Mpwu BbINUCBIBaHWM IEKAPCTBEHHOIO NpenapaTa 41a UHANBUAYaNbHOro 60/1bHOr0 AOMNOJHUTENBHO
yKa3blBaeTcs ero amuama U MHULMaNbI, HOMep UcTopun bonesHu.

(n. 3.2 B pea. MNpukasa MuHsgpascouypassuTtns Poccum ot 20.01.2011 N 13H)

3.3. CtomaTonoru, 3ybHble Bpaun MOTyT BbINMUCbIBATb 32 CBOEM Nognucbio TpeboBaHMA-HaKNagHble
TONbKO HA JIeKapCTBEHHble MpenapaTbl, MPUMEHAEMble B CTOMATO/IOTMYecKOM KabuHeTe, 6e3 npasa
Bbl4a4YM UX NALMEHTAM Ha PYKM.

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

3.4. TpeboBaHWA Ha AAOBUTble SIEKAPCTBEHHblE CPeAcTBa, KPOMe MoAnuMcu cTomaTosiora Wau
3y6HOro Bpaya, A0NKHbl UMETb NOANUCb PYKOBOAUTENSA yupeKaeHua (0TAeNeHUs) UK ero 3aMecTuTens
W KPYrayto nevyatb MeAnLMHCKON OpraHM3aumnu.

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

3.5. TpeboBaHuA-HaKNagHble Ha OTMNYCK YaCTHOMPAKTUKYIOWMM BpavyaM JIeKapCTBEHHbIX
npenapaTtoB (3a UCKAKOYEHUEM HAPKOTMYECKMX CPencTB M MCUXOTPOMHbIX BelecTB cnuckos Il u lll, a
TaK)Ke JIeKapCTBEHHbIX NPenapaToB, COAEPKaLLMX 3TU CPeacTBa U BelecTBa) 0hopMIAIOTCA B NopALKe,
onpeaeneHHom n. 3.1 - 3.4 HacToAwen MHCTPYKLMK, HA OCHOBAHWKW 0roBOpPa Kynau-npoLaxkun mexay
YaCTHOMPAKTUKYIOWMM BPAYOM W anTe4yHOM OpraHu3aumen U  JIMUEH3UM Ha  MEeAMULUHCKYHO
OEeATeNbHOCTb, BbIAAHHOM B YCTAaHOB/IEHHOM MOPALKe.

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

3.6. B anTeyHbix opraHusauuax TpeboBaHMA-HaKNagHble  nevyebHO-NPOPUNAKTUYECKMX
YyUYpeXaeHU Ha OTNYCK HAapPKOTUYECKMX CPencTB M NCUXOTPONHbIX BelecTs cnuckos Il u Il xpaHAaTca B
TeyeHue 10 feT, Ha OTNYCK MHbIX NEKAPCTBEHHbIX CPEACTB, NOAAENKALLNX NPESMETHO-KONYECTBEHHOMY
y4yety, - B TeyeHue 3-x NeT, OCTafibHbIX TPYNN JIEKAPCTBEHHbIX MPENapaToB - B TEYEHUE OOHOro
KaneHaapHoro roga.

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

3.7. TpeboBaHWA-HaKNaaHble MEAULMHCKUX OPraHM3auMin OO/MKHbI XPaHUTbCA B anTe4YHOW
opraHu3aumm B ycnoBuaAx, obecnevmBatoLmnx COXPaHHOCTb, B COPOLLIOPOBAHHOM W OneYyaTaHHOM BUAE U
0bopMNATLCA B TOMA C yKasaHMeM MecsLa M roga.

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

3.8. Mo wucTe4yeHUN CpoOKa XpaHeHUA TpeboBaHWA-HaAKNAAHbIE MNOANENKAT YHUUTOXKEHUIO B
NPUCYTCTBMM YIEHOB CO33aBAaeMOWN B anTeYHO OpraHU3aLMM KOMWUCCUM, O YeM COCTaBAAKOTCA aKTbl,
dopmbl KOTOPbIX NpeaycMOoTpeHbl NpuaoxkeHnamm N 3 n 4 K HacToAwwen MHCTpyKLUu.

(8 pea. Mpukasos MuH3gpascoupassuTusa Poccumn ot 25.09.2009 N 794H, ot 20.01.2011 N 13H)

IV. KOHTpO/b 3a BbINUCbIBAaHUEM peL.enToB
1 TpeboBaHMM-HAKNAAHbIX HA NEKAPCTBEHHbIE NpenapaThbl

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

4.1-4.4. Ytpatnaun cuny ¢ 1 nona 2013 roga. - MNpukas MuHsagpasa Poccum ot 26.02.2013 N 94H.
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CornacosaHo

PykoBoguTenb (3amecTutenb
pykosoautens) PCKH Poccuu
O.H.XAPUYKWNH

12.02.2007

MpunnoxkeHme N 1
K MHCTpYKLMK O nopAagke
BbINUCbIBAHWUA IEKAPCTBEHHbIX

npenapaTos 1 opOpPMIEHNA peLenToB

1 TpeboBaHU-HaKNA4HbIX,
yTBepKAEeHHON MpuKasom
MwuH3apascoupassmtna Poccum
ot 12 ¢pespana 2007 r. N 110

NMPEAENBHO AONYCTUMOE KONMMYECTBO
NEKAPCTBEHHbIX CPEACTB A4 BbINMUCbIBAHWA HA OAWH PELENT

(8 pea. Npukasos MuH3apascoLpa3BuTmMa Poccum ot 25.09.2009 N 794H,
o7 20.01.2011 N 13H)

N |HamMeHOBaHMeE JIEKAPCTBEHHOTO dopmMma BHIyCKa U KomnuecTroO
n/mo cpencrTsBa IOO3MPOBKA
1. BynpenopduH TabneTkn Onsa 50 Tabim.
CYyOIMHTBAJILHOTO
npuema 200 MKD
n 400 MxD
2. BynpeHnopbounu PacTeOop mOnsa
VHBEeKLWM,
aMITy JIEL
300 Mxr/mim 1 wmo 30 ammyn
300 MxrT/mMiT 2 M 15 amnymn
3. BynpeHopbuH TpaHcIepMaJibHa g
TepalneBTHUUYeCkas
cucrTema
35 Mkr/u 20 macr.
52,5 MKI/4 8 mjacr.
70 Mx1T/u 5 njact.
4. INTMOpOKOOEMH-peTapn TabJjeTxky nJsa
(I'K KoHTHMHYC) npreMa BHYTPb
60 MmT 40 Tabg.
90 wmr 30 TabJ.
120 Mr 20 TabJ.
5. INOIMIOJIOP (MMPUTPaMNUI) PacTBOp mOJnsa 50 ammys

VHBEKLUN,
amniysier 0, 75% mo
2 MJI
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6. MopbrHa THUOPOXJIOPUI PacTBOp IJs 20 amnys
VHBEKLUUN,
amnyJyiel 10 MT B
1 M
7. OMHOIIOH PacTBOp IJda 10 amnyi
VHBEKLUUN,
aMmnyJiel 1% u 2%
nmo 1 wmm
8. [IpoMenos (TpuUMeNepuIMHA TabyneTku nJj4a 50 Tabm.
TUIOPOXJIOPUL) npueMa BHYTPb
25 Mr
9. [IpoMenoJsl (TpMUMeNnepmuauHa PacTteOp mna
TUIOPOXJIOPHUI) UHBEKLMN,
amMnyJiel 1 m 2% 10 10 amnyi
1 wmm
WNPUL - TIOOUKM 10 wnpui-
1 m 2% no 1 M TIOOMKOB
10. MopdmuHa cynbdarT TabneTky u
(MCT XOHTMHYC MIM IOpyIue KallCyJIBL
aHaJIOTU MNPOIOJIXUTEJIEHOCTHIO IPOIOJIEHHOTO
IeMCcTBMSA He MeHee 12 uyacoB) IeMCTBUA IOJId
npreMa BHYTPb
10 Mmr 160 Tabs.
30 M 60 Tab.
60 MT 20 TabJ.
100 mr 20 TabJ.
200 mr 20 TabJ.
11. [Ipocunmon TabneTkn Onsa 50 Tabim.
OyKKaJIbHOTO
npuema 10 MT 1
20 Mr
12. [Ipocuno PacTBOp InJsa 50 awmnys
VHBEeKUWM,
amniyJiel 10 MT B
1 mm
13. deHTaHUI TpaHCcOepMaJibHa g
TepalneBTHUUYeCckas
cucrTema
12,5 Mxr/ugac 32 mjacr.
25 Mkr/uyac 16 mmacr.
50 mxr/uac 8 mmacT.
75 mxr/uac 5 njacr.
100 mxr/uac 4 njacr.
(m. 13 B pen. Ipumxaza MmH3mpaBcoupaszeurusa Poccum or 25.09.2009
N 794n)
14. Komemn (xomemua o¢ocdhar) [Topomox 0,2 T
15. KomMOMHMPOBaHHEIE TabyneTku, He OoJee
JIeKapCTBEHHEIE TIpernapaTH, KarcyJiHl, 0,2 o <*>
comepxamme KOIeMH (KOoIeMHa PacTBOPH M T.I.
docdhar)
(e pen. Ipuxasza MuHz3ZpaBcoupaszeutua Poccum or 20.01.2011 N 13H)
16. SrunMopdMHa TUIOPOXJIOPUI [Topoumox 0,2 m <**>
(OMOHMH)
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17. AMmbenpaMoH (dbenpaHOH) TabjeTky, Opaxe 50 Tabm.
25 Mr
18. XanpuMoH (TpmuaszojaM) Tabmgerxkm 250 MKTD 30 TabJ.
19. Hatpua oxcubyTupat PacTeOp IOJ34
npreMa BHYTPb 2 dnaxoHa
66, 7%, cupomn njsa
npmueMa BHYTPb
5%
20. SdenpuHa TUIOPOXJIOPUIL U [Topoumox 0,6 m
opyrmue conu sdenpuHa
21.|Teobenpuu, Teobempmuu-H, Heo- TabjeTku 30 TabJ.
TeodpenpuH
22. CoJyryTaH PacTBOp 1 dakoH
50 mn
23. CnasMoBepaJiTuH, TabJyeTKu 50 Tabm.
CnasmMmoeepasirmH-Heo
24. IpyTrue KOMOMHMPOBAaHHBIE TabneTku, 1 ymakoBka

JIeKapCTBEHHEIE IIpernapartTH,
comepxauye sdenpmHa
TUOPOXJIOPUL ¥ IOoIJiexallue
InIpeIMeETHO~KOJIMYECTBEHHOMY
yueTy

IIOPpOoLWKM M T.IO.

(e pen. Ipuxaszsa MmHzZpaBcoupaszeutua Poccum or 20.01.2011 N 13H)

25. KoMOMHMPOBaHHEIE Kancyssr, 1 ynmakoBKa
JIeKapCTBEHHEIE IpernaparTH, IIOPOIKM, CUPOII,
comepxamye nceesnosdpenpmHa TabjeTKy,
TUOPOXJIOPUI M [OoIJjiexalue XUOKOCTL IJIS
IpenIMe THO-KOJIMUeCTBEeHHOMY npreMa BHYTPb U
yueTy T.I.
(B pen. Ipuxaza MumH3nmpaBcoupaszBuTus Poccum ot 20.01.2011 N 13H)
26. Knobenunu TabaeTku 1 ymakoBka
0,075 mr, 0,15 wmr
27. [IaxyxKapIMHa TUOPOMOIONT, [Topomox 1,2 o
28. AHabosmMueckre T'OPMOHE: TaBJeTKM, pAaCTBOP 1 ynakoBka
MeTaHOPOCTEHOJIOH, OJI19 MHBEKUUM U
OxcaHIOpoJioH Peraboisni, T.IO.
Haungposion, denobomnmi,
CutaboJiMH 1 mpyrue
29. KoMOMHMPOBaHHBEIE Kancyser, 1 ymakoBka
JIeKapCTBEHHEIE IIpEernaparTH, TabJieTky, CHUPOI,

comepxamme

beHMINPONnaHoJIaMUH U
nomJyexaumye npenMeTHO-—
KOJIMUECTBEHHOMY YyueTy

KaIJileTel M T.I.

(B pen. Ipuxkaza MumH3OmpaBcoupaszBuTtus Poccum ot 20.01.2011 N 13H)

30. deHODapbOUTaT Tabmerx 50 wmr, 10 - 12
100 mr TabJIeTOK
31. Benzobapburan (Bens3oHads, Tabnerku 50 wmr, 1 ymakoBKa

Bensobammi)

100 mr



consultantplus://offline/ref=BCC9A96AC42949C6BB6A60F373E27A1385BA701DA4D11BA2A5B0C3A030100A0E072DCE9D38C8B716WFc3H
consultantplus://offline/ref=BCC9A96AC42949C6BB6A60F373E27A1385BA701DA4D11BA2A5B0C3A030100A0E072DCE9D38C8B716WFc3H
consultantplus://offline/ref=BCC9A96AC42949C6BB6A60F373E27A1385BA701DA4D11BA2A5B0C3A030100A0E072DCE9D38C8B716WFc3H

32. puvMmunoH (I'excaMuIMH, TabneTku 125 wMmT, 1 ymakoBKa
MycoJinH) 250 mr
33. |Byropdbanon (Cramos, MopamoJ) PacTBOp mOnsa 10 amnya

VHBEKLUN
2 Mr/mun 1 Mt

<*> [pun BbINUCbIBAHMM U OTMYCKE SIEKAapPCTBEHHOTO NpenapaTa NPon3BOAUTCA NepPecyeT Ha Yncroe
BELLECTBO.
(8 pea. Mpukasza MuH3sgpascoupassutma Poccum ot 20.01.2011 N 13H)

<**> B rnasHbIXx Kanasx M massix AMOHUH MOMKET BbIMUCbIBAaTbCS B KosiMyecTBax A0 1 © npwu
Ha/NMuMKM yKasaHWA Bpaya Ha peuente "o cneunanbHOMY HasHauyeHMI0", 3aBePEHHOro NoAMUCbIo U
JINYHOM NevaTbio Bpaya, neyaTtbio MeaAnUUHCKOW opraHusaummn "Ana peuentos".
(8 pea. Npukasa MuH3sapascoupassntma Poccum ot 20.01.2011 N 13H)

MpumeyaHue:

Mpy BbINUCbIBAHUM HAPKOTUMYECKUX JIEKAPCTBEHHbLIX MPEnapaTtoB, He MNpenyCMOTPEHHbIX
HACTOALLMM MPUSIOKEHNEM, UX NPeneNbHO [O0MYyCTUMOE KONMYEeCTBO A/A BbINUCbIBAaHUA B OLHOM
peuenTe MOXeT B MATb pa3 NpesbilaTb PAa30BYI0 A03Y, YKA3aHHYI0 B MHCTPYKLMW MO MeLUUMHCKOMY
NPMMEHEHWIO BbIMMCbIBAEMOTO JIEKAPCTBEHHOIO Npenapara.

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

MpnnoxkeHne N 2

K MHCTpYKLMKN O nopagKe
BbINUCbIBAHUA IEKAPCTBEHHbIX
npenapaTos U 0pOpPMIEHNA PeLLENTOB
1 TpeboBaHU-HaKNa4HbIX,
yTBEpKAEHHON MpuKasom
MwuH3apascoupassmtTna Poccum

oT 12 despansa 2007 r. N 110

BAMHEMLUME PELEENTYPHbIE COKPALLEHWA

CokpalieHue [lonmTHOEe HaNMCaHMue [lepeBon
aa ana 1o, IOPOBHY
ac.acid. acidum KMCJIOTa
amp . ampulla aMIyJa
aqg. aqua BOIAa
ag. destill. aqua destillata OVUCTUIIIMPOBaHHAsS BoIa
but. butyrum Macino (TBepnoe)
comp., Cps compositus (a, um) CJIOXHEIM
D. Da (Detur, Dentur) Beimay (mycThb BBIOAHO, IIYCTb
OymeT BBIIOAHO)
D.S. Da, Signa Detur, Buimar, ofos3Haub
Signetur [lycTte OyIeT BHIOAHO, OOO3HAUEHO
D.t.d. Da (Dentur) tales Breimam (IlycTb OyIOyT BHIAHH)
doses Takue IO3H
Dil. dilutus pasBEeeHHEN
div.in p.aeq. divide in partes paszneny Ha pPaBHHE YacTu
aequales
extr. extractum OKCTPAaKT, BHTAXKA
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f. fiat (fiant) [IlycTes oOpasyeTcsa (obpaz’ywonTcs)
gtt. qutta, guttae Kamnjsga, Kaljau
inf. infusum HacTOu

in amp. in ampullis B aMIyJax

in tabl. in tab(u) lettis B TabJjeTkax
lin. linimentum XUIOKAsS Masb
liqg. liquor KUOKOCThb

m. pil. massa pilularum OUIIIJIbHAS Macca

M. Misce, Misceatur Cmemar (I[IycTe O6ymeT CMemaHO)

N. numero UM CJIOM

ol. oleum MacJo (kKmmkoe)
past. pasta rnacra
Ppl. pilula MIJII0JIA

p.aeq. partes aequales paBHBIE YACTU
ppt., praec. praecipitatus OcaxIeHHBI
pulv. pulvis ITopomox
g.s. quantum satis CkoJIbKO norpebyeTcs, CKOJbKO
Hano
r., rad. radix KOpPeHb

Rp. Recipe Bo3bMu

Rep. Repete, Repetatur [lorTopu (IllycTe OyzneT
IIOBTOPEHO)
rhiz. rhizoma KOpHEBUIE

S. Signa, Signetur O6osHaub (I[lycTp OyneT

0D0O3HAUEHO)
sem. semen cemsa
simpl. simplex opocTon
sir. sirupus CUPOTI
sol. solutio pacTBoOp
supp . suppositorium cBeua
tabl. tab (u) letta TabjieTka
t-ra, tinct. tinctura HacToOMKa
ung. unquentum Ma3b
vitr. vitrum CKJISHKA

MpunoxkeHne N 3

K MHCTpYKLUMM O nopAagke
BbINUCbIBAHWNA IEKAPCTBEHHbIX
npenapatos U 0GOpPMAEHUA PELLENTOB
n TpeboBaHUN-HaKNaAHbIX,
yTBEpPKAEHHON MpUKasom
MwuH3apascoupassmtTna Poccum

oT 12 ¢espana 2007 r. N 110

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

AKT

00 YHUUTOXEHUM TPeOOBaHMM-HAKJIAOHHX IJIS IOJIYUYeHMUS
HapKOTUUECKUX CPEICTB ¥ IICUXOTPOIHEX BEUECTB

Kommccua B cocrare:

IO MCTEUYEeHUNM CPOKOB MX XPaHEeHNMA <*>
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[IpencenaTesb

(moymxHOCTEL M ®.M.O. IMOJHOCTBLIO)

UJIeHEl KOMMCCUMU :

(moymxHOCTEL M ®.M.O. IMOJHOCTBLIO)

(moymxHOCTEL M ®.M.O. IMOJHOCTBLIO)

(mommxHOCTE M ®.M.0O. MIOJHOCTBLIO)

npomusseyia " " 200 1. uU3BATME U YHUUTOXEHME B
TpeOOBaAHUM-HAKJIANHEIX IJIS I[IOJIyUYeHUS

(HaMMeHOBaHME OpPITaHM3alLUM)
HAPKOTUUECKHUX CPEeICTB M IICUXOTPOIHEX BEHNECTB 3a

(Mmecau, rTon)

N HammeHOBaHME EnvHMnua Homep m mara |KommuecTsO
n/n JIEKaPCTBEHHOT'O M3MepeHnd TpeboBaHMA- |TpebOoBaHUN—
npernapara, IO3MPOBKa, HaKJIaOHOM HaKJIaIHEIX
BUI JIEKAPCTBEHHOM (QOPMEL
1 2 3 4 5
WToro IO aKTy YHUMUTOXEHE IyTeM CXMIaHMA WM paspeBa U
rnocJjienymmero 3aMaduMBaHMA B pPacTBOPEe XJIOPHOM UM3BeCTM (HYXHOe
IIOOYEPKHYTH) TpeOOBaAHUM~HAKJIAOHBIX .

(kommuecTBO LMOPaAMM M HIPOIMCHIO)

HpencenaTenb KOMMCCUMN :

(mommmce)

UJIeHEl KOMMCCUMN &

(momnmce)

(mommmce)

(momnmce)

<*> AKT 0bOpPMNAETCA eXXeMecaYHo.

Mpwunoxkenne N 4

K MHCTpYKLUMM O nopAagke
BbINUCbIBAHNA IEKAPCTBEHHbIX
npenapatos U 0GOpPMAEHUA PELLENTOB
n TpeboBaHUN-HaKNaAHbIX,
yTBepKaeHHOM MNpukasom
MwuH3apascoupassmTma Poccum

oT 12 deBpans 2007 r. N 110

AKT
00 YHUUTOXeHUMU TpebOoBaHMM-HaKJIaIHEX
OJIA TIOJIYYEeHMA MHBIX JIEKAPCTBEHHEIX CPEencTB, NOOJIeXallMx
NIpeIMEeTHO-KOJIMUECTBEHHOMY ydeTy, IO MCTEUEHUM CPOKOB
X XpaHeHusa <*>



Kommccua B cocrTare:

[lpencenmaTernb

(moymxHOCTEL M ®.M.O. IMOJHOCTBLIO)

UJjieHB KOMUCCUMN :

(mommxHOCTE M ®.M.0O. MIOJIHOCTBIO)

(moymxHOCTE M ®.M.O. IMOJHOCTBLIO)

(moymxHOCTE M ®.M.O. IMOJHOCTBIO)

npouseeya " " 200 1. u3BATME M YHUUTOXEHME B
TpebOBaHUM—HAKJIAOHEX IOJIS IIOJIydeHUS

(HaMMeHOBaHME OpIraHM3aLUMN)
MHHX JIEKAPCTBEHHHX CpencTB, IOoAJiexallMx NPeIMeTHO-KOJUUECTBEHHOMY
yuery, 3a B KOJIMUECTBE MTYK .
(mMmecsau, rTom) (undpaMm M HOPONUCHIO)

TpeboBaHMA-HaKJIAOHEE YHUUTOXEHH IIyTEeM CXUI'aHMsS MM pPa3pelBa U
nocyjenymmero 3aMauyBaHMS B pPaCTBOPE XJIOPHOM M3BECTU  (HYXHOE
IIOOUEPKHYTH) .

[lpencenaTesyib KOMUCCUMN:

(momnmce)

UJjieHB KOMUCCUMN :

(mommmce)

(momnmce)

(mommmce)

<*> AKT obopMnAeTcsa exemecayHo.

MpunoxkeHne 14 He npumeHsaetca ¢ 1 miona 2013 roga K NPaBOOTHOLWEHMAM, CBA3AHHbLIM C
Ha3Ha4YeHMeM W BbINMUCbIBAHWEM JNIEKAPCTBEHHbIX MPEnapaTtoB M MeaMUMHCKUX wm3gennit (Mpukas
MwuH3apasa Poccum o1 26.02.2013 N 94H).

Mpunoxkenne N 14

K MpuKasy
MwuH3apascoupassmtma Poccum
oT 12 despans 2007 r. N 110

MHCTPYKLUMA
O NOPAAKE HA3HAYEHUA U BbINUCbIBAHUA U3AENUNA
MEANUUHCKOIo HASHAYEHNA U CNELNMANTU3NPOBAHHDbIX MPOAYKTOB
NEYEBHOTO NUTAHUA ANA OETEA-UHBANTINAOB

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

1. spenma megmumMHCKOro HasHayvYeHnA 1 cneumannsnpoBaHHble HpOAYKTbIﬂeqe6HOFO NMNTaHUA
anAa AETGVI-MHBaﬂMAOB Ha3Ha4aloTCA WU BbLIMUCLIBAKOTCA B pPaMKaX MNpeaocCtaBieHnA OTAe/lbHbIM
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KaTeropusm rpa<JiaH rocyaapcTBeHHOM COLMaNbHON NOMOLLM B BUAE Habopa coLManbHbIX YCAYT.
(n. 1 B pea. MNpukasa MuHsgpascoupassmTna Poccuu ot 20.01.2011 N 13H)

2. 3penuns meamLUMHCKOro HasHaYeHMA Ha3HaYyaloTcA 1 BbIMMCbIBAOTCA Bpayamu (denbaluepamu)
MEANUMHCKUX OPraHM3aLmii, OKasblBaOWMNX NEPBUYHYIO MEAUKO-CaHUTAPHYHO NMOMOLLb.

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

CneumanusnpoBaHHble MPOAYKTbl Ne4ebHOro nNuUTaHus A48 AeTel-MHBaAWOo0B HasHavaloTcA
BpaYyaMn  MEOMUMHCKMX  OpraHuM3aumii, OKasblBalOWMX  MeOMKO-TEHETUYECKYID  MOMOLLb, MU
BbINMMUCbIBAIOTCA BPaYamu MeAMLIMHCKUX OPraHM3aLMii, OKasbiBalOWMX MeAUKO-TEHETUYECKYIO MOMOLLb,
AN BpaYaMmn-cneLmannctamm (B ciydae nux oTCyTCTBUA JIeYalllMm Bpavyom) MeaULMHCKUX OpraHn3aumii,
OKas3blIBaOLWMX MEPBUYHYIO MEANKO-CAHUTAPHYIO NOMOLLb.

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

3. PeuenTbl BbIMUCLIBAIOTCA HA M3AENMA MEAMLMHCKOro HasHaYeHWs U crneumanm3mpoBaHHbIe
NPoOAYKTbl Ie4ebHOro NUTaHMA ANs AeTel-UHBAANAOB, BK/IOYEHHbIE B NEPEYHN U3AENNN MeANLNHCKOTo
HasHaYyeHMA U CneuuanmnsmMpoBaHHbIX MPOAYKTOB /edyebHOro nuTaHuMA Ana  AeTei-MHBaNMAOoB,
YTBEPKAAEMble B YCTAHOBNEHHOM MOpPAAKE.

4. PeuenTbl BbINMCbIBAOTCA Ha peLenTypHbIX 6aaHkax popmbl N 148-1/y-04 (n) n N 148-1/y-06 (n)
B COOTBETCTBMM C TpeboBaHMAMMU, NPeAyCMOTPEHHbIMM pasgenamu | n Il UHCTpyKuMM o nopsaxe
BbINUCbIBAHUSA /1IEKAPCTBEHHbIX MpPenapaTtoB U odpopmieHMA peuentoB M TpeboBaHWM-HAKNAAHbIX
(npunokeHme N 13).

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

5. Mpu BbINMUCbIBaHUM XPOHUYECKUM BONbHBIM PELLENTOB Ha CMeuvannM3nMpoBaHHble MPOAYKTbI
NeyebHOro nUTaHUA Ons AeTen-uHBa/JIMAOB BpavyaM paspellaeTca YCTaHaB/MBATb CPOK AeicTBuA
peuenTa B Npeaenax 4o 04HOro roaa.

Mpun BbINUCbIBAHUM TaKNX PELLENTOB Bpay AOJIKEH cAenatb NOMeTKy "XpoHuyeckomy 60sibHOMY",
yKasaTb CpPOK AeincTBuA peuenTa M NepuoauyHOCTb OTNYCKa CneuMann3vMpoBaHHbIX MPOAYKTOB
NleyebHOro NUTaHUA ANsa AeTen-uHBANUAOB M3 anTeYHOro yyperkaeHua (opraHusaumm) (exxeHeaenbHo,
€XeMeCsAYHO U T.M.), 3aBepuUTb 3TO YKasaHWe CBOEM MOAMMUCbIO M JIMYHOM NevyaTblo, a TaKMKe MeyaTbio
MeaULMHCKOM opraHmsaumm "Ons peuentos"”.

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

MpunoxeHne 15 He npumeHAeTtca ¢ 1 uiona 2013 roga K NPaBOOTHOLWEHMAM, CBA3AHHbLIM C
XpaHeHMeM peLenTypHbIX 61aHKOB Ha /IeKAapCTBEHHbIE MpenapaTtbl U MeguuMHCKMe m3genua (Mpukas
MwuH3apasa Poccum o1 26.02.2013 N 94H).

MpunnoxkeHne N 15

K MpuKasy
MwuH3apascoupassmTma Poccum
oT 12 despans 2007 r. N 110

UHCTPYKLUUA
O NOPAAKE XPAHEHWUA PELLENTYPHbIX B/IAHKOB

(8 pea. Npukasos MuH3apaBcoLupa3BuTma Poccum ot 25.09.2009 N 794H,
o7 20.01.2011 N 13H)

1. MegMuMHCKME oOpraHM3auMM NoAyyalT HeobxoAuMmble pelenTypHble 6naHKM  4yepes
TEPPUTOPUANbHbIE OpPraHbl YNPaBAEeHUA 34PaBOOXPAaHEHMEM MAM OpraHM3aLMu, YNOJHOMOYEHHbIE HA
3TO OpraHaMun UCNOJIHUTENbHOM BAACTN cybbeKkToB Poccuiickoin Peaepaumm.

(8 pea. Npukasa MuH3sapascoupassntma Poccum ot 20.01.2011 N 13H)
3anac peuenTypHbix 6/aHKOB B MEAMUMHCKUX OPraHU3aumMax He [A0JIKeH NpeBblwaTtb
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NnoayrofoBoOM, a cneunanbHbiX peuenTypHbiX 61aHKOB HA HapKOTMYECKME CPencTBa M NCUXOTPOMHbIE
BewecTBa Cnucka Il - mecayHon noTpebHoOCTH.
(B pea. MpuKkasa MuH3gpascoupassuTma Poccum ot 20.01.2011 N 13H)

YacTHOMpPaKTMKyoWMe BpayM CaMoCTOATENbHO 3aKasblBatoT 61aHKM peLenToB (3a UCKAoYeHUEM
CneumanbHbIX PeLenTypHbiXx 61aHKOB Ha HapKOTMYECKoe CPeacTBO M MCUXOTPOMHOE BELLeCTBO) C
yKasaHuMem tunorpadpckum cnocobom B BEpXHEM SIEBOM YNy agpeca Bpava, HOMepa, AaTbl U CPOKA
OENCTBUA  NINLEH3MW, HAMMEHOBAHWA OpraHa roCy4apCTBEHHOW BAACTM, BblAABLIETO [OKYMEHT,
NoATBEPKAAIOLLMNIN HANNYNE INLEH3UMN.

2. B Kaaon MegMUMHCKOM OpraHM3auMM MpPUKA3OM PYyKOBOAMTENA HasHavaeTca uuo,
OTBETCTBEHHOE 33 NOJYYEHME, XPAHEHME, YYET U BblAauy BCEX BUA0B PeLLENTYPHbIX 61aHKOB.

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

3. PeuentypHble O6MaHKM [O/KHbI  XPaHUTbCA OTBETCTBEHHbIM /IMLOM NOJA 33aMKOM B
MEeTaNINYECKOM LWKady (cerde) nanm meTaniMyeckom sLLMKE, a CneLmanbHble peLenTypHble 61aHKKM Ha
HapKOTMYECKOEe CPeaCcTBO M NCMXOTPOMHOE BELLECTBO - B ceide.

YacTHOMPAKTMKYOWMIA Bpay [O/KEH XPaHWUTb peuenTypHble 6naHKM nog  3amKom B
MeTanmyeckom WKaoy (ceride) nnm awmke.

4. YyeT peuenTypHbix 61aHKOB MO BWOAM BeAeTCA B JKYPHaNax, MPOHYMEPOBaHHbIX,
NPOLHYPOBAHHbIX U CKPENJIEHHbIX MOAMNUCHIO PYKOBOAUTENA U NEYaTbio MeAULIMHCKOM OpraHn3aumm no
YCTaHOBNEHHbIM dopmam (npunoxkeHma N 10 u N 11).

(8 pea. Mpukasos MuH3sgpascoupasBuTusa Poccuu ot 25.09.2009 N 794H, ot 20.01.2011 N 13H)

5. MNocToAHHO AeincTBytoWwaa KOMUCCUSA, CO34aBAEMAn B MEAULIMHCKON opraHunsaumu, nposepsaeT
COCTOAHME XPaHEeHUs, yyeTa, GpaKTMUECKoe HaMYMe M Pacxoq CheLmanbHbIX pPeLenTypHbiX 6/1aHKOB Ha
HAPKOTMYECKOE CpeacTBO M MCUXOTPOMHOE BELLECTBO OAMH pa3 B MeCAL, U APYITUX pPeuenTypHbIX
6/1aHKOB - 0AMH pa3 B KBapTa/l.

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

B cnyyae HecoBnafZeHMA KHWMKHOIO OCTaTKa PeuenTypHbiXx 61aHKOB € GaKTUYECKMM HaMuMem
INLO, OTBETCTBEHHOE 3a MNOJYyYEHME, XPaHEHME, YYeT W Bblgayy peuenTypHbix 6/1aHKoB, HeceT
OTBETCTBEHHOCTb, NPeAyCMOTPEHHYIO 3aKOHOAaTeNbcTBOM Poccuiickoit ®epepaumm.

6. OpraHbl ynpaBneHua 34paBooxpaHeHMem cybbekToB Poccuiickon @Pegepaumm npu
obcnegoBaHMM  MEOMUMHCKUX  OpPraHM3auMii  KOHTPOAMPYIOT  WUCNO/Ib30BaHME U obecnevyeHue
COXPaHHOCTU peLenTypHbIX 61aHKOB.

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

7. PeuenTypHble 671aHKM B KOAMYeECTBe 2-HeAenbHOM NOTPebHOCTU BbIAATCA MEAMLMHCKUM
paboTHMKaM, MMEIOLWMM NPABO BbINMUCLIBAHUA PELLENTOB, MO PACNOPAXKEHUIO TABHOIO Bpaya UaM ero
3amecTuTens.

8. Jlevawemy Bpayy paspellaeTcA BblAaBaTb eAMHOBPeEMEHHO He 6onee AecaTU cneumanbHbIX
peLenTypHbiX 6/71aHKOB Ha HAPKOTMYECKOEe CPeacTBO M MNCUXOTPOMHOE BELECTBO YCTAHOB/AEHHOIO
06pa3La ANA BbINUCbIBAHUA HAPKOTUYECKMX CPEACTB M NCUXOTPONHbIX BelecTs Cnucka Il.

9. TonyyeHHble peuenTypHble 6MaHKM MeAUMUMHCKME PabOTHUKM  OO/KHbI  XPaHUTb B
nomeLLeHnsX, 06ecneymBatoLLIMX UX COXPAHHOCTb.

CornacosaHo

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

12.02.2007
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