[JokymeHT npepoctasneH KoHcynbTaHTIN0C

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

MWHUCTEPCTBO 34PABOOXPAHEHUA N COLUMANIBHOIO PA3BUTUA
POCCUMACKON GEAEPALIUN

MPUKA3
ot 12 pespana 2007 r. N 110

O NOPAAKE
HA3HAYEHUA U BbIMNCbIBAHUA NNIEKAPCTBEHHbIX NMPEMNAPATOB,
W3AENNIA MEOULIMHCKOIO HASHAYEHUA U CNELUANIU3UPOBAHHbIX
NPOAYKTOB NEYEBHOIO MNNUTAHUA

CnMCOK M3MEHAIOLLMX AOKYMEHTOB
(B pea. NMpukasos MuH3gpascoLpassutusa Poccum ot 27.08.2007 N 560,
oT 25.09.2009 N 794H, o1 20.01.2011 N 13H,
MpnkazoB MuH3agpasa Poccnm ot 01.08.2012 N 54H,
0T 26.02.2013 N 94H, o1 24.11.2021 N 1094H)

B cooTBeTcTBMM co cTaTbent 6.2 PepepanbHoro 3akoHa ot 17 wmwona 1999 r. N 178-d3 "O
rocyaapcTBeHHoM coumnanbHoi nomoum" (CobpaHune 3akoHoaaTenbcTBa Poccuinckoit depepaunm, 1999,
N 29, c1. 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, cT. 3739; N 52, c1. 6417; 2010, N 50, cT. 6603) 1 B
uenax obecneyeHua rpaxkgaH, B TOM UYMCIE MMEKLWMX MNPaBO Ha MOJlyYeHWEe rocyaapCTBEHHOM
couManbHOM Momowy, Mo peuentam Bpadva (denbawepa) HeobXoAUMBIMU  NEKAPCTBEHHbIMMU
npenapatamu, W34eNMAMM  MEAMUMHCKOrO Ha3Ha4yeHUA W CNeuuannsmMpoBaHHbIMU  MPOAYKTaMMU
NeyebHOro NUTaHMA ana geTein-uHBaAnLoB, NPUKa3bIBalo:

(npeambyna B pea. Mpukasa MuH3gpascoupassmTua Poccum ot 20.01.2011 N 13H)

1. YTBEPAUTD:

1.1. ®opmy "CneumnanbHblt peuenTypHblii 6A1aHK Ha HAPKOTUYECKOe CPeACTBO M MCUMXOTPOMNHoe
BellecTBo" cornacHo npunoxenuto N 1;
(npunnoxenne N 1 ytpatuno cuny c 1 utona 2013 roaa. - Mpukas MuHsgpasa Poccum o1 01.08.2012 N 54H)

1.2. MHCcTpyKLMIO MO 3anoaHeHnio dopmbl "CneunanbHbii peuenTypHbii 61aHK Ha HapKOoTUYecKoe
CpPeacTBO M NCUXOTPOMHOE BeLLecTBO" cornacHo npunoxkenuto N 2;
(npunoxkeHue N 2 ytpatuno cuay ¢ 1 nona 2013 roga. - Mpukas MuHsgpasa Poccun ot 01.08.2012 N 54H)

1.3. ®opmy N 148-1/y-88 "PeuenTypHblit 61aHK" cornacHo npuaoxexuio N 3;
(npunoxkeHue N 3 ytpatuno cuay ¢ 1 nona 2013 roga. - NMpukas MuHsgpaea Poccun o1 26.02.2013 N 94H)

1.4. WHcTpykumio no 3anonHeHuio ¢opmbl N 148-1/y-88 "PeuentypHbiih 6naHK" cornacHo
npunoxenuto N 4;
(npunnoxkenune N 4 ytpatuno cuny c 1 utona 2013 roaa. - Mpukas Munsgpasa Poccum o1 26.02.2013 N 94H)

1.5. ®opmy N 107-1/y "PeuentypHbiii 6aaHK" cornacHo npunoskeHuto N 5;
(npunoskeHue N 5 ytpaTtuno cuny ¢ 1 nionsa 2013 roga. - MNpukas MuHsgpasa Poccum o1 26.02.2013 N 94H)

1.6. UHcTpyKumio no 3anonHeHuto popmbl N 107-1/y "PeuentypHbit 61aHK" cornacHo npuaoxeHuto
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N 6;
(npunnoxkeHwne N 6 ytpatuno cuny c 1 utona 2013 roga. - Mpukas MuHsgpasa Poccmum o1 26.02.2013 N 94H)

Mpwnn. 7 He npumeHsaetcA ¢ 01.07.2013 K npaBOOTHOLIEHMAM, CBA3AHHbIM C Ha3HayYeHWem u
BbIMUCbIBAHWEM JIEKAPCTBEHHbIX NPenapaToB U MeAnUNHCKUX usgenuii (Mpukas MuHsgpasa Poccum
0T 26.02.2013 N 94H).

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

Mpnn. 8 He npumeHsaetcA ¢ 01.07.2013 K npaBOOTHOLWIEHMAM, CBA3AHHbIM C Ha3HayYeHnem u
BbIMUCbIBAHWEM JIEKAPCTBEHHbIX NPenapaToB U MeAnUNHCKUX usgenuii (Mpukas MuHsgpasa Poccum
0T 26.02.2013 N 94H).

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

Mpnn. 9 He npumeHsaetca ¢ 01.07.2013 K npaBOOTHOLIEHMAM, CBA3AHHbIM C Ha3HayYeHnem u
BbIMUCbIBAHWEM JIEKAPCTBEHHbIX NPenapaToB U MeAnUNHCKUX usgenuii (Mpukas MuHsgpasa Poccum
0T 26.02.2013 N 94H).

KoHcynbTaHTlAOC: NpumeyaHue.
B oduuManbHOM TEKCTe AOKYMEHTA, BUAMMO, AOMNYLLEHA onevyaTKa: B NPUIONKEHUN 9 coaeprKuTCa
MHCTpyKumMA no 3anosiHeHuto 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 ¢popmbl N 148-1/y-06 (n)
"Peuent" cornacHo npuaoxkeHuto N 9;

Mpnn. 10 He npumeHsaetca ¢ 01.07.2013 K NpaBOOTHOLWEHMAM, CBA3AHHbIM C Ha3HayYeHMem U
BbIMUCbIBAHWEM JIEKAPCTBEHHbIX NPenapaToB U MeAnUNHCKUX usgenui (Mpukas MuHsgpasa Poccum
0T 26.02.2013 N 94H).

1.10. ®dopmy N 305-1/y "MypHan yyeTa B MeAMUMHCKMX opraHusaumax ¢opmbl N 148-1/y-88
"PeuentypHbiit 61aHK", dopmbl N 148-1/y-04 (n) "Peuent"”, dopmbl N 148-1/y-06 (n) "Peuent"”, dopmbl
"CneumanbHblii pelenTypHblii 61aHK Ha HapKOTUYECKoe CPeiCTBO M NCUMXOTPOMNHOE BeLlecTBo" cornacHo
npunoxerHuto N 10;

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

Mpwn. N 11 ytpaTtuno cuny ¢ 01.07.2013. - Npunkas MuH3gpasa Poccmn ot 26.02.2013 N 94H.

1.11. dopmy N 306-1/y "MypHan yyeTa B MeAMUMHCKMX opraHmsaumsax ¢opmbl N 107-1/y
"PeuenTypHbIii 6naHK" cornacHo npunoxeHuto N 11;
(B pea. Mpukasa MuH3apascoupassutTma Poccmum ot 20.01.2011 N 13H)

Mpwn. N 12 ytpatuno cuny ¢ 01.07.2013. - Npunkas MuH3gpasa Poccmn ot 26.02.2013 N 94H.

1.12. MHCTPYKLMIO O NOpAAKe HA3HAYEeHMA NIeKapCTBEHHbIX MPenapaToB COracHo npuaoxKeHuo N
12;
(B pea. Mpukasa MuH3apascoupassutma Poccmum ot 20.01.2011 N 13H)
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1.13. HCTpYKLUMIO O NOPAAKE BbINMUCBIBAHUA NEKAPCTBEHHbIX MPenapaTos U 0popMAEHNA PeLLENTOB
N TpeboBaHMU-HaKNAAHbIX COrnacHo npunoxerHuio N 13;
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

Mpunn. 14 He npumeHaetca ¢ 01.07.2013 K NpaBOOTHOLWEHMAM, CBA3AHHbIM C Ha3HayYeHMeM U
BbIMUCbIBAHWEM JIEKAPCTBEHHbIX NPenapaToB U MeAnUNHCKUX usgenuii (Mpukas MuHsgpasa Poccum
0T 26.02.2013 N 94H).

1.14. IHCTpYKUMIO O NOpAAKe Ha3HAYeHUS U BbIMUCbIBAaHMA 341NN MELULMHCKOTO HasHaAYeHUs
cneumannsnMpoBaHHbIX MPOAYKTOB e4ebHOro NUTaHMA gns AeTel-MHBaIMA0B COracHO NpuaoxKeHuto N
14,

Mpwnn. 15 He npumeHsaeTca ¢ 01.07.2013 K npaBOOTHOLEHMAM, CBA3AHHbIM C XpaHEHMEM peLLenTypPHbIX
61aHKOB Ha NeKapCcTBEHHble NpenapaTtbl U meauumHcKue nsgenua (Mpukas MuHsgpasa Poccun ot
26.02.2013 N 94R).

1.15. IHCTpYKLUMIO O NopsfiKe XpaHeHUs peLenTypHbix 6/1aHKOB cornacHo npuaoxenuo N 15.

2. ®epepanbHoi cnyxbe no Haasopy B cdepe 34paBOOXPAHEHMA U COLMANIBHOFO PA3BUTUA
obecneunTb KOHTPO/Mb 3a cobaloAeHMEeM NopAZika Ha3HayeHUA, BbIMUCbIBAHUA NEKaPCTBEHHbIX
npenapaTtos, U3gennii MeAMLMHCKOrO HasHayeHMA U CNeuunanmM3mMpoBaHHbIX MNPOAYKTOB sedyebHoro
NUTaHMA Ana geTen-uHBaAnaoB.

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

3. Mpu3HaTb yTpaTUBLUMMU CUNY:

Mpurka3s MuHUCTepcTBa 34paBooxpaHeHma Poccuiickoit Peaepaumm ot 23 aBrycta 1999 r. N 328 "O
paLMOHANIbHOM Ha3Ha4YeHUWU NEKAPCTBEHHbIX CPEeACTB, MPaBWIax BbIMUCLIBAHUA PELENTOB HA HUX U
nopagKe UX OTNYCKa anTeYHbIMM yuperKaeHMAMM (opraHmsaumamm)” (3apernctpuposaH MUHUCTEPCTBOM
tocTnumnm Poccuitckoit @eaepaumm 21 oktabps 1999 r. N 1944);

MpuKas MuHUcTepcTBa 3apaBooxpaHeHnn Poccuiickon ®epepaumm ot 9 aHeapsa 2001 r. N 3 "O
BHECEHWU U3MEHEeHWNI 1 gononHeHui B Mpukas MuHsapasa Poccum ot 23.08.99 N 328 "O paumoHanbHOM
Ha3HaYeHMM IeKAPCTBEHHbIX CPeACTB, NPaBuaax BbIMUCbIBAHWA PELENTOB HA HUX U NOPALKE MX OTNYCKa
anTeYyHbIMU  yuperkaeHuamM  (opraHusaumsamu)"  (3apeructpupoBaH  MWHWUCTEPCTBOM  HOCTULMM
Poccuiickolt depepaumm 23 sHeaps 2001 r. N 2543);

MpuKkas MuHUCTepCTBa 34paBooxpaHeHusa Poccuiickoint Pepepaummn ot 16 maa 2003 r. N 206 "O
BHECEHWUM UIMEHEHUN W pononHeHui B [Mpukas MwuHsgpasa Poccum ot 23.08.99 N 328"
(3apernctpuposaH MunHmuctepcTeom toctmuumm Poccuiickolt ®eaepaumm 5 nioHa 2003 r. N 4641);

MpuKas MuHUCTepCcTBa 3apaBooxpaHeHna Poccuiickon ®eaepaumm ot 19 aekabpa 2003 r. N 608 "O
BHECEHUM uM3MeHeHni B [puka3z MuHsgpaBa Poccum ot 23.08.99 N 328" (3aperucTpupoBaH
MuHucTepcTBOM tocTuLMK Poccuiickon depepaunm 21 aHeapa 2004 r. N 5441);

MpuKas MuHKcTepcTBa 34PaBOOXPAHEHNUA U COLManbHOro pa3sutma Poccuiickon Pepepauum ot 22
Hos6pAa 2004 r. N 257 "O BHeceHMM gonoaHeHu B Mpukas MuHsgpasa Poccun ot 23 aBrycta 1999 roaa
N 328 "O paunoHa/ibHOM Ha3Ha4YeHMM JIEKAPCTBEHHbIX CPEACTB, NPaBu/iaxX BbIMMCbIBAHUA PELLENTOB Ha
HUX M MopAAKe MX OTNYyCKa anTeyHbiMM yupexaeHusmu (opraHmsaumamu)” (3aperucTpuposaH
MuHMcTepcTBOM tocTUUMKM Poccuitickoit Pepepaumm 30 Hoabps 2004 r. N 6148);

Mpurka3 MuHUCTEpPCTBA 34PaBOOXPAHEHNA U COLMAaNbHOTO pa3BuTuA Poccuinckon Peaepaunm ot 16
mapTa 2005 r. N 216 "O BHeceHuM nameHeHua B MNpukas MUHUCTEPCTBA 34paBOOXPaHEHMA Poccninckol
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depepaunn ot 23 asrycrta 1999 roga N 328 "O pauMOHaNbHOM Ha3HAYEHUU NEKAPCTBEHHbIX CPEACTB,
NpaBuax BbIMUCbIBAHUA PELEnTOB Ha HWUX W MOpAAKE MUX OTNyCKa anTeYHbIMMU YUpeXKAEHUAMM
(opranmsauuamm)" (3apermctpuposaH MuHucTepcTBOM tocTuLmMm Poccuitckoit ®eaepauymm 8 anpens 2005
r. N 6490);

Mprka3 MUHUCTEPCTBA 34PaBOOXPAHEHUA N COLMANBHOTO pa3suTua Poccuitickoint Pepepauymm ot 29
anpens 2005 r. N 313 "O BHeCeHUM N3MeHeHut B HCTPYKUUIO O NopAaKe Ha3HAYeHUA JIeKapCTBEHHbIX
CpeacTB M BbIMUCbIBAaHMA PeLEenToB Ha HUX, yTBEPXKAEHHYO MNprMKasom MuHMUCTepPCTBA 34paBOOXPaHEHMUA
Poccuitckoit depepaummn ot 23 asrycta 1999 r. N 328" (3apernctpupoaH MUHUCTEPCTBOM HOCTULIUK
Poccuitckoit ®epepaumm 20 mas 2005 r. N 6607);

NyHKT 2 [puKasa MuHuCTepcTBa 34paBOOXPaAaHEHMA M COLMaNbHOrO pas3sutma Poccuiickoit
depepaunn ot 14 pekabps 2005 r. N 785 "O nopAagke oOTNycKa JNleKapCTBEHHbIX cpeacTs”
(3apeructpupoBaH MunHucTepcTeom toctnumm Poccuniickont depepaunm 16 sHeapa 2006 r. N 7353);

Mprka3 MuUHUCTEPCTBA 34PaBOOXPAHEHUSA U COLMAnbHOTO pa3suTua Poccuickonn ®epepauun ot 13
ntoHa 2006 r. N 476 "O BHeceHMM nameHeHui B MNpurKas MuHUCTepCTBa 34paBOOXPaHeHUa Poccunickol
depepaunn ot 23 asrycta 1999 r. N 328 "O paumoHaNbHOM Ha3HAYeHUM NIEKAPCTBEHHbIX CPEACTB,
npaBuax BbINUCbIBAHUA PELENnTOB Ha HWUX U MOpsAAKe MX OTNyCKa anTeYHbIMU YUYpEerKAEHUAMM
(opranmsaumsamn)" (3apermctpmpoBaH MuHUCTepCTBOM toCcTULMK Poccuiickon ®eaepaunn 13 uions 2006
r. N 8044);

MpuKa3s MuHMcTepcTBa 34paBOOXPAHEHNA N COLMANbHOrO pa3Bntua Poccuiickon ®epepaunm ot 17
deBpans 2006 r. N 97 "O nopaake BbINUCbIBAHMA PELLENTOB Ha JIEKAaPCTBEHHblE CpeACTBa OTAENbHbIM
KaTeropuam rpaxkgaH, UMetoLWwmMx NpaBo Ha NOyYEHWE FOCyfapPCTBEHHOM COLMAIbHON NOMOLLM, B PaMKax
peanusaunmn AONONHUTENbHOTO NEeKapCTBEHHOro obecneyveHusa" (3aperncTpupoBaH MUHUCTEPCTBOM
tocTnumnm Poccuninckoit egepaumm 6 mapta 2006 r. N 7561).

Bpno MuHuctpa
B.N.CTAPOYBOB

Mpunoxkenne N 1

K Mpukasy
MwuH3apascoupassmtma Poccum
ot 12 ¢peBpana 2007 r. N 110

KoHcynbTaHTlAOC: NpumeyaHue.
Hosasa ¢opma N 107/y-HM yt8. Mpukasom MuH3apasa Poccun ot 24.11.2021 N 1094H.

®OPMA
CNEUMANDBHOIO PELLENTYPHOIO BZIAHKA HA HAPKOTUYECKOE CPEACTBO
N NCMXOTPOMNHOE BELLECTBO

Ytpatuna cuay ¢ 1 nona 2013 roga. - NMpukas MunHsgpasa Poccnm ot 01.08.2012 N 54H.

MpnnoxkeHme N 2

K MNpukasy
MwuH3gpascoupassmtna Poccum
ot 12 ¢pespana 2007 r. N 110
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KoHcynbTaHTlAOC: NpumeyaHue.
HoBble npaBuna opopmnenua yTB. MNprkazom MuHsgpasa Poccum ot 24.11.2021 N 1094 H.

MHCTPYKLMA
NO 3ANO/IHEHUIO ®OPMbI "CMELMANBbHbIN PELENTYPHbINA BNAHK
HA HAPKOTUYECKOE CPEACTBO U MCUXOTPONHOE BELLECTBO"

YT1patunna cnny ¢ 1 nona 2013 roga. - NMpukas MuHsgpasa Poccum o1 01.08.2012 N 54H.

MpunnoxkeHne N 3

K MpuKkasy
MwuH3apascoupassmtma Poccum
ot 12 dpeBpansa 2007 r. N 110

KoHcynbTaHTlAOC: NpumeyaHue.
Hosasa dopma N 148-1/y-88 yt8. MNpnkaszom MuHsapasa Poccum ot 24.11.2021 N 1094H.

PELIENTYPHbIA BNAHK

YTpatnn cuny ¢ 1 uona 2013 roaa. - Npukas Munsgpasa Poccmn ot 26.02.2013 N 94H.

MpunoxeHue N 4

K MpuKasy
MwuH3apascoupassmtma Poccum
ot 12 ¢eBpana 2007 r. N 110

KoHcynbTaHTlAOC: NpuMmeYaHume.
HoBbIli nopsaok odpopmaeHus yTB. Mpukazom MuHsgpasa Poccum o1 24.11.2021 N 1094H.

MHCTPYKLUMUA
NO 3ANO/HEHWUIO ®OPMbI N 148-1/Y-88 "PELEENTYPHbIA BNAHK"

YTtpatunna cnny ¢ 1 nona 2013 roga. - NMpukas MuHsgpasa Poccum ot 26.02.2013 N 94H.

MpunoxkeHne N 5

K MNpuKasy
MwuH3gpascoupassmtna Poccumn
ot 12 ¢espana 2007 r. N 110

KoHcynbTaHTlAOC: NpuMmeYaHue.
Hosas ¢popma N 107-1/y yT8. Npnkazom Munsapasa Poccmum ot 24.11.2021 N 1094H.

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

MpunoxkeHne N 6

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

KoHcynbTaHTlAOC: NpumeyaHue.
HoBbIli nopsagok odpopmaeHus yTB. Mpukazom MuHsgpasa Poccum o1 24.11.2021 N 1094H.

MHCTPYKLUMUA
NO 3ANO/IHEHUIO ®OPMbI N 107-1/Y "PELLENTYPHbIA BNAHK"

Ytpatuna cuay ¢ 1 nona 2013 roga. - Npukas MuHsgpasa Poccnm ot 26.02.2013 N 94H.

KoHcynbTaHTlAOC: NpuMmeYaHume.

Mpunn. 7 He npumeHsaetcA ¢ 01.07.2013 K npaBOOTHOLIEHMAM, CBA3AHHbIM C Ha3HayYeHWem u
BbIMUCbIBAHWEM JIEKAPCTBEHHbIX NPenapaToB U MeAnUNHCKUX usgenuii (Mpukas MuHsgpasa Poccum
oT 26.02.2013 N 94H). Hosaa dopma N 148-1/y-04 (n) yte. Mpukasom Munsgpasa Poccum ot
24.11.2021 N 1094H.

MpunoxkeHne N 7

K MpurKasy
MwuH3apascoupassmtma Poccum
ot 12 ¢peBpana 2007 r. N 110

Cn1COK M3MEHAIOLLMX AOKYMEHTOB
(8 pea. Mpukasa MuH3aapascoupassutma Poccum ot 20.01.2011 N 13H)

MMHMCTEPCTBO 3OPaBOOXPaHEHMUA
M COLMAaJIbHOTO PasBUTUA
Poccurickon demepauun

YTBEPXIEHA
[MpukaszoM MmHMCTepCTBa
3IPaBOOXPAaHEHMA M COLMAaJIbHOTO
paseutua Poccurickonm denmepauum
MlTamn or 12 derpana 2007 . N 110

Konm MeImMUMHCKOM OpTaHM3aLuu

Kon dopmer mo OKyI 3108805

®opma N 148-1/y-04 (i)
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Kopg kaTteropuu Kog Ho3on0rmyeckom NcTouHMK % onnaTbl: Kopa nekapctBeHHOro npenapara
rpakaaH dopmbl (no MKB-10) dUHaHCMpoBaHUA: (noauepKHyTL) (3anonHsetcs B anTeke)
(noauepKHyTb)
1. PepepanbHbIit 1. becnnaTHoO
2. CybbekT PO 2.50%
S S S L L L L |3. MyHUUMNAAbHbIN
PELEIT Cepus N IaTa BHIIMCKU: 200
®./M.0. maumeHTa HaTa poXOeHUA
CHUNC

N cTpaxoBsoro
MeAMULMHCKOTO
nonvca OMC:

Anpec miau N MeOMUMHCKOM KapTH aMOyJIaTOPHOTO MalLMeHTa

(ucTopusa paszeuTHUa pebeHKa)

®.1.0. Bpaua

o | (xom Bpada, (benbm.uepa)




[omonmuce M JMYHaA IedaThb Bpada (despnumepa) M.II.

PellenT IEeMCTBUTEJIEH B TeueHuMe 1 Mecsdua, 3 MecdleB (HeHyXHoe
3aUEPKHYTH)



————— (3anoyiHgeTCs CHIelLUMaJIMCTOM alTEeUYHOM OoplaHM3aluu) ————-—

OTnyweHo no peuenTy: ToproBoe HaumeHoOBaHWE U J03MPOBKaA:
Hata otnycka: " " 200 . Konunyectso:
Mpwurotosun: Mposepun: OTNyCcTUA:

Kopelok peuenTypHoro 6i1aHKa Cnocob npumeHeHuA:

HavmeHoBaHMe nekapcTBEHHOrO NpenapaTa: MpoAoNKUTENBHOCTb __ AHEel
KonnuyectBo npuemos B AeHb: ____ pas

Jo3unposkKa: Ha 1 npuem: ea.

Mpnn. 8 He npumeHsetca ¢ 01.07.2013 K npaBOOTHOLWIEHMAM, CBA3AHHbIM C Ha3Ha4YeHUEM U
BbIMUCbIBAHWEM JIEKAPCTBEHHbIX NpenapaToB U MeanUNHCKUX usgenuii (Mpukas MuHsgpasa Poccuun
oT 26.02.2013 N 94H). Mpukaszom MuH3apaBa Poccum ot 20.12.2012 N 1175H yTBepKaeHa HoBas

dopma N 148-1/y-06 (n) "PeuentypHbit 6aaHK".

MpunokeHne N 8

K MpunKasy

MwuH3gpascoupassmTma Poccum
oT 12 peBpana 2007 r. N 110

CnnCOK M3MEHALWUX AOKYMEHTOB
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

MMHMCTepCTBO 30PaBOOXPaHEHNMA
M COLMAaJIBHOTO pPasBUTUA

Poccumickom Odenmepauum MECTO IJI4
T PUX-KOJIA
— - - - == 1
|_ J YTBEPKIEHA
————— [lprxkasoM MMHMCTEpCTBAa
MemmMuuHCKass opTraHM3alusa 3IPaBOOXPAHEHUsS U COUMAaJIbHOTO
paseutua Poccuirickonm demepauum
or 12 derpana 2007 . N 110
MTamn
Konm OI'PH

Kon dopmer mo OKyI 3108805

®opma N 148-1/y-06 (J1)
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Kono Kon HO30JOTM- |MCTOUYHMK OOMHAHCHU- % omyaTeH U3 |Peuent
KaTeropuMu 4YeckKoM GOopMH POBAHUA @ MCTOUHUKA nemcT-
TpaxnaH (o MKB-10) 1) dbenepanbHE OlOXeT | bMHAHCUPO— |BUTE-—
2) ObomxeT cydOBbekTa BaHUS : JIeH B
Poccurickoit demepauunm |1) 100% Teue-—
3) MYHMLMIIAJbHBI 2) 50% HUue 1
BnIxeT (HyXHOEe mo-|Mecdua
(HyXHOEe TOIYEPKHYTH) OUEepPKHYTH)

PELEIIT Cepusa N oT

®.M.0. naumeHTa

DaTa CHWJIC
poXIeHms . .

N crpaxoBoro
MEeIVLVHCKOT O
rnojmca

N MeOMLIVMHCKOM KapTH aMOyJIaTOPHOTO OOJILHOTO (MCTOPUS PasBUTUI
pebeHKa)

®.11.0. Bpaua (benbnuepa)

Kon Bpaua (dernrpnumepa)

BRIV CAHO @ (BanoyiHgeTCsa ChIeuMaJinCTOM
ANTEYHOTO yUpeXIeHMS)
Rp: OTnymeHo IO pelLenTy:

IaTa oTnycka
Kon JsexapCTBEHHOTIO

D.t.d. npemnapara
HosupoBka TopTroBOe HaMMEHOBaHUE
KomuecTBO enOVHUIL
Signa
[Momnuce Bpada (dernpnumepa) KommuecTBO
¥ JIMYHasa [edyaTb Bpauda Ha ofbmyn cymmy
(benpomepa)
M.I.

PellenT IEeMCTBUTEJIEH B TeueHue 1 Mmecsdia, 3 MecsdleB (HeHYXHoe
3a4YEepPKHYTH)

Kopewoxk PENEITA Cepusa N oT

Cnocof MHnprMeHeHu4d:

[IPOOOJXUTEJIEHOCThb nHel HauMeHOBaHMeEe JIeKapCTBEHHOTO
KonmmuecTBO MNPMEMOB B HOEHb: pas npemnapara:

Ha 1 npuewm: en. JosupoBKa:




Mpnn. 9 He npumeHsetca ¢ 01.07.2013 K npaBOOTHOLIEHMAM, CBA3AHHbIM C Ha3Ha4YeHUEM U
BbIMUCbIBAHWEM JIEKAPCTBEHHbIX NpenapaToB U MeaAnUnHCKUX usgenuii (Mpukas MuHsgpasa Poccuun
0T 26.02.2013 N 94H).

MpunoxkeHne N 9

K MpunKasy
MwuH3gpascoupassmTma Poccum
ot 12 deBpans 2007 r. N 110

MHCTPYKLUUA
MO 3ANONIHEHWNIO ®OPMbI N 148-1/Y-04 (1) "PELEEAT"
U ®OPMbI N 148-1/Y-06 (/1) "PELLENT"

CnyMCcoK M3MEHAIOLWMX JOKYMEHTOB
(B pea. Mpukasos MuH3apaBcoupasButma Poccum ot 25.09.2009 N 794H,
07 20.01.2011 N 13H)

1. B BepxHem nesom yray ¢opmbl N 148-1/y-04 (n) "Peuent" un dopmbl N 148-1/y-06 (n) "Peuent"
(Banee - peuenTypHbI 61aHK) NPOCTaBAAETCA LWTaMN MEAUUMHCKON OpraHM3aumm C yKasaHuem ee
HaMMeHOBaHWA, agpeca, TenedoHa, a TaKkKe yKa3blBAaeTCA KoL MeLMULMHCKON OpraHu3auuu.

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

B BepxHeit yactn ¢opmbl N 148-1/y-06 (n) "Peuent" o603HaYeHO MECTO AN HAHECEHMSA LITPUX-
Koga.

2. OdopmneHune peuenTypHoro 61aHKa BKAOYaeT B cebs undpposoe KogMpoBaHUe U 3anoHeHue
61aHKa.

3. Unudposoe KoanpoBaHue peuentypHoro 61aHKa OCyLWeCcTBASETCA NO CaeaylolLen cxeme:

npu M3roToBAEHUM peuenTypHbiXx ONaHKOB MeyvaTaeTca Koh MeAMUMHCKOW opraHuvsauum B
cooTBeTcTBMM ¢ OCHOBHbIM rOCYAapPCTBEHHbBIM PErUCTPALMOHHBIM HOMepom (OMPH);
(B pea. Mpukasa MuH3apascoupassutma Poccmum ot 20.01.2011 N 13H)

Bpay (benbawep) Ha ambynaTopHOM Npueme BHOCUT Ko, KaTeropuu rpaxkaaH (SSS), nmetowmx
MPaBO Ha EMMEMECAYHYIO AEHEXHYI BbiNaaTy U obecneyeHne NeKapCTBEHHbIMM MpenapaTtamu B
COOTBETCTBMM CO cTaTbsimu 6.1 n 6.7 depepanbHoro 3akoHa ot 17 wwons 1999 r. N 178-d3 "O
rocygapcTBeHHoM coumanbHoi nomowm" (CobpaHmne 3akoHoaaTenbctBa Poccuinckoint Pepepaunmn, 1999,
N 29, cT. 3699; 2005, N 1, cT. 25; 2006, N 48, cT. 4945), n Kog, Ho3o0rnyeckoi popmbl (LLLLL) no MKB-10
nyTem 3aHeceHMA Kaxkaon undpbl B NyCcTble AYEMKKN, TOYKA NPOCTABASETCA B OTAE/IbHOM AYenKe.

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

NCcTOYHUK duHaHcupoBaHuA (denepanbHbii 6roaxket [1], 6roaxeT cybbekTa Poccuiickoin
depepauun [2], MyHMUMNaNbHbIN 6oaxKeT [3]) u npoueHT onnatbl (6ecnnatHo [1], 50% [2]) yKka3biBatoTcs
noayepKknMBaHUEM.

Mpy oTNycKe NeKapcTBEHHbIX NpenapaTos, BbiNMcaHHbIX Ha dopme N 148-1/y-04 (n) "Peuent", B
anTeYHOM OpraHM3aLMn NPOCTABAAETCA KOA NEKAPCTBEHHOIO NpenapaTa.
(8 pea. Mpukasa MuH3apascoupassutma Poccmm ot 20.01.2011 N 13H)

4. 3anonHeHuWe peuenTypHoro baaHka.

PeuenTypHbiii 6AaHK BbINMUCbIBAETCA B 3-X 3K3EeMNAAPAX, UMEIOLLMX eAUHYI0 cepuio n Homep. Cepusa
peuenTypHoro 6/1aHKa BKAoYaeT Koa cybbekta Poccuiickont ®egepaumn, COOTBETCTBYIOWMIA ABYM
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nepsbiM Lnppam ObLiepoccuitckoro Knaccupukatopa 06BHEKTOB aAMUHUCTPATUBHO-TEPPUTOPUANIBHOTO
aenexHna (OKATO). Homepa npucBanBatoTcA Mo Nopsaaky.

Mpyn odopmneHmn peuenTypHoro 61aHKa yKasblBalOTCA MONHOCTbIO GaMUAMA, UMS, OTYECTBO
60NbHOrO, AaTa POMKAEHMA, CTPaxoBOWM HOMEpP WHAUBMUAYANbHOTO /IMLEBOro cyeTa rpaskAaHuMHa B
MeHcnoHHoM doHae Poccuiickonn Pepepaumn (CHUMC), Homep CTpaxoBOro meamnumHcKkoro noanca OMC,
agpec Uan HoMep MeaULMHCKOM KapTbl aMbynaTopHOro naumneHTa (UCTopun passuTua pebeHKa).

B rpade "®.U1.0. Bpaua (denbawepa)"” yKasbisaloTcs dpammama u MHULUMaNbI Bpada (denbaliepa).
B rpade "Rp:" yKasbiBatoTca:

- Ha NaTUHCKOM A3blKe HaMMEHOBaHWEe JIeKapCTBEHHOro mnpenapaTta (mexayHapoaHoe
HenaTeHTOBaHHOE UK XMMUYecKoe, IMbOo TOProsoe), 3aperucTpMpoBaHHoro B Poccuiickoit deaepaumu,
€ro L,031POBKa U KOMYECTBO;

(B pea. Mpukasa MuH3apascoupassmTna Poccum ot 20.01.2011 N 13H)

- Ha PYCCKOM WM PYCCKOM M HAUMOHAAbHOM A3blKax CNocob NpuMMeHeHUA NeKapCcTBEHHOro
npenapara.
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

3anpellaeTcs orpaHNYMBaTLCA 0BWMMU YKaszaHMAMMK: "BHyTpeHHee", "M3BecTHO" 1 T.N.

PaspeluatoTcs TOIbKO MPUHATbIE MPaBUAAaMKU COKpaleHus ob6o3HayYeHWi; TBepable M Cbinyyune
dapmaueBTHYeckmne cybctaHumm BbinucbiBatoTcs B rpammax (0,001; 0,5; 1,0), KuAKue - B MUNIUAUTPAX,
rPammax u Kannsx.

(B pea. Mpukasza MuH3gpascoupassmTna Poccum ot 20.01.2011 N 13H)

Peuent noanucbiBaeTca Bpayom (denbaliepom) W 3aBepaeTca  €ro  JMYHOM  MneyvaTbio.
JononHuTenbHO peLenT 3aBepaAeTCa NevyaTbio MeguUMHCKOM opraHunsaumm "Ona peyentos”.
(8 pea. Mpukasa MuH3apascoupassntma Poccum ot 20.01.2011 N 13H)

Kopa B rpade "Kopg Bpaya (penbagliepa)” ykasbiBaeTca B COOTBETCTBUM C YCTAHOBAEHHbIM OpPraHoOM
ynpasneHua 34paBooxpaHeHMem cybbekTa Poccuiickolt ®degepaumm nepevyHeM KOLOB Bpayen
(dbenbalwepos), MMeOLWMX NPAaBO Ha BbIMUCKY JIEKAPCTBEHHbIX MPENapaToB B LEAAX NPeaocTaBieHus
rocyapcTBEHHOM COLMaNbHON NOMOLM B BUAE Habopa COLMaNbHbIX YCAYT.

(8 pea. Mpukasa MuH3apascoupassntma Poccum ot 20.01.2011 N 13H)

Mpu BbINMUCKE JIEKAPCTBEHHOrO MNpenapata Mno peleHuo BpadyebHo Komuccum Ha obopoTte
peLenTypHoro 61aHKa cTaBUTCA cneluManbHas oTMeTKa (lwTtamn).
(8 pea. Npukasa MuH3apascoupassutTma Poccum ot 20.01.2011 N 13H)

5. MNpun oTnycKe neKkapCcTBEHHOro npenapaTta B anTe4yHOW opraHuMsauuMu Ha peuenTypHom HaaHKe
yKasblBaloTca cBefdeHMa O (GaKTUYeCKM OTNYLLEHHbIX NeKapCTBEHHbIX MNpenapaTtax (MerKayHapogHoe
HenaTeHTOBAaHHOE WM XMMUYECKoe, MbO TOproBoe HaMMeHOBaHME, [O03UMPOBKA, KOAMYECTBO) U
NpocTaBAseTCcA AaTa OTMycKa.

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

6. Ha peuenTtypHom 61aHKe BHU3Y UMEETCA IMHUA OTPbIBA, Pa3Aenaiowasn peuenTypHblit 61aHK v
KOPELLOK.

KopewoKk oT peuenTta Bblgaetcs 6osbHOMY (nuuy, ero npeacrasastolleMy) B anTeyHou
OpraHM3aunn, Ha KopeLlKe AeNaeTca OTMETKA O HaMMEHOBaHMM IeKapCTBEHHOTO Npenapara, 403UPOBKe,
KoaunyecTse, cnocobe NpMMeHeHUs, U OH ocTaeTcs y 6onbHOro (nnua, ero NpeacTaBAAoLLErO).

(8 pea. Npukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)
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7. PeuenTypHbIi 61aHK 3aMno/IHAETCA NPY BbINUCbIBAHWUM NIEKAPCTBEHHbIX NPEenapaTos, U3aenuni
MEeAVLMHCKOrO HasHayeHMA U CneuvanmnsmpoBaHHbIX MNPOAYKTOB feyebHOro nuTaHusa pas aeteu-
WHBAaNMAOB, BK/IOYEHHbIX B MEPEYHM NEeKAPCTBEHHbIX NPEenapaTos, 34NN MeaAULMHCKOTO HasHaYeHun
N CneumannsmpoBaHHbIX NPOAYKTOB NeyebHOro nuTaHua Ansa OeTen-UHBANWAO0B, YTBEPXKAAEeMbIX B
YCTQHOB/IEHHOM NOPSAAKE, 3 TaKXKe MHbIX IEKAPCTBEHHbIX NPenapaToB, OTNycKaeMblx 6ecniaTHO 1an co
CKUIKOMN.

(8 pea. Mpukasza MuH3apascoupassmTna Poccum ot 20.01.2011 N 13H)

8. TpeboBaHWA, NpeabsBAAEMble K BbIMUCbIBAHWUIO M3AENNA MEAUUMHCKOrO HasHayeHus WU
CNeumanmns3npoBaHHbIX MPOAYKTOB ne4ebHOro nuTaHuAa gaa AeTel-MHBA/IMAOB B PaMKax OKasaHusA
rocyapCcTBEHHON COUMANbHOM NOMOLLM, aHANOTUYHbI TPEOOBaAHUAM, NPeabABAAEMbIM K BbINUCbIBAHUIO
NIeKapCTBEHHbIX NPenapaToB (3a UCKAOYEHMEM OTMETKM BpauyebHOM Komuccum).

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

9. OpraH ynpaB/ieHMA 34paBooxpaHeHMEM cybbekTa Poccuiickolt deaepaumm MoXKeT paspelnTb
N3roToB/IEHWNE PELLENTYPHbIX 6/1aHKOB B MEAULIMHCKMX OPraHU3aLLMaX C UCMOJIb30BaHUEM KOMMbIOTEPHbIX
TEXHO/IOTUMNA.

(B pea. Mpukasa MuH3gpascoupasBmTna Poccum ot 20.01.2011 N 13H)

10. JonycKkaetca odopmiaeHne BCeX PEKBU3UTOB peLenTypHbIX 6aaHkos ¢popmbl N 148-1/y-06 (n)
"PeuenT" c MCNONb30BaHMEM KOMMbIOTEPHbIX TEXHONOTUA.

11. Ha obopoTHOI cTopoHe peuentypHoro 6aaHKka dopmbl N 148-1/y-06(n) neyataetca Tabauua
CNefyoLWero cogeprkaHma:
(8 pea. Mpukasa MuH3apascoupasBuTmua Poccum ot 25.09.2009 N 794H)
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Mpurotosunn

Mposepun

OTnyctmn




12. Ha peuenTypHbix 6naHkax ¢opm N 148-1/y-04(n) n N 148-1/y-06(n) sbinucbiBaeTcA 0AHO
HaMMeHOBaHME  /IeKAapCTBEHHOrO  MpenapaTa, W34eAuA  MEAMUMHCKOTO  Ha3HaYyeHus UK
cneumnannsnpoBaHHOro NPOAYKTa 1e4ebHOro NUTaHus.

(8 pea. Mpukasza MuH3apascoupassmTna Poccum ot 20.01.2011 N 13H)

NcnpasneHna npu BbINUCbIBaHMW PELLENTOB He AOMYyCKatoTCA.
(n. 12 BBeaeH Mpukazom MuHsapascoupasButma Poccum ot 25.09.2009 N 794H)

13. Cpok geicteua peuenTa (1 mecau, 3 mecsua) yKasbiBaeTca NyTem 3a4epKUBaHUSA.
(n. 13 BBeaeH Mpukaszom MuHsapascoupassutma Poccum ot 20.01.2011 N 13H)

Mpnn. 10 He npumeHaetca ¢ 01.07.2013 K NpaBOOTHOLWEHMAM, CBA3AHHbIM C Ha3HayYeHMem W
BbIMUCbIBAHWEM JIEKAPCTBEHHbIX NpenapaToB U MeanUNHCKUX usgenuii (Mpukas MuHsgpasa Poccuun
0T 26.02.2013 N 94H).

Mpunoxkenne N 10

K MpunKasy
MwuH3gpascoupassmTma Poccum
ot 12 deBpans 2007 r. N 110

CNMCOK M3MEHSIOLLMX AOKYMEHTOB
(8 pea. Mpukasa MuH3sapascoupassutma Poccum ot 20.01.2011 N 13H)

Kon oopwmer mo OKY[I
Kon yupexnenmsa no OKIIO
MemomMuMHCKAasaA IOOKyMEHTalMUsa

MMHMCTEPCTBO 30PaBOOXPaHEHUS dopma N 305-1/y
M COLMajibHOTO Pa3BUTUSA YreepxneHa lIpukas3oM
Poccumickom denmepauum MUHMCTEPCTBa 3OPaBOOXPaHEHUS
M COLMaJIbHOTO Pa3BUTHUA
(HaMMeHOBaHME MeOMLMHCKOM Poccumnickonm demepauunm
opraHu3almumn) or 12 derpansa 2007 . N 110

XypHan <*>
yduera B MEOVUVHCKMUX OPTaHM3aUMIx
dopmer N 148-1/y-88 "PeuenrypHemt 6jaHk",
dopmer N 148-1/y-04 (51) "Peuent", dopmer N 148-1/y-06 (i)
"Peuent", ¢opmel "CneumasbHEM PeLEeNTYypPHBI OJIaHK Ha
HApPKOTUUYECKOE CPENCTBO U IICUXOTPONHOE BemecTBO"
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N Mpuxog, Pacxopn
n/n

haTa N v pata obuiee cepun konnyectso | ®.1.0. n nognuco haTa cepuau KOAn4yecTs ®.1.0. noanuco
perucTpaummn | AOKYMEHTa, OT | KOJIMYeCTBO HOoMepa 61aHKOB MO | OTBETCTBEHHOTO BblAauun HOMep o OTBETCTBEHHOTO | OTBETCTBEH!

NPUXOAHONO | KOro NOCTyNuA | MOCTYNUBLUM | peLenTypHbI cepmam MeAMUMHCKOTO | peuenTypH | peLenTypHOr | BblAaHHbIX | MeAULMHCKOro o
JOKYMeHTa X x 6n1aHKoB paboTHWMKa, bIX 0 6naHKa | peuenTypH paboTHWMKa, Me AN LNHCK(
peLenTypHbl noslyumBLLErO 6naHKoB bIX noay4YnBLLIEro pabOoTHMK:
x 6n1aHKoB peuenTypHble 6naHKoB peLenTypHble | NOAy4YuMBLUE
61aHKM 61aHKM peuenTypHL
61aHKM

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




<*> }ypHan gonKeH 6bITb NPOHYMEPOBaH, MPOLWHYPOBAH W CKPEN/IeH NOANUCHI0 PYKOBOAUTENS U
NeyaTblo MeAULMHCKON OpraHn3aunm.

CornacoBaHo

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

12.02.2007

MpunoxkeHne N 11

K MpuKasy
MwuH3apascoupassnTma Poccum
ot 12 peBpana 2007 r. N 110

KypHan
y4yeTa B MeAULMHCKMX OpraHM3aLmsx
dopmbl N 107-1/y "PeuentypHbiin 6naHK"

YT1patua cuay ¢ 1 uona 2013 roga. - NMpukas MunHsgpasa Poccun ot 26.02.2013 N 94H.

MpunoxkeHne N 12

K Mpunkasy
MwuH3apascoupassmtma Poccmnm
ot 12 ¢eBpana 2007 r. N 110

KoHcynbTaHTlAOC: NpuMmeYaHue.
HoBbl1 NOPAAOK Ha3Ha4YeHUA NEeKAapCTBEHHbIX MpenapaTtoB yTB. Mpukazom MwuH3gpasa Poccun ot
24.11.2021 N 1094H.

MHCTPYKLMA
O NOPAAKE HASHAYEHMA NEKAPCTBEHHbIX NMPEMNAPATOB

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

MpunoxkeHne N 13

K MpwnKasy
MwuH3apascoupassntma Poccum
ot 12 peBpana 2007 r. N 110

UHCTPYKUMUA
O NOPAAKE BbINMUCbIBAHNA NEKAPCTBEHHbIX MPEMNAPATOB
¥ O®OPM/IEHUA PELENTOB U TPEBOBAHUN-HAKNALHbIX
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Cn1COK U3MEHAIOLWMX OKYMEHTOB
(8 pea. NMpukasos MuH3apascoLpassuTusa Poccum ot 27.08.2007 N 560,
0T 25.09.2009 N 794H, ot 20.01.2011 N 13H,
MpuKaszoB MuH3apasa Poccum oT 26.02.2013 N 94H, oT 24.11.2021 N 1094H)

I. O6wme TpeboBaHUA BbINUCbIBAHUA JIEKAPCTBEHHbIX NpenapaTos
(8 pea. Mpukasa MuH3apascoupassutma Poccmum ot 20.01.2011 N 13H)

MyHKTbl 1.1 - 1.2 He npumeHaoTca ¢ 1 mona 2013 roga K NPABOOTHOLIEHUMAM, CBA3AHHbIM C
Ha3HaYeHMeM W BbIMUCbIBaHMEM JIEKAPCTBEHHbIX MpenapaToB U MeAUUMHCKUX u3genuii (Mpukas
MwuH3apasa Poccum o1 26.02.2013 N 94H).

1.1. MpW HaNMYMM COOTBETCTBYIOLLMX MOKA3aHWUM rpaxgaHam, ob6paTUBLUMMCS 338 MEeAULMHCKOM
nomMoLlbio B amby/aTOPHO-NOJIMK/IMHUYECKOE YUYpEeXKAEeHWe, a TaKKe B Caydyasx HeobxoaumocTtu
NPOAO/IKEHUA NEeYeHUss Mnocae BbINMUCKM OONbHOrO M3 CTauMOHapa Ha3HaAyaloTCA JIEKapCTBEHHbIE
npenapaTbl M BbIMUCbIBAOTCA PELENTbl HA HUX.

(8 pea. Mpukasa MuH3apascoupassntma Poccum ot 20.01.2011 N 13H)

1.2. 3anpew,aeTca BbINMCbIBATbL peLenTbl:

Ha /SIeKapCTBEHHbIE MPenapaTtbl, He pa3peLleHHble B YCTAHOBAEHHOM MOPAAKE K MeAULUHCKOMY
NPUMEHEHMWIO;
(B pea. Mpukasa MuH3apascoupassutma Poccmm ot 20.01.2011 N 13H)

npun OTCyTCTBUN MEONUNHCKUX I'IOKa3aHVIl‘/JI,'

Ha JieKapCTBEHHble MpenapaTtbl, UCMOJIb3yeMble TO/MIbKO B MeAMLMHCKUX OpraHu3aumsax (apup
HapKO3HbIA, XN0OP3TUA, PpeHTaHUN (Kpome TpaHCAepMabHOM NeKapCTBEHHON ¢GopMbl), cOMBpeBuH,
Kanuncos, $pTopoTaH, KETaMUH U Ap.);

(8 pea. Mpukasa MuH3apascoupassmTna Poccum ot 20.01.2011 N 13H)

Ha HapKOTUYECKMEe CpeacTBa WM MNCUMXOTPOMHble Bel,ecTBa, BHeceHHble B Cnucok |l MNepeyHs
HAaPKOTUYECKUX CPencTB, MNCUXOTPOMHbLIX BELLECTB M WX MNPEKYpPCOpOB, NOANENKALLMX KOHTPOAD B
Poccuiickoin Pepepaunm, yteepraeHHoro NoctaHosneHmnem Mpasutenbctea Poccuiickon Pepgepaumm ot
30 utoHs 1998 r. N 681 (manee - HApKOTUUYECKNE CPEACTBa U NCUXOTPONHble BelecTBa Cnucka ll) - ann
leyeHmA HapKOMaHWU;

Ha HapKOTUYeCKMe cpeacTBa M NCUXOTPOMHble BewecTBa cnUCKOB Il 1 Il - YaCcTHONPAKTUKYIOLWMM
Bpayam.

MyHKTbl 1.3 - 1.4 He npumeHAoTca ¢ 1 mwona 2013 roga K NPaABOOTHOLEHMAM, CBA3AHHbLIM C
Ha3Ha4YeHMeM W BbIMUCbIBAHMEM JIEKAPCTBEHHbIX MpenapaToB U MeAUUMHCKUX usgenuii (Mpukas
MwuH3gpasa Poccum ot 26.02.2013 N 94H).

1.3. 3ybHble Bpaun, benbaluepbl, aKyLIEPKN BbIMMUCbIBAOT 6O/bHbIM PeLenTbl Ha 1EKAPCTBEHHbIE
npenapaTtbl 3a CBOEW MNOAMUCBID U C YKA3aHMEM CBOEro MeAMLMHCKOrOo 3BaHWA TONbKO B CAyYasX,
YKasaHHbIX B n. nN. 3.3, 3.6, 3.7.2 UHCTPYKLMM O NopAaaKe Ha3HaYeHMA SeKapCTBEHHbIX npenapaToB
(npunoxkenne N 12).

(8 pea. Mpukasa MuH3apascoupassutTma Poccum ot 20.01.2011 N 13H)

1.4. PeuenTbl 60/1bHbIM AO/1XKHbI BbIMUCbIBATbCA C YKa3aHMEM BO3pPaCTa NaluneHTa, nopAaaKa onaatbl
NNEKAPCTBEHHbIX NPenapaTosB N C y4eTomM AeﬁCTBMﬂ BXO4ALWNX B UX COCTaB MHIPeANEHTOB Ha peLenTypPHbIX
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61aHKax, Gopmbl KOTOPbIX YTBEPKAEHbI MUHUCTEPCTBOM 34PaBOOXPaHEHUSA M COLMANbHOIO PasBUTUA
Poccuitckoit ®egepaumm (npunoxkenna N 1, 3,5, 7 n 8).
(8 pea. Mpukasa MuH3apascoupassutma Poccmm ot 20.01.2011 N 13H)

MyHKT 1.5 He npumeHsaeTca ¢ 1 uona 2013 roga K NPaBOOTHOLWEHUAM, CBA3AHHbIM C Ha3HAYeHNEeM 1
BbIMUCbIBAHWEM JIEKAPCTBEHHbIX NpenapaToB U MeAnUNHCKUX usgenui (Mpukasz MuHsgpasa Poccuum
0T 26.02.2013 N 94H).

1.5. PeuentypHble 6naHku ¢opmbl N 148-1/y-88 (npunoskeHne N 3) npegHasHauyeHbl A4
BbIMMCbIBAHMA U OTMYCKa:

- MCUMXOTPOMHbIX BelecTB, BHeCeHHbix B Cnucok Il lNepeyHA HAPKOTMYECKUX CpeacTs,
NMCUXOTPOMHBIX BELLECTB M WX MPEKYPCOPOB, MOANEXALMX KOHTponto B Poccuitickon depepaummy,
yTBepxaeHHoro MocTtaHosneHuem lNpasutenbctea Poccuinckon ®epepauymm ot 30 mioHA 1998 r. N 681
(manee - ncuxoTponHble BewectBa Cnucka lll), 3aperncTpMpoBaHHbIX B YCTAaHOBIEHHOM MOPAAKE B
KauecTBe /IeKapCTBEHHbIX NpenapaTos;

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

- HbIX IEKAPCTBEHHbIX CPeACTB, NOAJEXKALLNX NPEeSMETHO-KOMYECTBEHHOMY YYETY;
(8 pea. Mpukasza MuH3gpascoupassmTna Poccuu ot 20.01.2011 N 13H)

- aHabonyecKkux crepongos.

[na BbINUCbIBAHWA M OTNYCKa JIEKAaPCTBEHHbIX NPENapaToB A1 aMbyNaToOPHOTO IeYeHUn rpaxaaH
B PaMKax OKa3aHWA rocyAapCTBEHHON COLMANBHON NOMOLLM U FPpaXKaaH, MMeoLWMX NpaBo Ha NojyYyeHune
JIeKapCTBEHHbIX NpenapaToB 6ecniaTHO U CO CKMAKOM, NpeaHa3HaYeHbl peLenTypHble 61aHku ¢opmbl N
148-1/y-04 (n) u peuentypHble 6naHkn dopmbl N 148-1/y-06 (n) (npunoskeHnsa N 7 n 8).
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

Bce ocTanbHble IeKapCTBEHHbIE NpenapaTbl BbIMUCLIBAOTCA Ha peuenTypHbix 6a1aHKax ¢opmbl N
107-1/y (npunoxeHue N 5).
(8 pea. Mpukasa MuH3apascoupassuTna Poccum ot 20.01.2011 N 13H)

MyHKTbl 1.6 - 1.7 He npumeHAwoTca ¢ 1 mwona 2013 roga K NPABOOTHOLIEHMAM, CBA3AHHbLIM C
Ha3Ha4YeHMeM W BbIMUCbIBAaHMEM JIEKAPCTBEHHbIX MpenapaToB U MeAUUMHCKUX usgenuii (Mpukas
MwuH3gpasa Poccum ot 26.02.2013 N 94H).

1.6. HapkoTuyeckne cpencrtsa M ncuxotponHole sewectsa Cnucka |l, 3apernctpupoBaHHble B
KauyecTBe JIeKapCTBEHHbIX CPeACTB B YCTAHOB/AEHHOM 3aKoHoAaTenbcTBOM Poccuiickoit depepaumm
nopaaKe, AOKHbI BbINMCbIBATLCA HA CNELMaNnbHbIX peuenTypHbIX 61aHKax Ha HAPKOTUYECKOe CpeacTBO
M NCUXOTPONHOE BelLecTBOo (npunoxkeHue N 1).

1.7. MNpu BbINUCbIBaHUU peLLenTa Ha NEeKAPCTBEHHYHO MPONUCb UHAVUBUAYANbHOIO U3rOTOBAEHMUS,
coAepXKallylo HapKoTUYecKoe CpeacTBO MAM  NcuxoTponHoe Beuwectso Cnucka I, u  pgpyrue
dbapmaKosiormyeckme akTMBHbIE BELLECTBA B [03€, He NMPEBbIWAOWLEN BbICWY Pa3oByk 403y, U Npu
YC/IOBUW, YTO 3TO KOMBUHUPOBAHHOE SIEKAPCTBEHHOE CPEACTBO He SBAAETCA HAPKOTUYECKUM CPeaCcTBOM
AU NCUXOTpONHbIM Bewlectsom CnucKa ll, cneayeT ncnonb3oBaTth peuenTypHblii 6n1aHK dopmbl N 148-
1/y-88.

3TK peuenTbl AO/XHblI OCTaBaTbCA B aNTEYHOM OpraHM3aLMu 44A NpPeaMeTHO-KOJIMYECTBEHHOIO
y4yeTa.
(B pea. Mpukasza MuH3apascoupassmTna Poccum ot 20.01.2011 N 13H)
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MyHKTbl 1.8 - 1.10 He npumeHAoTca ¢ 1 mona 2013 roga K NPABOOTHOLEHUAM, CBA3AHHbLIM C
Ha3HaYeHMeM W BbIMUCbIBaHMEM JIEKAPCTBEHHbIX MpenapaToB U MeaUUMHCKUX usgenuii (MpuKkas
MwuH3apasa Poccum o1 26.02.2013 N 94H).

1.8. Mpwn BbINUCBIBAHUM peLenTa Ha SEKAapPCTBEHHYIO NPONMUCb UHAUBUAYANBHOINO U3rOTOBAEHUA
Ha3BaHWA HAPKOTUYECKUX CPeaCTB U MCMXOTPONHbIX BewwecTs cnnckos Il n lll, nHbIX nekapCTBEHHbIX
cpeacTs, nognexawunx npeametTHo-Koan4yectBeHHOMyY yyeTy, NUyTca B Ha4vasie peuenTta, 3aTem - BCe
OCTa/ibHblE€ UHTPEeONEHTbI.

1.9. BbinucbiBaa HapKOTU4YeCKoe CpeacTBO MM MCUXOTPOMNHOe BelwecTBo cnnckos Il v lll, uHble
JIeKapCcTBeHHble CpeacTBa, MoAJekawme MpeamMeTHO-KOIMYECTBEHHOMY Yy4yeTy, [J03a KOTOpbIX
NPeBbILLAET BbICLIMIA OAHOKPATHbIN NpUem, Bpad AO/IKEH HANMUCaTb 403y 3TOro CPeACcTBa WM BelLecTBa
NPOMMCbIO M NOCTaBUTb BOCKAULLATE/IbHbIN 3HaK.

1.10. He paspeluaeTca BbINMCbIBaTb ONpeAe/ieHHble IeKAPCTBEHHbIE NpenapaTbl B O4HOM peLenTe
60/1e€e TOro KONNYECTBa, KOTOPOE YKa3zaHo B npunoxkeHmun N 1 K HacToswwen MHCTpYKUmK.
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

MyHKTbl 1.11 - 1.12 He npumeHaATca ¢ 1 niona 2013 roga K NPaBOOTHOLWEHMAM, CBA3AHHbIM C
Ha3HaYeHMeM W BbIMUCbIBaHMEM JIEKAPCTBEHHbIX MpenapaToB U MeaUUMHCKUX u3genuii (MpuKkas
MwuH3apasa Poccum o1 26.02.2013 N 94H).

1.11. Hopmbl BbINMUCbIBAHMA W OTNYCKa HapKoTuyeckux cpeacts Cnucka |, npounsBogHbIx
6apbUTYPOBOI KMCOTbI, MHBIX SIEKAPCTBEHHbIX CPEACTB, NoA/eKaWMX NpegMeTHO-KOANYECTBEHHOMY
yyeTy, Ans MHKYpabenbHbIX OHKONOTMYECKUX N TEMATOIOrMYECKMX BONbHbIX MOTYT BbITb YBEMYEHDBI B 2
pa3a No CpaBHEHUIO C KOJIMYECTBOM, YKa3zaHHbIM B npuaoxKeHnun N 1 K HacToAwen MHCTpyKumu.

1.12. CocTtaB NeKapcTBEHHOrO NpenapaTa (B cayvyae KOMBMHMPOBAHHOIO NpenapaTta), 0603HaveHne
NleKapcTBeHHON ¢opmMbl M obpalleHMe Bpayva K papmaLeBTMYECKOMY PabOTHWKY 06 W3roToBAEHUU U
BblJa4e SIeKapCTBEHHOrO NPenapaTa BbINMUCbIBAOTCA Ha TATUHCKOM A3bIKe.

(8 pea. Mpukasa MuH3apascoupassmTna Poccum ot 20.01.2011 N 13H)

He ponyckaeTca coKkpaweHue 0603HauyeHW OGAM3KUX MO HAMMEHOBAHMAM MHIPEeAUEHTOB, He
NO3BONAOLLMX YCTAaHOBUTb, KAKOW MMEHHO JIEKAapPCTBEHHbIM NpenapaT BbINUCAH.
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

Mcnonb3oBaHWe NaTUHCKUX COKpaLLEHUIA 3TUX 0603HaYEeHN paspeLlaeTcsa TONbKO B COOTBETCTBUU
C COKPALEHUAMM, NPUHATLIMU B MEAUUMHCKOM U dapmaLLeBTUUYECKOW MPAKTUKe, NpeayCMOTPEHHbIMM
npunoskeHnem N 2 K HacToswwen UHCTpyKLuun.

MyHKTbl 1.13 - 1.15 He npumeHaAwTca ¢ 1 niona 2013 roga K NpPaBOOTHOLWEHUAM, CBA3AHHbIM C
Ha3HaYeHMeM W BbIMUCbIBaHMEM JIEKAPCTBEHHbIX MpenapaToB U MeAUUMHCKUX usgenuii (MpuKkas
MwuH3gpasa Poccum o1 26.02.2013 N 94H).

1.13. Cnocob npumeHeHMA nekapcTBeHHOro npenapaTta 0603HayYyaeTcs ¢ yKazaHMeMmM [,03bl, YacToThbl,
BPEMEHW Npuema U ero AJUTENbHOCTW, a ANs IEKAPCTBEHHbIX MpPenapaTos, B3aMMOAEMNCTBYOWMX C
MULLLEN, - BPEMEHWN UX YNOTPeBAEHNA OTHOCUTEIbHO NPMEMA NULWM (80 eAbl, BO BpemMa eapl, Nocse eapl).
(8 pea. Mpukasa MuH3gpascoupassutma Poccum ot 20.01.2011 N 13H)

1.14. Npn HeEOBXOAMMOCTM IKCTPEHHOTO OTMYCKa IEKAPCTBEHHOTO NpenapaTta 60/bHOMY B BEpXHEN
yacTu pelenTypHoro 61aHKa npocTaBaATcAa 0603HavyeHuMa "cito" (cpoyHo) nnm "statim" (HemeaneHHo).
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)


https://login.consultant.ru/link/?req=doc&base=LAW&n=148512&dst=100009
https://login.consultant.ru/link/?req=doc&base=LAW&n=148512&dst=100007
https://login.consultant.ru/link/?req=doc&base=LAW&n=407913&dst=100178
https://login.consultant.ru/link/?req=doc&base=LAW&n=407913&dst=100236
https://login.consultant.ru/link/?req=doc&base=LAW&n=407913&dst=100178
https://login.consultant.ru/link/?req=doc&base=LAW&n=407913&dst=100236
https://login.consultant.ru/link/?req=doc&base=LAW&n=111735&dst=100132
https://login.consultant.ru/link/?req=doc&base=LAW&n=148512&dst=100009
https://login.consultant.ru/link/?req=doc&base=LAW&n=148512&dst=100007
https://login.consultant.ru/link/?req=doc&base=LAW&n=407913&dst=100178
https://login.consultant.ru/link/?req=doc&base=LAW&n=111735&dst=100132
https://login.consultant.ru/link/?req=doc&base=LAW&n=111735&dst=100132
https://login.consultant.ru/link/?req=doc&base=LAW&n=148512&dst=100009
https://login.consultant.ru/link/?req=doc&base=LAW&n=148512&dst=100007
https://login.consultant.ru/link/?req=doc&base=LAW&n=111735&dst=100132
https://login.consultant.ru/link/?req=doc&base=LAW&n=111735&dst=100132

1.15. Mpu BbINMUCbIBAHMM peLenTa KOAMYECTBO MUAKMX dapmMaueBTUYecKMx cybcTaHuum
YKa3sbIBaeTCA B MUAIUAUTPAX, MPaMMax UAWN Kanaax, a OCTanbHbIX GapMaLeBTUYECKUX CyOCTaHUUM - B
rpammax.

(8 pea. Mpukasa MuH3apascoupassntma Poccmm ot 20.01.2011 N 13H)

MyHKT 1.16 He npumeHaeTca ¢ 1 niona 2013 roga K NpaBoOOTHOLEHUAM, CBA3AHHbLIM C HAa3HAaYeHUeM n
BbIMUCbIBAHWEM JIEKAPCTBEHHbIX NpenapaToB U MeAnUNHCKUX usgenui (Mpukasz MuHsgpasa Poccuum
0T 26.02.2013 N 94H).

1.16. CneumanbHble peLenTbl Ha HAPKOTMYECKOE CPEeACTBO W MNCUMXOTPOMHOE BELLECTBO
OeNCTBUTE/IbHbI B TeYeHWe 5 AHell co AHA BbINMUCKKU; peuenTbl, BbIMMCAHHbIE HA pPeLenTypHbIX BaaHKax
dopmbl N 148-1/y-88, - B TeueHue 10 gHeir.

PeuenTol Ha NeKapCTBEHHble nMpenapatbl (32 WCKAOYEHMEM MOANEXAWMX NpPeaAMEeTHO-
KO/IMYECTBEHHOMY YYeTy), BbiNMCaHHbIe Ha pelenTypHbiXx 6naHkax dopmbl N 148-1/y-04 (n) n popmbl N
148-1/y-06 (n), Ana ambynaTtopHOro feYyeHUsa rpaxaaH B pPaMKaxX OKasaHUA rocyAapcTBEHHOM
COUMANbHOM MNOMOLLUM M TpaxKAaH, MMeLWMX MNpPaBO Ha NOJAYYeHWE JIeKapCTBEHHbIX MNpPenapaTos
6ecnnaTHO M CO CKUAKOM, AeWCTBUTENbHbI B TedeHMe 1 mecsua cO AHA BbINUCKKU, @ B C/ly4ae BbIMUCKM
TAKUX PELLenTOB YKa3aHHbIM KaTEropuAam rpaxaaH, AOCTUTLIMM NEHCMOHHOIO BO3pacTa, CPOK AeNCTBUA
peuenTa coctaBAfeT 3 mecAua CO AHA BbIMUCKWU. [NA NeveHUs 3aTAXKHbIX U XPOHUYECKUX 3aboneBaHuii
rpakgaHam MeHCMOHHOro BO3pacTa MOTYT BbINUCbLIBATLCA PeuenTbl Ha JIeKapCTBEHHble npenapaTbl Ha
Kypc nedeHns 0o 3-x mecaues.

(8 pea. Mpukasza MuH3apascoupassmTna Poccum ot 20.01.2011 N 13H)

PeuenTbl Ha BCe OCTa/bHbIE IEKAPCTBEHHbIE NpenapaTbl 4eNCTBUTENbHbI B TEYEHNE 2-X MeCALLEB CO
OHA BbIMUCKW.
(8 pea. Mpukasa MuH3apascoupassntma Poccum ot 20.01.2011 N 13H)

PeuenTbl Ha Npon3BoaHbIe 6apbUTYPOBOI KMUCNOTDI, 3peapuH, NncesaosdpesprH B HUCTOM BULE U B
CMECU C APYrMMM NeKapCTBEHHbIMU CpeacTBamMM, aHaboiMdyeckme cTepomabl, KA03anuH, TMaHEeNTUH Ans
NeyeHnna 60/bHbIX C 3aTAXKHBIMU W XPOHUYECKMMM 3abD0SIEBAHMAMM MOTYT BbIMMUCLIBATLCA Ha Kypc
neyeHua no 1 mecaua. B atux cayyasx Ha peuentax AosiKHA ObiTb Hagnucek "Mo cneunanbHomy
Ha3HauyeHMIo", cKkpenieHHan NoAnNMCbio Bpaya U nevyaTbio MeaAnUUMHCKON opraHusauum "na peuentos'.
(8 pea. Mpukasa MuH3apascoupassntma Poccum ot 20.01.2011 N 13H)

MyHKT 1.17 He npumeHseTca ¢ 1 nona 2013 roga K NpaBOOTHOLWEHUAM, CBA3AaHHbIM C HA3HAYEHMEM U
BbIMUCbIBAHMEM JIEKAPCTBEHHbIX NpenapaToB U MeanUNHCKUX usgenuii (Mpukas MuHsgpasa Poccumn
0T 26.02.2013 N 94H).

1.17. Mpwn BbINUCbIBAHUN XPOHUYECKMM 60NbHbIM peuenToB Ha rOTOBble JIeKapCTBEHHbIE
npenapaTtbl M J/IeKapCTBEHHble MNpenapaTbl MHOMBUMAYANbHOIO M3rOTOBAEHMA BpPayYaM pas3peLlaeTcs
YCTaHaB/AMBATb CPOK AEMCTBUA peLenTa B Npeaenax 40 O4HOro roa, 3a UCKAKYEHMEM:

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

- 1IEKAPCTBEHHbIX CPeacTB, NnogneKawnx NnpegMeTHO-KO/INYECTBEHHOMY YYETY,
- 1IeKapPCTBEHHbIX NpPenapaTos, o6nap,a|0Lu,14x aHabosnyeckoi dKTUBHOCTbIO,

- NIeKapCTBEHHbIX MPenapaToB, OTNYCKAaeMbIX M3 anTeyHblX OpraHM3auuii No peuentam Ana
amMbynaTopHOro neyeHus rparkaaH B pPaMKax OKasaHMA rOCyAapCTBEHHOM COUMAIbHOM MOMOLWM U
rpaxkaaH, MMetoLMX NPaBo Ha NoJly4YeHue IeKapCTBEHHbIX CPeacTB 6ecnaaTHO 1 CO CKUAKOW;

(8 pea. Mpukasza MuH3apascoupassmTna Poccum ot 20.01.2011 N 13H)
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- CMMPTOCOAEPKALLNX IEKAPCTBEHHbIX NPenapaToB MHAMBUAYANbHOIO N3rOTOBEHUSA.
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

Mpw BbINUCBIBAaHUM TaKMUX PELLENTOB Bpay AO/KEH caenaTb NOMeTKy "XpoHuyeckomy 6onbHomy",
YKas3aTb CPOK AeNCTBMA peLenTa U NepuoanYyHOCTb OTMYCKa /IeKAPCTBEHHbIX NPEenapaToB U3 anTeyHown
OpraHuM3aumnn (exxeHeaenbHO, eXXeMecsiyHo U T.M.), 3aBePUTb 3TO YKasaHMe CBOen NOoAMNUCbID U TNYHOM
neyaTblo, a TaKXKe NevyaTbio MeaNUMHCKOW opraHusaummn "Ana peuentos".

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

MyHKT 1.18 He npumeHsaeTca ¢ 1 niona 2013 roga K NpaBoOOTHOLIEHWAM, CBA3AHHbLIM C HAa3HAaYeHMem n
BbIMUCbIBAHMEM JIEKAPCTBEHHbIX NpenapaToB U MeAnUNHCKUX usgenuii (Mpukas MuHsgpasa Poccuun
0T 26.02.2013 N 94H).

1.18. PeuenT, He oTBEYalOLLMIA XOTA Obl O4HOMY U3 NEPEeYUCAEHHbIX TPEOOBAHNIN MU CoAepKaLLMIA
HECOBMECTUMbIE IEKAaPCTBEHHbIE CPeACTBA, CYMTAETCA HELENCTBUTENbHbIM.
(8 pea. Mpukasa MuH3apascoupassutma Poccmum ot 20.01.2011 N 13H)

B cnyyae BO3MOMKHOCTU YTOUHEHMSA Y Bpaya UAKM 4PYroro MeanLMHCKOro paboTHMKA, BbINUCABLLEro
peuenT, HANMEeHOBAHWUS NIEKAaPCTBEHHOIO NpenapaTta, ero A403MPOBKN, COBMECTUMOCTU U T.MN., PabOTHUK
anTeyHoM OpPraHU3aLnn MOKET OTNYCTUTb SIEKAPCTBEHHbIM NpenapaTt nauneHTy.

(8 pea. Mpukasa MuH3apascoupassntma Poccmm ot 20.01.2011 N 13H)

Il. MopAAoOK BbINUCbIBAHUA PeLLENnTOB
Ha JIeKapCcTBEHHbIE NpenapaTtbl A8 amby1aTOPHOro 1e4eHus
rpaXkAaH B paMKaX OKa3aHUA rocyaAapcTBEHHO coumnanbHoM
NOMOLLM U FPaXKAaH, MMeIoLWMX NPaBo Ha NoJlyyeHue
JIeKapCTBEHHbIX CPeAcTB 6ecnnaTHO U CO CKUAKOM
(8 pea. Mpukasa MuH3apascoupassutma Poccmm ot 20.01.2011 N 13H)

MyHKT 2.1 He npumeHsaeTca ¢ 1 utona 2013 roga K NPaBOOTHOLWEHUAM, CBA3AHHbIM C Ha3HAYeHNEeM 1
BbIMUCbIBAHWEM JIEKAPCTBEHHbIX NpenapaToB U MeAnUNHCKUX usgenui (Mpukas MuHsgpasa Poccuun
0T 26.02.2013 N 94H).

2.1. CamoCTOATENbHO NIEYALLMM BPAYOM MW BPAYOM-CMELMANUCTOM NedebHO-NpodUNaKTUYECKOro
YyUYperKAEHUA BbIMMUCbIBAIOTCA PeLLenTbl HA JIeKApCTBEHHble Npenapatbl ANA ambynaToOpHOro neyeHus
rpaxgaH B paMKax OKa3aHMA roCcyAapCTBEHHOW COLMANbHOM NMOMOLLM U rpaxaaH, MUMEILMX NPaBo Ha
noJiydeHMe fIeKapCTBEHHbIX CpeacTB 6ecnnaTHO M CO CKMAKOW, B COOTBETCTBMM CO CTaHAAPTAMM
MEOMLMHCKON MOMOLLK, 3@ MWCKAIOYEHMEM C/ly4aeB HA3HAYeHMUA, onpedeneHHblX nyHKTom 2.4.1
HacToAwen UHCTpyKunu.

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

MyHKT 2.2 He npumeHsieTca ¢ 1 uona 2013 roga K NPaBOOTHOLWEHMAM, CBA3AHHbIM C Ha3HAYEHUEM U
BbIMUCbIBAHMEM JIEKAPCTBEHHbIX NpenapaToB U MeanUnHCKUX usgenuii (Mpukas MuHsgpasa Poccuun
0T 26.02.2013 N 94H).

2.2. MpaBO CamMoOCTOATENbHO BbINMCbIBAaTb PELEnTbl AN NOJiyYeHMA B anTeYHOM opraHusauum
NIeKapPCTBEHHbIX CPEACTB rpakaaHam B NopaaKe, ycTaHOBAEHHOM Nn. 2.1 HacToAwel MHCTpYKUUK, metoT
TaKKe:

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

2.2.1. B npegenax cBoel KomneTeHUUW Bpayu, paboTalowme B MeAULMHCKON opraHuM3auum no
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COBMECTUTENLCTBY;
(8 pea. Mpukasa MuH3apascoupassutma Poccmm ot 20.01.2011 N 13H)

2.2.2. BPauu CTALMOHAPHbIX YYPEKAEHMI COLMANLHON 3aWMUTbl U UCMIPABUTE/IbHBIX YYPEKAEHUN
He3aBMCMMO OT BE4OMCTBEHHOW NPUHAA/IEKHOCTY;

2.2.3. Bpaun BeIOMCTBEHHbIX MOJUKAMHUK deaepanbHoro (cybbekta Poccuiickolt depepaummn)
NoAYMHEeHUs:

- rpakgaHam, UMelLWMM CTaTyc no npodeccMoHanbHOMY MPU3HAaKY, pacxoabl Ha HecnnatHoe
NekapcteeHHoe obecrneyeHne KOTOPbIX B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuitckoi degepaumm
MOKpPbIBAlOTCA 3a CHET CpeacTB deaepanbHOro broaxeTa;

- UHbIM KaTeropmnam rpaxaaH, pacxogbl Ha 6ecnnaTtHoe NEKapCTBEHHOE obecneyeHue KOTOpPbIX B
COOTBETCTBUU C 3aKOHO4ATE/IbCTBOM Poccuitckol CDe,u,epau,MM NMOKPbIBAKOTCA 3a CHET CPpeacTB 6I-0,£|,)K€TOB
Pa3/INYHbIX ypOBHeVI n obssaTenbHoro MeOUNLMHCKOTo CTpaxoBaHMA MO COrsnaCcoBaHMO U B nopAgkKe,
onpeagenaemom opraHamu WCNOJIHUTENbHOW BA1AcTH Cyﬁ'beKTa Poccuinckoit CDe/J,epau,MM, eciim B
6I-Op,)K€TaX COOTBETCTBYHOLUMNX cbe,u,epaanblx OopraHoB WCNONHUTENbHOW BAIACTU  He BblAENEHDbI
¢MHaHCOBbIe cpeacTtea Ha 3TU Uenu;

2.2.4. YaCTHOMpPAKTUKYlOWME Bpauu, paboTatolwme No AOroBopy C TEPPUTOPUA/bHBIM OPraHOM
yrnpaB/ieHna 34paBoOXpaHeHMEM W/uau TeppuTopuanbHbiM GoHAOM 0653aTeNbHOr0 MeAWMLMHCKOro
CTpPaxoBaHMA M OKa3blBalOLWME MEANLMHCKYIO MOMOLLb Fpa)kgaHam B paMKax NPoOrpammbl OKa3aHMUA
rocyapCcTBEHHOW COLMANbHON MOMOLLM U rparkAaHam, MMEKLLMM MPaBo Ha MNOJlyYeHUe TIeKapPCTBEHHbIX
npenapaTos 6ecniaTHO U CO CKUAKOM.

(B pea. Mpukasa MuH3apaBcoupassutma Poccmm oT 20.01.2011 N 13H)

MyHKT 2.3 He npumeHseTca ¢ 1 uona 2013 roga K NPaBOOTHOLWEHMAM, CBA3AHHbIM C Ha3HAYEHUEM U
BbIMUCbIBAHWEM JIEKAPCTBEHHbIX NpenapaToB U MeanUNHCKUX usgenuii (Mpukas MuHsgpasa Poccuun
0T 26.02.2013 N 94H).

2.3. B 0cobbix cyyasnx (MposKMBaHWE B CEIbCKOM MECTHOCTH, FAe HaXx0AUTCA TONbKO MeANUMHCKAsA
opraHusauua unm ee o6ocobeHHoe NoapasgeneHne, He UMeloLee Bpaya) peLenTbl Ha IeKapcTBEHHbIe
npenapatbl A4na ambynaToOPHOro JieYeHUA rpaxkaaH B pamMKax OKasaHWsA rocyAapCcTBEHHON coumanbHOM
MOMOLWM WU TPaXKAaH, MMEIOLWMX NPaBO Ha NOJIyYeHUE NEeKapCTBEHHbIX NpenapaToB 6ecnnaTHoO M Co
CKMAKOM, MOTYT 6bITb BbIMUCAHbI CAMOCTOATENBHO BeayLw MM nprvem ¢ebaliepom 1am akyLepKoi Tako
MeAMLMHCKOW OpraHM3aLmMm B COOTBETCTBMM C M. 2.1 HacToswwen UHCTpyKuun.

MepeyeHb MEAMUMHCKMX OpraHusauMi M MnopagoK NIeKApCTBEHHOrO obecrneyvyeHus yKasaHHbIX
rpaxgaH onpeaenaoTcs OpraHOM UCMONHUTEIbHOM BAcTU cybbekTa Poccuiickoit depepaumum B chepe
3/1paBOOXpaHEHMA.

(n. 2.3 B pea. Npukasza MunHsgpascoupassmutna Poccun ot 20.01.2011 N 13H)

MyHKT 2.4 He npumeHsieTca ¢ 1 uona 2013 roga K NPaBOOTHOLWEHMAM, CBA3AHHbIM C Ha3HAYEHNEM U
BbIMUCbIBAHMEM JIEKAPCTBEHHbIX NpenapaToB U MeaAnUNHCKUX usgenuii (Mpukas MuHsgpasa Poccumn
0T 26.02.2013 N 94H).

2.4. BbinuUcbiBaHME pPeELLENTOB Ha JIeKapCTBEHHble MpenapaTbl A1 amMbynaTOPHOro JieyeHun
rpa*kgaH B paMKax OKa3aHWA rocyaapCTBEHHOWM COUManbHOM NOMOLWM M FpaXKaaH, MMELWMX NpaBo Ha
noJsly4YeHuMe IeKapCTBEHHbIX NpPenapaToB 6ecnaaTHO U CO CKMAKOM, OCyLecTBAAeTCS:

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

2.4.1. Bpavyamun-cneymanncramm:
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- Ha HapKoTn4yeckme cpeactea n npoTnBoonyxosieBble npenaparbl
(OHKOJ'IOI'VI‘-IECKVIM/I'EMaTOJ'IOI'VILIECKVIM 60]'IbeIM) - OHKOJ10TOM VI/VIJ'IVI remaTosiIorom, Heq)pOJ'IOI'OM,
pesmaTtonorom m ap.;

- Ha MMMYHOMOZYNATOPbLI - FEMATONIOrOM M/UAKU OHKOMOTOM (Mocae NpoBegeHUs nydesoi u/uam
XMMUOTEPANUKM, Nepecagkn KOCTHOrO Mo3sra), MmmyHonorom (6osnbHbim CMALom wav  apyrumu
TAXKENbIMA HAPYLWEHUAMU UMMYHUTETA), TPAHCMNAHTONOrOM (Nocne nepecagKuM OpraHoB U TKaHel),
PEeBMaTO/I0rOM M MHbIMM CNELMANNUCTAMK;

- Ha NPOTMBOTYHEPKYAE3HbIE NpenapaTbl - GTU3NATPOM;

- Ha npoTuBogmabeTnyeckme (60nbHbIM caxapHbiM AMabeTom) M NpPoYMe NEeKAPCTBEHHbIE
npenapatbl, BAUAIOWME Ha SHOOKPUHHYIO CUCTEMY, - SHOOKPUHOJIOTOM, B NOpAAKe, onpeneseHHOM B
NyHKTe 2.4 MHCTPYKLUMK O NopagKe HasHauyeHUs NeKapcTBeHHbIX npenapaTtos (npunoxkeHune N 12).

(8 pea. Mpukasa MuH3apascoupassuTna Poccum ot 20.01.2011 N 13H)

I'IpM OTCYTCTBUUN YKa3aHHbIX CneynanncrtoBs BbINMUCbIBAHUE NbrOTHbIX PEUENTOB B 3TUX Cay4aAax
npon3soguTcAa nedalimm Bpavyom no peweHuno Bpa‘-IE6HOl7I KOMUCCUU NONNKNTUHUKN;

2.4.2. nevawmm BPavYoOM UM BPAYOM-CNELMAZIMCTOM TONIbKO MO pPelleHnto BpadyebHoM Komuccum
MeOMLMHCKOM OpraHnsaumm:
(8 pea. Mpukasa MuH3apascoupassntma Poccum ot 20.01.2011 N 13H)

- Ha NcuMxoTponHble BewectBa cnmuckos Il n Ill, MHble neKkapcTBeHHble cpeacTBa, nognerkalime
npeameTHO-KoOIn4eCTBeHHOMY y4eTy, aHabosnmyeckune ctepowngbl;

- Ha HapkoTuueckue cpeactBa Cnmcka |l 60abHbIM, He CTPaAaloWMM OHKONOTMYECKUM
(rematonornuecknm) 3abonesaHnem;

B cBA3KM c gonyuwieHHOM oneyaTkol nncbMom MuH3gpascoupassuTns Poccum ot 24.05.2007 N 4185-
BC, KoTopoe He npoxoauio peructpaumio B MwuHiocTe Poccuu, YyTOYHEHO, YTO "Bpay MOMKeT
CaMOCTOATENbHO BbINUCLIBaTb OAHOMY 60/IbHOMY He 6bonee 5 HaMMEHOBAHWUIM NEKAPCTBEHHbIX CPEACTB
eaMHOBpeMeHHO (B TeyeHMe cyTok) M He 6onee 10 HammeHoBaHWI B TeyeHue 1 mecaua. lMpwu
BbINUCbIBAHUM H6O/bLLIETo KOJIMYECTBa SIEKAPCTBEHHbIX CPeACTB Bpay 06A3aH cor/iiacoBaTb HasHavyeHue
C BpayebHoM Komuccnen nevyebHo-NPodUNAKTUYECKOTO yupeRaeHunsa".

- Ha /JIeKapCTBEHHble NpPenapaTbl, Ha3Ha4YaeMble fieYallMM BpPayYoM M BpavyaMm-CneumanmncTamu,
ofHOMY 60/bHOMY B KOAMYECTBE NATU HAMMEHOBAHMI 1 6osiee 0AHOMOMEHTHO (B TEYEHME OAHUX CYTOK)
WK CBbILWE AeCATM HAMMEHOBAHWI B TEYEHUE OHOTO MECALLa;

(8 pea. Mpukasos MuH3apaBcoupasBuTMa Poccmm oT 25.09.2009 N 794H, ot 20.01.2011 N 13H)

- Ha J/1eKapCTBeHHblE MpenapaTtbl B CAy4YaAX HETUNUYHOro Te4dyeHuA 60ﬂe3HM, npu Haan4vdmu
OC/IOXKHEHUI OCHOBHOro 3abosieBaHuA VI/VI.HVI COYETaHHbIX 3360HEBaHMl7‘I, Npn Ha3Ha4Ye€HUU OMNaCHbIX
KOM6VIH3LI,I/II7I NEKAPCTBEHHbIX CPeAcCTB, a TaKXKe npu I/IH,CI,MBMAyaIIbHOﬁ HenepeHoCMMOCTH.

2.5. YtpaTtun cuny. - NMpukas MuHsgpascoupassntna Poccum ot 27.08.2007 N 560.
MyHKT 2.6 He npumeHsaeTca ¢ 1 uona 2013 roga K NPaBOOTHOLWEHMAM, CBA3AHHbIM C Ha3HAYeHNeM 1

BbINUCbIBAaHWEM JIeKapCTBEHHbIX NPenapaTos U MeauLMHCKUX n3gennii (Mpukas MuHsgpasa Poccun
0T 26.02.2013 N 94H).

2.6. He AONYCKaeTCA BbINMUCbIBaHWE PeELUENTOB HAa NIEKAPCTBEHHbIE NpenapaTbl ANA aM6ynaTopHoro
nevyeHnAa rpaxgaH B pamMKax OKa3aHUA FOCYLI,apCTBeHHOVI cou,maanoﬁ nomMouwmn n rpaxgaH, MMerLlnx
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NnpaBo Ha NOMy4YeHME JIEKApPCTBEHHbIX MpenapaTtoB 6ecnnaTtHO U CO CKUAKOW, BpayamMu CaHaTOPHO-
KYPOPTHbIX Y4YpeXAeHW, BpayamMu CTaLMOHapPHbIX yYpeXKAeHWW, B T.4. AHEBHbIX (33 WUCKAOYEHUEM
CTaLMOHapPHbIX YYpPEXKAEHUA COLMANBbHOM 3almTbl), @ TaKXKe BpavYaMy MeAMUMHCKUX OpraHM3auui B
nepuog, HaxoXKaAeHna 60/1bHbIX Ha CTALLMOHAPHOM JIe4EeHUN B COOTBETCTBUM C AEMCTBYOLWMM MOPALKOM.
(8 pea. Mpukasa MuHsapascoupassutma Poccum ot 20.01.2011 N 13H)

YacTHOMPAKTUKYIOLWMM Bpavyam 3anpeLLaeTca BbIMMCbIBAaTb PELLENTbl Ha IeKapCTBEHHbIe MpenapaTsbl
ONA ambynaTopHOro fieYeHUs rpaxkaaH B paMKax OKasaHWA rocyAapCTBEHHOM COUMANbHOM NOMOLLN U
rpaxgaH, MMerLMX NpPaBo Ha MoJiyd4eHME IEKAPCTBEHHbIX NpenapaToB 6ecnnaTHO M CO CKMAKOW, 3a
WCKNOMEHNEM C/TYHaEB, YKa3aHHbIX B NyHKTe 2.2.4 HacToAwen NHCTpyKumu.
(8 pea. Mpukasa MuH3apascoupassutma Poccmum ot 20.01.2011 N 13H)

MyHKT 2.7 He npumeHsieTca ¢ 1 uona 2013 roga K NPaBOOTHOLWEHMAM, CBA3AHHbIM C Ha3HAYEHUEM U
BbIMUCbIBAHWEM JIEKAPCTBEHHbIX NpenapaToB U MeaAnUNHCKUX usgenuii (Mpukas MuHsgpasa Poccumn
0T 26.02.2013 N 94H).

2.7. HasHauyeHWe neKkapCTBEHHbIX NpenapaToB AAA ambynaTOpHOro NeyYeHns rpaxaaH B pamKax
OKa3aHWA TroCyAapCTBEHHON COUMANbHOM MOMOLLM M Tpa)k4aH, MMEKLWMUX MPaBo Ha MoJyyYeHue
JIeKApCTBEHHbIX MpenapaTtoB 6ecnnaTHO WM CO CKMAKOW, OTpaXkaeTca B MeAMUMHCKOW KapTe
ambynaTopHoro 60/1bHOrO B NOpPAAKe, MNPesyCMOTPEHHOM NyHKTOM 1.6 WHCTpyKuMm o nopsake
Ha3HayeHMA /IeKapCTBEHHbIX npenapatoB (npuaoxeHue N 12), nyHKtamm 1.2 - 1.10 HacToALwe#
MHCTPYKLMUK, C YKa3aHMeM HOMepa peLenta U B TaloHe aMby/faTOPHOro MauueHTa, YTBEPKAEHHOM B
YCTAHOB/IEHHOM MOpPALKeE.

(8 pea. Mpukasa MuH3apascoupassmTna Poccum ot 20.01.2011 N 13H)

Mpy BbINUCbIBaHMM pPELLENTOB Ha JIeKapCTBEHHble npenapaTtbl AnA ambynaTOpHOro sevyeHus
rpak4aH B pamKax OKa3aHWA rocyAapCTBEHHON COLMANBbHOM MOMOLLM M FPaXKAaH, UMeIoLMX NPaBo Ha
noJiydeHMe NEeKapPCTBEHHbIX MPenapaToB H6ecniaTHO M CO CKUAKOM, 06MA3aTeNIbHO YKa3blBAeTCA HOMEP
TenedoHa, No KOTOPOMY PabOTHWK anTe4yHOM OpraHM3auMM MOXKET COr1acoBaTb C JIeYaWMM BPaAYOM
(Bpavyom-cneumannctom, BpadyebHoON KoMUCCUEN MEANLUHCKON OpPraHM3aLmMmn) CMHOHUMMMUYECKYIO 3aMeHY
JIeKapCcTBEHHOrO NpenaparTa.

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

MyHKTbI 2.8 - 2.9 He npumeHaoTca ¢ 1 mona 2013 roga K NPaABOOTHOLIEHMAM, CBA3AHHbIM C
Ha3HaYeHMeM W BbIMUCbIBaHMEM JIEKAPCTBEHHbIX MpenapaToB U MeaUUMHCKUX usgenuii (MpuKkas
MwuH3apasa Poccum o1 26.02.2013 N 94H).

2.8. PeuenT Ha peuenTtypHom 6naHke dpopmbl N 148-1/y-04 (n) n N 148-1/y-06 (n) BbinucbiBaeTca
Bpauom (denbawepom) B 3-x 3K3emMnaspax, C ABYMA 3K3emnaspamm Kotoporo 6oabHOM obpalwiaeTca B
anTeyHyto opraHusaumio. MocneaHnn sK3emnaaAp peLenTa NoaxKNeMBaeTcs B ambynaTOpHyO KapTty
60/bHOrO.

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

2.9. HapKoTuyeckue cpeactBa M NcuxoTponHble BewecTBa Cnucka Il gns ambynaTopHoOro neyeHus
rpa)gaH B paMKax OKa3aHMA roCcyaapCTBEHHOW COLMANbHOM NMOMOLLM U rpaxaaH, MUMEKLMX NPaBo Ha
noJsiydeHMe NIeKapCTBEHHbIX NpenapaTtoB 6ecniaTHO M CO CKMAKOW, BbINMUCLIBAOTCA Ha CMeuvasbHOM
peuenTypHom 6/1aHKe Ha HAPKOTMYECKOe CpeacTBO M MCUMXOTPOMHOE BELWECTBO, K KOTOPOMY
AOMNO/IHATENBHO BbIMMCbIBAKOTCA PeLenTbl Ha peuenTypHom 6aaHke dopmbl N 148-1/y-04 (n) nan dopmbl
N 148-1/y-06 (n).

(8 pea. Mpukasa MuH3apascoupassntma Poccum ot 20.01.2011 N 13H)

MNcnxotponHble Bewectsa Cnucka lll, nHble NeKapcTBeHHble cpeacTBa, noanexawme npegmeTHo-
KO/IN4eCTBEHHOMY Y4eTy, aHabosiMuyeckune ctepoungbl, npeagHa3Ha4yeHHble ONA aM6ynaTopHoro nevyeHumA
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rpaxgaH B paMKax rocy4apCTBEHHOM COLMANbHOM NOMOLLM U FPaXKAaH, UMEIOLLMX NPABO Ha NnosyyeHue
NIeKapCTBEHHbIX NpenapaTos 6ecniaTHO M CO CKMAKOM, BbINUCLIBAIOTCA Ha peLenTypHom H6naHke N 148-
1/y-88, K KOTOPOMY A0MNONHUTENBHO BbIMUCLIBAIOTCA peLenTbl Ha peuenTypHom baaHke popmbl N 148-
1/y-04 (n) nan dopmbl N 148-1/y-06 (n).

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

MyHKT 2.10 He npumeHsaeTca ¢ 1 nona 2013 roga K NpaBoOOTHOLIEHWAM, CBA3AHHbLIM C HAa3HAaYeHMeM n
BbIMUCbIBAHMEM JIEKAPCTBEHHbIX NpenapaToB U MeaAnUNHCKUX usgenui (Mpukas MuHsgpasa Poccuum
0T 26.02.2013 N 94H).

2.10. Ana obecneyeHna HAPKOTUYECKMMWN CPEACTBAMM U MCUXOTPONHbIMU BelecTBamm 60/bHble
NPUKPENNAIOTCA K KOHKPETHOM MEAMUMHCKOM W anTeYHOM OpraHu3aumsam no MecCTy KUTEeNbCTBa B
nopaake, onpeaensieMom OpraHoM UCNOJIHUTENbHOM BnacTu cybbekTa Poccuiickoin Peagepaunn B chdepe
3/ paBOOXpaHEHMA.

(n. 2.10 B pea. MNpukasa MuHsgpascoupassmTns Poccum ot 20.01.2011 N 13H)

KoHcynbTaHTlAOC: NpuMmeYaHue.

C 1 wmwona 2016 roga Ha M3roToB/AEHME UM OTNYCK JIEKAPCTBEHHbLIX MPEenapaToB anTeyYyHbIMU
OpraHM3aumMAMM W UHAMBUAYANbHBbIMW NPEANPUHUMATENAMMU, B TOM 4ucine no TpeboBaHUAM-
HaKNaAHbIM MEAMUMHCKMX OpraHuM3aumin pacnpoctpaHAtoTca lMpaBuaa M3roToBAeHUA M OTNYCKA
NleKapCTBEHHbIX NpenapaTtos, yTB. [Nprnkasom MuH3sgpasa Poccum ot 26.10.2015 N 751H.

Ill. Nopsaaok opopmneHus
TpeboBaHUIA-HAKNAAHDIX B aNTEYHYIO OPraHM3aLMIo Ha NoJlyyeHue
JIeKapCTBEHHbIX NPenapaToB 411 MeAULMHCKMX OpraHu3aumia
(B pea. Mpukasa MuH3apascoupassutma Poccmum ot 20.01.2011 N 13H)

3.1. Ona obecneyeHns nevyebHO-AMATHOCTUYECKOrO npoLecca MeAULMHCKME OpraHM3auuu
Nnosly4aloT JleKapCcTBEHHble MpenapaThl M3 anTeYHOW oOpraHusauuu no TpeboBaHUAM-HaAKNAAHbIM,
YTBEPXKAEHHbIM B YCTaHOBAEHHOM NopAaaKe.

(8 pea. Mpukasa MuH3apascoupassmTna Poccum ot 20.01.2011 N 13H)

TpeboBaHMe-HaKNagHanA Ha MoJyYeHWe M3 anTeyHbIX OpPraHWM3auUMii N1eKapCcTBEHHbIX NpenapaTos
O0J/IKHA UMETb LITaMM, KPYrayto nevyatb MeAUUMHCKOW opraH13aumm, NoAnncb ee PyKoBOAUTENA UIU ero
3aMecTuTeNa no neyebHol YacTu.

(8 pea. Mpukasza MuH3apascoupassuTua Poccum ot 20.01.2011 N 13H)

B TpeboBaHMM-HaKNAAHOW yKa3blBaeTCA HOMEp, AaTa COCTaBNEHWA AOKYMEHTa, OTNPaBuUTENb U
noJsiydaTesib SIEKAPCTBEHHOrO Npenapata, HauMeHOBaHME JIEKAPCTBEHHOrO npenapaTta (C yKasaHuem
[031POBKK, GOPMbI BbINyCcKa (TabneTKn, amnynbl, Masu, CYNNO3UTOPUN U T.MN.), BUA YNAKOBKU (KOPOOKMU,
dbnakoHbl, Ty6bl U T.N.), CNOCO6 NPUMEHEHUA (ANA UHBEKUWMN, ANA HAPYXKHOIo NMPUMEHEHUA, Npuema
BHYTPb, F/1a3Hble Kanau u T.n.), KOAMYecTBO 3aTpeboBaHHbIX IEKAPCTBEHHbIX NPENapaTos, KOANYECTBO U
CTOMMOCTb OTMYLLEHHbIX 1EKAPCTBEHHbIX MPeENnapaTos.

(B pea. Mpukasa MuH3apaBcoupassutma Poccum ot 20.01.2011 N 13H)

HanmeHoBaHMA NeKapCTBEHHbIX MPEnapaToB NULIYTCA Ha TAaTUHCKOM fi3blKe.
(8 pea. Mpukasa MuH3apascoupassntTma Poccum ot 20.01.2011 N 13H)

TpeboBaHMA-HaKNaAHble  Ha  JIeKapcTBeHHble  CPeAcTBa,  MoanexalimMe  npeameTHo-
KO/IMYECTBEHHOMY Y4ETY, BbINMUCLIBAIOTCA Ha OTAE/IbHbIX BiaHKax TpeboBaHUN-HAaKNAAHbIX A0 Kax a0
rpynnbl Npenaparos.

MeguumHCcKMe opraHmsaunMm npu  COCTaB/IeHUM 3aABOK HA HApPKOTMYeCKne cpeacrtsa M
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NcuUxoTponHble BewecTBa cnmckos Il u Il 4oMKHBI PyKOBOACTBOBATLCA pPaCYETHbIMM HOPMATUBAMM,
YTBEPXKAEHHBIMU B YCTAHOB/IEHHOM MOPAKE.
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

3.2. TpeboBaHuWA-HaKNagHble CTPYKTYPHOTrO MOApasgeNeHnsa MeaWUMHCKON opraHusauum
(kabuHeTa, oTAENEHMSA U T.MN.) HA IeKapPCTBEHHbIE MPENapaThbl, HANPaBAseMble B aNTe4YHy OpraHM3aLmio,
odopmAloTCA B MoOpAaKe, onpendeseHHoOmM NyHKToM 3.1 Hactoawer WHCTpyKuMuM, NoAnUCbiBarOTCA
pyKoBOAMTENEM COOTBETCTBYIOLWLErO MoApa3geneHna u  opopMAAIOTCA  LITAMMNOM  MeAULMHCKOM
opraHusauuu.

Mpwu BbINUCbIBaHUM IEKAPCTBEHHOIO NpenapaTta A8 UHAMBUAYANbHOTO 60/IbHOrO AONOAHUTENIbHO
yKa3blBaeTcs ero Gpamuama U MHULMaNbI, HOMep UCTOPUKN BoNesHN.
(n. 3.2 B pea. MNpukasa MuHsgpascoupassutnsa Poccum ot 20.01.2011 N 13H)

3.3. CtomaTo/10rn, 3ybHble BPayn MOryT BbINUCbIBATb 3a CBOEM NOANUCHIO TpeboBaHMA-HaKNagHble
TONbKO HA JIeKapCTBEHHble MpenapaTbl, NMPUMEHAEMblE B CTOMATO/IONMYEeCKOM KabuHeTe, 6e3 npasa
Bbl4a4YM UX NAUMEHTAM Ha PYKW.

(B pea. Mpukasa MuH3agpascoupassmTna Poccum ot 20.01.2011 N 13H)

3.4. TpeboBaHWA Ha AAOBUTble NEKAPCTBEHHbIE CPeACTBa, KPome MoAMnMCM CTOMaToNora Man
3yb6HOro Bpaya, L0NKHbl UMETb NOANMUCb PYKOBOAUTENS yupeaeHna (0TAeNeHnA) UK ero 3amecTuTens
W KPYrAyto nevyatb MeaAnLMHCKON OpraHm3aunu.

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

3.5. TpeboBaHWA-HaKNagHble HA OTNYCK YaCTHOMPAKTUKYIOLWMM BpayYam JIeKApCTBEHHbIX
npenapaTtos (3a UCKAOYEHNEM HAPKOTUYECKUX CPEACTB U NMCUXOTPOMHbIX BelecTs cnunckos |l u lll, a Takxke
JIeKAPCTBEHHbIX MpPenapaToB, COAEpP)KallMX 3TUM CpPeacTBa M BelwectBa) opopmAaatoTca B MNOPALKE,
onpegeneHHom n. 3.1 - 3.4 HacToAwel MHCTPYKLUMKN, HA OCHOBAHWM AOroBOpPa KYNAU-NPOLAAKU MeXaY
YaCTHOMPAKTUKYIOLLMM BPAYOM M anTEYHOM OpraHmnsaLmein U INLEH3UN Ha MeAMLMHCKYIO AeATeNbHOCTb,
Bbl4AHHOM B YCTaHOB/AIEHHOM MopsaKe.

(8 pea. Mpukasa MuH3apascoupassntTma Poccum ot 20.01.2011 N 13H)

3.6. B anTeyHbIx opraHM3aumnax TpeboBaHUA-HaKNa4HbIe Ne4ebHO-NPOPUAAKTUYECKMX YUPEKAEHN
Ha OTNYCK HAapPKOTUYECKNX CPeaCcTB U MCUXOTPOMHbIX BewecTs cnnckos Il n Il xpaHAaTca B TeyeHune 10 ner,
Ha OTMYCK MHbIX NEKAPCTBEHHbIX CPEACTB, NOANEKALLMX MPEeAMETHO-KOIMUYECTBEHHOMY YUETY, - B Te4eHue
3-x neT, oCTaNbHbIX FPYNM JIEKAPCTBEHHbIX NPENapaTos - B Te4eHWe O4HOro KaneHaapHoro roaa.
(8 pea. Mpukasa MuH3apascoupassntma Poccum ot 20.01.2011 N 13H)

3.7. TpeboBaHuA-HaKNagHble MEAMUMHCKUX OpraHuMsauMi AONKHbl XPaHUTbCA B anTeyHoM
OopraHusaumnn B ycioBUAX, obecneynBatowmx COXPaHHOCTb, B COpOLIOPOBaHHOM M OMeYyaTaHHOM BUAE U
0popMANATLCA B TOMA C YKazaHMEM MecsaLa U roaa.

(B pea. Mpukasa MuH3apascoupassntma Poccum ot 20.01.2011 N 13H)

3.8. YTpatun cuny c 1 mapta 2022 roaa. - NMpukas MuHsgpasa Poccum o1 24.11.2021 N 1094H.

IV. KoHTpOoAb 3a BbiINnUCbIBaHUMEM peL,enTos
1 TpeboBaHMii-HAKNA4HbIX HA IeKapCTBEHHbIE NpenapaTbl
(B pea. MpurKkasa MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)

4.1-4.4.Ytpatuan cuny ¢ 1 nrona 2013 roga. - Nprkas MuHsapasa Poccmum o1 26.02.2013 N 94H.

CornacoBaHo

PykoBoauTenb (3amectutenn
pykosoautena) PCKH Poccuun
O.H.XAPUYKMH
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12.02.2007

MpunoxkeHne N 1

K MHCTpyKLMK O nopagKe
BbIMNCbIBAHUA IEKAPCTBEHHbIX
npenapatos 1 oGOPMNEHUA PeLEeNTOB
N TpeboBaHU-HaKNA4HbIX,
yTBEepKAeHHOM MpnKaszom
MwuH3gpascoupassnTma Poccum

ot 12 ¢eBpana 2007 r. N 110

NPEAENBHO AONYCTUMOE KOIMYECTBO
NEKAPCTBEHHbIX CPEACTB /19 BbINMUCLIBAHWUA HA OAMH PELIENT

CnnCOK U3MEHAILWUNX JOKYMEHTOB
(8 pean. Mpukasos MuH3apaBcoLupa3BuTma Poccum ot 25.09.2009 N 794H,
07 20.01.2011 N 13H)
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N n/n HanmeHoBaHMe neKapCTBEHHOTO dopma BbinycKa 1 AO3MPOBKA Konunuectso
cpeacTea
1. BynpeHopduH Tabnetku ana 50 Tabn.
cybnmHreanbHoro npnema 200
MKr 1 400 mKr
2. bynpeHopduH PactBop Ana MHbEKUUi,
amnybl
300 mKr/mn 1 mn 30 amnyn
300 MKr/mn 2 mn 15 amnyn
3. BynpeHopduH TpaHcaepmanbHan
TepaneBTUYECKasa cucTema
35 MKr/u 20 nnacr.
52,5 MKr/y 8 nnacr.
70 MKr/u 5 nnacr.
4, AurnapokoaenH-petapa (ArK KoHTUMHYC) TabneTkn Ana npMema BHyTpb
60 mr
90 mr 40 Tabn.
120 mr 30 Tabn.
20 Tabn.
5. Aunuaonop(nuputpamma) PacTBOp AN MHBEKUMIA, 50 amnyn
amnynbl 0,75% no 2 mn
6. MopduHa rugpoxnopus, PacTBOp A5t UHBEKLUN, 20 amnyn
amnynbl 10 mr B
1mn
7. OMHonoH PacTBOp ANA MHBEKUMA, 10 amnyn
amnynbl 1% mn 2% no 1 mn
8. MNpomenon (TpumenepuamHa rmgpoxnopua) TabneTkn 4na npuema BHyTPb 50 Tabn.




25 mr

9. Mpomenon (TpumenepuamnHa rugpoxaopua) PactBop ona MHBEKLUNA,
amnynbl 1 n 2% no 1 mn 10 amnyn
Wnpuu-TLo6uKkn 1 n 2% no 1 mn 10 wnpuu-TIo6MKoB
10. MopdoduHa cynbdaT (MCT KOHTUHYC UK apyrue TabneTtku 1 Kancybl
aHaNorM NPOAO/IKUTENBHOCTLIO AENCTBUA He NPOA/IEHHOro AeNCcTBUA ANd
meHee 12 yacos) npuema BHyTpb
10 mr 160 Tabn.
30 mr 60 Tabn.
60 mr 20 Tabn.
100 mr 20 Tabn.
200 mr 20 Tabn.
11. Mpocuaon TabneTtkn ana bykKanbHOro 50 Tabn.
npmnema 10 mr n 20 mr
12. Mpocuagon PacTBop Ana MHbEKUUi, 50 amnyn
amnynbl 10 mre 1 mn
13. deHTaHUN TpaHcaepmanbHas
TepaneBTUYECKas cUCTeMa
12,5 mKr/uac 32 nnacr.
25 MKr/uac 16 nnacr.
50 MKr/uac 8 nnacr.
75 MKr/uac 5 nnacr.
100 mKr/yac 4 nnacr.
(n. 13 B pea. MNpuKkasza MuHsgpascoupassmutna Poccum ot 25.09.2009 N 794H)
14. KogeuH (KoaeunHa dpocdarT) Mopoluok 0,2r
15. KoMbuHMpoBaHHble NeKapcTBEHHbIe NpenapaTbl, | TabneTku, Kancybl, pacTBopbl He 6bonee 0,2 r <*>

cofeprKalme KoaeuH (KogenHa pocdar)

nT.A.
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(8 pea. Npukasa MuHsapascoupassntma Poccum ot 20.01.2011 N 13H)

16. STunmopduHa rugpoxnopug, (ANOoHMH) MopoLuok 0,2 r <**>
17. AmodenpamoH (penpaHoH) TabneTtku, gpaxke 25 mr 50 Tabn.
18. XanbumoH (Tpmuasonam) Tabnetku 250 mKr 30 Tabn.
19. HaTpus okcnbyTtupat PacTtBop gna npuema BHyTpb

66,7%, cupon ana npuema 2 dnakoHa

BHYTpPb 5%
20. 3denpuHa ruapoxaopug v apyrue conm adeapuHa MNMopowokK o6r
21. TeodeapuH, TeodpeapuH-H, Heo-TeodpeapuH TabneTku 30 Tabn.
22. ConyTtaH Pacteop 50 mn 1 ¢dnakoH
23. CnasmoBepanruH, CnasmosepanrnH-Heo TabneTku 50 Tabn.
24, [pyrve KOMOUHMpPOBAHHbIE IEKAPCTBEHHbIE TabneTkn, NOPOLLKA U T.A4, 1 ynakoBKa
npenaparbl, cogeprawme sdpeapuHa ruapoxaopus,
W nognexalme npegmeTHO-KOANYeCcTBeEHHOMY
yyety
(B peaq. MpurKkasza MuH3gpascoupassuTna Poccum ot 20.01.2011 N 13H)
25. KoMbnHMpoBaHHble NeKapcTBEHHbIE NpenapaThbl, Kancynbl, nopowku, cupon, 1 ynakoBKa
coaeprKalume ncesnosdenpuHa rmapoxaopua m TabneTku, KNAKoCTb ANA
noanexalue npeameTHO-KO/IMYeCTBEHHOMY y4eTy npuema BHyTpPb U T.A.

(8 pea. Npukasa MuHsapascoupassntma Poccum ot 20.01.2011 N 13H)
26. Knodenunn Tabnetku 0,075 mr, 0,15 mr 1 ynakoBKa
27. MaxuKapnuHa rmgponoana, MopowokK 1,2r
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28. AHabonyeckne ropMoHbl: TabneTku, pactsop and 1 ynakoBka

MeTaHapocTeHonoH, OKcaHaponoH Petabonunn, UHDBEKLUN U T.4,.

HanaponoH, ®eHobonnn, Cunabonunu n apyrue
29. KoMbnHMpoBaHHble NeKapCcTBEHHbIE NpenapaThbl, Kancynbl, TabneTku, cupon, 1 ynakoBKa

copeprrawme GeHUANPOoNaHoNaMUH U Kannetbl U T.A4.
noanexalue npeameTHO-KO/IMYeCTBEHHOMY y4eTy

(8 pea. Npukasa MuH3sapascoupassntma Poccum ot 20.01.2011 N 13H)
30. dPeHobapbuTan Tabnetku 50 mr, 100 mr 10 - 12 TabneToK
31. BeHsobapbutan (beHsoHan, beH3zobamun) Tabnetkn 50 mr, 100 mr 1 ynakoBKa
32. MpumunaoH (FfekcamnamH, MuconuH) Tabnetku 125 mr, 250 mr 1 ynakoBKa
33. BytopdaHon (Ctapon, Mopaaon) PactBop Ansa MHbeKunit 2 10 amnyn

mr/mn 1 mn
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<*> [pun BbINWUCbIBAHMM U OTMNYCKE SIEKAPCTBEHHOMO NpenapaTa NpoM3BOAMTCA NepecyeT Ha YMcToe
BELLECTBO.
(B pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

<**> B rf1asHbIX Kaniax U Masax AMOHUH MOMKET BbIMMCbIBATLCA B KOMYECTBAX 40 1 I Npw HaiMumm
YyKa3aHuA Bpaya Ha peuente "o cneumanbHOMY HasHa4YeHM0", 3aBEPEHHOrO MOAMUCbIO U ANYHOM
neyaTbto Bpaya, NeyaTbio MeaANUNHCKON opraHmsauun "Oas peuentos".
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

MpumeyaHue:

Mpy  BbINUCbIBAHUM HAPKOTUYECKUX JIEKAPCTBEHHbIX MpPEnapatoB, He MNpPenyCMOTPEHHbIX
HACTOALLMM NPUSIONKEHUEM, UX MPEeSEeNbHO AOMYCTUMOE KOIMYECTBO 414 BbIMUCbIBAHMA B O4HOM peuenTe
MOXKET B NATb Pa3 NPEBbIWATb PAa30BY0 403y, YKA3aHHYO B UHCTPYKLMWN NO MeAULIMHCKOMY MPUMEHEHUIO
BbIMMCbIBAEMOrO JIEKAPCTBEHHOTO NpenapaTa.

(8 pea. Mpukasa MuH3apascoupassmTna Poccum ot 20.01.2011 N 13H)

MpunokeHue N 2

K MHCTpYKLMK O nopsagke
BbINMUCbIBAHUA NEKAPCTBEHHbIX
npenapatoB M oGOpPMNEHNA PeLEeNTOB
N TpeboBaHUN-HaKNAAHbIX,
yTBEpKAEHHOM MpnKasom
MwuH3gpascoupassuTma Poccum

ot 12 ¢eBpana 2007 r. N 110

BAXHEWLUME PELLENTYPHbIE COKPALLEHUA
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CokpaweHue NonHoe HanucaHue MNepesog,
aa ana no, NOpPoBHY
ac.acid. acidum KMcnoTa
amp. ampulla amnyna
ag. aqua BOZa
aq. destill. aqua destillata AMUCTUNNNPOBaHHaA BOAA
but. butyrum macno (Teepgoe)
comp., cps compositus (a, um) CNOXKHbIM
D. Da (Detur, Dentur) Bblgai (nycTb BblAaHO, NycTb byaeT BblgaHo)
D.S. Da, Signa Detur, Signetur Bbiaai, 0603Haub
MycTtb 6yaeT BblAaHO, 0603HaYeHO
D.t.d. Da (Dentur) tales doses Bbigai (Myctb byayT BblAaHbl) Takue 403bl
Dil. dilutus pa3BefeHHbIN
div.in p.aeq. divide in partes aequales pa3fenu Ha paBHble YacTu
extr. extractum 3KCTPAKT, BbITAXKA
f. fiat (fiant) MycTb obpasyetcs (ob6pasytoTcs)
qtt. qutta, guttae Kanns, Kanam
inf. infusum HacToMl
inamp. in ampullis B amnynax




in tabl. in tab(u)lettis B TabneTKax
lin. linimentum UAKaa masb
lig. liquor *KUAKOCTb
m. pil. massa pilularum NUAOIbHAA macca
M. Misce, Misceatur Cmewwan (Myctb byget cmelwaHo)
N. numero ymncaom
ol. oleum macno (xuaKoe)
past. pasta nacra
Ppl. pilula nuatons
p.aeq. partes aequales paBHble YacTu
ppt., praec. praecipitatus OcaxaeHHbli
pulv. pulvis MopoLoK
g.s. quantum satis CKonbKo noTpebyeTca, CKOMbKO Haao
r., rad. radix KOpPEeHb
Rp. Recipe Bo3bmu
Rep. Repete, Repetatur MosTopwu (MycTb ByAeT NOBTOPEHO)
rhiz. rhizoma KOpHeBuULLEe
S. Signa, Signetur O603Haub (MycTb 6yaeT 0603Ha4eHo)

sem.

semen

cema




simpl.

simplex npocrton

sir. sirupus cmpon

sol. solutio pacTBop
supp. suppositorium cBeya

tabl. tab(u)letta Tabnetka

t-ra, tinct. tinctura HacToMKa
ung. unquentum Ma3b

vitr. vitrum

CK/IAHKa




MpunoxkeHue N 3

K MHCTpYKLMK O nopsagxke
BbINMCbIBAHUA IEKAPCTBEHHbIX
npenapatos U opopmaeHUA peLenTos
N TpeboBaHUN-HaKNAAHbIX,
yTBepaeHHoM MNpukasom
MwuH3gpascoupassnTma Poccum

ot 12 ¢eBpana 2007 r. N 110

AKT
06 YHUYTOXEHUN TDE6OBaHVIl7I-HaKJ'Ia,Cl,HbIX Ana nonyvyeHumA
HapPKOTU4YEeCKUX CpeacTB N NCUXOTPONMHbLIX BELLECTB
Nno NcCte4yeHn" CPpoKoB X XpaHeEHUNA

YTpatnn cuny ¢ 1 mapta 2022 roga. - lNMpukas MunHsgpasa Poccum ot 24.11.2021 N 1094H.

MpunoxkeHue N 4

K IHCTpYKLMUM O nopAaKe
BbIMUCbIBAHWUA JIEKAPCTBEHHbIX
npenapatoB 1 0bOPMAEHUS PELENTOB
n TpeboBaHUM-HAKNALAHBIX,
yTBEpPKAEHHOM MpMnKaszom
MwuH3apascoupassuTma Poccumn

ot 12 deBpana 2007 r. N 110

AKT
06 yHMUTOKEeHMM TpeboBaHNN-HaKNALHbIX
AN1A NOJYYEHUA UHbIX IEKAPCTBEHHBIX CPEeACTB, NoA/eKalLmX
NpeaMeTHO-KOIMYECTBEHHOMY YYETY, MO UCTEYEHMUM CPOKOB
NX XpaHeHus

YTpatnn cuny ¢ 1 mapta 2022 roga. - lNMpukas MuHsgpasa Poccum ot 24.11.2021 N 1094H.

Mpnn. 14 He npumeHsaetca ¢ 01.07.2013 K NpaBOOTHOLWEHMAM, CBA3AHHbIM C HAa3HAaYeHMEM U
BbIMUCbIBAHWEM JIEKAPCTBEHHbIX NpenapaToB U MeanUNHCKUX usgenuii (Mpukas MuHsgpasa Poccumn
0T 26.02.2013 N 94H).

Mpunoxenne N 14

K MpunKasy
MwuH3gpascoupassmTma Poccum
ot 12 ¢deBpans 2007 r. N 110

MHCTPYKLUMUA
O NOPAAKE HASHAYEHUA U BbINMUCbIBAHUA U3LAENUN
MEANUUHCKOIo HASHAYEHNA U CNELNMANTU3NPOBAHHDbIX MPOAYKTOB
NEYEBHOT O NMUTAHUA ANA OETEN-UHBANNO,0B
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CNM1COK M3MEHSIOLLMX AOKYMEHTOB
(8 pea. Mpukasa MuH3sapascoupassutma Poccum ot 20.01.2011 N 13H)

1. Uspenna meanLMHCKOTO Ha3HAYeHUA U CNeuMann3npoBaHHble NPOAYKTbl Ne4ebHOro nuTaHuA
ONA  [neTeld-UHBaNMAOB HA3HA4YaloTCA M BbIMMCbIBAKOTCA B pPaMKax MpPefoCTaBAeHUA OTAENbHbIM
KaTeropuam rpakaaH rocygapcTBeHHOM COLManbHOM NOMOLLM B BUAE Habopa couManbHbIX YCAYT.
(n. 1 B pea. Npukasa MuHsapascoupassmutua Poccum ot 20.01.2011 N 13H)

2. spenns meauuUMHCKOro HasHavyeHUA Ha3HavyaloTCa M BbINMCbIBalOTCA Bpadamu (denbaluepamm)
MeaNLMHCKMX OpraHM3aLMii, OKa3blBalOWMX NEPBUYHYIO MeANKO-CAHUTaPHYO NOMOLLb.
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

CneuMannsmpoBaHHble MNPOAYKTbl se4yebHOro nuTaHuMA ANnA AeTel-WHBaAUAOB HasHauvatoTcA
BpaYamu MeguLMHCKUX OpraHM3aumiA, OKasblBaoWUX MeAMKO-FeHETUYECKYHO MOMOLLb, U BbINMUCLIBAOTCA
BpaYamMn MegULMHCKMX OpraHM3aumii, OKasblBalOWMX MeAUKO-TEHETUYECKYD MOMOLLb, UAM Bpavyamu-
cneumanuctTamu (B ciydae Ux oTCYTCTBUA fievalMm Bpauyom) MeaMLMHCKUX OpraHn3aLmid, OKa3biBatoLWMX
NepBUYHYIO MeaMKO-CaHUTAPHYIO MOMOLLb.

(B pea. Mpukasa MuH3apascoupassmTna Poccum ot 20.01.2011 N 13H)

3. PeuenTtbl BbINMUCLIBAOTCA HAa M34E€AMA MEOUUMHCKOrO HasHayeHua U cneunannsnpoBaHHbie
NPOAYKTbI NleyebHOro NUTaHuA ana AETEVI-MHBaﬂM,ﬂ,OB, BK/IIOYEHHDbIE B NepeyHU M3,CI,€/'IM1\;1 MmeanumnHCKOro
Ha3Ha4yeHnA U CcneunmannsnpoBaHHbIX MPOAYKTOB NleyebHOro nNUTaHUA ana AETeﬁ-MHBaﬂM,ﬂ,OB,
yTBepXaaemble B YCTAaHOB/IEHHOM NopAdKe.

4. PeuenTbl BbINUCbLIBAIOTCA Ha peLenTypHbIX 6aaHKkax popmbl N 148-1/y-04 (n) u N 148-1/y-06 (n)
B COOTBETCTBUM C TpeboBaHMAMM, NPeayCMOTPeHHbIMK pasgenamu | un Il UHCTpyKuumn o nopsagke
BbIMWUCbIBAHWUA JIEKAPCTBEHHbIX MpenapatoB U odopmaeHua peuentoB U TpeboBaHMWIA-HaKNaAHbIX
(npunoxkenme N 13).
(8 pea. Npukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

5. MNpu BbINMCbIBAHMM XPOHUYECKMM BO/IbHLIM PEeLenToB Ha Chneuuann3npoBaHHbIe MPOAYKTbI
NeyebHOro NUTaHUA ANA AeTel-MHBaNMA0B Bpayam pa3peLlaeTca ycTaHaBAMBaTb CPOK AEUCTBUA pelenTa
B Npeaenax Ao 0AHOro roaa.

Mpu BbINUCbIBAHUWN TaKUX PELENTOB Bpay AONXEH cAenaTb NOMeTKy "XpoHuyeckomy 6o0nbHomy",
yKasaTb CPOK AEeNCTBMA peuenTa u NnepnoamnyHoCTb OTMYCKa CneumannsnpoBaHHbIX NPOAYKTOB edyebHoro
NUTaHMA ONa geTein-uHBaANAOB U3 anTeYHOro yuYpeKaeHna (opraHnsaunn) (exxeHegenbHO, eXXeMecA4YHO
W T.N.), 3aBEPUTb 3TO YKasaHWe CBOEN MOAMUCLIO U IMYHOM NeYyaTbio, a TaKXKe neyaTblo MegULMHCKOM
opraHusauum "na peuentos".

(8 pea. Npukasa MuH3aapascoupassntma Poccum ot 20.01.2011 N 13H)

Mpwnn. 15 He npumeHsetca ¢ 01.07.2013 K npaBOOTHOLIEHMAM, CBA3AHHbIM C XpaHEHMEM pPeLLenTypPHbIX
61aHKOB Ha JIeKapCTBEHHbIE NpenapaTtbhl U MmeauumHckue usaenus (Mpukas MuHsgpasa Poccumn ot
26.02.2013 N 94R).

Mpunoxkenne N 15
K MpuKasy
MwuH3apascouypassmTma Poccnm
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ot 12 peBpana 2007 r. N 110

MHCTPYKLUMNA
O NOPAAKE XPAHEHUA PELLENTYPHbIX B/IAHKOB

Cn1CcoK M3MEHAIOLWMX JOKYMEHTOB
(B pea. Mpukasos MuH3apaBcoupasButma Poccum ot 25.09.2009 N 794H,
07 20.01.2011 N 13H)

1. MeauUMHCKME OpraHusauuu roJsiyyatloT Heobxogumble peuenTypHble 61aHKKM  4yepes
TepPPUTOPUANbHbIE OPraHbl yNpaBaeHUA 34PaBOOXPAHEHUEM UM OPraHU3aALLMK, YNONTHOMOYEHHbIE Ha 3TO
opraHamu UCMNOJIHUTENbHOM BNAcTM cybbekToB Poccuiickolt deaepaumu.

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

3anac peuenTypHbIX 61aHKOB B MeANUMHCKUX OPraHM3auMaAxX He AOMKEH NpeBbIWaTb N0Yyro40BON,
a cneumanbHbIX peuenTypHbiX 61aHKOB Ha HAPKOTUYECKUE CPeacTBa U NCUXOTPOMHbIe BeuwecTBa Cnncka
Il - mecayHOM noTpebHOCTML.
(8 pea. Mpukasza MuH3apascoupassmTna Poccum ot 20.01.2011 N 13H)

YacTHONPaKTMKYIOLWME BPaYM CaMOCTOATE/IbHO 3aKasbiBaloT 61aHKM peLenToB (3a UCKAOUYEHMEM
CneunanbHbiX PeuenTypHbiX 61aHKOB Ha HapKOTMYECKoe CpeacTBO M MCUMXOTPOMHOE BEeLEecTBO) C
yKasaHuem Tunorpadpckmm cnocobom B BepxHem JEBOM Yr/y afapeca Bpaya, HOMepa, AaTbl U CPOKa
AEeNCTBMA NUUEH3UKW, HAMMEHOBaHWA OpraHa rocyAapCTBEHHOW BAACTW, BblAABLIETO [AOKYMEHT,
NOATBEPKAAIOLWMIA HANUMNE NULEH3UMN,

2. B Kaxgon meaMUMHCKOM OpraHM3auum nNpUMKasom pPyKOBOAWUTENA Ha3HadvaeTca /auuo,
OTBETCTBEHHOE 3a MOJIyYEHNE, XPaHEHWE, YYET M BblAayy BCEX BUAOB PeLENTypPHbIX 6/1aHKOB.
(B pea. Mpukasa MuH3apascoupassmTna Poccum ot 20.01.2011 N 13H)

3. PeuentypHble 6/1aHKM [OJIKHbl  XPaHUTbCA OTBETCTBEHHbIM JIMLOM MO4 3aMKOM B
MeTaZINYeckom WKaody (cerde) Mnm metTaninyeckom siLUKe, a cneumasnbHble peuenTypHble 61aHKK Ha
HaPKOTMYECKOE CPeaCcTBO M NCUXOTPONHOE BELLECTBO - B cende.

YacTHOMPAKTUKYIOWMIA  Bpay  [O/MKEH XPaHUTb peLenTypHble 6/1aHKM  No4 3aMKOM B
meTannmyeckom wkaody (cerde) nam awmke.

4. YyeT peuenTypHbix 61aHKOB MO BWOAM BefeTCcA B JKypHanax, MPOHYMEPOBAHHbIX,
NPOLLHYPOBAHHBIX U CKPENIEHHbIX NOAMNUCHIO PYKOBOAUTENA U NEYaTbio MeANLUUHCKOM OpraHM3aumnmn no
yCTaHOBAEHHbIM dopmam (npunoxkeHusa N 10 u N 11).

(8 pea. Npukasos MuH3apaBcoLpa3BuTMa Poccum oT 25.09.2009 N 794H, ot 20.01.2011 N 13H)

5. NoCTOAHHO AeicTBYIOWAA KOMUCCUA, CO34aBaeMas B MeAULIMHCKON OpraHusauum, nposepseT
COCTOAIHWE XpPaHEHWsA, yyeTa, GaKTUYECKOEe Ha/IMYME U PACcXos, CreumasibHbIX PeLenTypHbiXx 61aHKOB Ha
HapKOTUYECKOE CPEeACTBO M NMCUXOTPOMHOE BELLECTBO OAMH Pas B MECAL, U APYTUX peLenTypHbIX 61aHKOB
- O4MH pa3 B KBapTasl.

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

B cnyvyae HecoBnageHWA KHUXKHOIO OCTaTKa peLenTypHbIX 6naHKoB C d)aKTMLIECKMM Haanymem
nuo, OTBETCTBEHHOE 3a NOoJsIyYyeHue, XpaHeHue, y4eT U Bblaadyy peuenTypHbIX 6naHKOB, HeceT
OTBETCTBEHHOCTb, NPeaAyCMOTPEHHYIO 3aKOHO4ATENNbCTBOM Poccuitckolt dJe,u,epau,MM.

6. OpraHbl ynpaBneHUs 34paBoOXpaHeHMem cybbekToB Poccuiickon degepauum npu
obcnegoBaHMM  MEOULMHCKMX  OpraHM3aumii  KOHTPOIMPYIOT  MCNOMb30BaHME W obecneyeHue
COXPaHHOCTU peLenTypHbIX 6/1aHKOB.
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(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

7. PeuenTypHble 61aHKM B KoAMYecTBe 2-HefenbHOM NOTPebHOCTU BblAATCA MeAMLUHCKUM
paboTHMKaM, MMELWMM NPaBOo BbINUCLIBAHUA PELLENTOB, MO PacnopAXKeHUIO FMaBHOro Bpava Uau ero
3amecTutens.

8. Nleyawemy Bpayy paspellaeTca BblAaBaTb €4MHOBPEMEHHO He 6bonee AecATn cneunanbHbIX
peuenTypHbIX 6N1aHKOB Ha HapKOoTU4eCKoe CpeacrtsBo MU NCUXOTPONHOE BeLWEeCTBO YCTAaHOBJ/IEHHOIO
o6pa3u,a LA BbIMUCbIBAHUA HAPKOTUYECKMX CPeaCTB U NCUXOTPONHbIX BewecTs Cnucka l.

9. MNonyyeHHble peuenTypHble 61aHKM MmeanumnHCKne pa6OTHMKM AONTXKHbI XPaHUTb B NOMeLLeHUAX,
O6€CI‘I€LMBaPOLLI,VIX NUX COXPaHHOCTb.

CornacoBaHo

PykoBoauTens (3amectutesnb
pykoBoauTtensa) ®CKH Poccuu
O.H.XAPUYKWNH

12.02.2007
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