MWHUCTEPCTBO 34PABOOXPAHEHUA N COLUMANIBHOIO PA3BUTUA
POCCUMNCKON GEAEPALIUN

MNPUKA3
ot 12 ¢pespana 2007 r. N 110

O NOPAAKE
HA3HAYEHWSA U BbINUCbIBAHUA NEKAPCTBEHHbIX NMPEMAPATOB,
W3AENNIA MEAULMHCKOTO HASHAYEHUA U CMELMA/IU3UPOBAHHbIX
NPOAYKTOB IEYEBHOTO MUTAHMA

Cn1COK U3MEHAIOLWMX JOKYMEHTOB
(8 pea. Mpukasos MuH3apaBcoupasButma Poccum ot 27.08.2007 N 560,
o1 25.09.2009 N 794H, ot 20.01.2011 N 13H,
MpukazoB MuH3sgpasa Poccum ot 01.08.2012 N 54H,
0T 26.02.2013 N 94H)

B cooTBetcTtBMM co cTaTben 6.2 PepepanbHoro 3akoHa ot 17 wmwona 1999 r. N 178-d3 "O
rocyaapcTeeHHoM coumanbHoi nomolm" (CobpaHune 3akoHoaaTenbcTBa Poccuinckoit depepaunm, 1999,
N 29, c1. 3699; 2004, N 35, c1. 3607; 2006, N 48, cT. 4945; 2007, N 43, c1. 5084; 2008, N 9, cT. 817; N 29,
cT. 3410; N 52, c1. 6224; 2009, N 18, ct. 2152; N 30, c1. 3739; N 52, c1. 6417; 2010, N 50, c1. 6603) 1 B
uenax obecneyeHuAa rpaK4aH, B TOM 4UMUC/Ne MMEOWMX MPaAaBO Ha MNOJAyYEeHWe TrocyAapCTBEHHOM
COUMaNbHOM nomouwmM, no peuentam Bpava (penbawepa) HeobXOAUMbBIMM  NEKAPCTBEHHbBIMU
npenapatamu, Wu34eAUAMU MEeOULMHCKOro Ha3HaYyeHMA U CNeuvanmn3mpoBaHHbIMKU  MPOAYKTaMMU
neyebHOro NUTaHUA aNa AeTel-UHBANMAOB, NPUKA3bIBAIO:

(npeambyna B peg. Mpukasa MuHsapascoupassutTna Poccum ot 20.01.2011 N 13H)

1. YTBepauThb:

1.1. ®opmy "CneumanbHblii peuenTypHbii 6i1aHK Ha HAPKOTMYECKOe CPeacTBO U MCUXOTPOMHOE
BewecTBo" cornacHo npunoxenuto N 1;
(npunoxkenne N 1 ytpatuno cuny c 1 utona 2013 roaa. - Mpukas Munsgpasa Poccum o1 01.08.2012 N 54H)

1.2. HCcTpyKumto no 3anosiHeHuto dopmbl "CneumanbHblii peuenTypHbli 61aHK Ha HapKoTUYecKoe
CPeACTBO M NCUXOTPONHOE BeLecTBo" cornacHo npunoxerHuto N 2;
(npunoxkeHune N 2 ytpatuno cuny c 1 utona 2013 roga. - Mpukas MuHsgpasa Poccum o1 01.08.2012 N 54H)

1.3. dopmy N 148-1/y-88 "PeuenTypHblit 61aHK" cornacHo npuaoxeruio N 3;
(npunoxkeHune N 3 ytpatuno cuny c 1 utona 2013 roga. - Mpukas MuHsgpasa Poccmum o1 26.02.2013 N 94H)

1.4. WHcTpyKuuio no 3anonHeHuio ¢opmbl N 148-1/y-88 "PeuentypHbiit 6naHK" cornacHo
npunoxenuto N 4;
(npunoxkenune N 4 ytpatuno cuny c 1 utona 2013 roaa. - Mpukas MuHsgpasa Poccum ot 26.02.2013 N 94H)

1.5. ®opmy N 107-1/y "PeuentypHbiit 6a1aHK" cornacHo npuaoskeHunio N 5;
(npunoxkeHne N 5 ytpatuno cuny c 1 utona 2013 roaa. - Mpukas Munsgpasa Poccum ot 26.02.2013 N 94H)

1.6. UHCTpyKUMio no 3anosnHeHuno dopmbl N 107-1/y "PeuenTypHblii 6aaHK" cOrnacHo NpuaosKeHnto
N 6;
(npunoxkeHne N 6 ytpatuno cuny c 1 utona 2013 roga. - Mpukas MuHsgpasa Poccum o1 26.02.2013 N 94H)



MpunorkeHune 7 He npumeHsaeTca ¢ 1 nona 2013 roaa K NpaBoOOTHOLLEHMAM, CBA3AHHbIM C Ha3HAYeHNEM
W BbIMUCbIBAaHMEM JIEKAPCTBEHHbIX MPenapaToB U MeaAnUNHCKUX n3genui (Mpukas Munsgpasa Poccun
0T 26.02.2013 N 94H).

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

MpunoskeHue 8 He NnpumeHseTca ¢ 1 nonn 2013 roga K NPaBoOTHOLLEHWAM, CBA3AHHbIM C Ha3HaYeHeM
1 BbIMNCbIBAHWMEM NIEKAPCTBEHHbIX MPENapaTos U MeanLUMHCKUX n3genui (Mpukas MuHsapasa Poccum
0T 26.02.2013 N 94H).

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

MpunorkeHune 9 He npumeHaeTca ¢ 1 nona 2013 roaa K NPaBOOTHOLIEHMAM, CBA3AHHbIM C Ha3HaYeHNEM
1 BbINMUCbIBAHNEM SIEKAPCTBEHHbIX NPENapPaToB U MeANLMHCKUX u3aenui (Mpukas MuHsapasa Poccum
0T 26.02.2013 N 94H).

KoHcynbTaHTlAKOC: NpumeyaHue.
B oduumManbHOM TeKCTe AOKYMEHTa, BUAMMO, AOMyLLIEHA OMeyaTKa: B NMPUIOXKEHUM 9 coaepKuTcs
MHCcTpyKuma no 3anonHeHuto popm N 148-1/y-04 (n) "Peuent" n N 148-1/y-06 (n) "Peuent".

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

MpunoxkeHne 10 He npumeHsetca ¢ 1 wmwona 2013 roga K MNPABOOTHOLWEHWMAM, CBA3AHHbIM C
Ha3sHaYeHMEM W BbIMUCbIBAHMEM JIEKAPCTBEHHbIX MPEenapaToB U MeguUMHCKUMX usgenuii (Mpukas
Mwunzapasa Poccum o1 26.02.2013 N 94H).

1.10. ®dopmy N 305-1/y "MypHan yyeTa B MeAMUMHCKMX opraHusaumax ¢opmbl N 148-1/y-88
"PeuentypHblit 6n1aHK", dopmbl N 148-1/y-04 (n) "Peuent"”, dopmbl N 148-1/y-06 (n) "Peuent"”, dopmbl
"CneumanbHbiii peLenTypHbliid 61aHK Ha HapKOTUYECKOe CPeiCTBO M NCUMXOTPOMNHOE BeLlecTBo" cornacHo
npunoxerHuto N 10;

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

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

1.11. dopmy N 306-1/y "MypHan yd4eta B MeAMUMHCKUX opraHusaumax ¢opmbl N 107-1/y
"PeuenTypHblIii 6naHK" cornacHo npunoxenuto N 11;
(8 pea. Mpukasa MuH3apascoupassutma Poccmum ot 20.01.2011 N 13H)

Mpunoxkenne N 12 ytpatnno cuny ¢ 1 nona 2013 roaa. - Npukas MuHsgpasa Poccum ot 26.02.2013 N
94H.

1.12. HCTpYKUMIO O NopAaKe HAa3HAYEeHMA NeKAPCTBEHHbIX MPenapaToB COr/IAaCHO NpunoxeHuto N
12;
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

1.13. MHCTPYKUMIO 0 NOpAAKE BbINMUCbIBAHUS IEKAPCTBEHHbIX NPenapaToB U 0pOPMIEHUA PeLEenToB



n TpeboBaHMN-HaKNaAHbIX cornacHo npunoxexuto N 13;
(8 pea. Mpukasa MuH3apascoupassutTma Poccmum ot 20.01.2011 N 13H)

MpunoxkeHne 14 He npumeHsetca ¢ 1 wmwona 2013 roga K MNPABOOTHOLIEHWMAM, CBA3AHHbIM C
Ha3HaYeHMeM M BbINMUCbIBAHMEM JIEKAPCTBEHHbIX MPENApPaToB U MeAMUMHCKUX m3genunii (MpuKas
Mwun3apasa Poccum o1 26.02.2013 N 94H).

1.14. HCTpYKUMIO O NopsAaKe HasHAYeHUs U BbINUCbIBaHWUA U3A4ENNN MEeOUUMHCKOTO HasHaYeHUs u
CNeunanmn3npoBaHHbIX NPOAYKTOB Ne4ebHOro NMTaHusa ana getei-MHBaANLOB COracHO NpuoKeHuo N
14,

MpunorkeHune 15 He npumeHsaeTca ¢ 1 nona 2013 roga K NPaBOOTHOLWEHMAM, CBA3AHHbLIM C XPaHEHMEM
peLenTypHbIXx 6/1aHKOB Ha NEKAPCTBEHHbIE NpenapaTtbl U MeauunHcKkne usgenusa (Mpukas MuH3gpasa
Poccum ot 26.02.2013 N 94H).

1.15. IHCTpYKLMIO O NopsfiKe XpaHeHUs peLenTypHbix 6/1aHKOB cornacHo npuaoxenuio N 15.

2. depepanpcHoit cnyxbe no Haasopy B cdepe 34paBOOXPAHEHUSA U COLMANBHOTO Pas3BUTUA
obecneunTb KOHTPONb 33 cobageHMeM MopAfKa HA3HAYeHUA, BbIMUCbIBAHWMA NEKAPCTBEHHbIX
npenapaTos, U34EANN MEAMUMHCKOTO HA3HaYeHUA M CMNeuuannsnpoBaHHbIX NPOAYKTOB nedvebHoro
NUTaHMA ANA feTen-uHBaANL0B.

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

3. Mpu3HaTb YTPATUBLLMMU CUAY:

Mpurkas MuHUCTepCTBa 34paBooxpaHeHma Poccuiickoi Peaepaunm ot 23 aBrycta 1999 r. N 328 O
paLMOHaNIbHOM Ha3HaYeHUW NEKApPCTBEHHbIX CPeACTB, NPaBWAax BbINUCbIBAaHUA PELLENTOB Ha HUX U
nopAgKe UX OTNYCKa anTeYHbIMU yupeXaeHUAMM (opraHmsaumamm)” (3apernctpuposad MUHUCTEPCTBOM
tocTnumnm Poccninckoin ®egepaumm 21 oktabps 1999 r. N 1944);

MpuKas MuHKCTepCTBa 34paBooxpaHeHnn Poccuiickon ®epepaumm ot 9 aHBapsa 2001 r. N 3 "O
BHECEHWM U3MEHEHWI 1 gononHeHul B Mpnkas MuHsapasa Poccum o1 23.08.99 N 328 "O paymoHanbHOM
Ha3HaYeHMM IeKAapPCTBEHHbIX CPeACTB, NPaBUaax BbIMUCbIBAHMA PELENTOB Ha HUX U NMOPAAKe MX OTMNYCKa
anTeyHbIMKU  ydpexaeHuamm  (opraHusaumamm)'  (3apernctpuposaH MUMHUCTEPCTBOM  HOCTMLMU
Poccuitckoii depepaumm 23 aueapa 2001 r. N 2543);

Mpunkas MuHucTepcTBa 34paBooxpaHeHma Poccuinickon ®epepaumm ot 16 maa 2003 r. N 206 "O
BHECEHUM W3MEHEHWI U pononHeHun B [pukas MwuH3gpasa Poccum ot 23.08.99 N 328"
(3apernctpuposaH MuHuctepcTBom tocTMLMKM Poccuiickoin Geaepaumm 5 nioHsa 2003 r. N 4641);

MpuKkas MuHUcTepcTBa 3apaBooxpaHeHna Poccuiickon ®eaepaumm ot 19 aekabpa 2003 r. N 608 "O
BHECEHUM u3MeHeHn B [lpukaz MuH3gpaBa Poccum ot 23.08.99 N 328" (3aperucTpupoBaH
MuHUcTepcTBOM tocTULMK Poccuiickon Pegepaumnm 21 aHBapa 2004 r. N 5441);

Mprka3 MUHUCTEPCTBA 34PaBOOXPAHEHUSA U COLMaNbHOTO pa3snTua Poccuickon Pepepauun ot 22
Hos6pna 2004 r. N 257 "O BHeceHMn gononHeHun B Mpukas MuHsgpasa Poccum ot 23 aBrycta 1999 roaa
N 328 "O paumMoHaNbHOM HAa3HAa4YeHUWN NEKAPCTBEHHbIX CPEACTB, NPABUAAX BbINMCbIBAHUA PeLEenToB Ha
HUX W MopsagKke WX OTNYCKa anTeyHbIMW yuyperkaeHuamu (opraHmsaumamu)" (3aperucTpupoBaH
MuHUcTepcTBOM tocTulmn Poccuiickon deaepaumnm 30 HoAbps 2004 r. N 6148);

Mpurkas MuHUCTepCTBa 34PaBOOXPAaHEHNA U COUMANbHOIO pa3BuTuA Poccuinckon Peaepaunm ot 16
mapTa 2005 r. N 216 "O BHeceHUN nameHeHus B MNpurKka3z MuUHUCTEPCTBA 34paBOOXPaHeHMA Poccminckom
depepaunn ot 23 asrycta 1999 roga N 328 "O paumoHanbHOM Ha3HAYE€HUWN NEKAPCTBEHHbIX CPEeACTB,
npasuaax BbIMUCbIBAHMA pPeLenToB Ha HUX W MNopAAKe MX OTNYCKa anTeyYHbIMU yupexAeHUAMU



(opranmsaumamm)" (3apeructpuposaH MuHUCTEpPCTBOM tocTULLMK Poccuiickont deaepaumm 8 anpena 2005
r. N 6490);

MpuKas MuHMCTepCTBA 34PaBOOXPAHEHNA U COLMANbHOro pa3sutma Poccuiickon Peaepauun ot 29
anpens 2005 r. N 313 "O BHeceHMUN M3MeHEHNI B VIHCTPYKLUMIO O NOpAAKe HazHAYeHUS NIeKaPCTBEHHbIX
CPeACTB M BbIMUCbIBAHUA PELLENTOB HA HUX, YTBEPKAEHHYIO MpuKazom MUHUCTEPCTBA 34paBOOXPAHEHMS
Poccuitckoit depepaummn ot 23 asrycta 1999 r. N 328" (3apernctpmuposaH MUHUCTEPCTBOM HOCTULIUM
Poccuitckoit ®epepaumm 20 mas 2005 r. N 6607);

NyHKT 2 [MpuKasa MWHUCTEPCTBA 34pPaBOOXPAHEHUA W COLMANBHOrO pas3BuTUA Poccuickoin
depepaunn ot 14 pekabps 2005 r. N 785 "O nopagKe OTNyCKa JNeKAapCTBEHHbIX cpeacTs”
(3apernctpupoBaH MuHucTepcTBom tocTMLUMM Poccuiickon Peaepauymm 16 aHBaps 2006 r. N 7353);

Mprka3 MUHUCTEPCTBA 34PaBOOXPAHEHUSA U cCOLManbHOTo pa3snutua Poccuitckon ®epepaumn ot 13
ntoHs 2006 r. N 476 "O BHeceHMU n3meHeHu B MNprKka3z MuHuUcTepcTBa 3a4paBooxpaHeHns Poccuiickol
depepaunmn ot 23 aerycta 1999 r. N 328 "O paumoHaNbHOM Ha3HAYeHWUWU JIEKAPCTBEHHbIX CPEACTB,
npaBunax BbIMUCbIBAHUA pPeLenToB Ha HUX W MOPALKE WX OTMYCKa anTeYHbIMU YYPEKAEHUAMM
(opranmsauuamm)" (3apernctpmpoBaH MuHuUcTepcTBOM tOCTUMLMKN Poccuiickoin deaepauum 13 niona 2006
r. N 8044);

Mpurkas MuHUCTepCTBa 34PaBOOXPAHEHNA U COUMaNbHOIo pa3BuTuA Poccuinckon Peaepaumnm ot 17
despansa 2006 r. N 97 "O nopagKke BbINUCbIBAaHMA PELLENTOB Ha JIeKAaPCTBEHHble CPeaCcTBa OTAENbHbIM
KaTeropuam rpaxkaaH, MMerLLMX NPaBo Ha NOyYeHUe rocyAapCTBEHHOM COLLMAIbHON MOMOLLM, B PaMKaX
peanusaunn AONONHUTENbHOTO NeKapCTBeHHOro obecneveHuna" (3apernctpupoBaH MuHUCTEPCTBOM
tocTnumnm Poccuinckoit egepaumm 6 mapta 2006 r. N 7561).

Bpno MuHucTpa
B.M.CTAPOYEOB

MpunoxkeHne N 1

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

KoHcynbTaHTlAOC: NpyMeYaHme.
Mpukasom Munsapasa Poccum ot 01.08.2012 N 54H ytBepxaeHa ®opma N 107/y-HM "CneumnanbHbii
peLenTypHbI 61aHK HA HAPKOTUYECKOE CPeaCTBO MM MCUXOTPOMNHOE BeLLecTBo".

®OPMA
CNEUMANBHOIO PELLENTYPHOIO B/IAHKA HA HAPKOTUYECKOE CPEACTBO
N NCMXOTPOMNHOE BELLECTBO

YT1patuna cnny ¢ 1 nona 2013 roaa. - NMpukas MuHsgpasa Poccum o1 01.08.2012 N 54H.

MpunoxkeHne N 2

K MpunKasy
MwuH3gpascoupassmtna Poccumn
ot 12 ¢peBpana 2007 r. N 110



KoHcynbTaHTAOC: NnpMmedaHme.

Mpukazom MuH3sgpasa Poccum ot 01.08.2012 N 54H yTBepxaeHbl Mpasuaa opopmaeHna popmbl N
107/y-HN "CneumanbHbii peuenTypHbii 61aHK Ha HAPKOTMYECKOe CPeacTBO MW MCUXOTPOMHOE
BelecTso".

MHCTPYKLUMA
NO 3AMNO/IHEHUIO ®OPMbI "CMELMANBbHbIN PELENTYPHbINA BNIAHK
HA HAPKOTUYECKOE CPEACTBO U NCUXOTPOMHOE BELLECTBO"

YT1patuna cnny ¢ 1 uona 2013 roga. - NMpukas MuHsgpasa Poccum o1 01.08.2012 N 54H.

MpunnoxkeHne N 3

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

KoHcynbTaHTlAKOC: NpumeyaHue.
Mpukasom MwuH3gpasa Poccum ot 20.12.2012 N 1175H yteepskaeHa Hosas dopma N 148-1/y-88
"PeuenTypHblii 61aHK".

PELLENTYPHbIX BNAHK

YT1patnn cuny ¢ 1 nona 2013 roaa. - Npukas MuHsgpasa Poccmm ot 26.02.2013 N 94H.

Mpunoxkenne N 4

K MpunKasy
MwuH3apascoupassmtma Poccum
oT 12 dpeBpansa 2007 r. N 110

KoHcynbTaHTlAKOC: NpumeyaHue.
Mpukasom MwuH3gpaBa Poccum ot 20.12.2012 N 1175H ytBepxkaeH [Mopagok odopmaeHus
peuenTypHbIX 61aHKOB, UX yYeTa U XpaHeHUA.

UHCTPYKUMUA
NO 3ANO/IHEHUIO ®OPMbI N 148-1/Y-88 "PELLENTYPHbIN B/IAHK"

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

MpunoxkeHne N 5

K MNpukasy
MwuH3gpascoupassmtna Poccum
oT 12 dpeBpansa 2007 r. N 110

KoHcynbTaHTlAKOC: NpumeyaHue.
Mpukasom MwuHsgpasa Poccum ot 20.12.2012 N 1175H yTBepKaeHa HoBaa ¢opma N 107-1/y



"PeuenTypHblii 61aHK".

PELIENTYPHbIA B/IAHK

YT1patun cuny ¢ 1 nona 2013 roaa. - Npukas MuHsgpasa Poccmm ot 26.02.2013 N 94H.

MpunoxkeHne N 6

K MNMpukasy
MwuH3apascoupassmtma Poccum
ot 12 dpespansa 2007 r. N 110

KoHcynbTaHTlAKOC: NpumeyaHue.
Mpukasom MwuH3gpaBa Poccum ot 20.12.2012 N 1175H ytBepxkaeH [Mopagok odopmaeHus
peuenTypHbIX 61aHKOB, UX yYeTa U XpaHeHUA.

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

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

MpunorkeHune 7 He npumeHaeTca ¢ 1 nona 2013 roaa K NpaBOOTHOLIEHMAM, CBA3AHHbIM C Ha3HaYeHNeM
M BbINMUCbIBAHNEM SIEKAPCTBEHHbIX NPENapaToB U MeANLMHCKUX u3aenui (Mpukas MuHsgpasa Poccum
oT 26.02.2013 N 94H). Mpukaszom MwuH3sgpasa Poccum ot 20.12.2012 N 1175H yTBEp:KAeHA HOBas
¢dopma N 148-1/y-04 (n) "PeuentypHbiit 6aaHK".



MMHMCTEPCTBO 3OPaBOOXPAHEHMS
Y COLMaJIbHOT'O Pa3BUTHUA
Poccurickoy denmepauum

MTamn

Konm MemmMumMHCKOM OpTaHM3aLun

CHMCOKM3MEHHKMHMXAOKYMEHTOB

Mpunoxenne N 7

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

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

YTBEPXIEHA
[lpukasoM MmHMCTepCTBa

3IPaBOOXPAHEHMS M COLMAJIBHOI'O
pazBuTusa Poccumickon denmepalmm

or 12 derpams 2007 . N 110

Kon dopmer mo OKYIO 3108805

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

Koga KaTteropum Kopa Ho3onornyeckom MCTOUYHMK
rpakaaH dopmbl (no MKB-10) duHaHCMpoBaHUA:
(nogyepKHyTb)
1. PepepanbHbIit
2. Cybbekt PO
S S S L L L L |3. MyHUUMNaNnbHbIN

% onnaTbl:
(noauepKHyTL)

1. BecnnaTtHO

2.50%

Koa nekapcreeHHoro npenapara
(3anonHsetcs B anTeke)

PEINENT Cepus

IaTa BBIIMCKMA: 200 .



®.M.0. naumeHTa JaTa poxneHMsa

CHUNC

N cTpaxosoro
MeZMLMHCKOro
nonvca OMC:

Anpec miau N MeOMUMHCKOM KapTe aMOyJlaTOPHOTO MalMeHTa
(ncTopMa pasBUTKUA pebOeHKa)
®.1.0. Bpaua

(kon Bpaua, oGernbmmepa)
[loonuche M JMYHAA [edaTb Bpada (besbmmepa) M.II.

PellenT »OeMCcTBMUTEJIEH B TeudeHMe 1 Mecsala, 3 MecsaleB (HeHYXHOe
33a4YEepPKHYThH)



OTnyweHo no peuenTy:

Toprosoe HaMMeHOBaHMEe N A03MPOBKA:

Oata otnycka: " " 200 .

Konwnyecrtso:

MpuroTtosunn:

Mposepun: OTNycTMA:

Kopelwok peuentypHoro 6naHKka

HanmeHoBaHWe nekapCTBEHHOrO npenapara:

Jo3unposkKa:

Cnocob npumeHeHusn:

MpoJonKuTenbHoOCTb OHel
Konnuectso npuemosB B AeHb: pa3
Ha 1 npuem: ea.

MpunorkeHune 8 He npumeHaeTca ¢ 1 nona 2013 roaa K NPaBOOTHOLLEHMAM, CBA3AHHbIM C Ha3HaYeHNEM
1 BbINMUCbIBAHNEM SIEKAPCTBEHHbIX NPEMNapPaToB U MeANLMHCKUX u3aenuii (Mpukas MuHsgpasa Poccum

oT 26.02.2013 N 94H). Mpukaszom MwuH3gpaBa
¢dopma N 148-1/y-06 (n) "PeuentypHbiit 6aaHK".

Poccum ot 20.12.2012 N 1175H yTBEp)KAeHa HoBasA

MpunokeHne N 8

K MpunKasy
MwuH3apascoupassnTma Poccum
ot 12 deBpans 2007 r. N 110

CrNUCOK U3MEHALWMX JOKYMEHTOB
(B pea. MpuKkasa MuHsgpascoupassutma Poccum ot 20.01.2011 N 13H)

MMHMCTEPCTBO 3IPaBOOXPAaHEHMSI
M COLMaJIbHOT'O Pa3BUTUL
Poccurickon demepalum MECTO IJIA

NTPUX-KOIA

MemuumHCKasa OopraHM3alusa

MTamn
Kon OIT'PH

YTBEPXIEHA
[IlpukaszoM MuHMCTEpCTBa
30PaBOOXPAaHEHUS M COLMaJIbHOTO
pas3zBuTusa Poccurickom demepalmm
or 12 derpans 2007 . N 110

Kon dopmer mo OKYI 3108805

dopma N 148-1/y-06 (i)



Kon Kon HO30JOTM- |VCTOUYHMK QUMHAHCU- % omlaTeH U3 | Peunent
KaTeropuu 4YeckoM GOpMH POBAaHUA X MCTOUHUKA nemcT-—
TpaxnaH (mo MKB-10) 1) denepanbHB OOOXET | dMHAHCUPO— |BUTE-—
2) OwnmxeT cydbekTa BaHUA : JIeH B
Poccurickon demepauum |[1) 100% Teue-—
3) MYHMULMIIAJIbHBIM 2) 50% Hue 1
OnmxeT (HyXHOE 10— |Mecsdla

(HyXHOE TMOOUEPKHYTH) OUEPKHYTH)

PEIENT Cepus

oT

®.M.0. naumeHTa

ITaTa

CHIJIC

POXIOEeHUSI

N crTpaxoBoOro

MEeIVLIVMHCKOTO
mojyimca
N Me OULIMHCKOM KapTh aMOyJIaTOPHOTO OOJIBHOT'O (MCTOPMS Pa3BUTUS
pebeHka)
®.1.0. Bpaua (besnpomepa)
Kon Bpaua (denbnuepa)
BrmmcasHo : (BanoJyiHgeTCsa CHeumaiMCTOM
alITeuHOI'0 YyUPEeXIOeHUS)

Rp: OTnymeHoO IO PeLenTy:

IDaTa oTnycka

Konm smexapCTBEHHOTO
D.t.d. npenapara
HosupoBKa TopTroBOEe HaMMEHOBAaHUE
KonmuecTBO enmMHMIL
Signa
[lonpnuce Bpaua (dbesbomepa) KommnuecTBO

M JM4yHas IIedaTb Bpaua
(penpnowepa)

Ha ofbmyn cyMmy

M.II.
PeluenT OeMCTBUTEJIEH B TeueHre 1 Mecsdua, 3 MecsdueB (HeHYXHOe
3aUEPKHYTH)
——————————————————————————— (MMHMSA OTpBIBA) —————————————————————————
Kopewox PEIEITA Cepusa N oT
Crnocofb NpMMeHEeHUA:
[IPOOOIXUTEJIbHOCTD nHel HaumMeHOBaHME JIEKAPCTBEHHOTO
KonmnuecTBO NPMEMOB B IEHb: pas npenapara:
Ha 1 npuewm: en. JosupoBKa:




MpunorkeHune 9 He npumeHseTcac 1 nona 2013 roaa K NPaBOOTHOLLEHUAM, CBA3AHHbIM C HA3HAaYeHUEM
1 BbINUCbIBaHWEM IEKAPCTBEHHbIX MPEnapaToB U MeAULMHCKUX n3aenmnii (Mpukas MuHsapasa Poccum
0T 26.02.2013 N 94H).

MpunoxkeHne N 9

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

MHCTPYKLUUA
MO 3AMNO/IHEHUIO ®OPMbI N 148-1/Y-04 (1) "PELEENT"
U ®OPMbI N 148-1/Y-06 (/1) "PELEENT"

Cnu1CcoK U3MEHAIOLWMX JOKYMEHTOB
(B pea. Mpukasos MuH3apaBcoupa3BuTma 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 - peuenTypHbIi 6AaHK) NpocTaBAfeTCA LWTamMn MEeAUUMHCKOM OpraHM3aumm C yKasaHuem ee
HaMMeHOBaHWA, agpeca, TenedoHa, a TaKkKe YKa3blBAETCA KOL4 MeAMULMHCKON OpraHmM3aumu.

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

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

2. OdopmneHune peuenTypHoro 61aHKa BKAOYaET B cebs undppoBoe KoaMpoBaHUe 1 3aNoHeHKe
6naHKa.

3. UndpoBoe KoanpoBaHue peLenTypHoro 61aHKa OCyLLEeCTBASETCA MO CeAyloLLein cxeme:

npu M3roToBAEHUM peuenTypHbiXx ONaHKOB MeyaTaeTca Koh MeAMLMHCKON opraHuMsauum B
cooTBeTcTBUM ¢ OCHOBHbIM rOCYy4apPCTBEHHbIM PErMcTPaLMOHHbIM HoMmepom (OTPH);
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

Bpay (dbenbauep) Ha ambynaTopHOM Npueme BHOCUT Ko, KaTeropuu rpaxkaaH (SSS), nmerouimx
MPaBO Ha EMMEMECAYHYIO AEHEXKHYI BbiNaaTy U obecneyeHne NeKapCTBEHHbIMWM npenapaTtamu B
COOTBETCTBUM cO cTaTbamn 6.1 n 6.7 PepepanbHoro 3akoHa oT 17 uona 1999 r. N 178-d#3 "O
rocygapcTBeHHoM coumanbHoi nomowm” (CobpaHmne 3akoHoaaTenbcTBa Poccuinckoit depepaunm, 1999,
N 29, cT. 3699; 2005, N 1, cT. 25; 2006, N 48, cT. 4945), n Kog Ho3oornyeckon popmbl (LLLLL) no MKB-10
NyTem 3aHeceHMA Kaxkaon undpbl B NycTblie SYENKKU, TOYKA NPOCTABASETCA B OTAE/IbHOW AYeiKe.

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

NcToYHUK duMHaHcupoBaHuA (denepanbHbii 6roaxkeT [1], 6roaxeT cybbekTa Poccuiickoi
depnepaunn [2], myHUUMNanbHbin 6loaxeT [3]) n npoueHT onnatel (6ecnnaTtHo [1], 50% [2]) yKasbiBatoTca
noayepKknBaHUeMm.

Mpy oTnNycKe fieKapCcTBEHHbIX NpenapaTos, BbinMcaHHbIX Ha dopme N 148-1/y-04 (n) "Peuent", B
anTe4yHoOW opraHM3aLmMm NPOCTaBAAETCA KO JIEKAapPCTBEHHOMO Npenapara.
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

4. 3anonHeHuWe peuenTypHoro baaHka.

PeuenTypHbI 61aHK BbINUCHIBAETCA B 3-X 9K3EMMNAAPAX, UMEIOLLUX e AUHYI0 ceputo n Homep. Cepusa
peuenTypHoro 6naHKa BKAo4YaeT Kopa cybbeKkta Poccuitckon ®Pepepaumm, COOTBETCTBYIOWLMI ABYM



nepsbim Umdppam O6LLEPOCCUMCKOrO KnaccuduKkaTopa 06bEKTOB agMUHUCTPATUBHO-TEPPUTOPUASIBHOTO
neneHna (OKATO). Homepa npucBanBatoTcA Mo Nopsaaky.

Mpn odopmaeHnn peuenTypHoro 6/1aHKa YKasbiBAOTCA MOJIHOCTbIO pammana, MMs, OTYECTBO
60/1bHOrO, AaTa POXKAEHUS, CTPAxXxOBOW HOMeEP WHAMBWAYA/NbHOFO J/INLEBOFO cyeTa rpakgaHuWHa B
MNeHcnoHHOM dpoHAae Poccuiickonn Peaepaummn (CHUJC), Homep CTpaxoBOro meauLmMHcKkoro nonmca OMC,
aapec UaM Homep MeAMLMHCKOM KapTbl aMbynaTopHOro nauumeHTa (MCTopumn pa3BuTUA pebeHka).

B rpade "®.U.0. Bpaua (dbenbawepa)"” yKasbiBatotcs dammama n uHUUmMansl Bpada (penbgliepa).
B rpade "Rp:" yKasbiBatoTca:

- Ha JNaTMHCKOM fA3blke HAMMEHOBAHWE NEeKapCTBEHHOro Mpenapata (mexayHapoaHoe
HenaTeHTOBAHHOE U/IN XMMUYECKoe, MO0 TOProBoe), 3aperucTpmMpoBaHHoro B Poccuiickoit ®eaepaumy,
ero 4031pPOBKa U KONNYECTBO;

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

- Ha PYCCKOM WAW PYCCKOM M HaAUMOHANbHOM fA3blKax CNocob MpUMEeHeHMA JIeKapCTBEHHOro
npenapara.
(8 pea. Mpukasa MuH3apascoupassutma Poccmm ot 20.01.2011 N 13H)

3anpeLaeTcsa orpaHNYMBaTbCA OO6LWMMM YKa3aHUAMMU: "BHyTpeHHee", "U3BecTHO" 1 T.N.

PaspeluatoTcs TOIbKO MPUHATbIE MPaBUAAaMKU COKpaLLeHUss 0b603HaYeHWUi; TBepable U Cbinyyune
dapmaueBTMUeCcKMe cybcTaHUMKM BbiNUcbiBatoTca B rpammax (0,001; 0,5; 1,0), Kuakue - B MUAANANTPAX,
rpammax 1 Kannsx.

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

Peuent nognucbiBaeTca Bpadom (denbalwepom) W 3aBepsaeTca  ero  JIMYHOM  neyvaTbio.
JOonNoNHUTENbHO peLenT 3aBepaeTca nevaTbio MeauUMHCKON opraHm3saumm "na peuyentos".
(8 pea. Mpukasa MuH3apascoupassutTma Poccmum ot 20.01.2011 N 13H)

Kog B rpade "Kopg Bpaya (penbawepa)" ykasbiBaeTca B COOTBETCTBUM C YCTaHOB/IEHHbIM OpPraHoOM
ynpaBneHua 3apaBooxpaHeHnem cybbekta Poccuiickoi ®Pepepauum nepeyHem KOAOB Bpauei
(denbalwepos), MMeOWMX NPABO Ha BbIMNUCKY JIEKAPCTBEHHbIX MPENApPaToB B LEAAX NpeaocTaB/ieHus
rocyapCTBEHHOM COLMaNbHON NOMOLLM B BUAE Habopa coLManbHbIX YCAYT.

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

Mpy BbINUCKE NEKAPCTBEHHOrO MNpenapaTa MO peleHuto BpadebHOM Komuccum Ha obopoTe
peuenTypHoro 61aHka cTaBuTCA cneuManbHas OTMeTKa (WwTtamn).
(8 pea. Mpukasa MuH3apascoupassutTma Poccmum ot 20.01.2011 N 13H)

5. Mpwn oTnycke NeKkapcTBEHHOro npenapaTa B anTeyHOM opraHu3auMm Ha peuenTypHOM BnaHke
YKasbiBaloTcA CBefleHUAa O (aKTUYECKM OTNYLLEHHbIX /IeKapCTBEHHbIX NpenapaTtax (meskayHapoaHoe
HenaTeHTOBaHHOE WAW XMMMUYECKoe, MBO TOproBoe HauMMeHOBaHMEe, A03MPOBKA, KOJIMYECTBO) WU
NpoCTaBAsAeTCA AaTa OTNyCKa.

(n. 5 B pea. Mpukasa MuHsgpascoupassmutia Poccum ot 20.01.2011 N 13H)

6. Ha peuenTypHOom 61aHKe BHU3Y MMEETCA JIMHUA OTPbIBaA, PasAenatolWwasn peuenTypHbli 61aHK 1
KOPELLOK.

KopewoK oT peuenTta Bblgaetcs 6onbHOMYy (nvuy, ero npeacrasaatolleMy) B anTeyHoW
OpraHu3aLmn, Ha KopeLLKe AeaeTcss OTMETKA O HAMMEHOBAHUW IEKAPCTBEHHOTO NpenapaTa, 403UPOBKe,
KoanyecTse, cnocobe npMMeHeHUs, 1 OH ocTaeTcs y 60abHOro (AU, ero NpeacTaBAAIOLLEro).

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



7. PeuenTypHblit 61aHK 3aNONHAETCA MPU BbIMUCbIBAHUWU NEKAPCTBEHHbIX MPEnapaTos, U34enni
MEOMLMHCKOTO HA3Ha4YeHMA W CNeuvanmnsmpoBaHHbIX MNPOAYKTOB fedyebHOro nNUTaHWA pnsa aeten-
WHBaNMAOB, BK/OYEHHbIX B MEPEYHU NEKAPCTBEHHbIX NPENapaTos, U3AENNI MeANLMHCKOTO Ha3HAYeHUA
M CNeumannsmpoBaHHbIX NPOAYKTOB neyebHOro nuUTaHWA ANA OEeTEN-UHBANWMOOB, YTBEPMKAAEMbIX B
YCTAHOB/IEHHOM NMOPAAKE, A TaKXKe MHbIX IEKAPCTBEHHbIX NPENapaToB, OTNyCKaeMblx HecnnaTHo nan co
CKUAKOM.

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

8. TpeboBaHua, npeabsBAsemble K BbIMUCbIBAHUIO M34eANUA MeAMUMHCKOrOo HasHavyeHus W
CNEeunanmn3npoBaHHbIX NPOAYKTOB /le4ebHOro nUTaHua ANA AeTeM-MHBA/NMAO0B B PaMKaxX OKasaHus
rocyapcTBEHHOM COLMAbHOM NOMOLLM, aHAIOrMYHbI TPeboBaHMAM, NPeabABAAEMbIM K BbINUCbIBAHWUIO
JIeKapCTBEHHbIX NPEenapaToB (3a UCKAOYEHMEM OTMETKM BpayebHOM Komumccum).

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

9. OpraH ynpaBneHua 34paBooxpaHeHneM cybbekTa Poccuinickon dPepepauumn MOXKET paspellmnTb
N3roToBAEeHME peLenTypHbIX 61aHKOB B MEANLMHCKUX OPraHM3aLmMAX C UICMONb30BAHNEM KOMMbHOTEPHbIX
TEXHOOTUA.

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

10. [lonycKaeTca odpopmneHne BCeX PEKBU3UTOB peLenTypHbiX 6aaHKkos dopmbl N 148-1/y-06 (n)
"Peuent" c MCNOAb30BaHMEM KOMMbIOTEPHbBIX TEXHOOTUA.

11. Ha obopoTHoi cTopoHe peuentypHoro 6aaHKa ¢opmbl N 148-1/y-06(n) neyataetca Tabaunua
cneayowero cogepkaHua:
(8 pea. Mprkasa MuH3apascoupassutma Poccmm oT 25.09.2009 N 794H)



Mpurotosun MNposepun OTnyctnn

12. Ha peuenTypHbix 6naHkax ¢dopm N 148-1/y-04(n) u N 148-1/y-06(n) BbiNMCbIBaETCA OAHO HaMMeEHOBaHME JIeKaPCTBEHHOro npenapara, vM3genus
MeANUMHCKOTO Ha3HAYeHMA UK CNeLManM3MpPoBaHHONO NPOAYKTa Ne4ebHOro NUTaHuA.
(8 pea. Mpukasa MuHsgpascoupassutma Poccum ot 20.01.2011 N 13H)

WcnpasneHna Nnpu BbIMUCbIBaHUN PELLENTOB He A0MYyCKatoTCA.
(n. 12 BBeaeH Mpukasom MuHsapascoupasButusa Poccuu ot 25.09.2009 N 794H)

13. Cpok geiicteua peuenTa (1 mecau, 3 mecsAua) yKasbiBaeTca NyTeM 3a4epPKMBaHUA.
(n. 13 BBeaeH Mpukasom MuHsapascoupassutua Poccum ot 20.01.2011 N 13H)

MpunoxkeHne 10 He npumeHsaeTca ¢ 1 uiona 2013 roga K NPaBOOTHOLWEHUAM, CBA3AHHbIM C Ha3HAYE€HMEM U BbINUCbIBAHMEM JIEKAPCTBEHHbIX NPEnapaToB U
MeauLUMHCKUX nsaennii (Mpukas Munsgpasa Poccum ot 26.02.2013 N 94H).

Mpunnoxkenme N 10

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

CNM1COK U3MEHSIOLLMX SOKYMEHTOB
(8 pea. NMpukasa MuH3sapascoupassutma Poccum ot 20.01.2011 N 13H)

Kon dopmel o OKY]
Kon yupexnenmsa no OKIIO
MenuuMHCKas HOOKYMEHTalUMI
MMHMCTEPCTBO 3OPaBOOXPaHEHUSA dopma N 305-1/y
M COLUMaJIbHOT'O PAa3BUTUSI YrBepxneHa IIpukasoM



Poccurnickon demepauum

M COLMAJIBHOI'O pas3BUTHUA

(HaMMeHOBaHMe MeIOULMHCKOM

Poccumickon denmepaumm

MMHMCTepCTBa 30PaBOOXPaHEHMA

opraHu3almun) or 12 derpams 2007 . N 110
Kypuam <*>
ydyeTa B MEOUMIMVMHCKUMX OPpITIaHM3alllMAaX
bopmer N 148-1/y-88 "PeuenTypHeit OGjaHkK",
bopmer N 148-1/y-04 (;1) "Peuent", dopmer N 148-1/y-06 (u1)
"Peuent", ¢opwmel "CrHeumasibHEM PEeLeNTypPHHM OJIaHK Ha
HapKOTHUHYECKOE CpelnCTBO U IICUMXOTPOIIHOE BemecTBO"
N Mpuxog, Pacxopn
n/n
paTa N v gaTa obuwee cepun m konnyecteo | ©.1.0. n nognmce haTa cepuau KONNM4ecTB ®.1N.0. noAnuce
perucTpauum | OOKYMEHTa, OT | KOANYeCTBO HOMmepa 6N1aHKOB NO | OTBETCTBEHHOrO BblAaun HOMmep o} OTBETCTBEHHOIO | OTBETCTBEH
NPUXOAHOrO | KOro NOCTyNuA | NOCTYNUBLUM | PeLEenTypHbI cepuam MeAMUMHCKOTO | peuenTypH | peuenTypHOr | BblAaHHbIX | MeAUUMHCKOro o}
[OKYMeHTa X X 6N1aHKOB paboTHMKa, bIX o0 6naHKka | peuenTypH paboTHMKa, MeAULIMHCK
peuenTypHbl noayyYnBLLEro 6naHKoB bIX Nno/ly4MBLLErO PaboTHUK
X 61aHKOB peuenTypHble 61aHKoB peuenTypHblie | MOAYYNBLLI
61aHKK 61aHKK peuenTypH
61aHKM
1 2 3 4 5 6 7 8 9 10 11 12




<*> ¥ypHan gonKeH 6bITb NPOHYMEPOBaH, NPOLHYPOBaH U CKpenieH NOANUCHI0 PYKOBOAMUTENA U
neyaTblo MeAULMHCKON OpraHn3aunm.

CornacoBaHo

PykoBoauTenb (3amectutenb
pykosoautens) PCKH Poccuu
O.H.XAPUYKHNH

12.02.2007

MpunoxkeHne N 11

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

HypHan
yyeTa B MeAULMHCKMX OpraHu3aumax
dopmbi N 107-1/y "PeuentypHbiit 6naHK"

YT1patnn cuny ¢ 1 nona 2013 roaa. - Npukas MuHsgpasa Poccmm ot 26.02.2013 N 94H.

MpunoxkeHne N 12

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

KoHcynbTaHTlAKOC: NpumeyaHue.
Mpukazom MwuH3gpasa Poccum ot 20.12.2012 N 1175H yTtBep)aeH [lopAAOK Ha3HayeHuA w
BbINUCbIBAHUA IEKAPCTBEHHbIX NPENapaTos.

UHCTPYKLUMUA
O NOPAAKE HASHAYEHUA IEKAPCTBEHHbIX MPEMNAPATOB

YT1patuna cnny ¢ 1 ntona 2013 roaa. - NMpukas MuHsgpasa Poccum o1 26.02.2013 N 94H.

MpunoxkeHne N 13

K MpunKasy
MwuH3apascoupassmtTma Poccum
ot 12 deBpans 2007 r. N 110

MHCTPYKLUUA
O NOPAAKE BbIMNCbIBAHUA NEKAPCTBEHHbIX NMPEMAPATOB
N O®OPM/IEHUA PELLENTOB U TPEBOBAHUMA-HAK/IALHBIX



CnMCOK M3MEHAIOLLNX AOKYMEHTOB
(8 pea. Mpukasos MuH3apascoupassutma Poccum ot 27.08.2007 N 560,
0T 25.09.2009 N 794H, ot 20.01.2011 N 13H,
Mpukasa MuHsgpasa Poccum o1 26.02.2013 N 94H)

|. Obwme TpeboBaHMA BbINUCLIBAHWUA EKAPCTBEHHbIX NPENapaTos
(8 pea. Mpukasa MuH3apascoupassutma Poccmum ot 20.01.2011 N 13H)

MyHKTbl 1.1 - 1.2 He npumeHAwoTcA ¢ 1 uona 2013 roga K NpaBOOTHOLWIEHMAM, CBA3AHHbLIM C
Ha3Ha4YeHMeM U BbINMUCbIBAHMEM JIEKAPCTBEHHbIX MPENapaToB U MeAUUMHCKUX m3genunin (Mpukas
MwuH3gpasa Poccum o1 26.02.2013 N 94H).

1.1. Mpn HaANYMK COOTBETCTBYHOLLMX MOKA3aHUIN rparkgaHam, obpaTUBLUMMCA 338 MeAULUMHCKOM
NomMoLLbio B ambynaTOPHO-NOJIMKAMHUYECKOE YUYpEeXKAEHWEe, a TaKKe B Cayyaax HeobxoaumocTu
NPOAO/IKEHUSA NEYEeHUss MocAe BbINMUCKM OONbHOrO U3 CTauMOHapa Ha3HAYaloTCA JIEKAPCTBEHHbIE
npenapaTbl U BbINMUCbIBAOTCA PELLENTbI HA HUX.

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

1.2. 3anpeLw,aeTca BbINMUCbIBATL peLenTbl:

Ha /IeKapCTBEHHbIE NPenapaTtbl, He pa3pelleHHble B YCTAHOBAEHHOM MOPAAKE K MeAULUHCKOMY
NPUMEHEHMWIO;
(8 pea. Mpukasa MuH3apascoupassutTma Poccum ot 20.01.2011 N 13H)

npu OTCYTCTBMU MEAULIMHCKUX NOKa3aHWi;

Ha JleKapCTBEHHble Mpenapatbl, MCMOJ/b3yeMble TONbKO B MEAMLMHCKUX opraHmsaumax (apup
HAPKO3HbIN, XN0P3TUA, bEHTaHMN (Kpome TpaHCAepPMasibHOM NeKapcTBEHHOM ¢GopMbl), COMOPEBUH,
Kanuncosn, GTopoTaH, KeTaMWH 1 ap.);

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

Ha HapKOTUYecKMe cpeacTBa M NCUMXOTPOMHbIe BelLecTBa, BHeceHHble B Cnucok |l MepeyHa
HAaPKOTUYECKUX CPeacTB, MNCUXOTPOMHbLIX BELLECTB M WX MNPEKYpPCOpOB, NOANENKALLMX KOHTPOAD B
Poccuitckoin Pepepaunn, yteeprraeHHoro MoctaHosneHnem MpasuTtenbcta Poccnitickoit Pepepaunm ot
30 uioHa 1998 r. N 681 (manee - HapKOTUYECKNE CPeACTBa U NCUXOTPONHble BellecTBa Cnucka ll) - ans
NleyeHmA HapKOMaHW;

Ha HapKOTMYeCKMe cpeacTBa U MCUXOTPONHble BewectBa cnUcKoB |l n 1l - YacTHONPAKTUKYHOWMUM
Bpayam.

MyHKTbl 1.3 - 1.4 He npumeHAwoTcA ¢ 1 uona 2013 roga K NpaBOOTHOLIEHMAM, CBA3AHHbLIM C
Ha3Ha4YeHMeM U BbINMUCbIBAHWEM JIEKAPCTBEHHbIX MPENnapaToB U MeAMUMHCKUX m3genunin (Mpukas
MwuH3gpasa Poccum o1 26.02.2013 N 94H).

1.3. 3ybHble Bpaun, denvaliepbl, akyLWEPKM BbINMUCbIBAOT BONbHBIM PeLenTbl Ha IEKAapCTBEHHbIE
npenapaTtbl 32 CBOEW MOAMWUCBID M C YKA3aHMEM CBOEF0 MEOMLUMHCKOro 3BaHWA TOJIbKO B C/y4asx,
YKasaHHbiX B n. nN. 3.3, 3.6, 3.7.2 VIHCTPYKUUM O MNOpAAKE HA3HAYEHMA SIEKAPCTBEHHbIX NpenapaToB
(npunoskerHne N 12).

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

1.4. PeuenTbl 60/1bHbIM AO0J1IXXHbI BbIMUCbIBATbCA C YKa3aHMEM BO3PaCTa NayneHTa, nopAaakKka onsiatbl
NNEKAPCTBEHHbIX NPENapaToB N C y4eToM ,D,eﬁCTBMH BXO4ALWNX B UX COCTaB MHIpeaANEHTOB Ha peLenTypPHbIX
6}'IaHKaX, d)OprI KOTOPbIX yTBEPHKAEHDI MVIHMCTepCTBOM 34pPaBOOXpaHEHNA U COUNANbHOIO Pa3BUTUA



Poccuitckoit ®epepaumm (npunoxenna N 1, 3,5,7 n 8).
(8 pea. Mpukasa MuH3apascoupassutma Poccmum ot 20.01.2011 N 13H)

MyHKT 1.5 He npumeHaeTca ¢ 1 nona 2013 roga K NPaBOOTHOLLEHNAM, CBA3AHHbIM C Ha3HAYEHUEM U
BbIMUCbIBAHMEM JIEKAPCTBEHHbIX NPENAPATOB U MegULMHCKMX nsgenunii (Mpukas MuHsapasa Poccuum
0T 26.02.2013 N 94H).

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

- TMNCUXOTPOMHbIX BewecTs, BHeceHHbIXx B Cnmcok Il TlepeyHA HAPKOTUYECKMX CpeacTs,
MCUXOTPOMHBIX BELLECTB M WX MPEKYPCOPOB, MOANEXALMX KOHTponto B Poccuitckon depepaumm,
yTBepxaeHHoro MocTtaHosneHuem lNpasutenbctsa Poccuinckon ®epepauymm ot 30 mioHA 1998 r. N 681
(manee - ncuxoTponHble Bewectsa CnuvcKka lll), 3aperucTpmMpoBaHHbIX B YCTAHOBJEHHOM MOPSAKe B
KauyecTBe /IeKapCTBEHHbIX NPenapaTos;

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

- UHbIX IEKAPCTBEHHbIX CPeACTB, NoA/eXKalnX NpeaMeTHO-KONMYECTBEHHOMY YYETY;
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

- aHabonyecKknx creponaos.

[na BbINUCbIBAHWA M OTNYCKa JIEKAaPCTBEHHbIX NPENAPaATOB ANA aMByNaTOPHOTO IeYeHUA rpaxKaaH
B PaMKax OKa3aHWA rocyAapCTBEHHOM COLMANBHON MOMOLLM U FPaXKaaH, MMEoLWMX NPaBo Ha NoJlyvyeHune
JIeKapcTBEHHbIX NpenapaTtoB 6ecnaaTHO M CO CKUAKOM, NpeaHa3HadYeHbl peuenTypHble 6aaHkuM ¢opmbl N
148-1/y-04 (n) v peuentypHble 6naHKkn dopmbl N 148-1/y-06 (n) (npunoskeHunsa N 7 n 8).
(8 pea. Mpukasa MuH3apascoupassutma Poccmum ot 20.01.2011 N 13H)

Bce ocTanbHble NeKkapcTBEHHbIe NpenapaThl BbIMUCbIBAIOTCA Ha peuenTypHbIX 61aHKax ¢opmbl N
107-1/y (npunosxkeHune N 5).
(8 pea. Mpukasa MuH3apascoupassutma Poccmm ot 20.01.2011 N 13H)

MyHKTbl 1.6 - 1.7 He npumeHAwoTcA ¢ 1 uona 2013 roga K NpaBOOTHOLWIEHMAM, CBA3AHHbLIM C
Ha3Ha4YeHMeM U BbINMUCbIBAHWEM JIEKAPCTBEHHbIX MPENapaToB U MeAMUMHCKUX m3genunin (Mpukas
MwuH3gpasa Poccum ot 26.02.2013 N 94H).

1.6. HapkoTuyeckne cpeacrsa M ncuxoTponHble Bewectsa Cnucka |l, 3aperncTtpupoBaHHble B
KaQuecTBe J/IeKapCTBEHHbIX CPeACTB B YCTAHOB/IEHHOM 3aKoHOAaTenbcTBOM Poccuiickonn depepaumn
nopsake, AONKHbI BbINMUCbIBAaTLCA Ha CNELMAbHbIX PeLLENnTYPHbIX BaHKax Ha HapKOTMYECKOoe CpeacTBO
M NCUXOTponHoe BellecTso (npunoxeHune N 1).

1.7. Mpwn BbINUCbIBAaHUN pPeLENTA Ha NIEKAPCTBEHHYIO NPONUCb MHAMBUAYANbHOTO U3TOTOBAEHMUA,
coAep:Kallylo HapKoTMYecKoe CcpeacTBO uauM  ncmxotponHoe Bewectso Cnmcka I, wn  gpyrue
dbapmaKosorMyeckme akTMBHblE BELLECTBA B [03€, He MPEeBbILLAOWEN BbICLWIYIO PAa30oBYy0 403y, U Npu
YCNOBUM, YTO 3TO KOMBUHMPOBAHHOE SIEKAPCTBEHHOE CPEACTBO He ABAAETCA HAPKOTUUYECKMM CPeaCcTBOM
WKW NCcUXoTponHbiM BewectBom CnucKa |l, cnegyeT ncnonb3oBaTth peuenTypHbi 61aHK dopmbl N 148-
1/y-88.

3T peuenTbl AOMKHbI OCTAaBaTbCA B aNTEYHOW OpraHM3aumMm ANnA NpeamMeTHO-KO/MYEeCTBEHHOIO
yyeta.
(8 pea. Mpukasa MuH3apascoupassutTma Poccmum ot 20.01.2011 N 13H)



MyHKTbl 1.8 - 1.10 He npumeHATca ¢ 1 miona 2013 roga K NpPaBOOTHOLWEHMAM, CBA3AHHLIM C
Ha3Ha4YeHMeM U BbINMUCbIBAHMEM JIEKAPCTBEHHbIX MPENapaToB U MeAUUMHCKUX m3genunin (Mpukas
MuH3gpasa Poccum o1 26.02.2013 N 94H).

1.8. Mpun BbINUCBIBAHUM peLLenTa Ha NEKapCTBEHHYD NPOnNMCcb MHAUBUAYANbHOINO U3rOTOBAEHUA
Ha3BaHWA HAPKOTUYECKUX CPeaCTB U MCMXOTPONHbIX BewecTs cnnckos Il n lll, MHbIX nekapCTBEHHbIX
cpeacTs, nognexawunx npeametTHo-Koan4yectBeHHoOMy y4yeTy, NUuyTca B Ha4vazie peuenTta, 3aTem - BCe
OCTa/ibHblE€ UHTPeaNEeHTbI.

1.9. BbinucbiBaa HaApKOTUYECKOEe CPeacTBO MM MCUXOTPONHOoe BewectBo cnuckos Il u lll, vHble
NleKapCTBEHHble CcpeacTBa, noAfexaline npeamMeTHO-KONYEeCTBEHHOMY yyeTy, [03a KOTOpbIX
NpPeBbILUAET BbICLIMIA OAHOKPATHbIN NpUem, Bpay AO/KEH HANMCATb 403y 3TOr0 CPeACTBa WM BeLlecTsa
NPOMMCbIO M NOCTaBUTb BOCK/AMLLATE/bHbIN 3HaAK.

1.10. He paspewaeTca BbINMCbIBaTb ONpeae/ieHHble IeKAaPCTBEHHbIE NpenapaTbl B 04HOM peLenTe
60nee TOro KoaM4YecTsa, KOTOPOe yKasaHo B npuaoxeHnn N 1 K HacToawen NHCTpyKumm.
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

MyHKTbl 1.11 - 1.12 He npumeHATca ¢ 1 mwona 2013 roga K NPaBOOTHOLUEHMAM, CBA3AHHbIM C
Ha3HauYeHMeM M BbINMUCbIBAHWMEM JIEKAPCTBEHHbIX MPENapaToB M MeaMUMHCKUX m3genunii (MpuKas
Mwun3apasa Poccum o1 26.02.2013 N 94H).

1.11. Hopmbl BbINUCbIBAHMA M OTNYCKA HapKOTMYeCKux cpeacts Cnucka I, npounsBogHbIX
6apbUTYPOBOIN KMCAOTbI, MHbBIX SIEKAPCTBEHHbIX CPEACTB, NogaerKaWwmnx nNpeaMeTHO-KOANYECTBEHHOMY
yyeTy, AN UHKYpPabenbHbIX OHKONOTMYECKUX U FTEMATONIOrMYECKMX BONbHbIX MOTYT BbITb yBENMUYEHDI B 2
pasa no CPaBHEHUIO C KONNYECTBOM, YKazaHHbIM B npunoxkeHun N 1 K HacToawen UHCTpyKuuu.

1.12. CocTtaB NeKkapcTBEHHOro NpenapaTta (B cayvyae KOMBMHMPOBAHHOIO Npenapara), 06o3HavyeHne
NleKapcTBeHHOM popmbl M obpalleHne Bpada K papmaueBTUHecKOMY PaboTHUKY 06 M3roToB/IEHUUN U
BblJa4e IEKAapCTBEHHOTO NpenapaTta BbIMUCbIBAOTCA Ha IATUHCKOM A3bIKe.

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

He ponycKaetca coKpauweHue o0603HavyeHUin 6AM3KMX MO HauMEeHOBAHWAM WHIPEeAUEHTOB, He
NO3BO/IAOLLMX YCTAHOBUTb, KAKOW MMEHHO IEKapCTBEHHbIM NpenapaT BbINUCaH.
(8 pea. Mpukasa MuH3apascoupassutma Poccmm ot 20.01.2011 N 13H)

Mcnonb3oBaHWe NAaTUHCKUX COKPALLEHWUI 3TUX 0603HaYeHUI paspeLlaeTca TObKO B COOTBETCTBUMU
C COKpaLLEHUAMM, NPUHATBIMU B MEAULIMHCKOM U papMaLLeBTUUECKON NpaKTUKe, NpeayCcMOTPEHHbIMM
npunoxeHnem N 2 K HacTosiwen NHCTpyKumMu.

MyHKTbl 1.13 - 1.15 He npumeHAtoTca ¢ 1 mwona 2013 roga K NpaBOOTHOLIEHMAM, CBA3AHHbLIM C
Ha3Ha4YeHMeM U BbINMUCbIBAHWMEM JIEKAPCTBEHHbIX MPENapaToB U MeAUUMHCKUX mn3genunin (Mpukas
Mwunzapasa Poccum o1 26.02.2013 N 94H).

1.13. Cnocob npMmeHeHMA nekapcTBeHHOro npenapaTa 0603HaYyaeTcs ¢ yKazaHMeM [,03bl, YacToThl,
BPEMEHWN NpMema U ero AJUTENbHOCTW, a ANS JIEKAPCTBEHHbIX MpPenapaTos, B3aMMOAEMNCTBYHOWMX C
MULLLEN, - BPEMEHWN UX yNnoTpebaeHns OTHOCUTENIbHO NpMema NuwM (40 eabl, BO BpeMs eapl, nocse egbl).
(B pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

1.14. Npn HEOBXOAMMOCTM IKCTPEHHOIO OTMYCKa NIEKAPCTBEHHOTO NpenapaTta 60/1bHOMY B BEpXHEW
YyacTu pelenTypHoro 61aHKa npocTaBaaTca o6o3HayeHua "cito" (cpoyHo) nnm "statim" (HemeaneHHo).
(8 pea. Mpukasa MuH3apascoupassutma Poccmum ot 20.01.2011 N 13H)



1.15. Mpu BbINUCbIBAHUW peLenTa KOAMYECTBO KUAKMX dapMaLeBTUYECKUX CybCTaHLMIA
YKa3blBAETCA B MUNINAUTPAX, TPAMMaAX WM Kanaax, a oCTajibHbIX GpapmMaLeBTUYECKUX CyOCTaHUNN - B
rpammax.

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

MyHKT 1.16 He npumeHsaeTca ¢ 1 nona 2013 roaa K NpaBOOTHOLWEHMAM, CBA3AHHbIM C HA3HAYEeHMEM U
BbIMUCbIBAHMEM JIEKAPCTBEHHbIX NPENAPATOB U MeAMULMHCKMX nsgenunii (Mpukas MuHsapasa Poccmm
0T 26.02.2013 N 94H).

1.16. CneuuanbHble peuenTbl Ha HapPKOTMYECKOE CpPeacTBO M MCUMXOTPOMHOE BeL,ecTBO
AeNCTBUTE/IbHbI B TedeHne 5 aAHel co AHA BbIMUCKU; PELENTbl, BbIMUCAHHbIE Ha PeLenTypHbIX BaaHKax
dopmbi N 148-1/y-88, - B TeueHue 10 gHeil.

Peuentol Ha nNeKapCTBEHHble npenapatbl (33 WCKAOYEHWEM MOA/ieXKalMX NpPeaMeTHO-
KO/IMYECTBEHHOMY YYeTy), BbiNUCaHHble Ha peuenTypHbiX 6aaHkax dopmbl N 148-1/y-04 (n) n popmbl N
148-1/y-06 (n), Ana ambynaTtopHOro /eyeHMsa rpaxdaH B pPaMKax OKa3aHMA rocyAapCTBEHHOM
COLMANbHOM MNOMOLLM W TpaxKAaH, MMEKLWMUX MPaBO Ha MNOJyYEHUE JIEKAPCTBEHHbLIX MpPenapaTos
6ecnnaTHO U CO CKMAKOW, AeNCTBUTE/bHbI B TeyeHMe 1 mecsua co AHA BbIMUCKKU, @ B CAyYae BbIMUCKM
TAKUX PELLENTOB YKAa3aHHbIM KaTEropuam rpaxaaH, AOCTUTLMM NEHCMOHHOIO BO3pacTa, CPOK AeiCTBuUA
peLenTa cocTaBafeT 3 mMecAla CO AHA BbINUCKAU. [NA NevyeHUn 3aTAXKHbIX U XPOHUYECKUX 3aboneBaHuii
rpakgaHam NMeHCMOHHOro BO3pacTa MOTYT BbINUCbIBATLCA PeuenTbl HA JIeKapCTBEHHble npenapaTbl Ha
Kypc nedyeHns go 3-x mecaues.

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

PeuenTbl Ha BCe OCTa/ibHble /IEKaPCTBEHHbIE NpenapaThl 4eNCTBUTE/NbHbI B TEYEHUE 2-X MECSALLEB CO
OHA BbIMUCKMU.
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

PeuenTbl Ha NpoM3BOAHbIE BaPOUTYPOBOM KNCNOTbI, 3deapuH, nceBaos3dpepuH B YACTOM BUAE U B
CMECU C APYrMMN NEeKAPCTBEHHbIMU CPeACTBaMM, aHabOoIMYEeCKNe cTepounabl, KN0o3anuH, TMaHenTUH ans
NleyeHnn BONbHbIX C 3aTAKHbIMU M XPOHUYECKMMM 3a60NEBaHUAMM MOTYT BbIMUCHLIBATLCA HA Kypc
NevyeHua ao 1 mecaua. B 3Tux cayyasx Ha peuenTtax AOJ/KHA 6biTb Haanuch "o cneumanbHomy
Ha3Ha4YeHMto", CKpenseHHan NoANUCHIO Bpaya M NevyaTbio MeauLMHCKOM opraHu3aumm "na peuentos".
(8 pea. Mpukasa MuH3apascoupassutma Poccmum ot 20.01.2011 N 13H)

MyHKT 1.17 He npumeHsaeTca ¢ 1 nona 2013 roaa K NpaBOOTHOLWEHMAM, CBA3AHHbIM C HA3HAYEHMEM U
BbIMUCbIBAHMEM JIEKAPCTBEHHbIX NPENAPATOB U MegULMHCKMX nsgenunii (Mpukas MuHsapasa Poccuum
0T 26.02.2013 N 94H).

1.17. Mpwn BbINUCbIBAHUN XPOHUYECKMM OONbHbIM peuenToB Ha FOTOBble JIEKAPCTBEHHbIE
npenapatbl U NeKapCTBEHHble NpenapaTbl WHAMBWAYANbHOTO W3rOTOBJEHMA Bpayam pas3peLuaeTca
YCTAHaBAMBATb CPOK AENCTBUA peLenTa B Npeaenax A0 O4HOMo roaa, 3a UCKAKYEHMEM:

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

- 1IeKapPCTBEHHbIX CPeacTB, NnogneKawnx npegmMmeTHO-KO/INYeCTBEHHOMY YYeETY;
- IEKAPCTBEHHbIX NPeENapaTos, o6na,u,a+ou.|,mx aHabonmyeckomn AdKTUBHOCTbIO,

- NIeKapCTBEHHbIX MpenapaToB, OTMNYCKaeMbIX M3 anTeYHbIX OPraHuWsaumin no peuentam AanA
ambynaToOpHOro NeyeHUs rpaxAaH B pPaMKax OKA3aHMA TOCyLapCTBEHHON COLMANbHOM MNOMOLLU U
rpaxgaH, MMeloLLMX NPaBo Ha NoJlyYeHME NEKAPCTBEHHbIX CpeacTB 6ecnaaTHO U CO CKUOKO;

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



- CNMPTOCOAEPKALMX NEKAPCTBEHHbIX NPenapaToB MHAMBUAYANbLHOTO U3rOTOB/EHMUA.
(8 pea. Mpukasa MuH3apascoupassutma Poccmum ot 20.01.2011 N 13H)

Mpyn BbINUCBbIBAHUM TaKNX PELLENTOB Bpay AOJIKEH caenaTb NoMeTKy "XpoHudeckomy 6onbHomy",
YyKas3aTb CPOK AeNCTBMA peLenTa U NepMoanNYHOCTb OTMYCKA IEKAPCTBEHHbIX NPenapaToB M3 anTe4yHown
opraHmsaunn (exkxeHeaesbHO, eXXeMeCcAYHO M T.M.), 3aBEPUTb 3TO YKasaHMe CBOei MOAMMUCbIO U IMYHOW
neyaTtblo, @ TaKXKe neyaTblo MeaANLMHCKON opraHusauum "na peuentos".

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

MyHKT 1.18 He npumeHsaeTca ¢ 1 nona 2013 roaa K NpaBOOTHOLWEHUAM, CBA3AHHbIM C HA3HAYEeHMEM U
BbIMUCbIBAHMEM JIEKAPCTBEHHbIX NPENAPATOB U MeAULMHCKMX nsgenunii (Mpukas MuHsapasa Poccuun
0T 26.02.2013 N 94H).

1.18. PeuenT, He OTBEYalOLLMIA XOTA Obl O4HOMY U3 NEPeYMUCAEHHbIX TPEOOBAHUIN UK CoaepKaLLUi
HECOBMECTUMbIE IEKAPCTBEHHbIE CPEACTBA, CYMTAETCA HELENCTBUTENBHbIM.
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

B cnyyae BO3MOMKHOCTU YTOUHEHUSA Y Bpaya UAM APYroro MeanLMHCKOro paboTHMKA, BbINUCABLLEro
peuenT, HANMEeHOBAHWUS SIEKAapCTBEHHOrO NpenapaTa, ero 4031POBKN, COBMECTUMOCTU U T.M., PabOTHUK
anTeYHOM OpraHn3aLmMmM MOXKET OTNYCTUTb JIEKAPCTBEHHbIM NpenapaT nauueHTy.

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

Il. MopAaAoK BbINUCbLIBAHUA peLenToB
Ha JIeKapCTBEHHbIe NpenapaTbl 419 aMbynaTopHOro AevyeHuns
rpaxgaH B paMKax OKasaHuA rocysapCcTBEHHOM COLMaNbHOM
NMOMOLLM 1 rPaXKaaH, MMeoLWMX NPaBo Ha NoayyYyeHune
NIeKapCTBEHHbIX CpeacTs 6ecnnaTHO U CO CKUAKOM
(8 pea. Mpukasa MuH3apascoupassutma Poccmum ot 20.01.2011 N 13H)

MyHKT 2.1 He npumeHaeTca ¢ 1 nona 2013 roga K NPaBOOTHOLEHUAM, CBA3AHHbLIM C Ha3HAYeHnem n
BbIMUCbIBAHMEM JIEKAPCTBEHHbIX NPENAPATOB U MeAULMHCKMX nsgenunii (Mpukas MuHsapasa Poccum
0T 26.02.2013 N 94H).

2.1. CamocToATeIbHO NevaL MM BPayoM UM BPaYoOM-CreLnanncTtom nedyebHo-npopunakTmyeckoro
YyYperKAeHMA BbINUCbIBAIOTCA pPeLenTbl Ha JIeKapCTBEHHble npenapaTbl Ana ambynaToOpHOro ne4vyeHun
rpakgaH B paMKax OKasaHWA rocyaapCTBEHHOW COUManbHOM NOMOLLM M FpaXKaaH, MMEeLWMX NpaBo Ha
noslyyeHMe NeKapCTBEeHHbIX cpeacTB 6ecnnaTtHO M CO CKMAKOM, B COOTBETCTBMW CO CTaHAApPTamu
MEOULMHCKOM MOMOLLKN, 33 MWCKAOYEHMEeM C/ly4aeB HasHauyeHudA, onpeaeneHHblX nyHkTtom 2.4.1
HacTosiwen UHCTpyKuunu.

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

MyHKT 2.2 He npumeHaeTca ¢ 1 nona 2013 roga K NPaBOOTHOLIEHNAM, CBA3AHHbLIM C Ha3HAYeHnem n
BbIMMUCbIBAHMEM JIEKAPCTBEHHbIX NPENAPATOB U MeAULMHCKMX nsgenunii (Mpukas MuHsapasa Poccum
0T 26.02.2013 N 94R).

2.2. MpaBO CamMOCTOATENbHO BbINMCbIBAaTb PELEnTbl ANA MOJIyYeHMA B anTe4yHOM opraHmsaumm
NIEKaPCTBEHHbIX CPEACTB rpakaaHam B NopaaKe, ycTaHOBAEHHOM Nn. 2.1 HacToAwel MHCTpYKUUK, MetoT
TaKXKe:

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

2.2.1. B npeaenax ceoeit KomneTeHUMM Bpauu, paboTalowme B MeAMLMHCKOW opraHM3aumMm no
COBMECTUTE/bCTBY;



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

2.2.2. Bpauu CTaLMOHAPHbIX YYPEKAEHUIN COLMANbHOM 3aLUMUTBI U UCNPABUTENbHbIX YUYpPEesKAeHWIA
He3aBMCMMO OT BeAOMCTBEHHOW NPUHAA/IEKHOCTH;

2.2.3. Bpaun BeOMCTBEHHbIX MOJUKAMHUK deaepanbHoro (cybbekta Poccuiickoli depepaumm)
NoAYMHEHUA:

- rpaxXgaHam, mmerowmm CtaTtyc no I'IpOd)eCCMOHa}'IbHOMy NMPU3HAKY, pacxodbl Ha becnnaTHoe
NNEKapPCTBEHHOE obecneveHune KOTOPbIX B COOTBETCTBUN C 3aKOHOAATE/IbCTBOM Poccuiickoit CDep,epau,MM
NMOKPbIBAKOTCA 3a CHET CPpeacTB cbe,u,epaanoro 6ro,u,>+<eTa;

- MHbIM KaTeropuam rpaxkaaH, pacxoabl Ha becniaTtHoe seKapcTBeHHoe obecneyeHne KOTOPbIX B
COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickoi degepaumnmn NoKkpbIBaoTCA 3a CYET cpeacTs bloaKeToB
pa3INYHbIX YPOBHEN U 06A3aTeNIbHOTO MEAMUMHCKOrO CTPaxoBaHMA MO COMacoBaHUIO M B NOPAAKE,
onpeaensemMom oOpraHamu MUCMNONHUTENbHOM BAact cybbvekta Poccuitickon Pepepaumnun, ecnm B
6loXKeTax COOTBETCTBYIOWMX deaepanbHbIX OPraHOB MWCMOAHUTENIbHOW BAAcTM He Bblge/feHbl
dMHaHCcoBbIe CpeacTBa Ha 3TU Lenu;

2.2.4. yacTHONpaKTUKyoWMe Bpayn, paboTatolme No AOroBopy C TeppUTOpMasbHbIM OpraHom
yrpaB/ieHna 34paBooOXpaHeHMeM W/uan TeppuTopuanbHbiM GoHAOM 0653aTe/IbHOro MeAMLIMHCKOro
CTPaxoBaHMA M OKasblBalOWMe MEAMLMHCKYIO MOMOLLb FParkgaHam B pamKax MpPorpamMmbl OKa3aHWUA
rocyapcTBEHHOM COLMANbHON NMOMOLLM U rParkaaHam, MMEKLLMM MPaBo Ha NoJly4eHNe 1eKapCTBEHHbIX
npenapaToB 6ecnaaTHO U CO CKUAKOW.

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

MyHKT 2.3 He npumeHaeTca ¢ 1 nona 2013 roga K NPaBOOTHOLEHUAM, CBA3AHHbLIM C Ha3HAYeHnem n
BbIMMUCbIBAHMEM JIEKAPCTBEHHbIX NPENAPATOB U MeAULMHCKMX nsgennii (Mpukas MuHsapasa Poccum
0T 26.02.2013 N 94H).

2.3. B 0cobblIx cayyanx (MpoXuMBaHUe B Ce/IbCKOW MECTHOCTU, rAe HaXxoAMTCA TO/IbKO MeANLMHCKasA
opraHusauma uam ee obocobneHHoe noapasgenieHne, He MMeloLLee Bpada) peLenTbl Ha 1IeKapCTBeHHbIe
npenapatbl AN8 ambynaTOpHOro NIeYeHUA rpaXKaaH B pamMKax OKasaHUsA rocyaapCTBeHHOW CounanbHOM
NOMOLLM WM TpaxAaH, MMeLWMX NPaBo Ha NoJydYeHWe NleKapCTBEHHbIX npenapatoB 6ecniaTHo U co
CKMAKOW, MOTYT 6bITb BbIMMCaHbl CAMOCTOATENLHO BeAyLW MM Npuem Gpenbaepom UK akyLlepKon TakoMi
MeANUNHCKON opraHM3aummn B COOTBETCTBUM ¢ N. 2.1 HacToAwen MHCTpYKUUn.

MepeyeHb MeAMUMHCKMX OpraHMsauMii U MNopALOK NeKApCTBEHHOrO obecneyvyeHus yKasaHHbIX
rpaxgaH onpeaenstoTcs OpraHOM UCMONHUTE/IbHOM BacTU cybbekTa Poccuiickoit depepaumm B chepe
3/1paBOOXpPaHEHMA.

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

MyHKT 2.4 He npumeHaeTca ¢ 1 nona 2013 roga K NPaBOOTHOLLEHNAM, CBA3AHHbIM C Ha3HAYEHUEM U
BbIMUCbIBAHMEM JIEKAPCTBEHHbIX NPENAPATOB U MeAULMHCKMX nsgenunii (Mpukas MuHsapasa Poccum
0T 26.02.2013 N 94H).

2.4. BbiNWcbiBaHWE peLEnTOB Ha NEeKapCTBEHHble npenapatbl Aaa ambynaTOpHOro JeyeHus
rpaxgaH B paMKax OKasaHMA roCcyAapCTBEHHOW COLMANbHOMW NMOMOLLM U rpaxaaH, UMEoLWMX NPaBo Ha
Nnosly4eHMe NIeKapCTBEHHbIX NpenapaToB 6ecnaaTHO M CO CKMAKOW, OCYyLLECTBNAETCA:

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

2.4.1. Bpa4yamm-cneunanmcTamum:

- Ha HapKoTun4yeckune cpeAactBa n npoTmneoonyxosieBble npenapartbl



(oHKONOrMYecknm/remaTonornyeckMm 60sbHBIM) - OHKOAOFOM W/MAW FremaTofiorom, Hedposorom,
peBMaTo/I0roM 1 Ap.;

- Ha UMMYHOMOZAYNATOPbI - FeMaToI0roOM U/UAKM OHKONOroM (Mocie NpoBeAeHUn nyvyesoin u/muam
XMMUOTEPaAnUN, MNepecagkm KOCTHOrO Mo3ra), ummyHosorom (6onbHbim CMNUAom wan  apyrumm
TAXENbIMU HapyLIEeHUSMNU MMMYHWUTETA), TPAHCNIAHTO/IOrOM (nocie nepecajknm OpraHoOB U TKaHew),
pPeBMaTONI0rOM M UHBIMU CNEeLMaNUCTamm;

- Ha NpoTMBOTY6epKynesHble Npenaparsbl - GpTUIMATPOM;

- Ha npotuBoamabetnyecknme (60NbHbIM CaxapHbiIM AnabeTom) M NpouvMe NeKapCcTBEHHbIE
npenapatbl, BAMAIOWME Ha SHOOKPUHHYIO CUCTEMY, - SHOOKPMHOJIOTOM, B NopsAAaKe, onpegeseHHOM B
nyHKTe 2.4 UHCTPYKUUKM O NOpAAKe Ha3HaYeHUA IeKapCcTBEHHbIX NpenapaTtoBs (npuaoxkeHue N 12).

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

Mpn OTCYTCTBUM YKa3aHHbIX CNeuManmcToB BbINUCbIBaHME NbFOTHbLIX PELLEenTOB B 3TUX CAy4Yaax
npon3soaunTCA nevyalilum Bpav4om no pelleHunro Bpa‘-IE6HOI‘;I KOMUCCUUN NONUKNNHUKHN,

2.4.2. nevyawmm BpavYomM UM BPaYOM-CMELMANUCTOM TOJIbKO MO PeLIeHUo BpayebHoi Komuccuu
MeOULMHCKOM opraHM3aumm:
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

- Ha NCuUXOoTponHble BewecCcTtBa CNUCKOB Il v lll, nHblE NNEKapCTBEHHbIE CpeacTBa, nogsiexauue
npegmeTHO-KONn4eCTBEHHOMY y4eTy, aHabonnyeckune crepongbl;

- Ha HapkoTuyeckue cpeactBa Cnucka Il 6ONbHBIM, He CTPaJatoWMM OHKOJOTMYECKUM
(rematonoruuecknm) 3abonesaHnem;

B cBA3KM Cc gonyleHHOM onevyaTkon nnucbmom MuH3sgpascoupassutua Poccum ot 24.05.2007 N 4185-
BC, KoTopoe He npoxoauno peructpaumnto B MuHiocTe Poccun, yTOYHEHO, 4YTo "Bpay MoxKeT
CaMOCTOATE/IbHO BbINMCbIBATb OAHOMY HONbHOMY He 6osee 5 HAaMMEHOBaHMI NEKAPCTBEHHbIX CPEACTB
eAVHOBPEMEHHO (B TeyeHMe CyToK) U He 6onee 10 HaMmeHoBaHMI B TeuyeHue 1 mecAua. Mpwm
BbINMUCbIBAHNKN BONbLUErO KOIMYECTBA SIEKAPCTBEHHbIX CpeacTB Bpay 06A3aH cornacoBaTb Ha3HavyeHue
C BpauyebHoM Komuccuen neyebHo-NpodrAaKTUYECKOrO yupexaeHns".

- Ha JIeKapCTBEHHble NpenapaTbl, Ha3HaYaemMble JIeYallMM BPayomM M Bpavyamm-cneuuanmncTamu,
ofHOMYy 60/bHOMY B KOAMYECTBE NATU HAUMEHOBAHUI M boslee OAHOMOMEHTHO (B TEYEHME OAHUX CYTOK)
WK CBbILE AeCATU HAMMEHOBAHWI B TEYEHUE OHOTO MeCALLa;

(8 pea. Mpukasos MuH3apascoupa3sutTua Poccmum oT 25.09.2009 N 794H, oT 20.01.2011 N 13H)

- Ha JNeKapCTBeHHble npenapatbl B CAy4aAX HETUMNUYHOrNo TeyeHuA 60ﬂe3HM, npu Haanvdmu
OCJ/IO}KHEeHUN OCHOBHOro 3abosneBaHuA VI/VIﬂVI COYeTaHHbIX 3a6oneBaHm71, Npn Ha3Ha4eHWUU OMnacCHbIX
KOM6MH3LI,MI7I NEKaPCTBEHHbIX CPeACTB, a TaKXKe npn VIH,CI,VIBMAyaJ'IbHOﬁ HEenepeHOoCMMOCTU.

2.5. YTpatnn cuny. - Npukas MuHsgpascoupassmtma Poccum ot 27.08.2007 N 560.

MyHKT 2.6 He npumeHaeTca ¢ 1 nona 2013 roga K NPaBOOTHOLEHUAM, CBA3AHHbLIM C HAa3HAYeHnem n
BbIMUCbIBAHMEM JIEKAPCTBEHHbIX NPENAPATOB U MeAULMHCKMX nsgennii (Mpukas MuHsapasa Poccuum
0T 26.02.2013 N 94H).

2.6. He gonyckaeTca BbINUCbIBaHME PELLENTOB Ha IeKapCTBEHHbIE NpenapaTtbl 418 ambynaTopHoro
NleYeHMUA TpaxkaaH B PaMKax OKasaHWA rocyAapcTBEHHOM COLMANbHOM MOMOLWM U FPaXKAaH, UMeoLWwmx
NPaBo Ha MoOJlyyeHWe NIeKapCTBEHHbIX MpenapatoB 6ecnnaTHO M CO CKWAKOW, BpPayamu CaHATOPHO-
KYPOPTHBIX YyYperKAeHW, Bpayamu CTaUMOHAPHbLIX YYPEXKOEHMM, B T.4. OHEBHbIX (33 WUCK/IOUYEHUEM



CTAUMOHAPHbIX YYPEXKAEHUN COLMANbHOM 3alMTbl), @ TaKXKe BpaYaMu MeOMUMHCKUMX OpraHusauui B
nepuog, HaxoKaAeHna 6obHbIX Ha CTALLMOHAPHOM JIeYEHUN B COOTBETCTBUM C AENCTBYIOLWMM NOPALKOM.
(8 pea. Mpukasa MuH3apascoupassutma Poccmum ot 20.01.2011 N 13H)

YacTHONpPaKTUKYIOLWMM Bpayam 3anpeLlaeTca BbINMCbIBaTb peLenTbl HAa 1eKapCTBEHHbIE npenapaThbl
Ana ambynaTOpHOro sieYeHMA rpaXKaaH B paMKax OKaszaHMA rocyapCcTBEHHOM COLMANbHON NOMOLLM U
rpaxgaH, MMerLLMX NpaBo Ha MoJiydeHMe JIeKApCTBEHHbIX NpenapaToB 6ecnnaTHO M CO CKMAKOW, 3a
WCKAOYEHNEM C/TYYaEB, YKa3aHHbIX B NyHKTe 2.2.4 HacToswen MHCTpyKLUH.
(8 pea. Mpukasa MuH3apascoupassutma Poccmm ot 20.01.2011 N 13H)

MyHKT 2.7 He npumeHaeTca ¢ 1 nona 2013 roga K NPaBOOTHOLLEHNAM, CBA3AHHbIM C Ha3HAYEHUEM U
BbIMUCbIBAHMEM JIEKAPCTBEHHbIX NPENAPATOB U MeAMULMHCKMX nsgennii (Mpukas MuHsapasa Poccum
0T 26.02.2013 N 94H).

2.7. HasHayeHWe neKkapCTBEHHbIX NpenapaTtoB A1Aa ambynaTOpHOro NeyeHns rpaxaaH B pamKax
OKas3aHMA TOCYJapPCTBEHHOW COLUMANbHOM MOMOLWM W rpaKAaH, WUMEIOWMX NpaBo Ha NoaydYeHue
JIeKApCTBEHHbIX MpenapatoB 6ecnnaTHO WM CO  CKMAKOW, OTpaykaeTca B MeAWMUMHCKOW KapTe
ambynatopHoro 60nbHOrO B nOpAgKe, NpeAycMOTPEHHOM NyHKTOM 1.6 WHCTpyKuuMuM o nopaake
HasHayeHMA /IeKapCTBEHHbIX npenapatoB (npuaoxeHue N 12), nyHKktamu 1.2 - 1.10 HacToALlel
WHCTPYKLMUK, C YKa3aHMEeM HOMepa peLenTa U B TaloHe aMby/faTOPHOro MauueHTa, YTBEPKAEHHOM B
YCTaHOBNEHHOM nopAajke.

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

Mpy BbINUCbIBAaHUM PELLENTOB Ha JIeKapCTBEHHble npenapatbl ANA ambynaTOpHOro nevyeHus
rpaxgaH B paMKax OKa3aHMA roCcyAapCTBEHHOW COLMANbHOM NMOMOLLM U rpaxaaH, UMEIOLWMX NPaBo Ha
noJiydeHMe NeKapCTBEHHbIX NpenapaTtoB HecnaaTHO U CO CKUAKOM, 06A3aTeNbHO yKa3blBAeTCA HOMep
TenepoHa, No KOTOPOMY PAaBOTHWK anTeYyHOM OpraHM3aLMM MOMKET COr1acoBaTbh C JIeYaLUM BpPavom
(Bpavyom-cneumannctom, BpayebHoOM Komuccnent meguuUMHCKON OpraHM3aumnmn) CMHOHMMMUYECKYIO 3aMeHY
JleKapCcTBEHHOrO NpenapaTa.

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

MyHKTbl 2.8 - 2.9 He npumeHAwTcA ¢ 1 uona 2013 roga K NpaBOOTHOLIEHMAM, CBA3AHHbIM C
Ha3HauYeHMeM M BbINMUCbIBAHWEM JIEKAPCTBEHHbIX MPENnapaToB M MeaMUMHCKUX mn3gennii (MpuKas
MwuH3apasa Poccum o1 26.02.2013 N 94H).

2.8. PeuenT Ha peuenTypHom 6naHke dpopmbl N 148-1/y-04 (n) n N 148-1/y-06 (n) BbinucbiBaeTcA
Bpauom (denbawepom) B 3-x 3K3emMNAspax, C ABYMA 3K3emMnaspamm Kotoporo 60abHOM obpalaeTca B
anTeyHyto opraHusaumio. MocneaHnn sk3emnaap pelenTa MoAKNeMBaeTCs B ambynaTOpPHYO KapTy
60nbHOrO.

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

2.9. HapKoTuuyecKkume cpeacTBa v NncuxoTponHble Bewectsa Cnucka Il gna ambynaTopHoOro neyeHms
rpakaaH B pamMKax OKa3aHWA rocyAapCTBEHHOM COLMANBbHOM NOMOLLM M TParKAaH, UMeOLWMX NPaBo Ha
nosly4eHMe NeKapCTBEHHbIX NpenapaToB 6ecnnaTHO U CO CKMAKOM, BbIMMCbIBAIOTCA HA CheuMasbHOM
peuentypHom 6naHKe Ha HapKOTUYecKoe CpeacTBo M MCUXOTPOMHOE BELWLECTBO, K KOTOpomy
OO0NOJIHATENBHO BbIMMCIBAKOTCA peLenTbl Ha peuenTypHom 6aaHke dopmbl N 148-1/y-04 (n) nunn dopmbl
N 148-1/y-06 (n).

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

McuxoTponHble Bewectea Cnvcka lll, MHble NekapcTBEHHbIE CPeacTBa, Nog/exawme npegmeTHo-
KO/IMYeCTBEHHOMY y4yeTy, aHabomyeckme cTepomabl, NpeaHasHauyeHHble Ana aMbynaTopHOro sieyeHus
rpa*kaaH B pamMKax rocyZapCTBEHHOW COUMaAbHOM MOMOLLM U FPaXkaaH, MMEHLWMX NPaBo Ha NosyyYeHune
NleKapcTBEHHbIX NpenapaToB 6ecnnaTHO M CO CKUAKOW, BbINMUCLIBAOTCA HA peuenTypHom 6aaHke N 148-



1/y-88, K KOTOPOMY AOMONHUTENbHO BbIMMUCLIBAIOTCA peLenTbl Ha peuenTypHom 6aaHke popmbl N 148-
1/y-04 (n) nam popmbl N 148-1/y-06 (n).
(8 pea. Mpukasa MuH3apascoupassutma Poccmum ot 20.01.2011 N 13H)

MyHKT 2.10 He npumeHsaeTca ¢ 1 nona 2013 roaa K NpaBOOTHOLWEHUAM, CBA3AHHbIM C HA3HAYEeHUEM U
BbIMUCbIBAHMEM JIEKAPCTBEHHbIX NPENAPATOB U MegMULMHCKMX nsgenunii (Mpukas MuHsapasa Poccmum
0T 26.02.2013 N 94H).

2.10. Ana obecneyeHna HAPKOTUYECKMMWN CPEeACTBAMM U MCUXOTPONHbIMU BelecTBamm 60bHble
NPUKPENAAIOTCA K KOHKPETHOM MeAMLUMHCKOM M anTe4yHOW OpraHM3aumMam Mo MecCTy MKUTEeNbCTBa B
nopagke, onpeaenieMom OpraHOM UCNOIHUTENbHOM BNacTh cybbekTa Poccuiickolt ®epepaumm B coepe
3[paBOOXpaHEHUA.

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

KoHcynbTaHTIAOC: NpuMmeYaHme.

C 1 wuwona 2016 roga Ha WM3roToBAEHME M OTNYCK NEKApPCTBEHHbIX MpenapaTtoB anTeYHbIMU
OpraHu3aumMsamMmuM U UHAUBUAYANbHbIMW MpPeAnpUHUMATENAMKU, B TOM u4ucie Mo TpeboBaHUsAM-
HaKNaZHbIM MeAMLMHCKUX OpraHmMsauuii pacnpoctpaHstotcs paBuaa M3roToBAEHUA W OTMYCKa
NIeKapCTBEHHbIX NpenapaTtos, yT8. Nprkasom MuH3sgpasa Poccum ot 26.10.2015 N 751H.

[ll. Mopsaok odopmneHus
TpeboBaHMI-HAKNAAHbIX B aNTEYHYIO OPraHM3aLmio Ha NoayvyeHme
JIeKapCTBEHHbIX NPENapaToB 411 MegULMHCKMX OpraHn3aLmii
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

3.1. Ona obecneyeHns ne4yebHO-AMATHOCTMYECKOrO npouecca MeauLMHCKME OpraHM3auuu
Mosly4yatoT JIeKApCTBEHHbIE MpenapaTtbl M3 anTeYHOW OpraHM3auum no TpeboBaHUAM-HaAKNALHbIM,
YTBEPKAEHHbBIM B YCTaHOBNEHHOM NOpAAKe.

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

TpeboBaHMe-HaKNa4HaA Ha MOAyYeHWEe U3 anTeYHbIX OPraHM3aLUn NEeKapPCTBEHHbIX NMPEnapaTos
OO0/MKHA UMETD LUTaMM, KPYFAYo NeYaTb MeAULMHCKON OpraHn3aLmnm, NoANUCL ee pyKoBOAUTENA UK €50
3amecTuTens no sevyebHom yacTu.

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

B TpeboBaHMM-HAKNAAHOW yKa3blBaeTC HOMEp, AaTa COCTaB/NEeHWs AOKYMEHTa, OTNpaBuTenb U
noJsiydaTeslb SIEKAPCTBEHHOrO Npenapata, HauMeHoBaHME NIeKAPCTBEHHOro npenapata (C yKasaHuem
003UPOBKU, GOpPMbI BbiNycKa (TabaeTkM, amnybl, Masu, CynnosMTopun 1 T.n.), BUA YNakoBKU (KOPOOKH,
dnakoHbI, Ty6bl U T.M.), CNOCO6 NPUMEHEHUA (AN UHBEKLUN, ANA HapyKHOro NpUMeHeHus, npuema
BHYTPb, F1a3Hble Kanau u T.n.), KoAnYecTBo 3aTpeboBaHHbIX IEKAPCTBEHHbIX NPENapaTos, KOANYECTBO U
CTOMMOCTb OTMYLLEHHbIX IEKAPCTBEHHbIX NpenapaTos.

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

HavmeHoBaHuMA IeKapCcTBEHHbIX NPEeNapaToB NULYTCA HA NATUHCKOM A3bIKe.
(8 pea. Mpukasa MuH3apascoupassutma Poccmum ot 20.01.2011 N 13H)

TpeboBaHMA-HaKNaAHble  Ha  /IeKapCTBEHHble  CPeacTBa,  nogjexauime  npeameTHo-
KO/IMYECTBEHHOMY YYeTy, BbIMUCbIBAIOTCA Ha OTAE/bHbIX BaaHKax TpeboBaHNN-HaKAAAHbIX ANA KaXKa0M
rpynnbl npenapaTos.

MeguumnHcKMe opraHmsaunMm npu  COCTaB/IeHMM 3aABOK Ha HApKOTMYeCcKMe cpeactsa M
NCUXOTPOMNHbIE BeLWECTBa CMUCKOB Il v Il gonxHbI PYKOBOACTBOBATbCA PACYHETHBIMUA HOPMAaTUBaAMMU,
yTBEPKAEHHBIMU B YCTAHOB/ZIEHHOM nNopA4Ke.



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

3.2. TpeboBaHMA-HaKNagHble CTPYKTYPHOro noapasgeneHuna MeaMUMHCKON opraHvsauum
(kabuHeTa, oTAENEHMA U T.M.) HA IeKAapPCTBEHHbIE NpenapaThl, HanpaBAseMble B anNTeUYHYO OpraH1M3aLUuio,
odopmAAloTcA B nopagke, onpegeneHHom nyHKTom 3.1 HactoAwer WMHCTPyKuMM, NoAnMCbiBatoTCA
pyKoBOAMTENEM COOTBETCTBYIOLWLErO MoApasgeneHna u  opopMAAIOTCA  LUTAMMNOM  MeAULMHCKON
opraHusaumu.

Mpun BbINUCbIBAaHMW IEKAPCTBEHHOTO Npenaparta Aas MHAMBMAYaNbHOro 60/N1bHOIO 40MNOAHUTENBHO
yKasbiBaeTcs ero Gamuansa U MHMLMaNbl, HOMep UCTOPUKM BonesHu.
(n. 3.2 B pea. NMpukasza MuHsgpascoupassmutna Poccuu ot 20.01.2011 N 13H)

3.3. CtomaTonoru, 3ybHble Bpaun MOTyT BbINMUCbIBATb 3a CBOEM NOANUCLIO TpeOOBaHMA-HAKNAAHbIE
TO/IbKO Ha /IeKapCTBEHHble NpenapaTtbl, NPUMEHAEMble B CTOMATO/IOrMYeCKoM KabuHeTte, 6e3 npasa
BblAa4YM MX NALLMEHTAM HA PYKM.

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

3.4. TpeboBaHWA Ha S40BUTble NEKAPCTBEHHbIE CPeACTBa, Kpome MoAnMcKM CTOMATo/siora Mau
3yb6HOro Bpaya, L0/XKHbl UMETb NOANMUCb PYKOBOAUTENS yUpeKaeHNa (oTaeneHnsa) uan ero samectutens
W KPYrAayto nevyatb MeaAnLMHCKON OpraHM3auuu.

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

3.5. TpeboBaHWA-HaKNaZHble Ha OTNYCK YaCTHOMPAKTUKYIOLWMM Bpayvam JIeKapCTBEHHbIX
npenapaTtos (3a MCKAOYEHNEM HAPKOTUYECKUX CPEACTB U NMCUXOTPOMHbIX BelecTs cnuckos |l u lll, a Takxke
NIEeKApPCTBEHHbIX MpPenapaToB, COAEpP)KaluMX 3TU CpPeacTBa M BelwectBa) opopmAaatoTca B NOPALKe,
onpeaeneHHom n. 3.1 - 3.4 HacToswel MHCTPYKLMM, HA OCHOBAHMUM A0roBOPaA KYMNAU-MPOLANKUN MeEXKIY
YaCTHOMNPAKTUKYHIOLLMM BPA4YOM M anTEYHOM OpraHu3aLmen 1 TNLEH3UN Ha MEANLMNHCKYIO AeATENBbHOCTb,
BblAAaHHOM B YCTAHOB/JIEHHOM NOPAAKE.

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

3.6. B anTeyHbIx opraHM3aumuax TpeboBaHUA-HaKNAAHbIE Ne4ebHO-NPOPUAAKTUYECKUX YUPEKAEHWI
Ha OTNYCK HAaPKOTUYECKNX CPEeACTB M NCUXOTPONHbIX BewecTs cnnckos Il u Il xpaHaTca B TeueHune 10 ner,
Ha OTMYCK MHbIX NeKAPCTBEHHbIX CPeACTB, NOAEKALLMX MPeAMETHO-KONNYECTBEHHOMY YUETY, - B Te4eHue
3-X NeT, OCTaNbHbIX FPYNN NeKapCTBEHHbIX NPENapaTos - B Te4eHUe O4HOro KaseHaapHoro roaa.
(8 pea. Mpukasa MuH3apascoupassutTma Poccmum ot 20.01.2011 N 13H)

3.7. TpeboBaHMA-HaKNagHble MEeAMLMHCKMUX OpraHM3auMin OO0MXHbl XPaHUTbCA B anTeYHOM
OpraHusaLmmn B yCNOBUAX, 06ecneynBaroLLnMx COXpPaHHOCTb, B COPOLIIOPOBAaHHOM U OneYyaTaHHOM BUAE U
odopMNATLCA B TOMa C YKasaHMEM Mecsla U roaa.

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

3.8. Mo wuCTeYEHUN CPOKa XpaHeHMA TpeboBaHUA-HAKNALHbIE MOANENKAT YHUUTOXKEHUIO B
NPUCYTCTBMM YIEHOB CO343BAEMOM B anTeYHOW OpraHM3auuMuM KOMUCCUMU, O YeM COCTABAAKOTCA aKTbl,
dopMmbl KOTOpbIX NpeaycMoTpeHbl npunoxeHmamm N 3 1 4 K HacToAwen MHCTpyKuuu.

(8 pean. Mpukasos MuH3apascoLupa3suTMa Poccmum oT 25.09.2009 N 794H, oT 20.01.2011 N 13H)

IV. KOHTpOAb 3a BbINWUCbIBaHMEM peLLEenTOB
N TpeboBaHMM-HAKNAAHbIX HA NEKAPCTBEHHbIE NpenapaThbl
(8 pea. Mpukasa MuH3apascoupassutma Poccmum ot 20.01.2011 N 13H)

4.1-4.4.Ytpatnamn cuny c 1 nona 2013 roaa. - MNpmkas MuHsgpasa Poccnn ot 26.02.2013 N 94H.
CornacoBaHo

PykoBoauTenb (3amectutenn
pykosoautens) PCKH Poccuu



O.H.XAPUYKNH
12.02.2007



MPEAE/TIBHO AOMNYCTUMOE KOJIMYECTBO
JNNEKAPCTBEHHbIX CPEACTB A4J14 BbINMUCbIBAHWMA HA OAWH PELUENT

Cnn1COK M3MEHAILWMX LOKYMEHTOB
(8 pea. NMpukasos MuH3apascoupassmuTusa Poccum ot 25.09.2009 N 794H,
o7 20.01.2011 N 13H)

N n/n HanmeHoBaHMe NeKapCTBEHHOTO dopma BbinycKa 1 403MPOBKA Konnyectso
cpeacTBa
1. bynpeHopduH Tabnetku ana 50 tabn.
cybaunHreanbHoro npuema 200
MKr 1 400 MKr
2. BynpeHopduH PacTBOp 4N MHBEKUMIA,
amnybl
300 mKr/mn 1 mn 30 amnyn
300 MKr/mn 2 mn 15 amnyn
3. bynpeHopduH TpaHcaepmanbHasa
TepaneBTUYECKas cUCTeMa
35 MKr/y 20 nnacr.
52,5 MKr/y 8 nnacr.

70 mMKr/y 5 nnacr.

MpunoxkeHme N 1

K MHCTpYKUMKM O nopAaake
BbIMWUCbIBAHWUA JIEKAPCTBEHHbIX
npenapatosB M 0pOpPMIEHUA PELLENTOB
1 TpeboBaHUI-HaKNA4HbIX,
yTBEPKAEHHON MpUKasom
MwuH3gpascoupassmtna Poccum

ot 12 ¢peBpana 2007 r. N 110



4, OurnapokoaenH-petapg, (ArK KoHTMHYC) TabneTkn 4na npuema BHyTPb
60 mr
90 mr 40 1abn.
120 mr 30 Tabn.
20 Tabn.
5. Aunuaonop(nuputpamma) PacTBOp AN MHBEKLMIA, 50 amnyn
amnynbl 0,75% no 2 mn
6. MopduHa rugpoxnopus PacTBOp A5t UHBEKLUUN, 20 amnyn
amnynbl 10 mr 8
1mn
7. OMHoONOH PactBop Ansa MHbEKUUiA, 10 amnyn
amnynbl 1% mn 2% no 1 mn
8. Mpomenon (TpumenepugmHa rmapoxnopua) TabneTkn 4na npuema BHYTPb 50 T1abn.
25 mr
9. Mpomenon (TpumenepuamHa rmapoxnopua) PactBOp ANA MHDBbEKLU,
amnynbl 1 1 2% no 1 mn 10 amnyn
Wnpuu-Tiobukn 1 n 2% no 1 mn 10 wnpwuu-TIo6MKoB
10. MopduHa cynbdaT (MCT KOHTUHYC UK apyrue TabneTku 1 Kancynbl
aHaNorv NPoAO/IKUTENIbHOCTbIO AENCTBUSA He NpoA/IeHHOro AeNCcTBUA AN
meHee 12 yacos) npvema BHyTpPb
10 mr 160 Tabn.
30 mr 60 Tabn.
60 mr 20 1abn.
100 mr 20 1abn.
200 mr 20 Tabn.
11. Mpocuaon TabneTtkn ana 6yKKanbHOro 50 Tabn.

npunema 10 mr n 20 mr




12. MNpocupgon PacTBOp 4N MHBEKUMIA, 50 amnyn
amnynbl 10 mre 1 mn
13. deHTaHUN TpaHcaepmanoHas
TepaneBTUYeCKaa 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. MNpukasza MuHsgpascoupassmutna Poccum ot 25.09.2009 N 794H)
14. KogewH (KopgenHa pocdar) MopoLuoK 0,2r
15. KomburHMpOBaHHbIe NeKapCTBEHHbIe Npenapatbl, | TabneTKku, Kancynbl, pacTBoOpb! He 6onee 0,2 r <*>
cofieprKallme KoaeuH (KoaeuHa docdar) UT.A.
(8 pea. Mpukasa MuHsgpascoupassutma Poccum ot 20.01.2011 N 13H)
16. AtunmopduHa ruapoxnopua, (AMOHMH) MopoluoK 0,2 r <**>
17. AmobenpamoH (denpaHoH) Tabnetku, gpaxke 25 mr 50 Tabn.
18. XanbunoH (Tpmuasonam) TabneTtkun 250 MKr 30 Tabn.
19. Hatpus okcnbytupaTt PacTtBop gna npuema BHyTpb
66,7%, cupon gna npmema 2 dnaKkoHa
BHYTPb 5%
20. 3degpuHa rugpoxnopuna n apyrmue conm adeapuHa MopowokK o6r
21. TeodegpuH, TeodpeapuH-H, Heo-TeodpeapuH TabneTku 30 Tabn.
22. ConytaH Pacteop 50 mn 1 ¢dnakoH




23. CnasmosepanrmH, CnasmosepanrmH-Heo TabneTku 50 Tabn.
24, Opyrne KOMGMHUPOBAHHbIE IEKAPCTBEHHbIE TabneTkn, NOPOLLKA U T.A. 1 ynakoBka
npenapaTbl, coaepKalme apegprHa rmapoxnopus,
W noanexKawue npeameTHO-KoAMYecTBEHHOMY
yyety
(B pea. Mpukasa MuHsgpascoupassutma Poccum ot 20.01.2011 N 13H)
25. KombMHMpOBaHHbIE IeKapCTBEHHbIE NpenapaTol, Kancynbl, nopoLwku, cupon, 1 ynakoBka
cofeprkawme ncesgoadespuHa rMapoxaopua u TabneTKM, KNUIAKOCTb ANA
noanexalme npeameTHO-KO/IMYEeCTBEHHOMY yyeTy npuvema BHyTPb U T.A.
(8 pea. Mpukasa MuHsgpascoupassutma Poccum ot 20.01.2011 N 13H)
26. KnodennH Tabnetku 0,075 mr, 0,15 mr 1 ynaKoBKa
27. MaxunkapnuHa ruapoiogma MNMopowokK 1,2r
28. AHabonnyeckne ropMoHbl: TabneTku, pactsop anA 1 ynakoBka
MeTaHapocTeHonoH, OKcaHgponoH Petabonunn, UHDBEKLUNA U T.4,.
HanaponoH, ®eHobonun, CunabonuH n apyrme
29. KoMbuHMpOoBaHHble eKapCTBEHHbIE NpenapaThbl, Kancynbl, Tabnetkn, cupon, 1 ynakoBka
cofeprKawme peHNANPoNaHONAMUH U Kannetbl U T.A.
noanexalime npeameTHO-KO/IMYeCTBEHHOMY yyeTy
(8 pea. Mpukasa MuHsgpascoupassutma Poccum ot 20.01.2011 N 13H)
30. deHobapbuTan Tabnetkn 50 mr, 100 mr 10 - 12 TabneTok
31. BeHsobapbuTtan (beHsoHan, beHzobamun) Tabnetku 50 mr, 100 mr 1 ynakoBKa
32. MpumuaoH (Ffekcamuand, MuconuH) Tabnetku 125 mr, 250 mr 1 ynaKoBKa
33. ByTopdaHon (Ctapon, Mopagon) PacTBOp 415 MHBEKUMI 2 10 amnyn




mr/mn 1 mn

<*> [pu BbINMUCbIBAHUM U OTNYCKE NIEKAaPCTBEHHOMO NpenapaTa NPOU3BOAUTCA NepecyeT Ha YMCTOe BELLEeCTBO.
(8 pea. Mpukasa MuHsgpascoupassutma Poccum ot 20.01.2011 N 13H)

<**> B rnasHbIx Kanaax M massax ONOHWH MOXeT BbINMUCbIBAaTbCA B Koan4yecTBax 4o 1 r Npu HaIM4YNM yKa3aHUA BpPaya Ha peuente "Mo cneunanbHomy

Ha3Ha4yeHuIo", 3aBepeHHOro NoANMUCbI0 N IMYHOM NeYaTblo Bpaya, NevyaTbio MeguLUMHCKOM opraHnsaumn "Ons peuentos”.
(8 pea. Mpukasa MuHsgpascoupassutma Poccum ot 20.01.2011 N 13H)

MpumevaHue:

Mpw BbINUCbIBAHMN HAPKOTUYECKMX NEKAPCTBEHHbIX NPEnapaToB, He NPeAyCMOTPEHHbIX HACTOALWMM NPUNOKEHUEM, NX NpeaesibHO A0NYCTMMOEe KOJNYeCcTBO
AnAa BbINUCbIBAHMA B OAHOM peuenTte MOXET B NATb pa3 NpeBbIlWaTb pa3oByo 403y, YKAa3aHHYO B MHCTPYKUMKN NO MeaUUNHCKOMY NPUMEHEHUIO BbIMUCbIBAEMOTO

NleKapCTBEHHOTO NpenaparTa.
(8 pea. NMpukasa MuHsapascoupassutma Poccum ot 20.01.2011 N 13H)

BAMHEMLUME PELLENMTYPHbIE COKPALLEHUA

MpunnoxkeHne N 2

K MHCTpYKLUMM 0 nopAagke
BbINWUCbIBAHUA 1IEKAPCTBEHHbIX
npenapatos U 0GOPMIEHUA PELLENTOB
n TpeboBaHUIi-HaKNaAHbIX,
yTBEpPXKAEHHOM MpUKasom
MwuH3apascoupassmtma Poccum

ot 12 ¢peBpana 2007 r. N 110



CokpaleHue

NMonHoe HanuncaHue

MNepesog

aa ana no, NOpPoBHY
ac.acid. acidum KucnoTa
amp. ampulla amnyna
ag. aqua BO4a
aq. destill. aqua destillata AUCTUNNNPOBAHHAn BOAA
but. butyrum macno (Teepaoe)
comp., cps compositus (a, um) CNOXKHbIN
D. Da (Detur, Dentur) Bbigait (nycTb BblAaHO, NyCTb 6yAeT BblAAHO)
D.S. Da, Signa Detur, Signetur Bbigali, 0603Haub
MycTb byaeT BblgaHo, 0603HaYeHo
D.t.d. Da (Dentur) tales doses Boigait (MycTb 6yayT BblAaHbI) TakMe A03bl
Dil. dilutus pa3BeaeHHbI
div.in p.aeq. divide in partes aequales pasnenu Ha paBHble YacTu
extr. extractum 3KCTPAKT, BbITAXKA
f. fiat (fiant) MycTtb obpasyetcs (obpasytoTca)
qtt. qutta, guttae Kanns, Kanam
inf. infusum HacToM
in amp. in ampullis B amnynax




in tabl.

in tab(u)lettis

B TabneTKax

lin. linimentum UaKasa masb
lig. liquor *KUAKOCTb
m. pil. massa pilularum NUAtONbHasA macca
M. Misce, Misceatur Cmewan (MycTb byaeT cmellaHo)
N. numero yncnom
ol. oleum macno (xKuakoe)
past. pasta nacra
Ppl. pilula nuaonA
p.aeq. partes aequales paBHble YacTu
ppt., praec. praecipitatus OcarkaeHHbll
pulv. pulvis MopolLuok
qg.s. guantum satis CKoNbKo noTpebyeTcs, CKobKO Hago
r., rad. radix KOpEeHb
Rp. Recipe Bo3bmu
Rep. Repete, Repetatur MosTopwu (MycTb 6yaeT NOBTOPEHO)
rhiz. rhizoma KOpHeBuLLEe
S. Signa, Signetur O603Haub (MycTb 6yaeT 0603Ha4eHo)

sem.

semen

cema




simpl.

simplex

npocTom

sir. sirupus cmpon

sol. solutio pacTBop
supp. suppositorium cBeya

tabl. tab(u)letta Tabnetka

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

vitr. vitrum

CK/IAHKa




CNNCOK U3MEHSIOLLMX AOKYMEHTOB
(8 pea. Mpukasa MuH3sapascoupassutma Poccum ot 20.01.2011 N 13H)

AKT

06 YHNYTOXEHUN Tpe@OBaHMﬁ—HaKHaHHHX IJIA IIOJIYyYEeHUA

HaPpKOTUHECKUX CpelnCTB U IICUMXOTPOIIHBEIX BeEUEeCTB
IO MCTEeUEeHUNM CPOKOB MX XPaHeHUud <*>

or " " 200 1. N

Kommccusa B cocTaBe:

[lpencenatTensb

(momxHOCTE M ®.M.O. MOJHOCTBIO)

UJjieHBE KOMUCCUN :

(momxHOCTE M ®.M.O. MOJHOCTBIO)

(momxHOCTE M ®.M.O. MOJHOCTBIO)

(momxHOCTE M ®.M.0O. IIOJIHOCTBIO)

MpunoxeHune N 3

K MHCTpYKLUMKM O nopAaaKe
BbIMMUCbIBAHUA NEKAPCTBEHHbIX
npenapatosB M 0pOPMIEHUA PELLENTOB
1 TpeboBaHUI-HaKNA4HbIX,
yTBEPKAEHHON MpUKazom
MwuH3gpascoupassmtna Poccum

ot 12 ¢peBpana 2007 r. N 110



npousseya " " 200 1. uU3BATME U YHUUTOXEHME B

Tpe@OBaHMﬁ—HaKHaHHBIX IJIA TIOJIYYEeHUA

(HaMMeHOBaHME OpIaHM3aLUM)
HAPKOTUUECKUX CPEICTB U IICUXOTPOIHEIX BEHNECTB 3a

(mecsau, rTom)
N n/n HanmeHoBaHMe nekapcTBeHHOro EanHuuya Homep v paTa Konnyectso
npenapara, 403MPOBKa, BUA, NEKAPCTBEHHOM n3mepeHua TpeboBaHMWA- TpeboBaHMI-
dopmbl HaKnagHoM HaKNaaHbIX
1 2 3 4 5




Toro IO aKTy YHMUTOXEHH IIyTeM CXUTaHMsa WM pa3peBa U
mocJjenyrnumero 3aMaduyBaHMUA B pPAaCTBOPE XJIOPHOM WM3BECTHU (HYyXHOE
IOOYEPKHYTH) TpebOBaHUM~HAKJIAOHEIX .

(kommuecTBO LMOPaAMM M IIPOIMCHLIO)

[lpencenmaTesib KOMMCCUMA X

(momnmuce)

UJjleHEl KOMMCCUMU :

(mopnmce)

(momnuce)

(mopmnmce)

<*> AKT obopmAAeTcsa exxemecayHo.

MpunoxkeHne N 4

K MHCTpYKLUMK O nopAagke
BbINMCbIBAHUA 1EKAPCTBEHHbIX
npenapaTtos U opopmaeHna peuenTos
n TpeboBaHMN-HAaKNAOHbIX,
yTBEepKAeHHON MpuKaszom
MwuH3apascoupassmTma Poccum

ot 12 deBpans 2007 r. N 110

AKT
06 YHMUTOXEHUM TpeboBaHMM—-HaKJIIAIHEX
OJI TOJIydYeHMS MHBIX JIEKAPCTBEHHEIX CPelCTB, [IOAJIeXallMX
IpeIMeTHO-KOJIMUECTBEHHOMY ydYeTy, I[IO0 MCTEUEHUM CPOKOB
X XpaHeHusa <*>

Kommccusa B cocTame:

[lpencenmaTerns

(mosmxkHOCTE M ®.M.O. HOJIHOCTBLIO)

UJIeHEl KOMMCCUMU :

(mosmxkHOCTE M ®.M.O. HIOJIHOCTBIO)

(mosmxkHOCTE M ®.M.O. HIOJIHOCTBLIO)

(mojrxHOCTE M ®.M.O. IIOJIHOCTBLIO)

npouseena " " 200 1. mM3BATME M YHUUTOXEHME B

Tpe@OBaHMﬁ—HaKHaHHHX IOJid TOJIYYEHUA

(HaMMeHOBaHMEe OpraHM3alNuMn)
VHBIX JIEKapPCTBEHHEBIX CpenCcTB, NOOJIeXallMX NpelIMeTHO-KOJIMUEeCTBEHHOMY
yueTry, 3a B KOJIMUECTBE MTYK.

(Mmecsau, Tom) (umbpaMy M NOPONMUCHIO)

TpeGOBaHMH—HaKHaHHHe YHUYTOXESHEL nIyTeM CXMI'aHMA WIIVM Pa3pblBa U



mocJjenyrnimero 3aMauMBaHMA B pPaCTBOPEe XJIOPHOM WM3BECTHU (HyXHOE
IIOOYEPKHYThH) .

[lpencenmaTesib KOMMCCUMA X

(mopnmce)

UJIeHEl KOMMCCUMU :

(momnmuce)

(mopnmce)

(momnuce)

<*> AKT odopmAnsaeTca exxeMecsayHo.

MpunoxkeHne 14 He npumeHaetca ¢ 1 uwona 2013 roga K NPABOOTHOLWEHWMAM, CBA3AHHbIM C
Ha3Ha4YeHMeM U BbINMUCbIBAHWMEM JIEKAPCTBEHHbIX MPENapaToB U MeAUUMHCKUX mn3genunin (Mpukas
MwuH3gpasa Poccum o1 26.02.2013 N 94H).

Mpunoxkenne N 14

K MpwnKasy
MwuH3apascoupassmTma Poccnm
ot 12 peBpana 2007 r. N 110

MHCTPYKLUUA
O NOPAAKE HA3HAYEHUA U BbINUCbIBAHUA U3AENTUNA
MEANUUHCKOIo HASHAYEHNA U CNELMANTU3NPOBAHHDbIX MPOAYKTOB
NEYEBHOIO NMUTAHUA ANA AETEN-UHBANIUAOB

CrnnCOK M3MEHAILWMNX AOKYMEHTOB
(B pea. Mpukasa MuHsgpascoupassutma Poccum ot 20.01.2011 N 13H)

1. U3penma meaMUMHCKOro HasHaYeHUss U cneunann3MpoBaHHble NPOAYKTbl 1e4ebHOro NUTaHuA
ONnA  AeTten-MHBANMAOB HA3HA4YyalOTCA W BbINUCLIBAOTCA B pPaMKax MNpenoctaBAeHMA OTAeNbHbIM
KaTeropuam rpaxaaH rocygapcTBeHHOM couuraibHOM NOMOLUM B BUAe Habopa coumanbHbIX YCAYr.
(n. 1 B pea. NMpukasa MuHsgpascoupassmutia Poccum ot 20.01.2011 N 13H)

2. spenns meauuLMHCKOro HasHauyeHUs Ha3Ha4yaloTCs M BbINMCbIBAOTCA Bpayamm (penbgluepamm)
MeAULMHCKUX OpraHM3aumii, OKasbiBaloWMX NEPBUYHYIO MeANKO-CaHUTapPHYO MOMOLLb.
(8 pea. Mpukasa MuH3apascoupassutma Poccmm ot 20.01.2011 N 13H)

CneunanusnpoBaHHble MPOAYKTbl Ne4yebHOro NUTaHWA ANA [eTel-MHBANAWAOoB HasHavakoTcA
BPaYamMn MegULMHCKUX OpraHM3aumiA, OKa3blBalOLWMX MeANKO-FeHETUYECKYO MOMOLLb, U BbINMUCLIBAOTCA
BpaYamMn MeLMLMHCKMX OpraHM3aumii, OKa3blBalOWMX MeANKO-TeHETUYECKYD NMOMOLLb, UM BpavyaMu-
cneumanuctTamu (B ciyyae Ux OTCYTCTBUS leYallMm Bpayom) MeauLMHCKUX OpraHn3aL i, OKasblBatoLWMX
NepBUYHYIO MeANKO-CaHUTAaPHYO MOMOLLb.

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

3. PeuenTbl BbINMUCLIBAOTCA Ha M34ENNA MEOUUMHCKOrO HasHayeHua u cneunannsnpoBaHHbie



NPOAYKTbI Ne4ebHOro NUTaHnA ANA AeTei-UHBANIUA0B, BKAOUYEHHbIE B MEPeYHU N3aenmnii MeamumMHCKOro
Ha3HayeHMa W CrneumannM3upoBaHHbIX MPOAYKTOB J/eyebHOro nutaHMA AN  AeTen-uHBaAnAoB,
yTBepJaemble B yCTaHOBIEHHOM NOPAAKeE.

4. PeuenTbl BbINMCbIBAOTCA Ha peuenTypHbIx 6naHkax popmbl N 148-1/y-04 (n) n N 148-1/y-06 (n)
B COOTBETCTBUM C TpeboBaHMAMM, NpeaycMOTpeHHbIMM pasgenamu | u Il UHCTpyKumMm o nopsagke
BbINUCbIBAHNA NIEKAPCTBEHHbIX MNPenapaTtoB M odpopmaeHMA peuentoB M TpeboBaHWUI-HAKNALHbIX
(npunoskerHne N 13).
(8 pea. Mpukasa MuH3apascoupassutma Poccmm ot 20.01.2011 N 13H)

5. Mpu BbINUCbIBAHUM XPOHUYECKUM 60NbHbIM PELLENTOB Ha CMeuuanuM3npoBaHHble NPOAYKTbI
Ne4yebHOro NUTaHMA ANA AeTei-MHBaAUA0B Bpadam paspellaeTca ycTaHaBAMBaTb CPOK AeCTBUA peLenTa
B Npeaenax A0 OAHOro roaa.

Mpu BbINUCBIBAaHNM TaKMX PELENTOB BPay AOKEH CAeNaTb NomMeTKy "XpoHuyeckomy 6onbHOMY",
YyKa3aTb CPOK AEeNCTBMA peuenTa u NepuoanyHOCTb OTNYCKA CNeLmMaan3npoBaHHbIX NPOAYKTOB neyebHoro
NUTaHWA aNA AeTel-MHBAMAOB U3 aNTEYHOTO yUYpeaeHUs (OpraHM3aunm) (exkeHeaenbHO, eXXeMecayHo
W T.M.), 3aBEPUTb 3TO YKasaHWe CBOeN NoANMCbIo M IMYHOM NeYaTblo, a TaKKe NevyaTbio MeagnNuUUHCKOM
opraHmsauuun "Ons peuentos".

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

MpunorkeHune 15 He npumeHseTca ¢ 1 nona 2013 roga K NPaBOOTHOLEHMAM, CBA3AHHbIM C XPaHEHMEM
peLenTypHbIX 6/1aHKOB Ha NEKAPCTBEHHbIE NpenapaTtbl U MeauunHcKkne usgenusa (Mpukas MuH3gpasa
Poccum ot 26.02.2013 N 94H).

MpunoxkeHne N 15

K MpuKkasy
MwuH3apascoupassmTma Poccnm
ot 12 deBpans 2007 r. N 110

MHCTPYKLMA
O NOPAAKE XPAHEHWUA PELLENTYPHbIX B/IAHKOB

CnnCOK U3MEHAILMX LOKYMEHTOB
(8 pea. Mpukasos MuH3apaBcoLupa3BuTma Poccum ot 25.09.2009 N 794H,
o7 20.01.2011 N 13H)

1. MeauUMHCKME oOpraHusauuM rnoayyatloT Heobxoaumble peuenTypHble OGnaHKKM  4yepes
TeppUTOpPUasbHbIe OpraHbl yNpaBaeHUA 34PaBOOXPAHEHNEM UAN OPraHM3aLMK, YNONHOMOYEHHbIE HA 3TO
OpraHamm UCNoAHUTENbHOW BNacT cybbekToB Poccuiickon Pepepaunu.

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

3anac peuenTypHbIX 61aHKOB B MeULIUHCKUX OPraHMU3aLMAX HE AOKEH NPEBbILATL NOYro40BOM,
a cneuManbHbIX peuenTypHbiXx 6/1aHKOB Ha HAPKOTMYECKME CPeaCcTBA M NCUXOTPONHbIe BewecTBa Cnncka
Il - mecayHoM NnoTpebHOCTH.
(8 pea. Mpukasa MuH3apascoupassutma Poccum ot 20.01.2011 N 13H)

YacTHONPaKTUKYOLWME BPayM CAaMOCTOATEIbHO 3aKa3blBatoT 61aHKM peuenTtos (33 NUCKNIOYEeHNneEM
cneunanbHbIX peuenTypHbIX 61aHKOB Ha HapKOoTU4eCKoe Cpeacrtso M MNCUXOTPONMHOE BeLI.I,eCTBO) C



yKasaHuem Tunorpadpckmum cnocobom B BepXHEM JIEBOM Yr/y ajpeca Bpadya, HOMepa, AaThl M CPOKa
OEWCTBUA NMUEH3UKW, HAaUMeHOBaHMA opraHa rocyAapCTBEHHOM BAacTW, BbIAABLUErO AOKYMEHT,
NOATBEPXKAAIOLWMNIA HANYME NNLEH3UN.

2. B Kagoon MegMUMHCKOM oOpraHuM3auMuM MpUKAsoOM PYyKOBOAMTENA Ha3HadaeTca Auuo,
OTBETCTBEHHOE 3a NOJIyYeHME, XPaHEHME, YHET U Bblgauy BCEX BUAOB PeLLeNTYPHbIX 61aHKOB.
(8 pea. Mpukasa MuH3apascoupassutma Poccmum ot 20.01.2011 N 13H)

3. PeuentypHble 6AaHKM AO0MXKHbI XPAaHUTbCA OTBETCTBEHHbIM /IMLUOM NOA4 3aMKOM B
MeTaNIMYeckom WKady (ceride) nnm metaninyeckom siLMKe, a cneumanbHble peuenTypHble 61aHKM Ha
HapKOTUYECKOE CPeACTBO M NCUXOTPOMHOE BELLECTBO - B ceide.

YacTHOMPAKTUKYIOWMI Bpay LO/KEH XpaHUTb peuenTypHble 671aHKM  NoA4  3amMKOM B
MeTaIMyeckom LWKaody (celide) nnm auwuke.

4. YyeT peuLenTypHbiXx ONaHKOB NO BWAAM BeAETCA B KYpPHaNax, MNPOHYMEPOBaHHbIX,
NPOLHYPOBAHHbLIX U CKPENAEHHbIX MOAMNUCHI0 PYKOBOAUTENA U NEYATb0 MEANUMHCKOM OpraHM3aumum no
yCTaHOBNEHHbIM dopmam (npunoxkeHna N 10 n N 11).

(8 pea. Mpukazos MuH3apaBscoLupa3suTMa Poccmum oT 25.09.2009 N 794H, oT 20.01.2011 N 13H)

5. NMocToAHHO AEeNCTBYIOWAA KOMUCCUS, co34aBaemMas B MeaAMLUMHCKOM opraHusauunm, nposepsaeT
COCTOAHME XpaHeHUs, yuyeTa, GaKTMUYECKOe HaMUYMe N pacxod, cneunanbHbiX peuenTypHbiXx 6/1aHKOB Ha
HapPKOTMYECKOe CPeaCTBO M NCUXOTPOMHOE BELLECTBO OAMH Pa3 B MECAL, M APYrUX peuenTypHbix 61aHKoB
- O4MH pa3 B KBapTan.

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

B cnyyae HecoBMaAeHUs KHUMKHOIO OCTaTKa peLenTypHbIX 6AaHKOB € GaKTUUECKMM Hanvuyvem
MU0, OTBETCTBEHHOE 3a MOJlyYeHue, XpaHeHue, y4eT M BblAady peuenTypHbix 6naHKoB, HeceT
OTBETCTBEHHOCTb, MPeAyCMOTPEHHYIO 3aKoHoAaTeNbCTBOM Poccuiickoin dPeaepaumu.

6. OpraHbl ynpasBneHua 34paBooxpaHeHMem cybbekToB Poccuiickon ®degepaumm  npu
obcnegoBaHMM  MEOMUMHCKMX  OPraHU3auMii  KOHTPOAIMPYIOT — UCMO/b30BaHME U obecnevyeHue
COXPAHHOCTM peLenTypHbIX 61aHKOB.

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

7. PeuenTtypHble 61aHKM B KOAMYecTBe 2-HeAenbHOM NOTPebHOCTU BblAATCA MeAULMHCKUM
paboTHMKaM, MMELWMM NPaBOo BbINUCLIBAHUA PELLENTOB, MO PAacnopAXKeHUI0 FaBHOro Bpaya UAK ero
3amecTtutens.

8. I'quau.l,emy Bpayy paspelwaeTca BblaaBaTb €4AUMHOBPEMEHHO HE bonee AecATn cneuunasibHbiX
peuenTypHbIX 6naHKoB Ha HapKoTn4yeckoe cCpeacrtBoO MU NCUXOTPONHOe BewecCcTBO YCTAaHOBJ/IEHHOIO
o6pasu,a LA BbIMUCbIBAHMA HAPKOTUYECKMX CPeACTB U NCUXOTPONHbIX BewecTs Cnucka l.

9. MNonyyeHHble peuenTypHble 61aHKK MeanLMHCKME PaboTHMKM A0NKHbI XPaHUTb B NOMELLEHUSAX,
obecneymBaloLWmUX X COXPAHHOCTD.

CornacoBaHo

PykoBoauTenb (3amectutenn
pykosoautens) PCKH Poccuu
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