3apeructpupoBaHo B Muntocte Poccuu 27 anpens 2007 r. N 9364

MWHUCTEPCTBO 3[1IPABOOXPAHEHUA 1 COLIMAIIBHOIO PA3BUTUA
POCCUNCKOU ®EOEPALIA

NMPUKA3
ot 12 dpeBpansa 2007 r. N 110

O NOPAOKE
HA3SHAYEHWA U BbINMUCbIBAHUA NNEKAPCTBEHHbIX NMPENMAPATOB,
U3OENUA MEOULUUHCKOIO HASHAYEHUA N CMELMAITM3UPOBAHHBIX
NMPOAYKTOB JIEYEBHOI'O NMUTAHUA

CHHCOK M3MEHSIOIINX JTOKYMEHTOB
(B pexn. IIpukazoB Munzapascoupassutust Poccun ot 27.08.2007 N 560,
ot 25.09.2009 N 794#, ot 20.01.2011 N 13H,
[IpukazoB Munsznpasa Poccuu ot 01.08.2012 N 544,
0T 26.02.2013 N 94#, ot 24.11.2021 N 1094n)

B cootBerctBuUM co cratbeit 6.2 denepanbHoro 3akona ot 17 wuroms 1999 r. N 178-@3 "O
rocynapcTBeHHON couuainbHoi momonm" (CoOpanue 3akonoaarenscTBa Poccuiickoit @enepanun, 1999, N
29, ct. 3699; 2004, N 35, cT. 3607; 2006, N 48, ct1. 4945; 2007, N 43, cT. 5084; 2008, N 9, cT. 817; N 29, cT.
3410; N 52, cT. 6224; 2009, N 18, c1. 2152; N 30, cT. 3739; N 52, c1. 6417; 2010, N 50, ct. 6603) 1 B memsax
obOecriedeHrs TpaKJIaH, B TOM YHUCJIC MMCIOIIMX IPABO Ha IMOJIYYCHHUE TOCYHAAPCTBEHHOW CONMAIBHON
MTOMOIIIH, IO perenrtaM Bpada (denpamepa) HEOOXOAMMBIMU JIEKAPCTBEHHBIMU TIpernapaTaMu, U3JICTUsIMU
MEIWIIMHCKOTO Ha3HAYEHUS W  CICHUAIM3UPOBAHHBIMH  IPOJYKTAMH  JIEYeOHOTO TMHUTAHUS IS
NeTEH-MHBAIUIOB, PUKA3bIBAIO:

(mpeamOGyna B pen. [Ipukaza Munsnpasconpaszutust Poccun ot 20.01.2011 N 13n)

1. YTBepauTh:

1.1. ®opmy "CneuuanbHblii pelENTypHbI OJIaHK Ha HApKOTUYECKOE CPEACTBO M ICHUXOTPOIHOE
BEIIECTBO" corjacHo npuioxenuto N 1;
(mpunoxkerue N 1 yrparuno cuiy ¢ 1 utonsa 2013 roga. - [Ipuka3z Munzapasa Poccun ot 01.08.2012 N 54n)

1.2. UHcTpyKiuio no 3anoigHeHuo ¢opmbl "CrenuanbHbIi pelenTypHbIi OJlaHK Ha HapKOTHYECKOe
CPEJIICTBO U TICUXOTPOITHOE BEIIECTBO" COrJacHO MpuiiokeHuio N 2;
(mpunoxenue N 2 yrparuio cuiy ¢ 1 uronst 2013 rona. - [Ipukas Munsapasa Poccun ot 01.08.2012 N 54n)

1.3. ®opmy N 148-1/y-88 "Penientypnsiii 61ank" cormacHo npuiioxkeHuio N 3;
(mpunoxenue N 3 yrparuio cuiy ¢ 1 uronst 2013 rona. - [Ipukas Munsnpasa Poccun ot 26.02.2013 N 94n)

1.4. Unctpykuuto 1o 3anonHeHuto ¢opmbr N 148-1/y-88 "PeuentypHbiii OnaHk" coriacHo
npuioxeHuto N 4,
(mpunoxxerue N 4 yrparumno cuiy ¢ 1 utons 2013 roga. - [Ipuka3z Munzapasa Poccun ot 26.02.2013 N 94n)

1.5. ®opmy N 107-1/y "PeuentypHsiii O1aHk" corinacHo npuiiokeHuio N 5;
(mpunoxkerue N 5 yrparuno cuiy ¢ 1 utons 2013 roga. - [Ipuka3z Munzapasa Poccun ot 26.02.2013 N 94n)

1.6. MHcTpykiuto no 3anonHeHuo ¢popmsl N 107-1/y "PenentypHslii 01aHK" COTIacCHO MPUIIOKEHUIO

N 6;
(mpunoxenue N 6 yrparuio cuiy ¢ 1 uronst 2013 rona. - [Ipukas Munsapasa Poccun ot 26.02.2013 N 94n)

[Mpun. 7 nwe mnpumensiercs ¢ 01.07.2013 k mnpaBOOTHOWICHWSIM, CBSI3aHHBIM C Ha3HAYCHUEM U


https://login.consultant.ru/link/?req=doc&base=LAW&n=71009&date=20.01.2025&dst=100006&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=94322&date=20.01.2025&dst=100006&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=111735&date=20.01.2025&dst=100006&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=368024&date=20.01.2025&dst=100011&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=148512&date=20.01.2025&dst=100006&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=401865&date=20.01.2025&dst=100023&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=489351&date=20.01.2025&dst=31&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=111735&date=20.01.2025&dst=100012&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=368024&date=20.01.2025&dst=100011&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=368024&date=20.01.2025&dst=100011&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=148512&date=20.01.2025&dst=100006&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=148512&date=20.01.2025&dst=100006&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=148512&date=20.01.2025&dst=100006&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=148512&date=20.01.2025&dst=100006&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=148512&date=20.01.2025&dst=100009&field=134

BBITIMCHIBAHUEM JIEKAPCTBEHHBIX MpernapaToB U MeaunuHckux usnenuit (Ilpukas Munzapasa Poccun ot
26.02.2013 N 94n).

1.7. ®opmy N 148-1/y-04 (1) "Penient" cornmacuo npunoxenuto N 7,

IMpun. 8 ne mnpumensercs ¢ 01.07.2013 k mnpaBOOTHOWICHWSM, CBS3aHHBIM C HA3HAYEHUEM U

BBINKCHIBAHNEM JICKAPCTBEHHBIX IpenapaToB u MeaunuHckux uznenuit (Ilpukas Munsapasa Poccun ot
26.02.2013 N 94n).

1.8. ®opmy N 148-1/y-06 (1) "Penient" cornmacHo npunoxeHuto N §;

IMpun. 9 ne npumensiercs ¢ 01.07.2013 k mnpaBOOTHOWICHWSIM, CBS3aHHBIM C HA3HAYEHUEM U
BBIITUCHIBAHNEM JIEKAPCTBEHHBIX MpenapaToB U MeaunuHckux u3aenuit (Ilpukaz Munsapasa Poccun ot
26.02.2013 N 94n).

Koncynprantlntoc: npumeyanue.
B odunuanbHOM TekcTe MOKyMEHTa, BUIMMO, JOMYIIEHA Omedyarka: B MPHIOKEHHH 9 CONEpKUTCS
Wuctpyknus no 3anonHerwnio gopm N 148-1/y-04 (1) "Penent" u N 148-1/y-06 (i1) "Penent".

1.9. Uncrpykuuio mo 3amnonteHuo Gopmer N 148-1/y-06 (;1) "Penent” u dopmbr N 148-1/y-06 (i1)
"Peunent" cormacuo npuioxxeruto N 9;

[Mpun. 10 wme npumensiercs c¢ 01.07.2013 x mnpaBOOTHOWICHWSM, CBSI3aHHBIM C Ha3HAYCHHEM U

BBINKCBIBAHUEM JICKAPCTBEHHBIX IpenapaTtoB u MeauiuHckux uznenuit (Ilpukaz Munsnpasa Poccun ot
26.02.2013 N 94n).

1.10. ®opmy N 305-1/y "Xypnan ydera B MeIUIMHCKMX opraHu3zauusx c¢opmsl N 148-1/y-88
"PeuentypHsblii 61aHk", Gopmbr N 148-1/y-04 (i) "Penent”, dopmsr N 148-1/y-06 (;1) "Penent", gpopmsl
"CrienanbpHbIii pelienTypHbIH OJIaHK Ha HapKOTHYECKOE CPEACTBO U MCUXOTPOITHOE BEIIECTBO" COIJIaCHO
npuioxenuto N 10;

(B pen. Ilpukaza Munznpasconpassutus Poccun ot 20.01.2011 N 13n)

[Tpun. N 11 yrpatuno cuny ¢ 01.07.2013. - TIpukas Munsapasa Poccun ot 26.02.2013 N 94H.

1.11. ®opmy N 306-1/y "XXypnan yuyera B MeIUIMHCKMX opraHuzauusx ¢opmsr N 107-1/y
"PeuenTypHslii 6;1aHk" coriacHo npuinoxxenuto N 11;
(B pen. Ilpukaza Munsnpasconpassutus Poccun ot 20.01.2011 N 13n)

[Tpuin. N 12 yrpartuno cuny ¢ 01.07.2013. - TIpukas Munsapasa Poccun ot 26.02.2013 N 94H.

1.12. MHCTpyKLIMIO O MOPSAKE HA3HAUYECHUS JIEKAPCTBEHHBIX MPENapaToB COrJIACHO MpuiioxkeHuto N 12;
(8 pen. [Ipukaza Munznpascorpazsutusi Poccuu ot 20.01.2011 N 13#)

1.13. MHCTpYKIUIO O MOPSIJIKE BHIMMCHIBAHUS JIEKAPCTBEHHBIX MIPENapaToB U 0(OPMIICHUS PELIENTOB U
TpeOOBaHUI-HAKIIAIHBIX COTJIACHO MpuiioxkeHuto N 13;
(B pen. Ilpukaza Munznpascornpassutust Poccun ot 20.01.2011 N 13n)

[Mpun. 14 we npumensiercs ¢ 01.07.2013 x mnpaBOOTHOWICHWSM, CBSI3aHHBIM C Ha3HAYCHHEM U
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BBIITUCBIBAHHUEM JICKAPCTBCHHLIX IIPCIIApATOB U MECAUITUHCKUX I/I32]€J'II/II71 (HpI/IKa3 MI/IHBJIpaBa Poccuu ot

26.02.2013 N 94n).

1.14. MHCTpyKIMIO O MOPSIIKE HA3HAYEHUS M BBIIMCHIBAHUS W3/EIUN MEIUIMHCKOTO Ha3HAYeHUs U
CHETHMATM3UPOBAHHBIX MMPOTYKTOB JICYEOHOTO MUTAHUS JJIs JCTeH-UHBAINIOB COTIACHO MpuioxeHuio N 14;

[Tpun. 15 ne npumensiercs ¢ 01.07.2013 k mpaBOOTHOMICHUSM, CBSI3AHHBIM C XPAaHEHHEM PELETTYPHBIX
OJlaHKOB Ha JIEKapCTBEHHBIC Tperaparbl W MeaunuHckue wusnenus (IIpuka3 MwunsapaBa Poccum ot
26.02.2013 N 94n).

1.15. MHCTpYKIHIO O OPSIIKE XPAaHEHUSI PEUENTYPHBIX OJaHKOB COTJIACHO MpUiIoxkeHuto N 15.

2. @enepanpHOil ciyx0e 1o Hag3opy B cdepe 3apaBOOXpPAaHEHHS U COLMAIBHOTO pa3BUTHUS
o0ecreunTh KOHTPOJIb 32 COOJIO/ICHUEM TMOPSIIKA Ha3HAYCHHMSI, BHIMMCHIBAHUS JICKAPCTBCHHBIX MPEMapaToB,
U3JIeIN MEIULMHCKOTO Ha3HAYeHUS W CHEUUATM3UPOBAHHBIX MPOIYKTOB JIEYEOHOTO MHUTAHUS IS
JIeTeU-UHBAIUOB.

(B pen. IIpukaza Munznpascornpazsutus Poccuu ot 20.01.2011 N 13H)

3. IIpu3HaTh YTPaTUBIIUMU CUITY:

[Ipuka3z MunucrepcTtBa 31paBooxpanenusi Poccuiickoin @enepanuu ot 23 aprycra 1999 r. N 328 "O
panMoHATFHOM Ha3HAYEHUU JICKAPCTBEHHBIX CPEJICTB, ITpaBUiIaxX BHIMUCHIBAHUS PEIICNITOB HA HUX U MOPSIKE
WX OTIIyCKa anTEYHBIMHU YUPEKICHUSAMHU (OpraHu3anusiMu)" (3aperucTpupoBaH MHUHHCTEPCTBOM FOCTHIIMH
Poccuiickoit ®eneparuu 21 oxtsa6ps 1999 r. N 1944);

[Ipuka3z MunucrepctBa 3apaBooxpanenus Poccuiickoit @epepauun ot 9 gusaps 2001 r. N 3 "O
BHECEHHH M3MeHeHui u nononHeHuil B [Ipukaz Munznpasa Poccuun ot 23.08.99 N 328 "O panuonaibHOM
HA3HAYEHUH JIEKApPCTBEHHBIX CPEACTB, MpaBUaX BBINUCHIBAHUS PELENTOB HA HUX M MOPSAAKE UX OTITYCKa
anTEeUYHbIMHM YUPEXKJIEHUAMU (OpraHuzauusMu)" (3aperucTpupoBad MuHHUCTEpCTBOM tocTUlMU Poccuiickoi
Deneparun 23 saBaps 2001 r. N 2543);

[Tpuxa3 MunucrepctBa 3apaBooxpaHenust Poccuiickoit @enepanuu ot 16 mas 2003 r. N 206 "O
BHECEHUU M3MeHeHUi u aononHenuit B [Ipukaz Munsnpasa Poccun ot 23.08.99 N 328" (3apeructpupoBan
MunuctepctBoM roctuiuu Poccuiickoit @enepanuu 5 utons 2003 r. N 4641);

[Tpuka3 MunucrepcTBa 31paBooxpanenust Poccuiickoit @enepanuu ot 19 nexadps 2003 r. N 608 "O
BHeceHHM wu3MeHeHud B Ilpuxaz MunsnpaBa Poccum ot 23.08.99 N 328" (3apeructpupoBaH
MunucrepctBoM roctunmu Poccuiickoit @enepanuu 21 suBaps 2004 r. N 5441);

[Tpuka3 MuHHCcTEpCcTBa 3/IpaBOOXpaHEHUs U coluanbHOro passutus Poccuiickoit denepauun ot 22
HOos10pst 2004 1. N 257 "O BHecenuu nononHenuit B [Ipukaz Munsapasa Poccun ot 23 aBrycra 1999 roga N
328 "O paunoHaJIbHOM Ha3HAUYEHUU JIEKAPCTBEHHBIX CPEJCTB, IPaBUJIaX BBHIMTUCBHIBAHUS PELIENITOB HA HUX U
NOpSIKE UX OTIyCKa aNTeUHBIMU YUYPEXICHUSMU (OpraHuzanusMu)" (3apeructTpupoBaH MUHHUCTEPCTBOM
rocturu Poccuiickoint @eneparuu 30 HosOps 2004 r. N 6148);

[Tpuka3 MuHHCTEpCTBa 3paBOOXpPAaHEHUS U coluanbHOro passutusa Poccuiickoit denepanun ot 16
mapta 2005 r. N 216 "O BHecennn musmeHenus B [Ipuka3 MunucrepcrBa 3apaBooxpanenust Pocculickoin
@enepaunn ot 23 asBrycta 1999 roma N 328 "O panuvoHanbHOM Ha3HAY€HUM JIEKAPCTBEHHBIX CPENCTB,
MpaBWJIax BBIMHMCHIBAHUS PELENTOB HAa HUX U TMOPAJKE HX OTIyCKa AanTeUYHbIMH YUPEXKIACHUSIMU
(opranmzauusimu)" (3apeructpupoBad MunucrepcTBoM roctuninu Poccuiickoit @enepanuu § anpens 2005 r.
N 6490);

[Tpuka3 MuHMCTEpCTBa 3IpaBOOXpAaHEHUS U coluanbHOro passutusa Poccuiickoit denepannn ot 29
anpenst 2005 r. N 313 "O BHeceHun u3MeHeHu# B MHCTpyKIUIO O MOpsiiKe Ha3HAu€HUs JIEKapCTBEHHBIX
CPEICTB U BBIIMCHIBAHMS PELENTOB HAa HUX, YTBepkAcHHYIO IIpukazom MuHHCTEpCTBA 34paBOOXpaHEHUS
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Poccuiickoit @enepanuu ot 23 asBrycta 1999 r. N 328" (3apeructpupoBaH MUHHCTEPCTBOM IOCTHIIMH
Poccutickoit ®eneparuu 20 mast 2005 r. N 6607);

nyHkT 2 Ilpukaza MuHHCTEpCTBa 31paBOOXpAaHEHUS U COLUAIBHOIO pa3BuTHs Poccuiickoi
Oenepanun ot 14 gexadps 2005 r. N 785 "O mopsiake oTIycKa JIeKapCTBEHHBIX CPeICTB" (3aperucTpupoBaH
MunuctepctBoM toctuninu Poccuiickoit @enepanuu 16 susapst 2006 r. N 7353);

[Ipuka3z MuHuCTEpCTBa 3APAaBOOXPAHEHUSI M COLMAIbLHOTO pa3BuTus Poccuiickoir @enepanuu ot 13
utoHs 2006 r. N 476 "O BHecenuu usmeHenuil B llpukaz MunucrepcrBa 3apaBooxpanenust Poccuiickoit
Oenepanuu oT 23 aBrycta 1999 r. N 328 "O paimoHaabHOM Ha3HAYEHUU JIEKAPCTBEHHBIX CPEJICTB,
MpaBUjiaX BBIMUCHIBAHUS PEHENTOB HAa HHUX M TMOPSAJKE HMX OTIYCKAa alTEUYHbIMU YUPEKICHUSIMU

(opraamzanusimu)" (3apeructpupoBadn MunuctepcTBoM roctuiuu Poccutickoit deneparuu 13 uromnst 2006 r.
N 8044);

[Ipuka3z MuHuCTEpCTBa 3APaBOOXPAHEHUS M COLMAIbLHOTO pa3BuTus Poccuiickoit @enepauun ot 17
despans 2006 r. N 97 "O mopsake BBHIIMCHIBAaHUS PELENTOB HAa JIEKAPCTBEHHBIE CPEICTBA OTIEIbHBIM
KaTeropusiM Tpaxk/iaH, UMEIOIINX MPaBO Ha MOJy4YeHHE rOCYAapCTBEHHOM COIMATIbHON MOMOIIH, B PaMKax
peanu3aliy  JIOTMOJHUTEIFHOTO JISKapCTBEHHOro obecredeHus" (3aperucTpupoBaH MHHHCTEPCTBOM
roctuiu Poccuiickoit @enepanuu 6 mapra 2006 T. N 7561).

Bpuo Munuctpa
B.M.CTAPOYBOB

[Ipunoxenne N 1

K [Ipukasy
Munsapascoupassutus Poccun
ot 12 despamns 2007 r. N 110

Koncynprantlntoc: npumeyanue.
Hogas ¢opma N 107/y-HII ytB. [Ipuka3zom Munznpasa Poccuu ot 24.11.2021 N 1094#.

POPMA
CNEUMANBbHOIO PELUENTYPHOIO BJTIAHKA HA HAPKOTUYECKOE CPE[ICTBO
N NMCUXOTPOINHOE BELWECTBO

VYrpatuna cuny ¢ 1 utons 2013 roga. - [puka3z Munznpasa Poccuu ot 01.08.2012 N 54H.

[Ipunoxenue N 2

k [Ipuka3zy
Mun3sapasconpassutus Poccun
ot 12 ¢espans 2007 r. N 110

KoncynprantlIntoc: npumeyanue.
Hosrle npasuna opopmienus yrB. [Ipukazom Munsapasa Poccun ot 24.11.2021 N 1094H.

MHCTPYKLMA ]
MO 3AMOMHEHWIO ®OPMbI "CMELMAMNBHLIN PELENTYPHbIN BNAHK
HA HAPKOTUYECKOE CPECTBO W NCUXOTPOMHOE BELLECTBO"

VYrparuna cuity ¢ 1 urong 2013 roga. - [Ipuka3z Munszapasa Poccun ot 01.08.2012 N 54H.
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[Tpunoxenue N 3

K [Ipuka3zy
Munsnpascoupazsutus Poccun
ot 12 ¢espans 2007 r. N 110

Koncynprantllnroc: npumeyanue.
Hogas ¢opma N 148-1/y-88 y1B. [Ipukazom Munzapasa Poccun ot 24.11.2021 N 1094H.

PELIEIITYPHBIN BJIAHK

VYrparuin cuny ¢ 1 urons 2013 roga. - [Ipukaz Munsapasa Poccun ot 26.02.2013 N 944.

[Ipunoxenue N 4

k [Ipukazy
Munzapagcorpa3zsutusi Poccun
ot 12 ¢espamns 2007 r. N 110

Koncynsrantllntoc: npumeuanue.
Hosrlii nopsaaox odpopmiienus yrs. [Ipukazom Munsapasa Poccun ot 24.11.2021 N 1094=.

MHCTPYKLUUA 5
no 3ANOJIHEHUIO ®OPMbI N 148-1/Y-88 "PELIENTYPHbIA BJIAHK"

VYrparuna cuny ¢ 1 utons 2013 roga. - [lpuka3z Munszgpasa Poccun ot 26.02.2013 N 94h.

[Ipunoxenne N 5

k [Ipuka3zy
Mun3sapasconpassutus Poccun
ot 12 ¢espans 2007 r. N 110

KoncynprantlIntoc: npumeyanue.
Hogas ¢popma N 107-1/y ytB. IIpukazom Munzapasa Poccun ot 24.11.2021 N 10941.

PELIEIITYPHbIN BJIAHK

Vrpatun cuity ¢ 1 urons 2013 roga. - [Ipukas Munznpasa Poccun ot 26.02.2013 N 94H.

[Ipunoxenue N 6

k [Ipuka3zy
Mun3apasconpassutus Poccun
ot 12 ¢espans 2007 r. N 110

KoncynprantlIntoc: npumeyanue.
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Hogerit mopsmok odhopmitenust yrB. [Ipukazom Munzapasa Poccun ot 24.11.2021 N 1094H.

MHCTPYKUUA 5
no 3AMNOJIHEHUIO ®OPMbI N 107-1/Y "PELENTYPHbIA BJIAHK"

VYrparuna cuny ¢ 1 urons 2013 roaa. - [Ipukaz Munzapasa Poccun ot 26.02.2013 N 94n.

Koncynprantlntoc: npumeyanue.

[Ipun. 7 nwe npumensiercs ¢ 01.07.2013 k mnpaBOOTHOIICHHSIM, CBSI3aHHBIM C Ha3HAYEHUEM U
BBIIIMCBHIBAHUEM JIEKAPCTBEHHBIX IpenaparoB U mMeauuuHckux usgenuil (Ilpukaz Munsapasa Poccun ot
26.02.2013 N 94H). HoBas ¢popma N 148-1/y-04 (1) ytB. [Ipukazom MunzapaBa Poccun ot 24.11.2021 N
1094n.

ITpunoxenune N 7

k [Ipukazy
Munzapagcoipa3zsutusi Poccun
ot 12 ¢espamns 2007 r. N 110

CHuCcOK U3MEHSIOMIUX TOKYMEHTOB
(B pen. [Ipukaza Munsnpascoupazsurus Poccun ot 20.01.2011 N 13n)

MMHMCTEPpCTBO 3IOpaBOOXpPaHeHUs
M COLMaJIbHOTO pPa3BUTHUA
Poccuiickon demepaunu

YTBEPXIEHA
[lpukasoM MuHMCTEpCTBa
3IPaBOOXPaHeHMa M COLMAaJIbHOTO
paszeuTua Poccuiickon demepaumum
liTamno or 12 deBpana 2007 r. N 110

Konm MemuMuMHCKOM OpTraHM3alun

Kon dopmer mo OKYI 3108805

dopma N 148-1/y-04 (i)
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Kon Kox Ho30510rMUY€ecKkoi

kateropun | (opmsl (mo MKB-10)
rpakIaH

S|S|S|L|L|L L

Hcrounuk
(buHAHCUPOBAHHUS:
(MOTYEPKHYTH)

1. ®enepanbHbIi

2. CyobekT PO

3. MyHuIunaabHbIi

% OILIATEL:
(MOaYEepKHYTH)

1. becrutatao

2. 50%

Kox nekapcTBeHHOTO Mpenapara
(3amoyHsEeTCs B anTEKe)

PELOEIIT Cepusa

®.1M.0. mauue

HTa JaTa POXIEeHMA

JIJaTa BBIIMCKU:

200 .

CHUMJIC

N cTpaxoBoro
MEJIULIUHCKOTO
nosinca OMC:

Appec mnv N MeIMUMHCKOM KapTel aMOyJIaTOPHOT'O IauMeHTa

(McTopMa pas
®.1.0. Bpaua

BUTKA pebOeHKa)

(ko Bpauda, obesbnmepa)

[lognmce M JMUHAaA4d IIedaTb Bpradva

(benbnumepa) M.II.




PellenT IOEeMCTBUTEJIEH B TeueHue 1 Mecsua, 3 MecdlueB (HEeHYXHOe
3aUEPKHYThH)



————— (BamoJHaeTCcsa CHeurajMCTOM alTedYHOM opraHM3aluu) —-——--

OTnyuieHo no penenry: ToproBoe HAaMUMEHOBAHUE U JO3UPOBKa:
HMara orniycka: " " 200 r. Konunuectso:
[IpuroToBuiI: [Iposepun: Ornyctu:

Kopemok peuentypHoro 01anka Cnoco0 nmpuMeHeHus:

HanmenoBanue siekapctBeHHOro npenapara: | [IpogomkurenbHOCTh JTHEH
KonuyecTBo nprueMoB B IeHb: _ pa3

Jlo3upoBka: Ha 1 mpuewm: ell.

[Ipun. 8 ne mnpumensercs ¢ 01.07.2013 x npaBOOTHONICHHSAM, CBSI3aHHBIM C Ha3HAYCHUEM U
BBIIIMCBHIBAHUEM JIEKAPCTBEHHBIX NpernapaTtoB U MeauuuHckux usnaenuid (IIpukas Munsapasa Poccuu
ot 26.02.2013 N 94n). IIpukazom MunzapaBa Poccun ot 20.12.2012 N 11758 yTBepkaeHa HOBas
¢dopma N 148-1/y-06 (1) "PenentypHbiii Oank".

[Tpunoxenue N 8

k [Ipuka3zy
Munsnpascoupassutus Poccun
ot 12 ¢espans 2007 r. N 110

CrnuCcoK U3MEHSIOMINX TOKYMEHTOB
(B pen. [Ipukaza Munsnpascoupazsutus Poccun ot 20.01.2011 N 131)

MUHMCTEPCTBO 3OPaBOOXpPaHeHUs
¥ COLMaJIbHOTO Pa3BUTUA

Poccuiickor demepaumu MECTO IJIsd
WTPUX-KOIA
—-=-=-=- = 1
L J YTBEPXIEHA
————— [lpukasoM MuHMCTEpCTBAa
MenuumHCKasa opraHM3almus 30PaBOOXPAaHEeHMs M COLUMaJIbHOTO
pas3BuTHa Poccuyckom dermepalum
or 12 dempansa 2007 r. N 110
MTaMn
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Kon dopmer mo OKYI 3108805

dopma N 148-1/y-06 (J1)

Kon Kon HO3OMOTM-
KATEeTOPUM UYeCKOM (QOPME
rpaxnaH (no MKB-10)

VCcTOUHUK OGUH
POBAHUA :

1) dbenepanbH
2) OomxeT Ccy
Poccurickom @
3) MyHMLMUIIA]
oomxeT
(HyXHOe mnomu

aHCU-— % omnJyaTe u3|Peuent
MCTOUHMKA nevcT—
Bl OHOXET | OMHAHCUPO— |[BuUTe-
OrexkTa BaHUA : JIEH B
emepauum |1) 100% Teue-
b HEI 2) 50% Hue 1
(HyXHOe T1o-|Mecsdua
E€PKHYThE) OUEPKHYTh)

PELEIT Cepusa N oT
®.M.0. maumeHTa
IaTa CHMJIC
POXIeHUs . .
N cTpaxoBOTO
MEeIVLVHCKOT O
nojmca
N MeIMLMHCKOM KapThl aMOyJIaTOPHOTO OOJBHOTO (MCTOPUSA Pa3BUTUS
pebeHka)
®.1.0. Bpaua (benbnuepa)
Kon Bpaua (dernbnumepa)
BRINMMCAHO & (3anojiHgeTCs CHeuMaJInuCcTOM
AInTEeuyHOT'O yuUpexXIeHMUHd)
Rp: OTnymeHO IO PelenTy:
DaTa oTIycKa
Kon sexapCTBEHHOTO
D.t.d. npenapatTa
Io3upoBKa TOopTOBOE HAMMEHOBAHUE
KommuecTBO eIMHUIL
Signa
lMoonuce Bpada (dernbrmepa) KomnuecTBO
¥ JINYHas [edaTb Bpauda Ha ofuwyin cyMMy
(benpnumepa)
M.II.
PeuenT OelCTBUTEJIEH B TeueHMe 1 Mecsdua, 3 MecdueB (HeHyXHoe
3a4YEepPKHYTH)
——————————————————————————— (IMHUSA OTPEIBA) —————————————————————————
Kopemox PEIEITA Cepusa N oT

Crnocofb npuMeHeHUA:
[MPpOJOIIXUTENIEHOCTD
KonmnuecTBO NpPMEMOB B IEHb:

oHeu’
pas

HamMeHOBaHME JIEKAPCTBEHHOTO
npernapara:
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Ha 1 npuewm: en. Jos3upoBKa:

IMpun. 9 nme npumensercs ¢ 01.07.2013 k nNpaBOOTHOIICHUSM, CBSI3aHHBIM C Ha3HAYCHUEM U
BBIITUCHIBAHNEM JICKAPCTBEHHBIX MpenaparoB U MeaunuHckux m3aenuit (IIpukas Munsnpasa Poccun
ot 26.02.2013 N 94n).

[Ipunoxenne N 9

K [Ipuka3zy
Munsnpascoupazsutus Poccun
ot 12 ¢espans 2007 r. N 110

MHCTPYKUWUA
MO 3AMNOJIHEHUIO ®OPMbI N 148-1/Y-04 (J1) "PELIENT"
N ®OPMbI N 148-1/Y-06 (1) "PELUENT"

CrucoK M3MEHSIONMUX TOKYMEHTOB
(B pen. IIpukazos Munszapascoupazsutus Poccun ot 25.09.2009 N 7944,
ot 20.01.2011 N 13n)

1. B Bepxuem jeBom yriy dopmbl N 148-1/y-04 (m) "Peuent” u ¢popmer N 148-1/y-06 (;1) "Penent"
(mamee - penenTypHbI OJaHK) MPOCTABISAETCS IITAMII MEIWIUHCKOW OpPTraHU3allMM C yKa3aHHEM ee
HAaUMEHOBaHMUs, ajpeca, TeaedoHa, a TAKKE YKa3bIBACTCS KOJI MEAUIIMHCKOW OpraHU3aI1u.

(B pen. [Ipukasza Munsnpascoupazsutusa Poccun ot 20.01.2011 N 13H)

B Bepxueii wactm ¢opmbr N 148-1/y-06 (;1) "Pement" o0003HAa4eHO MECTO MJII HAHECCHHS
HITPUX-KOJA.

2. OdopmieHue peuentypHoro OyiaHka BKIIIOYaeT B ceOs HMU(PPOBOE KOAMPOBAHUE U 3aIOIHEHHE
OnmaHka.

3. HudpoBoe kogupoBaHue perenTypHOro 01aHKa OCYIECTBISETCS MO CIENYIONEH CXeMeE:

OpU M3TOTOBJICHUU pPELENTYpHbIX OJaHKOB IeyaTaeTcss KOJ MEAMLMHCKOM oOpraHu3aluu B
cOOTBETCTBUU ¢ OCHOBHBIM I'OCYIapCTBEHHBIM perucTpaunoHHbIM HomepoM (OI'PH);
(8 pen. [Ipukaza Munsnpascoupazsutus Poccun ot 20.01.2011 N 13H)

Bpau (¢enpaiiep) Ha amMOyJIaTOPHOM NpHUEME BHOCHUT KOJ KaTeropuu rpaxkiaH (SSS), umerommx
IIPaBO Ha EXEMECSYHYIO JICHE)KHYIO BBIIIaTY M oOOecredeHue JEeKapcTBEHHBIMU IpernapaTaMu B
COOTBETCTBUHM CcO crartbsmu 6.1 m 6.7 DenepanpHoro 3akona ot 17 wmroms 1999 r. N 178-®3 "O
rocyaapcTBeHHoi connanbHoi momommu" (CoOpanue 3akoHoaarenbcTBa Poceuiickoit denepannu, 1999,
N 29, ct. 3699; 2005, N 1, ct. 25; 2006, N 48, ct. 4945), u xon Hozonorudeckoit ¢popmsl (LLLLL) mo
MKB-10 myTem 3aHeceHus Kax 101 Hu(pbI B MyCThIe SYEHKH, TOUKA MPOCTABISAETCS B OT/IEIBbHOM sueiike.
(B pen. [Ipukasza Munznpascoupazsutus Poccun ot 20.01.2011 N 131)

Hcrounuk ¢uHancupoBanus (denepanbHblii Oromxer [1], Oromker cyobekra Poccuiickoit
Oenepanun  [2], MyHununamsHbeii OrokeT [3]) m mpouent omnatel (OecrmatHo [1], 50% [2])
yKa3bIBAIOTCS MOAYEPKUBAHUEM.


https://login.consultant.ru/link/?req=doc&base=LAW&n=148512&date=20.01.2025&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=148512&date=20.01.2025&dst=100007&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=94322&date=20.01.2025&dst=100010&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=111735&date=20.01.2025&dst=100059&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=111735&date=20.01.2025&dst=100060&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=111735&date=20.01.2025&dst=100062&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=489351&date=20.01.2025&dst=20&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=489351&date=20.01.2025&dst=53&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=111735&date=20.01.2025&dst=100063&field=134

[Tpu oTmycke JeKapCTBEHHBIX MpPENapaToB, BhIMUCAHHBIX Ha ¢opme N 148-1/y-04 (1) "Penent”, B
anTe4HON OpraHu3alliy NPOCTaBISIETCs KO JIKAPCTBEHHOIO Ipenapara.
(B pen. [Ipukasza Munsnpascoupazsurus Poccun ot 20.01.2011 N 13H)

4. 3arnoHeHUE pelenTypHoro OjJaHKa.

PenentypHblii O6aHK BBIMUCHIBACTCA B 3-X HK3EMIUIIpaX, MMEIOLIMX €IUHYI0 CEpUI0 M HOMEp.
Cepus penentypHoro OjaHka BKJIIOYaeT KoJ cyOwbekrta Poccmiickoit denepannu, COOTBETCTBYIOIIUN
IBYM IIEPBBIM nudpam Oo6uepoccuiickoro KJaccupukaTopa 00BEKTOB
aAMUHUCTpaTUBHO-TeppuTopuansHoro Aenenus (OKATO). Homepa mpucBanBaroTCs 10 TOPSJIKY.

[Ipu odopmileHUN peUenTypHOro OJaHKa YKa3bIBAIOTCS IOJHOCTHIO (aMUIHs, MMS, OTYECTBO
OOJIBHOTO, JaTa pPOXKICHHS, CTPAXOBOM HOMEpP HHIMBHIYaJbHOTO JIMIIEBOTO CUETa TpaKIaHWHA B
[Tencuonnom ¢oune Poccuiickoit @enepanuu (CHUJIC), HOMEp CTpaxoBOTO MEIUIIMHCKOTO TOJMCA
OMC, aapec uir HOMEp MEIUIIMHCKON KapThl aMOyIaTOPHOTO MAIMeHTa (MCTOPHH Pa3BUTHS PEOCHKA).

B rpade "®.1N.0. Bpaua (penpamiepa)" yka3pBaroTCs haMWIHS U MHUITHAIBI Bpaya ((enpamepa).
B rpade "Rp:" yka3piBatorcs:

- Ha JIATUHCKOM s3bIKE HAMMEHOBAaHHWE JICKAPCTBEHHOIO Ipenapara (MEXKIyHapOIHOE
HEMaTeHTOBaHHOE WJIM XHUMHUYECKOe, JTM00 TOpProBoe), 3aperucTpupoBanHoro B Poccuiickoit @eneparum,
€ro JI03UPOBKa U KOJIUYECTBO;

(B pen. IIpukaza Munznpascorpazsutus Poccuu ot 20.01.2011 N 13H)

- Ha PYCCKOM HJM PYCCKOM M HAlIMOHAJIBHOM SI3bIKaX CHOCOO MPUMEHEHHs JIEKapCTBEHHOI'O
npernapara.
(B pen. [Ipukasza Munsnpascoupazsurus Poccun ot 20.01.2011 N 13H)

3ampenaercss OrpaHUYMBaTHCS 0OIMMH yKka3aHusMHU: "BryTtpennee", "M3BecTHo" U T.11.

PazpemaroTcsi TOJIBKO TPUHSTHIE TPaBUIAMHU COKpAIeHUsT O003HAYEHWM; TBEpAbIC M ChIMy4Yue
dapmanieBTHuecKre cyOcTaHIIMU BhIMUCHIBaOTCs B rpammax (0,001; 0,5; 1,0), xkunkue - B MUJUTHIUTPAX,
rpaMmax U Karuisx.

(8 pen. [Ipukaza Munsnpascoupazsutus Poccun ot 20.01.2011 N 13H)

Peuent mnoanuceiBaercs BpauoMm  ((denpAmiepoM) M 3aBepsieTCd  €ro  JIMYHOM  Iedarblo.
JIOTIOJIHUTENBHO PELENT 3aBEPSETCS IeYaThl0 MEAUIIMHCKON opraHu3anuy "J{ins penentos".
(B pen. [Ipukasza Munsnpascoupazsutusa Poccun ot 20.01.2011 N 131)

Kon B rpade "Kon Bpaua (¢penpamepa)" ykazbiBaeTcs B COOTBETCTBUU C YCTAHOBJICHHBIM OPraHOM
yOpaBJieHUs 3lpaBooXpaHeHWeM cyObekTa Poccuiickoii ®enepanuu TepedyHeM KOJOB Bpauei
(penpamepoB), UMEIOIIUX MPABO HA BBHIMMCKY JEKApCTBEHHBIX IPENapaToB B LENSIX MPEJOCTaBICHUS
roCy/1apCTBEHHON COLIMAIbHOM MOMOIIH B BII€ HAOOpa COIMANIbHBIX YCIYT.

(B pen. Ilpukaza Munznpascornpassutus Poccun ot 20.01.2011 N 13#n)

[Ipy BbIMKCKE JEKApCTBEHHOIO Mpenapara MO peHIeHHI0 BpaueOHOM KOMHUCCHMM Ha o0opote
pelenTypHoro OJaHKa CTaBUTCS CHelMaibHas OTMETKa (IITamm).
(B pen. [Ipukasza Munznpascoupazsutus Poccun ot 20.01.2011 N 131)

5. Ilpu oTmycke JEKapCTBEHHOTO Tpernapara B alTeUHOW OpraHu3alliyd Ha PEelenTypHOM OlaHKe
YKa3bIBAIOTCS CBENEHUS O (PAaKTUUECKH OTMYIIEHHBIX JIEKAPCTBEHHBIX Mpemnaparax (MEXIyHapOIHOE
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HEMaTEeHTOBAHHOE WM XHMHYECKOE, JIMOO TOProBOe HAMMEHOBAHME, JI03UPOBKA, KOJIMYECTBO) H
MPOCTaBJISIETCS JaTa OTIIyCKa.
(n. 5 B pen. [Ipukaza Munznpasconpazsutust Poccun ot 20.01.2011 N 13n)

6. Ha peuentypHom OnaHKe BHU3Y UMEETCS JIMHUS OTPBIBA, Pa3Jelifollas pelenTypHblil OJaHK U
KOPELLOK.

Kopemok ot peuenra Bbiaercss Oo0JbHOMY (JIMIy, €ro MpeACTaBISIONIEMY) B aNTeYyHOU
OpraHu3alMy, Ha KOPEILKE JIEJIaeTCs OTMETKA O HAUMEHOBAaHMHU JIEKAPCTBEHHOIO IIpernapara, JO3UpPOBKeE,
KOJINYECTBE, CII0COOE NPUMEHEHUS, U OH OCTaeTCs y 0OJIBHOIO (JIULa, €ro MpeICTaBIISAIOLIETro0).

(8B pen. [Ipukasza Munsnpascoupazsurus Poccun ot 20.01.2011 N 13H)

7. PeuentypHblil OaHK 3aIllOJIHAETCS MPU BBIMUCHIBAHUU JIEKAPCTBEHHBIX IPENapaToB, M3ACIUN
MEAWIIMHCKOTO HA3HAYCHUS ©  CICHHUAIN3UPOBAHHBIX IPOJYKTOB JICYEOHOTO MHUTAHUS  JUIA
JeTe-UHBAINI0B, BKIIOYEHHBIX B IEPEYHM JIEKAPCTBEHHBIX MPENaparoB, H3AEIUN METUIIMHCKOTO
Ha3HA4YCHHUS U CICHHMATU3UPOBAHHBIX MPOJIYKTOB JIEYEOHOrO0 MHUTAHUS IS JETeH-WHBAIUIOB,
YTBEPKJAAEMbIX B YCTAaHOBJICHHOM MOPAJIKE, a TAK)KE€ MHBIX JICKAPCTBEHHBIX IPENapaToB, OTIYCKAEMbIX
0ecCIuTaTHO WM CO CKUIKOH.

(B pen. IIpukaza Munznpascorpazsutus Poccuu ot 20.01.2011 N 13H)

8. TpebOoBaHus, npeabsBIsSEMble K BBIIUCHIBAHUIO M3ACIUNA MEIUMLMHCKOIO Ha3HAuY€HUs U
CIELUAIM3UPOBAHHBIX TPOJYKTOB JIEUEOHOrO NHMTAaHUS I JIeTeW-MHBAJUA0B B paMKaX OKa3aHUs
rOCYJapCTBEHHOH COIMAIbHON MOMOIIM, aHAIOTUYHBI TPEOOBAHUSAM, MPEABIBISIEMBIM K BBITUCHIBAHUIO
JIEKapCTBEHHBIX IIPENapaToB (3a UCKIIOYEHUEM OTMETKH BpaueOHOI KOMUCCHH).

(B pen. [Ipukasza Munsnpascoupazsurus Poccun ot 20.01.2011 N 13H)

9. Opran ynpasieHMs 37paBooxXpaHeHHeM cyObekTa Poccuiickoit denepannn MOXKeT pa3pelinuThb
U3TrOTOBJICHUE PELIENTYPHBIX OJaHKOB B MEJUIIMHCKUX OpPraHU3alUsAX C UCIOJIb30BAHUEM KOMIIBIOTEPHBIX
TEXHOJIOTUH.

(B pen. [Ipukasza Munsnpascoupazsutus Poccun ot 20.01.2011 N 13nH)

10. Homyckaercst opopMiIeHHE BCEX PEKBU3UTOB pelenTypHbIX OaHkoB Gopmbl N 148-1/y-06 (i)
"PenenT" ¢ ucnoyib30BaHNEM KOMITBIOTEPHBIX TEXHOJIOTHA.

11. Ha oGopotHo#i cTopoHe penentypHoro Omanka ¢opmsl N 148-1/y-06(1) neuataercss Tabauna
CJIEIYIOILIETO COJIEPIKAHUS:
(8B pen. [Ipukaza Munznpascornpa3sutust Poccun ot 25.09.2009 N 794H)
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[IpuroToBun

[IpoBepuin

Otnyctun




12. Ha penentypubix Omankax ¢opm N 148-1/y-04(1) m N 148-1/y-06(1) BBIUCHIBAETCS OJIHO
HAaMEHOBAaHME  JICKAPCTBEHHOTO  Npemaparta,  M3AeiIMs  MEOUIIMHCKOTO  Ha3HAueHWs  HIU
CHEHATM3UPOBAHHOTO MPOAYKTA JI€YeOHOTO MUTAHHUSI.

(B pen. [Ipukasza Munsnpascoupazsurus Poccun ot 20.01.2011 N 13H)

VicnipaBiieHus ipy BHITUCHIBAHUH PELICTITOB HE JIOMYCKAOTCA.
(n. 12 BBenen I[Ipukazom Munszapascoipazsutus Poccun ot 25.09.2009 N 794H)

13. Cpok netictBus penenta (1 Mecsir, 3 Mecsiia) yKa3plBaeTCs IIyTEM 3a4epKUBAHUSA.
(n. 13 BBenen I[Ipukazom Munszapascorpazsutust Poccun ot 20.01.2011 N 13n)

[Ipun. 10 me mpumensercs c¢ 01.07.2013 k npaBOOTHONIICHHWSM, CBS3aHHBIM C Ha3HAYCHHEM U
BBIIIMCBHIBAHUEM JIEKAPCTBEHHBIX NpernapaToB U MeauuuHckux usgenuid (IIpukas Munsapasa Poccuu
ot 26.02.2013 N 94n).

[Ipunoxenne N 10

K [Ipukasy
Munsapascoupassutus Poccun
ot 12 despamns 2007 r. N 110

Cnucok U3MEHSIOIINX TOKYMEHTOB
(B pen. Ilpukaza Munznpascorpazsutus Poccuu ot 20.01.2011 N 13H)

Kon ¢opmel mo OKY[
Kon yupexnenmsa no OKIIO
MenmmumHCKAass IOOKYMeHTAalMsa

MUHMCTEPCTBO 3IPaBOOXPaHEHUS dopma N 305-1/y
¥ COLMaJIbHOT'O pPa3BUTUS YrBepxaeHa [IprkaszoM
Poccuiickon demepaluu MyHMCTepCTBa 3OPaBOOXPAaHEHUSI
Y COLMAaJIbHOTO Pa3BUTUSI
(HaMMeHOBaHMEe MeOMLMHCKOM Poccurickoy denmepauum
opraHM3aumumn) or 12 derpans 2007 . N 110

Kypran <*>
ydyeTa B MEIOMUMHCKUX OPTaHM3aLUAX
bopmer N 148-1/y-88 "PeuenrTypHuii OJaHk",
bopmer N 148-1/y-04 (1) "Peuent", odbopmer N 148-1/y-06 (J1)
"Peuent", o¢opmel "CHneumMaslbHEM PeLeNTypHHM OJIaHK Ha
HApPKOTUYECKOE CPEeICTBO M INCUXOTPOIIHOEe BelmecTBO"
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N [Tpuxon Pacxon D
/1 I
narta N u gara oOmiee CepUU U | KOJTUYECTBO Od®UNUO. u narta cepus 1 KOJINYECT d.N.0. HOJITUCH OTBE

perucTpanu | JOKyMEeHTa, OT | KOJIMYECTBO | HOMEpa | OJIAHKOB IO [IOITHCH BBIIAYH HOMEp BO OTBETCTBEHHOT | OTBETCTBEHHO
u KOT'O IMOCTYIHJI | TOCTYIUBII | PEHENTYPH cepusM OTBETCTBEHHOI'O | PEENTYp | PELUENTYPHO | BhITAaHHBI 0 ro pa
MPUXOTHOT 150, BIX OJIAHKOB M€EIUIIHCKOTO HBIX ro OjaHKa X MEJIMLMHCKOTO | MEJIMUUHCKOT | ppy
0 pelenTypH paboOTHHKA, 0JIaHKOB peuentyp | paboTHHKa, | O paOOTHHKA, per
JOKYMEHTA BIX OJIAHKOB MTOJIYYHBIIIETO HBIX MOJIYYMBIIETO | TOJTYYUBIIETO ¢

pelenTypHbie OJIaHKOB | pEIENTypHBIE | pPElenTypHbIE

0JaHKu OaHKH OaHKH
1 2 3 4 5 6 7 8 9 10 11 12




<*> XKypHan gokeH ObITh IPOHYMEPOBaH, MPOLTHYPOBAH M CKPEIUICH MOIMUCHI0 PYKOBOAUTENS U
[1€YaThI0 MEIULUHCKON OPraHU3alNH.

CormnacoBaHo

PykoBonuTens (3amecTuTeNb
pykoBoautenss) ®CKH Poccun
O.H.XAP1UYKWH

12.02.2007

[Tpunoxxenue N 11

k [Ipuka3zy
MunzapagcoripaszButus Poccun
ot 12 ¢espans 2007 r. N 110

Kypnan
yueTa B MEAMIIMHCKUX OPTaHU3aIMsIX
¢dopmer N 107-1/y "PenentypHbriii 61aHk"

Yrparun cuny ¢ 1 utons 2013 roga. - [lpuka3z Munsapasa Poccun ot 26.02.2013 N 94n.

[Ipunoxenne N 12

k [Ipuka3sy
Mun3sapasconpassutus Poccun
ot 12 ¢espans 2007 r. N 110

Koncynprantlntoc: mpumedanue.

HoBb1ll mopsagok HasHayeHUs JIEKApCTBEHHBIX mpenapatoB yTB. IIpukazom Munsnpasa Poccun ot
24.11.2021 N 1094n.

MHCTPYKLUUA
O NOPAAKE HASHAYEHUA JIEKAPCTBEHHbIX NMPEMNAPATOB

VYrparuna cuny ¢ 1 utons 2013 roga. - [Ipuka3z Munszapasa Poccun ot 26.02.2013 N 94h.

[Ipunoxenne N 13

k [Ipuka3zy
Mun3apasconpassutust Poccun
ot 12 ¢espans 2007 r. N 110

MHCTPYKLUUA
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O NoPAAKE BbINUCbIBAHUA NEKAPCTBEHHBIX NMPEMAPATOB
N O®OPMJIEHUA PELIENTOB U TPEBOBAHUN-HAKITAOHbIX

CHucoK M3MEHSIONUX TOKYMEHTOB
(B pen. ITpukazoB Munszapascornpa3sutus Poccun ot 27.08.2007 N 560,
ot 25.09.2009 N 794n, ot 20.01.2011 N 134,
[TpukazoB Munzapasa Poccun ot 26.02.2013 N 94H, ot 24.11.2021 N 1094H)

. 06u.w|e TPEGOBaHVIiI BbINMNCbIBAHUA JNTeKapCTBeHHbIX npenapartoB
(B pen. ITpukaza Munznpascorpazsutus Poccun ot 20.01.2011 N 131)

ITynxtel 1.1 - 1.2 He npumensitorcsa ¢ 1 urong 2013 roga K NpaBOOTHOIIEHUSM, CBSI3aHHBIM C

Ha3HAYCHWEM M BBINHMCHIBAHHEM JIEKAPCTBEHHBIX IpenaparoB M MemunuHckux wu3genuid (IIpukas
Munsapasa Poccun ot 26.02.2013 N 94n).

1.1. Ilpu Hanmu4YMM COOTBETCTBYIOUIMX MOKa3aHUM TpakaaHaMm, OOpaTUBIIMMCS 32 MEAMIIMHCKOU
[IOMOUIbI0 B aMOYyJIaTOPHO-NOJIMKIMHUYECKOE YUPEKICHHE, a TaKKe B CIIydasX HEO0OXOIUMOCTU
MPOJOJKCHHS JICUEHHUS] TIOCTE BBIMMCKM OOJBHOTO M3 CTAalMOHAapa HA3HAYalOTCS JIEKapCTBEHHBIE
npenaparsl U BEITUCHIBAIOTCS PEENTHI HA HUX.

(B pen. ITpukaza Munznpascorpazsutus Poccuu ot 20.01.2011 N 13H)

1.2. 3anpeniaercs BHIIUCHIBATH PELIETITHI:

Ha JICKAPCTBEHHBIE MpemapaThl, HE pa3pElICHHbIE B YCTAHOBIEHHOM MOPAIKE K METUIIUMHCKOMY
MIPUMEHEHUIO;
(B pen. IIpukaza Munznpascorpazsutus Poccuu ot 20.01.2011 N 13H)

IIpU OTCYTCTBUH MCIUITUHCKUX HOKa3aHI/II71;

Ha JICKapCTBEHHbIE Ipenaparhbl, UCIOJb3yeMble TOJBKO B MEIUIMHCKUX oOpraHmzanusx (3dup
HapKO3HBINA, XJIOPITWI, (PeHTaHWUI (KpoMe TpaHCAEPMaJIbHOW JIEKApCTBEHHOW (OpMBbI), COMOPEBHH,
KaJIMIICOJI, PTOPOTaH, KETaMUH U Jp.);

(B pen. [Ipukasza Munsnpascoupazsutusa Poccun ot 20.01.2011 N 131)

Ha HApKOTHMYECKHE CPEACTBAa M IICHUXOTPOIHbIE BemniecTBa, BHeceHHble B Crucok Il Ilepeuns
HAPKOTUYECKUX CPEACTB, IMCHUXOTPOIHBIX BEIIECTB M WX MNPEKYpCOPOB, MOJIEKAIINX KOHTPOJIK B
Poccuitckoit @enepanuu, yreepxxaeHHoro [locranosnennem [IpaBurenscrBa Poccniickoit @enepauuu ot
30 urons 1998 r. N 681 (manee - HApKOTHYECKUE CPEJCTBA M MICUXOTponHbie BertecTBa Crincka II) - st
JIEeYeHUs] HAPKOMaHUU;

Ha HapKOTHYECKHE CPEACTBA M NMCUXOTponHble BemecTBa cnuckos Il u |1l - yvacTHONpakTHKyOIIMM
Bpayam.

[Iynkter 1.3 - 1.4 we npumenstorcs ¢ 1 umronsg 2013 roma Kk NMpaBOOTHOWIEHHSIM, CBA3AaHHBIM C

Ha3HAUYEHUEM M BBINHUCHIBAHUEM JIEKAPCTBEHHBIX IpernaparoB W MeauuumHckux wu3aenuid (IIpukas
Munszapasa Poccun ot 26.02.2013 N 94n).

1.3. 3Y6HBIC Bpauu, (benbumepm, AKYIICPKU BBIIMUCBIBAOT OOJIBHBIM PCLCIITEI HAa JICKAPCTBCHHBIC
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mpemapaTsl 3a CBOSH MOMANUCHIO M C YKa3aHHEM CBOEr0 MEAMIIMHCKOTO 3BAaHUS TOJNBKO B CIyYasX,
yKazaHHbIX B 1. 1. 3.3, 3.6, 3.7.2 MHCTpyKIIMKM O TOpsAJKE HAa3HAYCHMs JICKAPCTBEHHBIX IPENapaToB
(mpuoxxerne N 12).

(B pen. Ilpukaza Munznpascorpazsutust Poccuu ot 20.01.2011 N 13H)

1.4. PerieniTbl OOJIBHBIM JTOJIKHBI BBITUCHIBATHCS C YKA3aHUEM BO3pACTa MAIMECHTA, TOPSIKA OTUIATHI
JIEKAPCTBEHHBIX IIpENapaToB MW C Yy4YETOM JEHCTBHS BXOASAIIMX B WX COCTAaB HMHIPEIUEHTOB Ha
perentypHbix OnaHkax, (OPMBI KOTOPBIX YTBEPKIEHbI MUHUCTEPCTBOM 3APAaBOOXPAHCHHS H
coranbHoro passurus Poccuiickoit ®eneparuu (npunoxenus N 1, 3,5, 7 u 8).

(B pen. [Ipukasza Munsnpascoupazsurusa Poccun ot 20.01.2011 N 13H)

[Tynkt 1.5 He npumensetcs ¢ 1 uronsg 2013 roga Kk TpaBOOTHOIIEHUAM, CBSI3aHHBIM C HA3HAYEHUEM U
BBIIIMCBHIBAHUEM JIEKAPCTBEHHBIX INpenapaToB U MeauuuHckux mznaenui (Ilpukas Munsapasa Poccun
ot 26.02.2013 N 94n).

1.5. Penenrtypusie Omanku ¢Gopmel N 148-1/y-88 (npunoxenne N 3) npeaHasHauCHBI IS
BBINKUCHIBAHUS U OTITYCKa!

- TICUXOTPONHBIX BelecTB, BHeceHHbIX B Cnucok III IlepeuyHss HapKOTHYECKUX CPEICTB,
IICUXOTPOIIHBIX BEIIECTB U HX IPEKYpCcOpOB, MOAIEKaUX KOHTpoiro B Poccuiickoit denepanum,
yrBepxaeHHoro IlocranoBinenuem IlpaButensctBa Poccuiickoit @enepanuu ot 30 urons 1998 r. N 681
(manee - mcuxorponHsle BemiectBa Crnucka III), 3aperucTpupoBaHHBIX B YCTAHOBJIEHHOM IOpPSJIKE B
KauyeCTBE JIEKAPCTBEHHBIX IIPENapaToB;

(B pen. IIpukaza Munznpascornpazsutus Poccuu ot 20.01.2011 N 13H)

- UHBIX JICKAPCTBEHHBIX CPEJICTB, MOJUICKAIIUX TPEIMETHO-KOJIUYECTBEHHOMY YUETY;
(B pen. IIpukaza Munznpascorpazsutust Poccuu ot 20.01.2011 N 13H)

- aHa0OJIMYECKUX CTEPOUJIOB.

JIsis BBIMUCBIBAHUS U OTIYCKa JIEKAPCTBEHHBIX IIPENapaToB Uil aMOyJaTOPHOTO JIeUeHHs! IpaxkJiaH
B paMKax OKa3aHUs roCyJapCTBEHHON COLMaIbHON IMOMOIIY U FpaXKaaH, UMEIOIIUX IPAaBO Ha MOIy4YeHHE
JIEKapCTBEHHBIX MpenapaToB OECIIaTHO U CO CKUJAKOM, IpeJHa3HaYeHbl pelenTypHble O1aHku ¢popmbl N
148-1/y-04 (1) u peuentypubie Onanku Gopmbl N 148-1/y-06 (1) (nmpunoxenus N 7 u 8).
(8B pen. Ilpukaza Munznpasconpassutus Poccun ot 20.01.2011 N 13n)

Bce ocranbHble JeKapCcTBEHHbIE IPenapaThl BHITUCHIBAIOTCS Ha PELENTYpPHbIX OiaHkax gopmbl N
107-1/y (mpunoxenue N 5).
(B pen. [Ipukasza Munsnpascoupazsutus Poccun ot 20.01.2011 N 13nH)

[lynkter 1.6 - 1.7 ne npumensitorcss ¢ 1 uronsg 2013 roga Kk NMpaBOOTHOLIEHUSIM, CBA3aHHBIM C
Ha3HAYCHHEM W BBINTMCHIBAHWEM JICKAPCTBEHHBIX MpemnaparoB W meaunuHckux w3nenuit (IIpukas
Munzapasa Poccun ot 26.02.2013 N 94n).

1.6. Hapkotudeckue cpeacrBa M ncuxorponHsle BemecrBa Cnwucka II, 3apermcrpupoBaHHBIE B
KAueCTBE JIEKAPCTBEHHBIX CPEICTB B YCTAHOBIEHHOM 3aKOHOAATeNbCTBOM Poccuiickoit Penepanuu
MOPSAJIKE, TOJKHBI BBIMHUCHIBATHCS HA CIELMATIBHBIX PELENTYPHBIX OJIaHKax Ha HAPKOTUYECKOE CPEACTBO
U TICUXOTPOIHOE BemecTBo (npuinokerue N 1).


https://login.consultant.ru/link/?req=doc&base=LAW&n=111735&date=20.01.2025&dst=100125&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=111735&date=20.01.2025&dst=100125&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=148512&date=20.01.2025&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=148512&date=20.01.2025&dst=100007&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=462227&date=20.01.2025&dst=100236&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=462227&date=20.01.2025&dst=100236&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=479909&date=20.01.2025&dst=100157&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=111735&date=20.01.2025&dst=100127&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=111735&date=20.01.2025&dst=100128&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=111735&date=20.01.2025&dst=100130&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=111735&date=20.01.2025&dst=100130&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=148512&date=20.01.2025&dst=100009&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=148512&date=20.01.2025&dst=100007&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=462227&date=20.01.2025&dst=100178&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=479909&date=20.01.2025&dst=100157&field=134

1.7. Ilpu BBINKCHIBAaHMM PELENTAa HA JIEKAPCTBEHHYIO NMPONKUCHh MHAMBUAYAJIBHOTO M3IOTOBIICHHUS,
COJEPIKAllYl0 HAapKOTMYECKOE CpEeACTBO WM IcuxorponHoe BemectBo Cmucka II, m  ngpyrue
(apMakoIOTHYECKHE aKTHBHBIC BEIECTBA B J103€, HE MPEBBIMIAIOIICH BBICHIYIO Pa3OBYIO 103y, M IPH
YCIIOBHMH, YTO 3TO KOMOMHUPOBAHHOE JIEKAPCTBEHHOE CPEACTBO HE SABISAETCS HAPKOTHUYECKUM CPEICTBOM
WIA TCUXOTpOnHBIM BemectBoM Crmcka II, ciemyer ucmonbp3oBaTh peunenTypHbli OmaHk ¢opmbl N

148-1/y-88.

O1H PCUCIITBI OOJDKHBI OCTAaBaTbCA B anTe4yHoMn opraHusanuvu i1 IpeaAMETHO-KOJIUMYCCTBCHHOI'O

yuera.
(B pen. [Ipukasza Munsnpascoupazsurusa Poccun ot 20.01.2011 N 13H)

[Tynkter 1.8 - 1.10 He mpumensitorcss ¢ 1 uronst 2013 roga K MpaBOOTHOUIEHUSIM, CBSI3AHHBIM C
Ha3HAYCHHEM U BBINMCHIBAHUEM JIEKAPCTBEHHBIX MpenaparoB W meaunuHckux wuzgenuit (Ilpukas
Munzapasa Poccun ot 26.02.2013 N 94n).

1.8. HpI/I BBIITMCBIBAHWHN pCUCHTa Ha JICKAPCTBCHHYIO IPOINUCH MHAWBUAYAJIBHOTI'O H3TOTOBJICHUA
Ha3BaHUS HAPKOTHUYCCKUX CPCACTB M IICUXOTPOIIHBIX BCHICCTB CIIMCKOB II u ”l, HHBIX JICKAPCTBCHHBIX
CpCACTB, NOAJICIKAINX MNPECAMCTHO-KOJIMUYCCTBCHHOMY Y4CTY, IMUIONYTCA B Ha4YaJIC PCLCIITA, 3aTCM - BCC
OCTaJIbHBIC MHI'PCAUCHTEI.

1.9. BeinuceiBasi HAPKOTUYECKOE CPEACTBO WUIM McuxoTpornHoe BemectBo cruckoB Il u 1, unbie
JIEKapCTBEHHbIE CPEJCTBA, MOJJIeKAIIUE MPEIMETHO-KOIUYECTBEHHOMY Y4YeTy, [103a KOTOPBIX
MIPEBBIIIACT BBICIINN OJHOKPATHBIM MMpUEM, Bpad JAOJKEH HAMKUCaTh 103y 3TOT0 CPEACTBA UM BEIIECTBA
MPOIKUCHIO U TOCTABUTh BOCKJIMIIATEIbHBIN 3HAK.

1.10. He paspemaeTcst BBINUCHIBATh ONPEAEICHHbIE JEKaPCTBEHHbBIE MpPENnapaTbl B OJHOM pELEINTe
OoJiee TOro KOJMYECTBa, KOTOpoe yKazaHo B npuiioxkeHnuu N 1 k Hacrosimeit UHCTpyKumy.
(B pen. [Ipukasza Munsnpascoupazsurus Poccun ot 20.01.2011 N 13H)

[Tynkter 1.11 - 1.12 He npumenstorcs ¢ 1 uronsg 2013 roga K MpaBOOTHOLIEHUSIM, CBA3aHHBIM C
Ha3HAYCHHEM M BBHINIMCHIBAHUEM JIEKAPCTBEHHBIX TMpenaparoB W meaunuHckux wu3nenuit (IIpukas
MunznpaBa Poccun ot 26.02.2013 N 94h).

1.11. HopMmbl BBINUCBHIBAHHS W OTIyCKa HapkoTudyeckux cpencts Cnwucka I, mpousBoaHbIX
06apOUTYpOBOIl KMCIIOTHI, UHBIX JIEKAPCTBEHHBIX CPEJCTB, MOAJESKAIMINUX HPEIMETHO-KOJIMYECTBEHHOMY
yUery, JUIsl MHKypaOeJIbHbIX OHKOJOTUYECKUX U FeMATOJIOIMUECKUX OOJBbHBIX MOTYT ObITh YBEJTUUEHHI B 2
pa3a o CpPaBHEHMIO C KOJIMYECTBOM, YKa3aHHBIM B ipuiioskeHuu N 1 k HacToamei MHcTpykumu.

1.12. CocraB snekapcTBEHHOTO Mpemnapara (B cirydyae KOMOMHHPOBAHHOTO Tpernapara), 0003HaueHHe
JeKapCTBEHHOH (opMbl U OOpalieHue Bpaya K (apMaleBTUYECKOMY paOOTHHKY 00 HM3TOTOBJIEHHUU U
BbIJIaU€ JICKAPCTBEHHOTO ITpeTapara BHIMTUCHIBAIOTCS HA JIATHHCKOM SI3bIKE.

(B pen. Ilpukaza Munznpascornpassutust Poccun ot 20.01.2011 N 13n)

He pnomyckaercst cokpaiieHue 00O3Hau€HuM OJIM3KUX 0 HAaUMEHOBAHHUSM HHITPEAMEHTOB, HE
[TO3BOJIIIOIIUX YCTAHOBUTH, KAKOM UMEHHO JIEKAPCTBEHHBIN IIperapaT BbIIIUCAH.
(B pen. [Ipukasza Munsnpascoupazsutus Poccun ot 20.01.2011 N 13H)

Hcnonb30BaHue JATUHCKUX COKpAIEHHH 3TUX 0003HauUeHHH pa3pemiaeTcs TOJIbKO B COOTBETCTBUU
C COKpAIICHUSMH, MPUHATHIMU B MEAMIMHCKOW U (hapMalleBTHUECKON MpPaKTHKE, MPeAyCMOTPEHHBIMU
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npunoxkenueM N 2 k Hacrosiedt MacTpykumm.

[Tyukter 1.13 - 1.15 ne npumenstorcs ¢ 1 utona 2013 roga k MpaBOOTHOUIECHUSIM, CBA3AHHBIM C
Ha3HAYCHHEM U BBINMCHIBAHUEM JIEKAPCTBEHHBIX MpenaparoB W meaunuHckux wuzgenuit (Ilpukas
Munzapasa Poccun ot 26.02.2013 N 94n).

1.13. Cnoco6 nmpuMeHeHHs JICKapCTBEHHOTO Tperapara 0003HauaeTCs ¢ YKa3aHUeM JI03bI, YaCTOTHI,
BPEMEHH TpUEMa U €ro UIUTEIbHOCTH, a Ui JIEKapCTBEHHBIX IPEnapaToB, B3aUMOJCHCTBYIOIIUX C
MUIIEH, - BpeMEHHU UX YIOTPeOJICHHS] OTHOCUTEIHHO IIpHEeMa MUK (0 €/1bI, BO BPEMsI €]IbI, ITOCIIE SIbI).
(B pen. Ilpukaza Munznpascorpazsutusi Poccuu ot 20.01.2011 N 13H)

1.14. IIpu HEOOXOUMOCTH SKCTPEHHOTO OTITyCKa JIEKAPCTBEHHOTO Mpernapara 00JIbHOMY B BEpXHEH
YaCTH PeLENTYpPHOro OJaHKa MPOCTaBIAIOTCS 0003HadeHus ""cito" (cpouHOo) miH "statim" (HeMeIeHHO).
(8B pen. [Ipukasza Munsnpascoupazsurus Poccun ot 20.01.2011 N 13H)

1.15. Ilpym BBINMCHIBAHMM peLENTa KOJMYECTBO JKUIAKUX (papMaleBTUUECKUX CyOCTaHIMH
YKa3bIBACTCSl B MIILIIHIIUTPAX, FpaMMax WIN KaIlUIIX, @ OCTAJIBHBIX (papMaleBTUYECKUX CYOCTaHIMA - B
rpammax.

(B pen. [Ipukasza Munsnpascoupazsurusa Poccun ot 20.01.2011 N 131)

[Tynkt 1.16 He npumensiercs ¢ 1 urons 2013 roja Kk MpaBOOTHOIICHUSIM, CBA3aHHBIM C Ha3HAYEHUEM U

BBIIIMCBHIBAHUEM JIEKAPCTBEHHBIX NpernapaToB U MeauuuHckux usnaenuid (IIpukas Munsapasa Poccuu
otT 26.02.2013 N 94n).

1.16. CpenuanbHble pELENThl HAa HAPKOTUYECKOE CPEJICTBO U ICUXOTPOIHOE BELIECTBO
JeWCTBUTENBHBI B TEUEHHE 5 JHEH CO JHS BBINUCKU; PELIENTHI, BHITUCAHHBIE HA PELENTYpPHBIX OJaHKax
¢dopmbr N 148-1/y-88, - B Teuenune 10 qHeid.

Penentel Ha JIEKapCTBEHHBIE IpenapaTsl (3a UCKIIIOUYEHHEM MOJIEKAIUX
MIPEeIMETHO-KOJIMUYECTBEHHOMY Y4YETY), BHIIIMCAHHBIE HAa pelenTypHbIX Onankax ¢opmbl N 148-1/y-04 (i)
u ¢popmbl N 148-1/y-06 (11), 1u11 aMOyJIaTOPHOTO JIEUEHUS TPaXKJaH B paMKaX OKa3aHMs roCyIapCTBEHHOM
COLIMAJIbHOW MOMOLIM M TpakJaH, HMMEIOIIMX IMpPaBO Ha MOJY4YEHHE JIEKapCTBEHHBIX IpEnapaTroB
0€ecCIUIaTHO U CO CKMUJKOM, JeHCTBUTENbHBI B TeUeHHe 1 Mecsa co JHS BBIUCKHU, a B CIy4ae BBIIHCKH
TaKMX PELENTOB YKa3aHHBIM KaTEeropHsM Ipa’kJaH, JOCTUTIINM MIEHCUOHHOTO BO3PAcTa, CPOK JAECHCTBUS
pelenTa cocTaBisieT 3 Mecsala co JAHSA BBIMUCKU. J{JIs IeueHus 3aTSDKHBIX M XPOHMUYECKUX 3a00J1eBaHUM
rpax<iaHaM NEHCHOHHOTO BO3pacTa MOTYT BBIIMCHIBATHCS PELENTHI HA JEKAapCTBEHHbIE MpenapaThl Ha
KypC JI€YE€HHUs 10 3-X MECSIIEB.

(B pen. [Ipukasza Munsnpascoupazsutus Poccun ot 20.01.2011 N 13nH)

PenienTel Ha Bce OCTaJIbHBIE JIEKAPCTBEHHBIE NIPENApaThl A€HCTBUTENbHBI B TEUEHHE 2-X MECSLEB CO
JTHS BBITTUCKH.
(B pen. Ilpukaza Munznpascornpassutust Poccun ot 20.01.2011 N 13n)

PenienTel Ha MpoM3BOIHBIE OAPOUTYPOBOI KUCIIOTHI, 3eapUH, IICEBA0IPENPUH B YHCTOM BHUJIE U B
CMECHU C IPYTUMH JIEKapCTBEHHBIMHU CPEJICTBAMH, aHAOOJIMUECKUE CTEPOH/IbI, KJIO3aluH, THAHENTHH JJIs
JedyeHns OOJIBHBIX C 3aTSHKHBIMU M XPOHMYECKMMH 3a00JI€BaHHMSIMH MOTYT BBINHUCHIBATHCS HA KypC
neueHust 1o 1 mecsma. B aTtux cioywasx Ha peunentax jgopkHa ObiTh Haamnuck "Ilo crnenumanbHOMY
Ha3HAYEHHIO'", CKpEIUICHHAs! OANMChIO Bpaya U Me4aThl0 MEIUIIMHCKOM oprann3anuu "J{iig peuenTton".
(B pen. Ilpukaza Munznpascornpassutust Poccun ot 20.01.2011 N 13#n)
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[Tynxt 1.17 He npumensiercs ¢ 1 uronsg 2013 roga K npaBOOTHOLLIEHUSIM, CBSI3aHHBIM C HA3HAYEHUEM U
BBINKCHIBAHNEM JIEKAPCTBEHHBIX MpenapaToB U MeauuuHckux usaenuit (Ilpukas Munsnpasa Poccun
ot 26.02.2013 N 94n).

1.17. Ilpu BBHINKUCBIBAHUM XPOHUYECKUM OOJBHBIM pELENTOB HAa TOTOBBIE JIEKAPCTBEHHBIE
IpernapaTsl U JIEKapCTBEHHBIE IIpernapaThl HWHIUBUIYaJIbHOI'O M3TOTOBJIEHUS BpadyaM paspeliaercs
yCTaHaBJIMBATh CPOK JICHCTBUSA peLenTa B Ipejesnax 10 OJHOI0 T'0/1a, 3a UCKI0YEHUEM:

(8B pen. [Ipukasza Munsnpascoupazsurusa Poccun ot 20.01.2011 N 13n)

- IEKaPCTBEHHBIX CPEJICTB, MOISKAIINX IPEIMETHO-KOIHMUYECTBEHHOMY YUETY;
- JIEKapCTBEHHBIX IpenapaToB, 00JIaAa0MIX aHA0OTNYECKON aKTUBHOCTBIO;

- JIEKapCTBEHHBIX MPENapaToB, OTIIYCKAEMbIX M3 alTEeUHBbIX OpraHu3alMil Mo penentam s
aMOyJIaTOPHOIO JIEUEHUS Tpa)KJlaH B paMKax OKa3aHUs TOCYIapCTBEHHOW COLMAIbHOM MOMOIIU U
rpakJiaH, UMEIOIUX [IPABO HA MOJYyYEHHE JIEKAPCTBEHHBIX CPE/ICTB OECIUIATHO U CO CKUJIKOIA;

(B pen. [Ipukasza Munsnpascoupazsutusa Poccun ot 20.01.2011 N 13H)

- COUPTOCOIEPIKAILUX JIEKApCTBEHHBIX IPENapaToB WHANBUYaTbHOTO U3TOTOBJICHUS.
(B pen. [Ipukasza Munsnpascoupazsurus Poccun ot 20.01.2011 N 13H)

[Tpu BBHIMUCBIBAHUM TaKUX PELENTOB Bpad JOJKEH CHeNaTh MOMETKY "XpOoHHUYEeCKOMYy OoilpHOMY",
yKa3aThb CPOK JCUCTBUS pelenTa U MEepUOJAUYHOCTh OTIYCKA JIEKAPCTBEHHBIX MPENapaToB U3 anTeuyHON
opranuzanuu (eKeHeAeNbHO, eKEMECIYHO U T.I1.), 3aBePUTh ITO YKa3aHHE CBOCW MOJIMUCHI0 U JTNYHOU
MevyaThio, a TAKXKE MeYaThi0 MEIUIIMHCKON opranu3anuu "l perentos".

(B pen. IIpukaza Munznpascorpazsutus Poccuu ot 20.01.2011 N 13H)

[Tynxt 1.18 He npumensiercs ¢ 1 urons 2013 roga K npaBOOTHOILLIEHUSM, CB3aHHBIM C HA3HAYEHUEM U
BBINKCHIBAHNEM JIEKAPCTBEHHBIX MpenapaTtoB U MenuiuHckux usaenuit ([Ipuka3z Munsnpasa Poccun
ot 26.02.2013 N 94n).

1.18. Peuient, He OTBeUarOLUil XOTS OBl OTHOMY M3 MIEPEUUCICHHBIX TPEOOBAHUN UM COJEP KAIIIHIA
HECOBMECTHUMBIE JICKAPCTBEHHBIE CPEJICTBA, CUUTACTCS HEJCHCTBUTEIHHBIM.
(8 pen. [Ipukaza Munsnpascoupazsutus Poccun ot 20.01.2011 N 13H)

B cnyuyae BO3MOKHOCTH YyTOUHEHHUSI Y Bpaya WK APYroro MEIULHUHCKOrO pabOTHHKA, BHITUCABIIIETO
pelenT, HaMMEHOBAHUS JIEKApCTBEHHOTO MpernapaTa, ero J03UpPOBKH, COBMECTUMOCTH U T.II., PAOOTHUK
anTEeuyHOM OpraHu3aliy MOXET OTIYCTUTh JIEKApCTBEHHBIN MpenapaT NalueHTy.

(B pen. Ilpukaza Munznpasconpassutus Poccun ot 20.01.2011 N 13n)

Il. Mopsgok BbINUCbIBaHUSA peLenToB
Ha NneKapcTBeHHble Npenaparthbl AN aMOynaTOpPHOro neyYyeHus
rpaxgaH B paMKax OKasaHusi rocyAapCTBeHHOW coLmanbHOMN
NOMOLLM U FpaXkaaH, MMeKLUX NPaBo Ha Nosly4yeHue
NeKapCTBEHHbIX CpeacTB 6ecnnaTtHO U CO CKUAKOMN
(8B pen. [Ipukaza Munznpascoupassutus Poccun ot 20.01.2011 N 13n)
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[Tynkt 2.1 He npumensetcs ¢ 1 uronsg 2013 roga Kk TpaBOOTHOIIEHUAM, CBSI3aHHBIM C HA3HAYCHUEM U
BBIIIMCBHIBAHUEM JIEKAPCTBEHHBIX INpenapaToB U MeauuuHckux usnaenuid (Ilpukas Munsapasa Poccuu
otT 26.02.2013 N 94n).

2.1. CaMOCTOATENBHO JIEYAlIIM BPauyoM HJIM BPauyOM-CIEIMATHCTOM JIe4eOHO-TPOPUIAKTHIECKOTO
YUPEKACHUS BBINUCHIBAIOTCA PELENTbl Ha JICKApCTBEHHbIE INpernaparbl A amMOyJaTOpHOro JIeYEeHUs
rpaXx/JaH B paMKaxX OKa3aHMs I'OCyJapCTBEHHOH COLMAJIBbHOM MOMOIIM U IpaK[aH, UMEIOIIUX IIPaBO Ha
IIOJyYeHHUE JIEKAPCTBEHHBIX CPEACTB OECIIaTHO M CO CKHJIKOH, B COOTBETCTBHM CO CTaHAAapTaMu
MEIUIMHCKOW IIOMOLIY, 3a MWCKJIIOUEHUEM CIydyaeB HA3HAYEHUS, ONPEIENECHHbIX MyHKTOM 2.4.1
Hacrtoset MucTpykiuu.

(B pen. [Ipukasza Munsnpascoupazsurus Poccun ot 20.01.2011 N 13H)

[Tynkt 2.2 He npumensetcs ¢ 1 uronsg 2013 roga kK TpaBOOTHOIIEHUAM, CBSI3aHHBIM C HA3HAYEHUEM U
BBIIIMCBHIBAHUEM JIEKAPCTBEHHBIX NpenapaToB U MeauuuHckux usgenuid (IIpukas Munsapasa Poccuu
oT 26.02.2013 N 94n).

2.2. TIpaBo CaMOCTOSITCIIEHO BBHIMKMCHIBATH PEIENTHI IS IOJYYCHUS B aNTEYHOW OpTraHU3aIHud
JIEKapCTBEHHBIX CPEACTB IPakJlaHaM B MOPAJIKE, YCTAHOBICHHOM II. 2.1 HacTosmel MHCTpyKInU, UMEIOT
TaKxKe:

(B pen. IIpukaza Munznpascorpazsutus Poccuu ot 20.01.2011 N 13H)

2.2.1. B mpexenax CcBOEH KOMIETEHIIMH Bpadd, padOTAIOMIMEe B METUIIMHCKON OpraHM3aluu 0
COBMECTHUTENbCTBY;
(B pen. [Ipukasza Munsnpascoupazsurus Poccun ot 20.01.2011 N 13H)

2.2.2. Bpauu CTAallMOHAPHBIX YYPEKIACHUN COLMAIBHON 3aIUThl U UCIPABUTEIBHBIX YUPEXKICHUI
HE3aBHUCHMO OT BEIOMCTBEHHOM MPUHAIIC)KHOCTH;

2.2.3. Bpaud BEJAOMCTBEHHBIX HOJMKJIMHUK (eaepanbHoro (cyowrekra Poccuiickoit deneparum)
MOTYMHEHHUS:

- TpakJaHaM, MMEIIIUM CTaTyc Mo MNpodeCCHOHATbHOMY MpPU3HAKYy, pacxoAbl Ha OecraTHOE
JIEKApCTBEHHOE O0ecredeHne KOTOPBIX B COOTBETCTBHH C 3aKOHOJATenbcTBOM Poccuiickoit deneparuu
MOKPBIBAIOTCA 32 CUET CPEACTB (heepaabHOro Or0IKeTa;

- UHBIM KaTCTrOpUsAM I'paXxaaH, pacxoJbl Ha OecmuiaTHOE JICKAPCTBCHHOC obecneueHne KOTOPBIX B
COOTBCTCTBHUHU C 3aKOHOAATCIBCTBOM Poccuiickoit <Denepau1/m IMMOKPBIBAKOTCA 3a CUHCT CPCACTB 6IOI[)KCTOB
Pa3IINIHBIX ypOBHGfI H 0053aTeIbHOrO MCIUIUHCKOI'0 CTpaxOBaHUS IO COIJIACOBAHHIO W B IOPAIKE,
OIpEaACIIICMOM OpraHaMu HCIIOJIHUTEILHON BIIaCTH CYGLGKTa Poccuiickoit d)ez{epam/m, C€CJIn B
6I-OII)KGT3X COOTBCTCTBYIOIIIHUX q)eI[epaJ'II)HI)IX OpraHoB HCIIOJIHUTEIILHOM BJIAcTH HE BBIICIICHBI
(I)I/IHaHCOBHe CpCACTBA HA 5THU LCJIN;

2.2.4. 4acTHOMNPAKTUKYIOIME Bpayd, pabOTaloUIye IO JO0rOoBOPY C TEPPUTOPUATIBHBIM OpPraHOM
yIIpaBJICHUS] 3/IPAaBOOXPAHEHUEM W/WIM TEPPUTOPHATIBHBIM (OHAOM 00s3aTEIBLHOIO METUIIMHCKOTO
CTpaxOBaHMS U OKa3bIBAIOLIUE MEIUILMHCKYI0 MOMOUIb TpakJaHaM B paMKax MpOrpamMMbl OKa3aHUS
roCy/1lapCTBEHHON COLMAIBHON MOMOILIU M I'paXkJlaHaM, UMEIOIUM IPaBO Ha MOJYyYEHHUE JIEKAPCTBEHHBIX
IIpenapaToB OECIIATHO U CO CKUAKOM.

(B pen. Ilpukaza Munznpascornpassutust Poccun ot 20.01.2011 N 13#n)
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[Tynkt 2.3 He npumensetcs ¢ 1 urwonsg 2013 roga kK TpaBOOTHOIIEHUAM, CBSI3aHHBIM C HA3HAYCHUEM U
BBIIIMCBHIBAHUEM JIEKAPCTBEHHBIX INpenapaToB U MeauuuHckux usnaenuid (Ilpukas Munsapasa Poccuu
otT 26.02.2013 N 94n).

2.3. B 0co0bIxX citydasx (IpOoKHBaHKE B CEIbCKONH MECTHOCTH, TJI€ HAXOAUTCS TOJBKO METUITMHCKAS
OopraHu3anus Wik ee 000COOJICHHOE MOapa3/IeicHIe, HE UMEIOIIee Bpada) PeIenThl Ha JIEKapCTBEHHBIC
mpemapaTsl s aMOyJIaTOPHOTO JICYCHUS TPakJaH B paMKax OKa3aHHS TOCYAapCTBEHHOW COIMAIbHOMN
MOMOIIM U TPAXKJaH, UMEIONIUX IMPaBO Ha TOJYyYCHHE JICKAPCTBEHHBIX MPEMapaToB OECIUIATHO M CO
CKUJIKOM, MOTYT OBITh BBIMIMCAHBI CAMOCTOSATEIHHO BEIYIIUM IIpHeM (DeNbIIepoM UiTl aKymepKoi TaKon
MEIMIIMHCKON OpraHu3alyyi B COOTBETCTBUHU C I1. 2.1 HacTosmeit MHcTpyKiuu.

[lepeueHb METUIIMHCKUX OPTraHM3AIMA W TMOPSIOK JIEKAPCTBEHHOTO OOECTICUEHUs] YKa3aHHBIX
rpaxIaH ONPEIENSIOTCS OPraHOM HCIOJHUTENbHOUM BiacTu cyObekTa Poccuiickoit @enepanuu B chepe
3/IpaBOOXpaHEHHUS.

(. 2.3 B pen. [Ipukaza Munszapasconpazsutus Poccuun ot 20.01.2011 N 13H)

[lynxT 2.4 He npumensierca ¢ 1 urong 2013 roxa Kk NpaBOOTHOIIEHUSM, CBSI3aHHBIM C Ha3HAUYEHUEM U
BBINKCHIBAHNUEM JIEKAPCTBEHHBIX MpenapaTtoB U MeauiuHckux usaenuit (Ipukasz Munsnpasa Poccun
ot 26.02.2013 N 94n).

2.4. BeinuchkIBaHKE PELENTOB Ha JEKapCTBEHHbIE MTPenapatsl uisd aMOyJIaTOPHOIO JICYEHUs TpakKIaH
B paMKax OKa3aHMs TOCYJapCTBEHHOM COLMAIbHON MOMOILH U TPaKaH, UMEIOIIKX IPABO HA MOJIYYEHHE
JIEKapCTBEHHBIX MPENapaToB OECIIaTHO U CO CKUAKOMN, OCYIIECTBISIETCS:
(B pen. [Ipukasza Munsnpascoupazsurus Poccun ot 20.01.2011 N 13H)

2.4.1. BpauaMu-CieIUAIUCTAMU:

- Ha HAapKOTUYCCKUC CpeacTBa u IMPOTHUBOOITYXOJICBBIC npemnapartbl
(OHKOJIOTUYECKUM/TEMAaTOJIOTHUECKUM OOJIBHBIM) - OHKOJIOTOM HW/WJIM TeMaToJIoroM, Hedpoaorom,
PEBMATOJIOTOM U JIp.;

- HA UMMYHOMOAYJIATOPHI - F€MaTOJOrOM /WM OHKOJIOTOM (TIOCI]ie MPOBENCHUS JIy4eBOM W/min
XUMHOTEPANNUU, TEPEecaKu KOCTHOro Mo3ra), UMMyHosnoroMm (6ompHbiM CIIWom wunum apyrumu
TSOKEJBIMU HapyUICHUSIMH MMMYHHMTETa), TPAHCILIAHTOJIOTOM (IOCJiE Mepecajiku OpraHoOB M TKaHeil),
PEBMATOJIOTOM U MHBIMM CIIELUATNCTAMU;

- Ha IPOTUBOTYOEPKYJIe3HbIE penapaTsl - GTU3NATPOM;

- Ha mnpoTuBoauabeTHyeckrue (OOJIBHBIM CaxapHbIM JUabETOM) M NPOYHME JIEKApCTBEHHBIE
IIpenapaTsl, BIAUSIOUIME HA SHIOKPUHHYIO CHCTEMY, - SHJOKPHHOJIOIOM, B NOPSJKE, ONPEAEICHHOM B
nyHkTe 2.4 MHCTpyKIMK 0 OPsIIKE Ha3HAUCHHS JICKAPCTBEHHBIX MpenapatoB (nmpuioxerue N 12).

(B pen. Ilpukaza Munznpascornpassutust Poccun ot 20.01.2011 N 13n)

HpI/I OTCYTCTBHHU YKA3aHHBIX CHCHUAIMCTOB BBIMMMCBIBAHUC JIBI'OTHBIX PEUECITOB B 3THX ClIydasXx
MMPOU3BOJUTCA JICHAIIIUM BPpavOM IO PCIICHUIO Bpan6HOI>'I KOMUCCHH ITOJIUKIIMHHUKH,

2.4.2. neyamuM BpauyoM MM BPAavyOM-CIEIHUAIUCTOM TOJIBKO IO PEIICHUI0 BpaueOHOW KOMUCCUU
MEIULMHCKOW OpraHU3aluu:
(B pen. [Ipukaza Munznpascornpazsutust Poccun ot 20.01.2011 N 13H)
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- Ha ncuxoTponHsle BemecTBa cnuckoB I u Ill, nHble nekapcTBeHHBIE CpeAcTBa, MOJIEKAILNE
IIPEIMETHO-KOJIMYECTBEHHOMY Y4eTy, aHa0OJIMUECKUE CTEPOHIbI;

- Ha HapkoTmueckue cpeacrBa Crmcka Il OGombHBIM, HE CTpaNAIONUM OHKOJOTHYECKUM
(remMatooruyecKkum) 3ab0eBaHUEM;

B cBs3u ¢ gomyiieHHO# omeuyaTkoil muceMoM Mun3zapasconpassutus Poccun ot 24.05.2007 N
4185-BC, koTopoe He MpOXOAWUJIO peructpauuio B Muniocte Poccun, yrouneHno, 4to "Bpau MOKET
CaMOCTOSITENILHO BBIMHMCHIBATH OJIHOMY OOJIbBHOMY He 0oJiee 5 HAMMEHOBaHH JICKAPCTBEHHBIX CPECTB
€IMHOBPEMEHHO (B TeueHue cyTok) M He Oosiee 10 HammeHoBanuii B TeueHue 1 mecsua. [lpu
BBINKUCHIBAHUN OOJIBIIET0 KOJMYECTBA JIEKAPCTBEHHBIX CPEJCTB Bpad 0053aH COINIACOBATh Ha3HAYCHUE
¢ BpaueOHON KOMHUCCHUEH JIe4eOHO-TTPO(PHIIAKTHIECKOTO YUpEeKIeHHs "

- Ha JIGKapCTBEHHBIC MpermapaThl, HA3HAYaeMble JICUAlIMM BPAuoOM U BpadyaMU-CICIHAIUCTaAMH,
OJTHOMY OOJIbHOMY B KOJIMUECTBE IATH HAMMEHOBAHUN U 00Jiee OJJHOMOMEHTHO (B TCUCHHE OJIHUX CYTOK)
WJIM CBBIIIC JIECATH HANMECHOBAHUH B TCUCHUE OJHOTO MECSIIa;

(B pen. IIpukaszoB Munszapascoupassutus Poccun ot 25.09.2009 N 7941, ot 20.01.2011 N 13H)

- Ha JICKApCTBCHHBLIC NpCHIaparbl B ClIydadX HCTHUIIMYHOTO TCUCHUA 6OJI€3HI/I, Ipyu HaAJIU4YUHU
OCJ0KHEHHI OCHOBHOI'O 3a00OJIEBaHMSA W/HIM COYETAHHBIX 3a60J'IeBaHHI>i, IIpH HAa3HAYCHHUHN OIIACHBIX
KOM6HH3HH§I JICKAPCTBCHHLBIX CPEACTB, a4 TAKIKEC IIPU HHHHBHIIyaHI)HOﬁ HCIICPCHOCUMOCTH.

2.5. Yrparun cuny. - [Ipukaz Munszgpascoupaszsutus Poccuu ot 27.08.2007 N 560.

[Tynxt 2.6 He npumensiercs ¢ 1 urong 2013 rona K NpaBOOTHOIIEHUSM, CBSI3aHHBIM C Ha3HAUYEHUEM U

BBINKCHIBAHNUEM JIEKAPCTBEHHBIX MpenapaTtoB U MeauiuHckux usaenuit (Ipukasz Munsnpasa Poccun
ot 26.02.2013 N 94n).

2.6. He nomyckaercsi BHITUCBIBAHUE PELIETITOB HA JICKAPCTBEHHBIE Mpenaparhl Uis aMOyJIaTOPHOTO
JICYEHHUs TpaXkJaH B paMKax OKa3aHHs roCyJapCTBEHHOW COLMAIbHOW MOMOIIM M TPakJaH, MMEIOLIUX
IpaBO Ha T[IOJIyYeHHE JIEKAPCTBEHHBIX IMpernaparoB OeclylaTHO M €O CKUAKOW, BpadyaMu
CaHATOPHO-KYPOPTHBIX YUpPEXKACHUH, BpadyaMM CTAllMOHApHBIX YYPEXJACHWH, B T.4. JTHEBHBIX (3a
HCKJIIOYEHUEM CTAIl[MOHAPHBIX YUYPEXJEHUH COIMATbHOM 3allMThI), a TAKKE BpayaMH METULMHCKHUX
OpraHM3alii B NEpUOJ HaXOXACHUS OOJbHBIX Ha CTAllMOHAPHOM JIEYEHHH B COOTBETCTBHM C
JEMCTBYIOIIUM TOPSAKOM.

(B pen. [Ipukaza Munsnpascoupazsutusa Poccun ot 20.01.2011 N 13H)

YacTHONPAKTUKYIOIMM BpayaM 3allpeIlaeTCs BBINUCHIBATh PELIENITHI HA JIEKapCTBEHHBIE NIPENapaThl
U1 aMOyJIaTOpPHOIO JIEYEHUS TPakJaH B paMKax OKa3aHHUS rOCYAapCTBEHHOM COIMAIbHOM MOMOLIM U
rpaxJaH, UMEIOIIMUX MPaBO Ha MOJYYEHHE JIEKAPCTBEHHBIX MpenapaToB OECIIaTHO M CO CKUJAKOH, 3a
UCKJIIOYEHHEM CITy4yaeB, YKa3aHHbIX B IyHKTe 2.2.4 HacTosAwed MHcTpyKium.
(B pen. Ilpukaza Munznpascornpassutust Poccun ot 20.01.2011 N 13n)

[Iynkr 2.7 He npumensercs ¢ 1 nrong 2013 rona x npaBOOTHOLIEHUSIM, CBA3aHHBIM C HA3HAYEHUEM U

BBIIIMCBIBAHUEM JIEKAPCTBEHHBIX NpenapaToB U MeauuuHckux usnaenui (IIpmkas Munsapasa Poccun
ot 26.02.2013 N 94n).

2.7. HaznaueHnue JICKAPCTBCHHBIX IPCIIApaTOB IJIsd aMGYHaTOpHOFO JICYCHHUA T'paKIaH B pPaMKax
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OKa3aHUsl TOCYJApCTBEHHOM COLMAJbHOM IIOMOUIM M TIpaXJaH, HMMEIOLMX IIpaBO Ha IOJIy4YEHHE
JIEKapCTBEHHBIX IMIPErapaToB OECIJIaTHO M CO CKUIKOHM, OTpakaercs B MEIUIIMHCKOM KapTe
amMOynaTopHOTO OONBHOTO B TOPSIKE, MPEAYCMOTPEHHOM NyHKTOM 1.6 WHCTpyKmum o mnopsake
Ha3HAYEHHUS JIEKapCTBEHHBIX mpemnapatoB (mpumokenwe N 12), mynkramu 1.2 - 1.10 macrosimei
WHCcTpyKuuu, ¢ ykazaHHMeM HOMeEpa pelenTta ¥ B TaJoHe amMOyJaTOpPHOTO MAaIMeHTa, YTBEP)KICHHOM B
YCTaHOBJICHHOM MOPSIIKE.

(B pen. [Ipukasza Munsnpascoupazsurus Poccun ot 20.01.2011 N 13#n)

[Ipy BBIMUCBIBAHMM PELENTOB Ha JIEKAPCTBEHHBIE IMpemapaThl ig aMOyJaTOPHOrO JIeUeHUs
IPpaKJaH B paMKax OKa3aHUs TOCYJapCTBEHHOM COLMAIBLHON MOMOIIM M Tpa)kiaaH, UMEIOUIUX MpaBo Ha
MOJIy4YeHUE JICKAPCTBEHHBIX IperaparoB OECIUIaTHO M CO CKUIKOM, 00sS3aTelnbHO YKa3bIBaeTCS HOMED
TeneoHa, Mo KOTOPOMY pabOTHHMK aNTEYHON OpPraHM3allMM MOXKET COIJIacoBaTh C JIEYAIlUM BpPAavuoM
(BpauoM-crierMaiucToM, BpaueOHON KOMHCCHENH MEIUIIMHCKON OpraHu3ali) CHHOHUMHYECKYIO 3aMEHY
JIEKapCTBEHHOI'O IIperapara.

(B pen. Ilpukaza Munznpascorpazsutust Poccun ot 20.01.2011 N 13H)

[lynxtel 2.8 - 2.9 He npumensitorcs ¢ 1 urong 2013 roga K NpaBOOTHOIIEHUSM, CBSI3aHHBIM C
Ha3HAUYEHUEM M BBINHUCHIBAHUEM JIEKAPCTBEHHBIX IpernaparoB W MeauuuHckux uzgenuil (IIpukas
Munsapasa Poccun ot 26.02.2013 N 94n).

2.8. Peuent Ha peuentypHom Onanke Gopmbl N 148-1/y-04 (1) u N 148-1/y-06 (;1) BeIuChIBaeTCS
BpadoM (denpamepom) B 3-X 3K3EMIUIIpax, ¢ ABYMs 3K3eMIUIIpAMHU KOTOPOTro OOJILHOHM oOparmaeTcs B
anTeuHyro opranuzanuto. [locmeanuii SK3eMIuIsAp penenta MOAKJIEUBAaeTCS B aMOyJIaTOpPHYIO KapTy
O0JIBHOTO.

(B pen. IIpukaza Munznpascorpazsutus Poccuu ot 20.01.2011 N 13H)

2.9. Hapkotuueckue cpenctBa u rncuxoTpomnueie Bemectsa Crucka I qis amOynatopHoro jgedeHus
rpaxJaH B paMKax OKa3aHMs roCyJapCTBEHHON COLMAIBbHOM MOMOIIM M IpaxJaH, UMEIOLIUX MIPaBO Ha
MOJIy4€HHUE JIEKAPCTBEHHBIX IPENapaToB OECIJIATHO M CO CKUIKOM, BBIMHUCHIBAIOTCS HA CHELMAIBHOM
pelenTypHoM OJlaHKe Ha HApKOTUYECKOE CpEeICTBO M ICUXOTPOIHOE BEIIECTBO, K KOTOPOMY
JIOTIOJIHUTENBHO BBIMHUCHIBAIOTCA PELENTHI Ha perenTypHoM Osanke ¢popmbl N 148-1/y-04 (1) unu popmbl
N 148-1/y-06 ().

(B pen. [Ipukasza Munznpascoupazsutusa Poccun ot 20.01.2011 N 131)

[Tcuxorponusle BemectBa Crnucka III, wWHBIE J€KapCTBEHHBIE CpEACTBa, MOAJIEXKAIIHE
MIPEIMETHO-KOJIMYECTBEHHOMY Y4eTy, aHaOOJIMYecKHe CTEPOUIbI, TIPeTHa3HAYeHHBIE AJIs1 aMOyJIaTOPHOTO
JIeUyeHHs TPaXJaH B paMKaxX I'OCYJIapCTBEHHOH COLMAJIbHOW MOMOIIM U Tpa)</J1aH, UMEIOIIMX MpaBo Ha
MOJTyYeHHE JICKAPCTBEHHBIX IPEMapaToB OECIIAaTHO M CO CKHUJKOH, BBITUCBHIBAIOTCS HA PELENTYPHOM
omanke N 148-1/y-88, k KOTOpOMy JAONOIHHUTEIBHO BBITUCBHIBAIOTCS PELENTHl HA PEeLENnTypHOM OJaHKe
dbopmbl N 148-1/y-04 (;1) unmu hopmsbr N 148-1/y-06 (i1).

(B pen. Ilpukaza Munznpasconpassutus Poccun ot 20.01.2011 N 13#n)

[Tynkr 2.10 He npumensiercs ¢ 1 urons 2013 roga k IpaBOOTHOIIEHHM, CBA3aHHBIM C Ha3HAYEHUEM U
BBIIIMCBIBAHNEM JIEKAPCTBEHHBIX MpenapaToB U MeauuuHckux usnaenui (IIpumkas Munsapasa Poccun
ot 26.02.2013 N 94n).

2.10. I[J'Ii[ obecreueHust HAapKOTUYCCKUMU CPECACTBAMU U NCHUXOTPOIMHBIMU BCIICCTBAMU OOJIbHBIC
MPUKPCIUIAIOTCA K KOHerTHOI\/’I M€)II/IIIHHCKOI71 H anTeYHOU opranu3aiusaM II0 MECTY KHUTCJIbBCTBA B
nopsake, onpeacIsieMoOM OpraHOM HCIIOJHUTEILHOM BIIACTH CY6’BCKTE[ Poccuiickoit Gbeﬂepam/m B C(pepe
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3/1paBOOXPAHEHUS.
(m. 2.10 B pen. [Ipuka3za Munzapascoupaszputust Poccuu ot 20.01.2011 N 13H)

lll. Mopsipok ochopmneHus
TpeboBaHUN-HaKNAaAHbIX B anTe4YHYI OpraH13auuio Ha nony4veHue
nexKapcTBeHHbIX NpenapaToB AN MeAULIMHCKMX OpraHu3auum
(8B pea. Ilpukaza Munznpascoupassutus Poccun ot 20.01.2011 N 13H)

3.1. Hna oOecrneueHust Je4eOHO-IMATHOCTUYECKOTO Mpolecca MEAULIMHCKHE OpraHu3aluu
MOJIy4aloT JIEKApCTBEHHBbIE IMIpernapaThl M3 AanTeyHOM OpraHu3aluu M0 TpeOOBaHUSM-HAKIAIHbBIM,
YTBEP)KJICHHBIM B YCTAaHOBIICHHOM TOPSIJIKE.

(B pen. Ilpukaza Munznpascorpazsutust Poccuu ot 20.01.2011 N 13H)

TpeOoBaHue-HaKIaAHAS HA TMOJTYYCHHE W3 ANTCYHBIX OPraHM3AIMKA JIEKApPCTBEHHBIX IPErapaToB
JOJKHA UMETh HITaMII, KPYTUIYIO Me4aTh MEUIIMHCKON OpraHu3alnu, MOJIICh €€ PYKOBOAUTENS U €r0
3aMEeCTUTE 110 JIe4eOHOM YacTH.

(B pen. Ilpukaza Munzapasconpassutus Poccun ot 20.01.2011 N 13H)

B TpebGoBaHMU-HAKIAIHOW YKa3bIBaC€TCS HOMEp, JaTa COCTABICHHS IOKYMEHTA, OTIPABUTEIb H
Hojryyaresib JIEKapCTBEHHOI'O IpernapaTra, HaMMEHOBAHUE JIEKapCTBEHHOIO IpenapaTta (C yKa3aHUEM
J03UPOBKH, (DOPMBI BBITTyCKa (TaOIETKH, aMITYJIbI, Ma3H, CYIIIO3UTOPHH U T.II.), BHJ[ YIIAKOBKU (KOPOOKH,
¢bnakoHbl, TYObl M T.II.), CIIOCOO NMPUMEHEHUs (U1 MHBEKLMH, A HApYKHOrO NPUMEHEHHUs, Ipuema
BHYTpb, IIa3HbIE KAIJIM U T.II.), KOJMYECTBO 3aTpeOOBAaHHBIX JIEKAPCTBEHHBIX NPENapaToB, KOJIUYECTBO U
CTOMMOCTb OTIYIIEHHBIX JIEKAPCTBEHHBIX IIPENapaToB.

(B pen. [Ipukasza Munsnpascoupazsurusa Poccun ot 20.01.2011 N 13H)

HaunmMeHoBaHuUs 1I€KapCTBEHHBIX NPENApaToOB MUIIYTCS HA JIATUHCKOM SI3bIKE.
(B pen. [Ipukasza Munsnpascoupazsurusa Poccun ot 20.01.2011 N 13H)

TpeboBaHMsI-HaKIIaIHBIE HA JIEKAPCTBEHHBIE CPEJCTBA, MOIekKAIME TPEAMETHO-KOINYECTBEHHOMY
yUeTy, BBIIUCBHIBAIOTCS Ha OTHENIbHBIX OJIaHKax TpeOOBAHMN-HAKIAAHBIX JUIS KaXIOW TIPYIIIbI
IIPENapaToB.

MenuuuHCKUE OpraHu3alid TpPU  COCTABJICHHHM 3asBOK Ha HAPKOTUYECKHE CpPEICTBA U
NCUXOTpornHble BemecTBa cnuckoB I u Il momKHBI pyKOBOJICTBOBATHCS pacue€THBIMU HOPMATHBAMH,
YTBEPKICHHBIMHA B YCTAHOBJIEHHOM TIOPSIJIKE.

(8 pen. [Ipukaza Munsnpascoupazsutus Poccun ot 20.01.2011 N 13H)

3.2. TpeOGoBaHusA-HAKIAHBIE CTPYKTYPHOTO TOAPA3ACICHUS MEAUIIMHCKON  OpraHu3aIiu
(xabuHeTa, OT/IETICHHS | T.I1.) Ha JICKAPCTBEHHBIE MPENapaThl, HaMpaBIsieMble B allTEYHYIO0 OPraHU3aIINIO,
opOpMIISIOTCS B TIOpAZIKE, OmMpeaesieHHOM TyHKTOM 3.1 Hactosimei WHCTpyKIWMU, MOAMHCHIBAIOTCS
PYKOBOJHUTENEM COOTBETCTBYIOLIETO TOApa3AeNeHuss U OQOPMISIOTCS IITaMIOM METUIIUTHCKOM
OpraHu3alyHu.

[Tpu BBIMUCBHIBAHUY JIEKAPCTBEHHOT'O MpenapaTa JUlsi HHAMBUIYAIbHOTO OOJBHOTO JOMOIHUTEIBHO
YKa3bIBaeTCs ero pamuins U UHUIHAIIbI, HOMEp UCTOPUH OOJIE3HH.
(m. 3.2 B pen. IIpukaza Munsnpascoupassutus Poccun ot 20.01.2011 N 13#n)

3.3. Cromaronoru, 3yOHbI€ Bpaud MOTYT BBITTMCHIBATh 33 CBOCH TMOJMUCHIO TPEOOBAHMS -HAKIIATHBIE
TOJILKO Ha JIEKApCTBEHHBIC Mpenaparhl, MPUMEHSEMbIE B CTOMATOJIOTMYECKOM KaOuHeTe, Oe3 mpaBa
BBIJIaYM UX TAIMEHTaM Ha PYKH.
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(8B pen. IIpukasza Munsnpascoupazsurus Poccun ot 20.01.2011 N 13H)

3.4. TpeOoBaHMsl Ha sJIOBUTbIE JIEKAPCTBEHHBbIE CPEACTBA, KPOME MOJIMUCH CTOMATOJIOra WM
3yOHOTrO Bpaya, JOJKHBI UMETh HOJNHUCh PYKOBOAUTEIS YUPESKICHUS (OTIEICHUS) WIN €r0 3aMEeCTUTENS
U KPYTJIYI0 IleuaTh MEAUIIMHCKOM OpraHu3anuy.

(8B pen. [Ipukasza Munsnpascoupazsurus Poccun ot 20.01.2011 N 13H)

3.5. TpeboBaHusA-HaKIaJAHbIE HA OTHYCK YaCTHOMNPAKTUKYIOIIUM BpadyaM JIEKapCTBEHHBIX
npenaparoB (3a UCKIIOYEHHEM HApKOTHMUYECKUX CPEJICTB M MCUXOTpornHbIX BemiecTB cruckos Il u I, a
TaK)Ke JICKApCTBEHHBIX MPENaparoB, COAEPKAIIUX 3TU CPEICTBA U BElIeCTBA) 0GOPMIISIOTCS B MOPSIKE,
ompeneneHHoM 1. 3.1 - 3.4 Hacrosimeit HCTpyKIIMM, HA OCHOBAHHH JIOTOBOPA KYIUIU-TIPOJAXKH MEXKIY
YaCTHONPAKTUKYIOIIKM BpauoOM U aNTeuHOM OpraHu3anuel U JUIEH3UH Ha METUIIUHCKYIO AeITeIbHOCTb,
BBIIAaHHOH B YCTaHOBJIEHHOM IIOPSIJIKE.

(B pen. Ilpukaza Munznpascorpazsutust Poccuu ot 20.01.2011 N 13H)

3.6. B anreunbIx opranuzanusax TpeOOBaHUA-HAKIIAAHbIE JIEYEOHO-TIPOPMIAKTUUECKUX YUPEKICHUN
Ha OTIIYCK HapKOTUYECKHUX CPEJICTB U INCUXOTpONHbIX BewecTB cnuckoB Il u Il xpansrcs B Teuenue 10
JIET, Ha OTIYCK MHBIX JIEKAPCTBEHHBIX CPEJCTB, MOJUICKAIIMX MPEIMETHO-KOJINYECTBEHHOMY YYETy, - B
Te4eHHue 3-X JIET, OCTAJIbHbBIX I'PYIII JIEKAPCTBEHHBIX MPENapaToB - B TEUEHUE OJHOI0 KaJICHIapHOTO roja.
(B pen. [Ipukasza Munsnpascoupazsurus Poccun ot 20.01.2011 N 13H)

3.7. TpebGoBaHMs-HaKIaJHble MEIMIMHCKMX OpraHU3alMil JOJDKHBI XPAaHUTbCA B aNTEYHOH
OpTaHU3aIlH B YCIOBUAX, 00ECIIEYMBAIOIINX COXPAHHOCTD, B COPOIIIOPOBAHHOM M OII€YaTaHHOM BHUJIE U
oopMIIATBCA B TOMA C YKa3aHUEM MECsIa U roJia.

(B pen. [Ipukasza Munsnpascoupazsurus Poccun ot 20.01.2011 N 13H)

3.8. Yrparun cuny ¢ 1 mapra 2022 roaa. - [Ipuka3 Munznpasa Poccuu ot 24.11.2021 N 1094n.

IV. KoHTponb 3a BbinUCcbIBaHUEM peLenToB
M TpeboBaHUN-HaAKNaAHbIX HA NeKapCTBEeHHbIe npenaparTbl
(8B pen. [Ipukaza Munznpasconpa3sutus Poccun ot 20.01.2011 N 13n)

4.1 -4.4. Yrparunu cuiy ¢ 1 ntons 2013 roga. - [Ipuka3z Munzapasa Poccun ot 26.02.2013 N 94n.

CornacoBaHo

PykoBonuTens (3amecTuTeNb
pykoBoautens) PCKH Poccun
O.H.XAPUYKHNH

12.02.2007

[Ipunoxenne N 1

K MHCTpyKIIMM O TTOpsiike
BBIIMCBIBaHNUS JIEKAPCTBEHHBIX
IpernapaToB U OPOPMIICHHUS PELIEITOB
U TpeOOBaHUH-HAKIIAHBIX,
yTBepxkaeHHou [Ipukazom
Munsapascoupassutus Poccun
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ot 12 ¢espans 2007 r. N 110

NPEAENBHO AOMNYCTUMOE KOJIMYECTBO
NEKAPCTBEHHbIX CPEACTB AJ14 BbINMUCbIBAHUA HA OOWUH PELENT

Cnucok U3MEHSIOIINX TOKYMEHTOB
(B pen. ITpukazoB Munznpascorpazsutust Poccun ot 25.09.2009 N 794H,
ot 20.01.2011 N 13n)
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N HanmeHoBaHue JIeKapcTBEHHOTO dopma BeIITyCcKa U KonnyectBo
n/m cpeacTBa JT03MPOBKA
1. Bynpenopdun Tabnerku s 50 tabu.
CyOJIMHTBaJIbHOI'O MpUEMa
200 mkr 1 400 MKr
2. Bynpenopdun PacTtBop 11 nHBEKLUH,
aMILyJIbI
300 mxr/mi 1 mi 30 ammmyn
300 Mkr/mi 2 M 15 ammyn
3. bynpenopdun TpancaepmanbHas
TEpaneBTHYECKAs CUCTEMA
35 MKr/4 20 mutacr.
52,5 MKI/4 8 miacr.
70 MKT/4 5 miacr.
4, Hurunpokoaeun-perapa (II'K Kontunyc) Tabnerku a1 npuemMa
BHYTPb
60 mr 40 Tabmn.
90 mr 30 Taba.
120 mr 20 Tabn.
S. Junuaonop(mupuTpaMu) PacTBOp M1 HHBEKIUH, 50 ammyn
amnyisl 0,75% 1o 2 M
6. MopduHa ruipoxIopun PactBOp M1 HHBEKIUH, 20 ammyn
amitysiel 10 Mr B
1 mn
7. OmHomnoH PactBOp M1 MHBEKIUH, 10 ammyn
ammynbl 1% u 2% mo 1 mu
8. [Ipomenon (TpumenepuaHa ruAPOXIOPUA) TabneTku ans npuema 50 tabm.
BHYTpB 25 MT
9. [Tpomenon (TpuMenepuauHa THAPOXIOPH) PacTBop /U1 MHBEKLNH,




amiyissl 1 u 2% o 1 mn 10 amnyn
mmpuil-Tioouku 1 1 2% mo 1| 10 mmpui-Tio6uKoB
MII
10. Mopduna cyasdar (MCT koHTHHYC WK TabyeTku U Karcymbl
JPyTHUE aHAIOTH MPOIOJIKUTEIIEHOCTHIO MIPOJUICHHOTO JICUCTBUS IS
nercTBrs He MeHee 12 JacoB) npueMa BHYTPb
10 Mr 160 Tabu1.
30 mr 60 Tadu1.
60 mr 20 Ttabu.
100 mr 20 Tabm.
200 mr 20 Ttabu.
11. [Tpocunon TabneTku a1 OyKKanbHOIO 50 tabm.
npuema 10 mr u 20 mr
12. [Ipocupon PactBop ni1st nHBEKIINMH, 50 amnyn
ammyisbl 10 mr B 1 mi
13. deHTaHUIT TpancaepmanbHast
TepaneBTUYECKas CUCTeMa
12,5 MKr/gac 32 maacr.
25 MKr/gac 16 mnacr.
50 MKkr/gac 8 miacr.
75 MKr/4ac 5 mnacr.
100 mkr/4gac 4 mnacr.
(m. 13 B pen. [Ipukaza Munzapascornpazsutust Poccun ot 25.09.2009 N 794H)
14. Kogneun (kogeuna docdar) [Topomox 0,2r
15. KoMOuHMpOBaHHBIE TIEKApCTBEHHBIE TabneTku, Kancysmsl, He 6onee 0,2 r <*>
TperapaTsl, CoJepIKaIIne KoJaeHH (KoJIeHHa pPacTBOPHI U T.I.
docpar)
(B pen. [Ipukaza Munsnpascoupazsutus Poccun ot 20.01.2011 N 13H)
16. OtunMophuHa rUAPOXIOPHU (IMOHUH)

ITopomox

0,2 T <**>
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17. AmdenpamoHn (hernpaHoH) Tabnerku, npaxe 25 mr 50 Tabu.
18. XanbplHOH (TprazoiiaM) Tabnerku 250 Mkr 30 Tabm.
19. Harpus okcubGyrupar PactBop a1 npueMa BHYTph
66,7%, cupor aiis mpruema 2 ¢urakoHa
BHYTpPb 5%
20. Ddeapuna rupOXJIOPUI U IPYTHE COIU [Topormox 0,6
adenpuna

21. Teodenpun, Teobenpun-H, Heo-teodhenpun Tabnerku 30 Taba.
22. Conyran PactBop 50 mn 1 dakon
23. Cna3moBepanrus, CnazmoBepanrui-Heo Tabnetku 50 Tabu.
24. Jlpyrue KoMOMHUPOBaHHbIE JIEKAPCTBEHHBIC TabneTku, HOPOIIKU U T.1. 1 ymakoBka

mpernaparsl, CoAep Kanme dpeapruHa

THJIPOXJIOPH]L M TTO/TIeKAIINe

IPEIMETHO-KOJIMYECTBEHHOMY YUETY
(B pen. [Ipukaza Munsnpascoupazsutusa Poccun ot 20.01.2011 N 13n)
25. KomOuHMpoBaHHBIE IEKapCTBEHHBIE Kancynel, nmopomku, cupon, 1 ynakoBka

npenaparsl, coieprkalime ncepno3denpruna TaOJeTKH, KUIKOCTh IS
THJIPOXJIOPH]T M TIO/IJIeKAIINE npueMa BHYTpb U T.1.

PEIMETHO-KOJINYECTBEHHOMY YUeTy
(B pen. Ilpukaza Munznpascornpassutust Poccun ot 20.01.2011 N 13n)
26. Knodenun Ta6aerku 0,075 mr, 0,15 mr 1 ynakoBka
27. [TaxukaprvHa ruapoRoOang [Topomok 121
28. AHabonuyeckre TOpMOHBIL: TaGnerku, pacTBop s 1 ynakoBka

Mertanapocrenonon, Okcanaposion Peradosm,
Hannponon, ®enobonmn, CunabonuH u Apyrue

UHBEKIIUHA U T.J.
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29.

KomOuHMpoBaHHbBIE I€KapCTBEHHBIE
npenaparsl, copepkamne GeHIIIPONaHOIaAMIH
U TIOJJIeKAIINE MTPEIMETHO-KOJINYECTBEHHOMY

Kancynsi, TabneTku, cupor,
KaIlUICThI U T.1.

1 ymakoBka

ydery
(B pen. [Ipukasza Munsnpascoupazsurus Poccun ot 20.01.2011 N 131)
30. denobapOuTa Tabnetku 50 mr, 100 mMr 10 - 12 TabneTok
31. benzobapouran (benzonan, benzobamrur) Tabnetku 50 mr, 100 mMr 1 ynakoBka
32. [Tpumunion (I'ekcamuann, Mucosus) Tabnetku 125 mr, 250 mr 1 ynakoBka
33. Bbyropdanon (Cramosn, Mopamo:n) PactBop s nHBEKINH 2 10 ammyn

mr/mi 1 Mot
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<*> [1pu BBIMHMCHIBAHUU U OTITYCKE JIEKAPCTBEHHOTO MperapaTa MpoOU3BOIUTCS MEPECYET HA YHCTOE
BEIIECTBO.
(8B pen. [Ipukasza Munsnpascoupazsurus Poccun ot 20.01.2011 N 13H)

<#*> B Ia3HpIX KallIAX U Ma3dx JUOHUH MOXET BBIIUCBHIBATHCS B KOJUYECTBaX 10 | I mpu
HaJIMUMM yKa3aHus Bpada Ha penente "llo cnenuanbHOMY Ha3Hau€HUIO", 3aBEPEHHOTO IMOANMCHIO U
JIMYHOM TeYaThlO Bpaya, MevaTblo MEIUIIMHCKOM opranu3auuu "J{ns penentos".
(8B pen. [Ipukasza Munsnpascoupazsurus Poccun ot 20.01.2011 N 13H)

IIpumeyanue:

[Ipy BBINKCHIBAHUM HAPKOTHYECKHX JIEKAPCTBEHHBIX IpPEmapaToB, HE MPeIyCMOTPEHHBIX
HACTOSIIIUM TPHIOKEHUEM, UX TPEIETBHO JTOMYCTUMOE KOJIMUECTBO IS BBIMUCHIBAHUS B OJJHOM PELEIITEe
MOXKET B TSTh pa3 MPEBBINIATh Pa30BYI 03y, YKa3aHHYI0 B HWHCTPYKLUHUU IO METUIUHCKOMY
MIPUMEHEHHUIO BBIMICHIBAEMOTO JIEKAPCTBEHHOTO Tperapara.

(B pen. IIpukaza Munznpascorpazsutus Poccuu ot 20.01.2011 N 13H)

[Tpunoxenue N 2

K MHCTpyKIIMM O ITOpsike
BBIIIMCHIBAHUS JIEKAPCTBEHHBIX
MpermapaToB U OPOPMIICHHS PEICTITOB
U TpeOOBaHMI-HAKIAIHBIX,
yTBepxkIeHHoU [Ipukazom
Munsapascoupassutus Poccun

ot 12 ¢eBpans 2007 r. N 110

BAXHENLUME PELIENTYPHBbIE COKPALLEHUA

Coxkpaienue ITonnoe Hanncanue IlepeBon
aa ana 10, TIOPOBHY
ac.acid. acidum KHCIIOTa
amp. ampulla amIryJia
ag. agua BOJA
ag. destill. aqua destillata JTUCTHILTUPOBAHHAS BOJIA
but. butyrum Maclo (TBepaoe)
comp., Cps compositus (a, um) CIIOKHBIN
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D. Da (Detur, Dentur) Brigaii (mycTh BBIZIAHO, MYCTh OYIE€T BBIJAHO)
D.S. Da, Signa Detur, Signetur Beiaii, 0003Ha4b
[Tycts Oynet BoIAaHO, 0003HAYEHO
D.t.d. Da (Dentur) tales doses Beinaii (ITycts OyayT BbIAaHbI) TAKKE 03B
Dil. dilutus pa3BeIeHHBIN
div.in p.aeq. divide in partes aequales pa3aeny Ha paBHbIC YaCTH
extr. extractum DKCTPAKT, BBITSKKA
f. fiat (fiant) [Tycts 06pa3syercs (0OpasyroTes)
qtt. qutta, guttae Karuisi, Kariu
inf. infusum HacTOU
in amp. in ampullis B aMITyJ1ax
in tabl. in tab(u)lettis B TabJIeTKax
lin. linimentum KUK Ma3b
lig. liquor KHUJIKOCTb
m. pil. massa pilularum NIITIOJIbHAS Macca
M. Misce, Misceatur Cwmeraii (ITycts Oymer cMemaHo)
N. numero YHCIIOM
ol. oleum Macito (KUIKOE)
past. pasta rnacra
Ppl. pilula TIVUTIOJIST
p.aeq. partes aequales PaBHBIE YaCTH
ppt., praec. praecipitatus OcaxIeHHBIH
pulv. pulvis [MTopomiok
g.s. quantum satis Ckonbko notpedyeTcst, CKOJIbKO HaJ10
r., rad. radix KOPEHb
Rp. Recipe Bozbpmu
Rep. Repete, Repetatur [TosTopu (IlycTh OymeT mOBTOpPEHO)
rhiz. rhizoma KOPHEBHUIIIE




S. Signa, Signetur O603unaub (ITycts Oymer 0603HAYCHO)
sem. semen cemst
simpl. simplex IPOCTOI
sir. sirupus CHPOII
sol. solutio pacTBop
supp. suppositorium cBeua
tabl. tab(u)letta TabyieTka
t-ra, tinct. tinctura HacTOWKa
ung. unguentum Masb
vitr. vitrum CKJISTHKA

[Tpunoxenue N 3

K MHCTpyKIIMM O ITOpsiake
BBIIIMCHIBAHUS JIEKAPCTBEHHBIX
MpermapaToB U OPOPMIICHHS PEICTITOB
U TpeOOBaHMI-HAKIAIHBIX,
yTBepxkaeHHOoU [Ipukazom
Munzapagcoipaszsutusi Poccun

ot 12 ¢eBpans 2007 r. N 110

00 YHUUTOXCHUU Tpe60BaHHﬁ-HaKJ’IaZ{HLIX AT TIOJTYYCHUA
HAapKOTHYCCKHUX CPCACTB U IICUXOTPOITHBIX BEIICCTB

IO UCTCUYCHHUU CPOKOB UX XPAHCHUS

Yrparun cuty ¢ 1 mapta 2022 rona. - [Ipukaz Munznpasa Poccun ot 24.11.2021 N 10944.

[Ipunoxenne N 4

K MHCTpyKIIMM O TTOpsiike
BBIIIMCBIBAaHUS JIEKAPCTBEHHBIX
npenapaTroB U 0(hOPMIICHHSI PELICTITOB
U TpeOOBaHUH-HAKIIAHBIX,
yTrBepxKaIeHHOU [Ipukazom
Mun3apasconpassutus Poccun

ot 12 ¢espans 2007 r. N 110

00 YHUYTOXEHUH TpeOOBAHUN-HAKIIAHbBIX
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AJIA TTOJTYYCHUS MHBIX JICKAPCTBCHHBIX CPCACTB, IMOJICIKAIINX
MpECAMETHO-KOJIIMYECTBECHHOMY YUYCTY, I10 HCTCYCHHUHN CPOKOB
HUX XpaHCHUA

VYrpatun cuiy ¢ 1 mapta 2022 roga. - [Ipukaz Munzapasa Poccun ot 24.11.2021 N 1094m.

[Ipun. 14 we npumensercs c¢ 01.07.2013 k npaBOOTHONIICHHWSM, CBS3aHHBIM C Ha3HAYCHHEM U

BBIIIMCBHIBAHUEM JIEKAPCTBEHHBIX INpenapaToB U MeauuuHckux usnaenuid (Ilpukas Munsapasa Poccuu
ot 26.02.2013 N 94n).

[Ipunoxenne N 14

K [Ipukaszy
Munsapascoupassutus Poccun
ot 12 despamns 2007 r. N 110

MHCTPYKLUUA
O NOPAQKE HA3HAYEHUSA U BbINMUCbIBAHUA U3OENUA
MEOWUUHCKOIO HASHAYEHUA U CNELUUWAJIM3UPOBAHHbIX MPOAYKTOB
NEYEBHOIO NUTAHUA ANA OETEU-MHBANUAOOB

CHuCcoK U3MEHSIOMINX TOKYMEHTOB
(B pen. [Ipukaza Munsnpascoupazsurusa Poccun ot 20.01.2011 N 13n)

1. M3nenust MEIUIIMHCKOTO HAa3HAYEHMsI U CHELUAIU3UPOBAHHBIE MPOAYKTHI JI€4eOHOro MUTAHUS
JUId  JIeTed-MHBAIWJIOB HA3HAYalOTCS W BBIIUCBHIBAIOTCS B paMKax IPEIOCTABICHUS OTAEIbHBIM
KaTeropusiM rpa’kJaH rocyAapCTBEHHOM COIMaIbHOM MOMOIIM B BUA€ HA00Opa COIMAIBHBIX YCIYT.
(m. 1 B pen. [Ipukaza Munzapascoupassutust Poccun ot 20.01.2011 N 13n)

2. V3nenust MeIUIIMHCKOTO Ha3HAYEHUS HA3HAYAIOTCS M BBITUCHIBAIOTCS Bpadamu ((embamepamu)
MEJIUIIMHCKUX OPTaHU3aIMi, OKa3bIBAIOIINX MEPBUYHYIO MEIUKO-CAHUTAPHYIO TTOMOIITb.
(8 pen. [Ipukaza Munsnpascoupazsutus Poccun ot 20.01.2011 N 13H)

Crnenuanu3upoBaHHbIE TPOAYKTHI JI€YEOHOTO0 THUTAaHUA IS JCTEH-MHBAIMIOB HA3HAYAIOTCS
BpayaMu MEJUIMHCKUX OPraHU3alUi, OKa3bIBAIOIINX MEIUKO-TEHETUYECKYIO IIOMOIIb, U BBIMUCHIBAIOTCA
BpayaMd  MEIMIIMHCKAX  OpTaHM3allii, OKAa3bIBAIOIIMX  MEIUKO-TEHETUYECKYI0 TOMOIb, WM
BpadyaMu-CIeIaIMCTaMu (B Cllydae WX OTCYTCTBHS JIeYalllUM BpadyoM) MEAMIIMHCKHX OpTraHU3aIui,
OKa3bIBAIOIINX MEPBUYHYIO MEIUKO-CAHUTAPHYIO TTOMOIIIb.

(8 pen. [Ipukaza Munsnpascoupa3sutus Poccun ot 20.01.2011 N 13H)

3. PeuenTm BBIIIMCBIBAIOTCA Ha HU3ACTIUA MCEIUOWHCKOIO HA3HAYCHHUA W CHCHHUAIIM3WUPOBAHHBLIC
IIPOAYKTHI JIe4eOHOI0 MUTAHUS JJIs HCTCﬁ-HHBaHHHOB, BKJIFOUCHHBIC B IICPCUHU I/ISILCJ'II/Iﬁ MCIUIMHCKOTO
Ha3sHA4YCHUA W CHCHHUAIM3WUPOBAHHBIX IIPOAYKTOB JIe4eOHOTO  MHUTAHMS JUIA HeTeﬁ-HHBaHH}IOB,
YTBCPKAACMBIC B YCTAHOBJICHHOM ITOPSAOKE.

4. PeuieniThbl BRINMKCHIBAIOTCS Ha perenTypHbIx O0mankax gopmel N 148-1/y-04 (i) u N 148-1/y-06 (1)
B COOTBETCTBUU C TpeOOBAaHUSAMH, MpeaycMOTpeHHbIMH pazzaernamu [ u Il MHcTpykimuu o mopsiake
BBINACHIBAHUS JIEKAPCTBEHHBIX TMPENMapaToB W OQOPMIICHHS PEHenTOB M TpeOOBaHUII-HAKIIATHBIX
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(mpunoxxerne N 13).
(B pen. Ilpukaza Munznpascorpazsutusi Poccuu ot 20.01.2011 N 13H)

5. HpI/I BBIITHCBIBAHNN XPOHUYCCKHUM 0O0JIbHBIM PCUCIITOB Ha CICHUAIM3UPOBAHHBIC IPOAYKTHI
JIeueOHOI0 MUTaHUS JIIA HeTeﬁ-HHBaﬂHHOB BpadaM paspeiiacTcsa yCTaHaBJIMBAThL CPOK HeﬁCTBHH peuciTa
B [Ipcaciax 10 OJHOIo roaa.

[Ipu BBIMUCHIBAHUHW TaKUX PEIENITOB Bpad JOJKEH ClAeNaTh MOMETKY "XpoHU4yeckoMy OonbHOMY",
yKa3aThb CpPOK JEHCTBUS pelenTa W NEPUOJUYHOCTh OTIYCKa CIEIUAIM3UPOBAHHBIX MPOJIYKTOB
7e4eOHOro MUTAHUS Ul JeTeH-UHBATUAOB U3 alTeYHOro ydpekaeHus (opraHusanuu) (exKeHeaelbHO,
€XKEMECSYHO U T.N.), 3aBEPUTh ATO YKa3aHUE CBOEH MOJMUCHIO U JUYHOU MEYaThlO, a TAKXKE MEUaAThIO
MEIUIMHCKON opranu3zanuu "J{ns penentos".

(B pen. [Ipukasza Munsnpascoupazsurus Poccun ot 20.01.2011 N 13H)

[Mpun. 15 ne mnpumensercs c¢ 01.07.2013 x npaBOOTHONICHUSAM, CBSI3aHHBIM C XPAaHCHHEM

pelenTypHbIX OJaHKOB Ha JIEKAPCTBEHHbIE MpernapaTel U MeaunuHckue uznenus (Ilpukaz Munsnpasa
Poccum ot 26.02.2013 N 94n).

[Ipunoxenne N 15

K [Ipukasy
Munsapascoupassutus Poccun
ot 12 despamns 2007 r. N 110

MHCTPYKLUUA
O NOPAAOKE XPAHEHUA PELEMNTYPHBIX BJIAHKOB

CHUCOK U3MEHSIONINX TOKYMEHTOB
(B pen. ITpukazoB Munznpascorpazsutust Poccun ot 25.09.2009 N 794H,
ot 20.01.2011 N 13n)

1. MeauuuMHCKHE OpraHu3alldyd TOJy4YalOT HEOOXOJUMbIE pELENTypHble OJIaHKM uepe3
TEPPUTOPUAJIBHBIE OpraHbl YIPABICHUS 3PaBOOXPAHEHUEM MJIM OPTaHMU3alMH, YIIOJHOMOYEHHBIE HA 3TO
OpraHaMy UCIOJHUTENIbHOH BiacTu cyobekToB Poccuiickoit denepanun.

(B pen. Ilpukaza Munznpasconpassutus Poccun ot 20.01.2011 N 13n)

3amac pelenTypHbIX OJIaHKOB B MEIMLIMHCKUX OPraHU3alMAX HE JI0JKEH MPEBbIIIATh MOJIYTro10BOM,
a CIeUAIbHBIX PELENTYPHBIX OJAHKOB Ha HAPKOTHUYECKUE CPE/ICTBA U IICUXOTpOIHbIe BemecTBa Crincka
Il - MecssuHOM MOTPEOHOCTH.
(B pen. Ilpukaza Munznpascornpassutus Poccun ot 20.01.2011 N 13#1)

YacTHOMPAKTUKYIOIME Bpayll CaMOCTOSITENIbHO 3aKa3bIBalOT OJIAHKM PELENTOB (32 UCKIIOUEHUEM
CMELUANBHBIX PEUENTYpHBIX OJAaHKOB HAa HAPKOTUYECKOE CPEACTBO M MCHUXOTPOITHOE BEIIECTBO) C
yKa3aHueM TUIMOorpad)cKuM CrocoboM B BEpXHEM JIEBOM YIJIy ajpeca Bpada, HOMEpa, JaThl U CpOKa
NEUCTBUS JIMLEH3UM, HAUMEHOBAHMSA OpraHa TIOCYJapCTBEHHOM BIIACTH, BBIIABIIEIO JOKYMEHT,
MOATBEPK AU HATMUKE JTUICH3UH.
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2. B KaxnoW MEIUMIMHCKOM OpraHu3aluy IpPHUKa30oM pPYKOBOAWTENS Ha3HadaeTrcs JIULO,
OTBETCTBEHHOE 32 IIOJy4YEeHUE, XPAHEHHE, YUET U BbaUy BCEX BUIOB PELENTYPHBIX OJaHKOB.
(B pen. [Ipukasza Munsnpascoupazsurusa Poccun ot 20.01.2011 N 13n)

3. PenentypHple OJaHKH JOJDKHBI XPaHUTBCS OTBETCTBEHHBIM JIMIIOM TIIOJ 3aMKOM B
MeTaJTM4IeckoM mkady (ceide) mim MEeTAITMIeCKOM SIIUKE, a CIIelUalbHbIE pelenTypHble OJIaHKH Ha
HApKOTHYECKOE CPEICTBO M MICUXOTPOITHOE BEIIECTBO - B celde.

YacTHONPAKTUKYOIIUNA Bpad JOJDKCH XPAaHHUTh pEIeNnTypHble ONaHKU TMOJ 3aMKOM B
MeTaundeckoM mkady (ceide) uim suuke.

4. VYuer peuenTypHbIX OJAaHKOB 1O BHJAM BeJeTCA B JKypHaJlaX, NPOHYMEPOBAHHBIX,
MIPOLTHYPOBAHHBIX U CKPETJICHHBIX MOJAMUCHI0 PYKOBOJIUTEIS U MEYaThI0 METUIIMHCKON OpraHu3aiuu Mo
ycraHoBieHHbIM hopmam (riprioxenuss N 10 u N 11).

(B pen. IIpukazoB Munszapasconpassutus Poccun ot 25.09.2009 N 7941, ot 20.01.2011 N 13H)

5. TlocTossHHO AEMCTBYrOIAs KOMHMCCHS, CO3JaBacMas B MEIUUMHCKOW OPraHM3aluH, MPOBEPSET
COCTOSIHUE XPAaHEHUs, yueTa, (PaKTUYEeCKOe HAJIMYUE U PAcXo]] CIIEHUABHBIX PELeNTypHbIX OJaHKOB Ha
HapKOTUYECKOE CPEACTBO U IICUXOTPOIHOE BELIECTBO OJIMH pa3 B MECSI] U IPYIUX PELENTYPHbIX OJIaHKOB
- OJIUH pa3 B KBapTaJ.

(B pen. [Ipukasza Munsnpascoupazsurus Poccun ot 20.01.2011 N 13H)

B CJIydac HECOBIAJACHUS KHHKHOI'O OCTATKa PCHCHTYPHBIX OJIaHKOB C (1)3.KTI/I‘ICCKI/IM HaaIn4ucm
JIMIO, OTBCTCTBCHHOC 3a IIOJYYCHHUC, XPAaHCHUC, Y4YC€T U BblAady PCUCITYPHBIX 6JIaHKOB, HECECT
OTBCTCTBCHHOCTD, IIPEAYCMOTPCHHYIO 3aKOHOAATCIILCTBOM Poccuiickoii cDeI[CpaLII/II/I.

6. Opransl ynpaBieHUs 3/ApaBooxpaHeHueMm cyobekToB Poccuiickoit ®enepanuu npu
o0cieIoBaHNHN MEIUIIMHCKUX OPTaHU3alii KOHTPOIUPYIOT UCIIONIb30BAHUE U 00ECIIEYeHHE COXPAHHOCTH
pelenTypHbIX OJaHKOB.

(B pen. Ipukaza Munsapascorpa3sutust Poccuu ot 20.01.2011 N 131)

7. PenentypHble OJIaHKH B KOJIMYECTBE 2-HEJCIHHOM MOTPEOHOCTH BBIJAIOTCS MEIUITMHCKUM
paboTHUKAM, UMEIOIIUM MPABO BBHIMHCHIBAHUS PEIENTOB, MO PACIOPSHKEHUIO TJIABHOTO Bpaya WU €ro
3aMEeCTUTES.

8. Jlewamemy Bpauy paspeliaercs BbIJaBaTh €IMHOBPEMEHHO He Ooliee AECSITH CHEeIHaTbHBIX
pEelEenTypHbIX OJaHKOB Ha HAPKOTHYECKOE CPEACTBO W TICHMXOTPOIHOE BEIIECTBO YCTAHOBIIEHHOTO
oOpasia A7 BBIMUCHIBAHUS HAPKOTUYECKUX CPEJICTB U MCUXOTPOMHbBIX BemecTB Crincka II.

9. IlomydeHHble penenTypHble OJaHKU MEAUITTHCKUE PAa0OTHUKH JOHKHBI XPAaHUTh B TTIOMEIICHUSX,
00eCreunBaOIIUX UX COXPAHHOCTD.

CornacoBaHo

PykoBonuTens (3amMmecTuTeNb
pykoBonutens) ®CKH Poccun
O.H.XAPUYKHNH

12.02.2007
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