MHUHUCTEPCTBO 3IPABOOXPAHEHHSI U COLTMAJIBHOI'O PA3BUTHA
POCCHUUCKOU ®EJEPALIUN

INPUKA3
ot 12 ¢pepaus 2007 r. N 110

O INOPSJAKE
HA3HAYEHMWS U BbIIIUCBIBAHUSI JIEKAPCTBEHHBIX TIPEITAPATOB,
W3JIEJINI MEJUIIMHCKOI'O HASHAYEHMS Y CHEIIUAJIU3UPOBAHHBIX
MNPOAYKTOB JIEUEBHOI'O IUTAHUSA
CHmCOK M3MEHSIOIINX TOKYMEHTOB
(B pen. IIpukazoB Munzapascoupassutus Poccun ot 27.08.2007 N 560,
ot 25.09.2009 N 794H, ot 20.01.2011 N 13H,
[IpukazoB Munznpasa Poccuu ot 01.08.2012 N 544,
ot 26.02.2013 N 94n)

B cootBercTBUM cO cratheit 6.2 DenepanbHoro 3akoHa ot 17 uwoas 1999 r. N 178-®3 "O
rocygapcTBeHHOM conuansHoit nomoiu" (CoOpanue 3akoHojaTenbcTBa Poccuiickoit depepanuw,
1999, N 29, ct. 3699; 2004, N 35, ct. 3607; 2006, N 48, c1. 4945; 2007, N 43, ct. 5084; 2008, N 9, cT.
817; N 29, ct. 3410; N 52, ct. 6224; 2009, N 18, ct. 2152; N 30, ct. 3739; N 52, cT. 6417; 2010, N 50,
cT. 6603) u B mensx oOecrnedyeHUs TpakAaH, B TOM YHCIE HMMEIOLIMX I[PaBO Ha MOJy4YeHHE
rOCYJapCTBEHHON COIMAJbHONW TIOMOIIM, IO pernentam Bpada (denpamepa) HEOOXOAUMBIMU
JIEKapCTBEHHBIMM IperapaTamMy, H3ACIHSAMH MEIMLMHCKOTO0 Ha3HAueHHs U CIeLUaTu3upPOBAaHHBIMU
IIPOJYKTaMHU JIeUeOHOr0 MUTAHUS JJIs AeTeH-UHBAIN/I0B, IPUKA3bIBAIO:

(npeambymna B pea. [Ipukaza Munznpascoupazsutusi Poccun ot 20.01.2011 N 13n)

1. YTBepauTh:

1.1. ®opmy "CreunanbHblii peLENTYpHBIM OJIaHK Ha HapKOTUYECKOE CPEJICTBO U MCUXOTPOITHOE
BEIIECTBO'" corjacHo npuiioxenuto N 1;

(npunoxenue N 1 yrpatuno cuny c 1 nrons 2013 roaa. - Ilpukaz Munznpasa Poccun ot 01.08.2012 N
54H)

1.2. HWHctpykuuio mno 3anonHeHuo @opmbl  "CrenuanbHbl  pelenTypHbld OlaHK Ha
HapKOTHUYECKOE CPEACTBO U IICUXOTPOIHOE BEIIECTBO" COIIACHO NPUIIoKeHUI0 N 2;

(mpunoxenue N 2 yrpatuno cuiy ¢ 1 utons 2013 rona. - Ilpuxaz Munznpasa Poccun ot 01.08.2012 N
54H)

1.3. ®opmy N 148-1/y-88 "Penientypnsriii 61ank" cormacHo npuiioxkeHuio N 3;

(mpunoxenue N 3 yrpatuno cuiy ¢ 1 nronsa 2013 rona. - [Ipukaz Munsnpasa Poccun ot 26.02.2013 N
94n)

1.4. VHctpykuuto no 3amonHeHHIo ¢opmbl N 148-1/y-88 "Penentyphblii O1aHk" corjacHo
puioxkeHuro N 4,

(mpunoxenue N 4 yrpatuno cuiy ¢ 1 urong 2013 roaa. - [Ipuxa3z Munsnpasa Poccun ot 26.02.2013 N
94n)

1.5. ®opmy N 107-1/y "PeuentypHslii 6s1aHK" cornacHo npuioxkeHuo N 5;

(mpunoxenue N 5 yrpatuno cuiy ¢ 1 utons 2013 rona. - Ilpuxaz Munznpasa Poccun ot 26.02.2013 N
94H)

1.6. Unctpykmuio mno 3anonHeHuto ¢opmel N 107-1/y "Peuentyphbiii OmaHk" coriacHo
npuioxeHuto N 6;

(mpunoxenue N 6 yrpatuno cuiy ¢ 1 utons 2013 rona. - Ilpukaz Munznpasa Poccun ot 26.02.2013 N
94n)

[Tpunoxxenne 7 He mpumensierca ¢ | uronst 2013 roma K NMpaBOOTHOIIEHUSIM, CBSI3aHHBIM C
Ha3HAYEHUEM U BBINMCHIBAHUEM JIEKAPCTBEHHBIX IMpenaparoB U MenuuuHckux wuzaenuit (Ilpukas
Munsapasa Poccun ot 26.02.2013 N 94n).

1.7. ®opmy N 148-1/y-04 (1) "Penent" cormacuo nmpunoxenuto N 7;
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[Ipunoxenue 8 He mpumensierca ¢ | umronst 2013 roma K MpaBOOTHOIICHUSIM, CBS3aHHBIM C
HAa3HAYCHUCM U BBIIIHUCBIBAHUCM JICKAPCTBCHHBIX MPCHApaTOB W MCAULUHCKHUX I/ISILCJII/Iﬁ (Hpmca3
Munzapasa Poccun ot 26.02.2013 N 94n).

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

[Ipunoxenue 9 He nmpumensierca ¢ 1 uronst 2013 roma K MpaBOOTHOIICHUSIM, CBS3aHHBIM C
Ha3HAYCHHEM M BBIMUCHIBAHUEM JIEKAPCTBEHHBIX IMpernapaTtoB M meaunuHckux wusnenuit ([lpukas
Munzapasa Poccun ot 26.02.2013 N 94n).

Koncynprantllmoc: npumeuanue.

B odunuanpbHOM TeKcTe JTOKYMEHTa, BUIMMO, [OIMYIICHA OIedaTka: B MPHIOKEHUH 9
conepxutcss MucTpykmus no 3amonmHeHuto Gopm N 148-1/y-04 (1) "Pement" m N 148-1/y-06 ()
"Peuent".

1.9. UucTpykumio no 3anoHeHuto Gopmsel N 148-1/y-06 (1) "Penent” u dopmser N 148-1/y-06 (i1)
"Penent" cornmacuo npuioxenuto N 9;

[Ipunoxenue 10 He nmpumensiercss ¢ 1 urons 2013 rona K MpaBOOTHOILICHUSIM, CBSI3aHHBIM C
Ha3HAYCHHEM M BBIMUCHIBAHUEM JICKAPCTBEHHBIX IMpernapaTtoB W meaunuHckux wusnenuit ([Ipukas
Munzapasa Poccun ot 26.02.2013 N 94n).

1.10. ®opmy N 305-1/y "Kypnan ydera B MeAUIIMHCKUX opranu3zanusx ¢opmel N 148-1/y-88
"Penentypusbiii OmaHk", ¢popmer N 148-1/y-04 (1) "Pement”, dopmer N 148-1/y-06 (i1) "Pement",
¢dopmel "CriennanabHbIA PeLeNTYPHBIN OJaHK HA HAPKOTUYECKOE CPEJICTBO U IICUXOTPOIHOE BEIIECTBO"
cornacHo npuioxenuto N 10;

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

[Tpunoxxenne N 11 yrparuno cuny c¢ 1 umrons 2013 ropa. - Ilpukaz MunsapaBa Poccun ot
26.02.2013 N 94m.

1.11. ®opmy N 306-1/y "Xypnan yueta B MEeIUUMHCKUX opranuzauusx ¢opmel N 107-1/y
"PenenTypHslii 6i1ank" cornacHo npuinoxxenuto N 11;
(8 pen. [Ipukaza Munsnpascoupa3sutus Poccun ot 20.01.2011 N 13H)

ITpunoxxenne N 12 yrpatuno cuny c¢ 1 wmrons 2013 roma. - Ilpuxaz Munsnpasa Poccum or
26.02.2013 N 94=n.

1.12. HCTpYKIMIO O MOpSAAKE Ha3HAUYEHHUS JIEKApPCTBEHHBIX MPENapaToB COMVIACHO MPUIOKEHUIO
N 12;
(B pen. [Ipukasza Munsnpascoupazsutusa Poccun ot 20.01.2011 N 13H)

1.13. VHCTpyKUMIO O TOPSAIKE BBINHUCBIBAHUS JIEKAPCTBEHHBIX NpenapaToB M 0GOpMIICHUS
pEeLenToB U TpeOOBaHUNH-HAKIIAAHBIX COTJIAacHO mpuiokeHuto N 13;
(B pen. IIpukaza Munznpasconpazsurus Poccun ot 20.01.2011 N 13H)

[Tpunoxxenne 14 ne nmpumensiercs ¢ 1 urona 2013 roma K NMpPaBOOTHOIIEHUSIM, CBSI3aHHBIM C
Ha3HAYCHUEM U BBIIUCBHIBAHUEM JIEKApPCTBEHHBIX NpernaparoB U MeauuuHckux wusaenuit (Ilpukas
Munsapasa Poccun ot 26.02.2013 N 94n).

1.14. UHCTpYKUMIO O TOPSI/IKE HA3HAUEHHUS M BBIMUCHIBAHUS U3/1ENIMNA MEIUIIMHCKOTO Ha3HAUYECHUS
U CHEIUATU3UPOBAHHBIX TMPOAYKTOB JIEUEOHOrO THTAaHUS Ui JIETeH-WHBAIHIOB  COTJIACHO
npuinoxenuto N 14;

[Tpunoxxenne 15 He nmpumensiercs ¢ 1 urona 2013 rona K MpaBOOTHOIIEHUSIM, CBSI3aHHBIM C
XpaHEHUEM pEeLENTypHBIX OJIAHKOB Ha JIEKApCTBEHHBIE MpenapaTsl U MeaunuHckue uznenus (Ilpuxasz
Munsapasa Poccun ot 26.02.2013 N 94n).

1.15. THCTpYKIUIO O MOPSIIKE XPAaHEHUS PEIENTYPHBIX OJIAaHKOB COTJIACHO MpriokeHuto N 15.
2. @enepanpHOI Ccy)kOe MO Ham30py B cdepe 3ApaBOOXPAHCHHS W COIUATBLHOTO Pa3BUTHS
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o0ecneunTh KOHTPOJIb 3a COOJIOJEHHEM TMOps/IKa Ha3HAYEHUS, BBITUCBIBAHUS JIEKAPCTBEHHBIX
NPEenapaToB, U3ACIUNH METUIIMHCKOIO Ha3HAYCHHsS W CHEIHMAIM3HPOBAHHBIX MPOJIYKTOB JIEYeOHOTO
MUTAHUS 1715 1eTel-UHBAINIOB.

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

3. Ilpu3Hath yTpaTUBIIUMHU CHITY:

[Tpuxa3z MunucrepcrBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 23 aBrycra 1999 r. N 328
"O panroHaIbHOM Ha3HAUEHUU JIEKApPCTBEHHBIX CPECTB, MPaBUIaX BBHITUCHIBAHUS PELENTOB HA HUX U
NOpAJKE MX OTHyCKa AaNTeYHbIMM  yUYpEeXJIEHUsAMHU (opraHuzanusMu)"  (3aperucTpupoBaH
MunuctepctBoM roctuninu Poccuiickoit @eneparuu 21 oktsaopst 1999 r. N 1944);

[Ipuka3 MunucrepctBa 3apaBooxpanenus Poccuiickoin @enepanun ot 9 suBaps 2001 r. N 3 "O
BHECEHMM WH3MeHeHul u ponosHeHuil B [lpuka3 MunzgpaBa Poccum ot 23.08.99 N 328 "O
paloHaIbHOM Ha3HAYEHUH JIEKAPCTBEHHBIX CPEACTB, MPaBUJIAX BBIMHMCHIBAHUS PELENITOB HAa HUX U
NOpAJKE MX OTHyCKa AaNTEYHbIMM  YUpPEXKJIEHUsAMHU (opraHuzanusmMu)"  (3aperucTpupoBaH
MunucrtepctBoM roctuninu Poccuiickoit deneparuu 23 saBaps 2001 . N 2543);

[Tpuxa3z MunucrepcrBa 3apaBooxpanenust Poccuiickoit @enepauuu ot 16 mas 2003 r. N 206 "O
BHECEHUM W3MEHEHUMH u jonosHeHud B [Ipukaz MwunszapaBa Poccum ot 23.08.99 N 328"
(3apeructpupoBad MunuctepctBoM roctuiuu Poccuiickoit @enepanuu 5 utons 2003 r. N 4641);

[Ipuka3z MunucrepcTBa 3apaBooxpanenust Poccuiickoit @eaepanun ot 19 nekadbps 2003 r. N 608
"O BHecenun wusmeHeHuil B Ilpuxaz MunznpaBa Poccun ot 23.08.99 N 328" (3aperucrpupoBan
MunucrtepctBoM roctunimu Poccuiickoit @eneparuu 21 saBapst 2004 . N 5441);

IIpuka3s MuHuCTEpCTBA 31paBOOXPAHEHUs U cOLMAIbHOrO pa3sutus Poccuniickoit denepanuu oT
22 nosi6ps 2004 r. N 257 "O BHecenuu aononHenuii B [Ipuka3z Munsapasa Poccun ot 23 aBrycra 1999
roga N 328 "O pauuoHanbHOM Ha3HAYEHUM JIEKAPCTBEHHBIX CPEICTB, IPAaBUJIAX BBINHUCHIBAHUS
pelenToB HAa HHUX U TMOPAJKE HX OTIMYCKa aNnTEeYHbIMU YUPEXKICHUSMHU (OpraHu3alusIMu)"
(3apeructpupoBan MunucrepctBom roctutiuu Poccuiickoit deneparuu 30 Hosi0ps 2004 1. N 6148);

[Tpuxa3z MuHHCTEpCTBa 3IpaBOOXpaHEHUsI U collUaibHOro pa3Butus Poccuiickoit @enepanun ot
16 mapra 2005 r. N 216 "O BHecenuu usmeHeHus B Ilpuxaz MuHucrtepcTBa 31paBOOXpaHEHUs
Poccuiickoit ®eneparuun ot 23 aerycra 1999 roma N 328 "O panuoHaJbHOM Ha3HAYE€HUH
JIEKapCTBEHHBIX CPEACTB, IPaBWJIAX BBIIMCHIBAHUS PELENTOB HAa HUX U MOPAJIKE HX OTIIycKa
anTeUHbIMH  YUYpeXACHUSIMH (opraHuzanusMu)" (3apeructpupoBaH MUHHCTEPCTBOM  IOCTHIIMH
Poccuiickoit ®eneparuu 8 anpens 2005 r. N 6490);

[Tpukaz MuHHCTEpPCTBA 3/IPaBOOXPAHEHUS U CONMAIBLHOTO pa3BuTusi Poccuiickonn denepanuu Ot
29 ampens 2005 r. N 313 "O BHecenuu wusMeHeHMl B MHCTpyKUMIO O TOpSAKE Ha3HAYCHUS
JIEKapCTBEHHBIX CPEJICTB U BBINMCHIBAHUS PELENITOB HA HUX, YTBEPKACHHYIO [Iprnkazom MunucrepcTsa
3npaBooxpaHeHus Poccuiickoii ®enepanuu ot 23 asrycra 1999 r. N 328" (3apeructpupoBaH
MunucrepctoM roctunnu Poceniickont @enepanun 20 mas 2005 r. N 6607);

nyHkT 2 Ilpmkaza MwuHHCTEpCTBAa 31paBOOXpPAHEHUs W COLMAIBHOIO pa3BUTHSA Poccuiickoin
@eneparun ot 14 nexabps 2005 r. N 785 "O mnopsake OTHycKa JIEKapCTBEHHBIX CpeicTB”
(3apeructpupoBan MunucrepctBoM octuninu Poccuiickoit @eneparnuu 16 susaps 2006 r. N 7353);

IIpuka3s MuHHCTEpCTBA 31paBOOXpAaHEHUs U colManbHOro pa3surus Poccuiickoii denepanuu or
13 urons 2006 r. N 476 "O BHecenuum usmeHenuil B Ilpuka3 MuHucTepcTBa 374paBOOXpaHEHUS
Poccuiickoit ®denepannu ot 23 aBrycra 1999 r. N 328 "O paunoHaibHOM Ha3HAYEHUH JIEKAPCTBEHHBIX
CPEICTB, MpaBUiaX BBINUCHIBAHUS PELENTOB Ha HHUX M TMOpSJKE HX OTIycKa anTeYHbIMU
yupexaeHussMu  (opranuzanmsaMu)"  (3apeructpupoBaH MuHHCTEpCTBOM rocTuiuu  Poccuiickoit
®eneparuu 13 urons 2006 r. N 8044);

IIpuka3s MuHHCTEpCTBA 31paBOOXpAaHEHUs U colManbHOro pa3surus Poccuiickoii denepanuu or
17 ¢espana 2006 r. N 97 "O mnopsake BBINUCBIBAHUS PELENTOB Ha JIEKAPCTBEHHBIE CPEICTBA
OTJENBbHBIM KaTerOpUsM TpakJaH, MMEIOLIMX IPAaBO Ha IOJIyYEHHE TOCYAAPCTBEHHOW COLMAIBHOU
MOMOIIH, B paMKaX peajiu3aluu JTOMOJHUTEILHOTO JEKapCTBEHHOIo obecrneueHus" (3aperucTpupoBaH
MunucrepcTBoM roctuimu Poccuiickoit @eneparuu 6 mapta 2006 r. N 7561).

Bpuo Munucrpa
B.N.CTAPOJIYEOB

[Ipunoxenne N 1
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K [Ipukaszy
Munsapascoupassutusi Poccun
ot 12 ¢espamns 2007 r. N 110

Koncynsrantlntoc: npumedanue.
[Ipukazom MunznpaBa Poccun ot 01.08.2012 N 54n yrBepknena @Popma N 107/y-HII
"CrienanbHbIi peHenTypHbId OJJaHK Ha HAPKOTHYECKOE CPEICTBO I MICUXOTPOITHOE BEIIECTBO" .

D®OPMA
CIIEOUAJIBHOTI'O PEHEINITYPHOI'O BJIAHKA HA HAPKOTHYECKOE CPEACTBO
N IICUXOTPOITHOE BEHIECTBO

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

[Ipunoxenne N 2

K [Ipukaszy
Mun3apasconpassutus Poccun
ot 12 despamns 2007 r. N 110

Koncynsrantlntoc: npumedanue.

[Tpukazom Munznpasa Poccun ot 01.08.2012 N 54H yrBepknensl [IpaBuiia odopmiterus: hopmbl
N 107/y-HII "CneuuanbHblii penenTypHblii OJJaHK Ha HapKOTUYECKOE CPEJICTBO WMJIM ICUXOTPOIHOE
BEILIECTBO".

HHCTPYKLIMS _
1O 3AITOJIHEHHUIO ®OPMBbI "CIIENMAJIBHBIN PELEIITYPHBIU BJIAHK
HA HAPKOTHYECKOE CPEACTBO U IICUXOTPOITHOE BEIIECTBO"

VYrparuna cuny ¢ 1 nrons 2013 roga. - [Ipukasz Munsgpasa Poccun ot 01.08.2012 N 54h.

[Tpunoxenne N 3

k [Ipuka3zy
Munsapascoupassutus Poccuun
ot 12 ¢eBpans 2007 r. N 110

Koncynbrantllmtoc: mpumeuanwue.
[Tpukazom MunsnpaBa Poccum ot 20.12.2012 N 11751 yrBepxaena HoBast popma N 148-1/y-88
"PenentypHslii GaHk".

PELENTYPHBIN BJAHK

Yrparun cuny ¢ 1 nrons 2013 roga. - [lpukasz Munsgpasa Poccun ot 26.02.2013 N 94h.

[Ipunoxenne N 4

k [Ipuka3zy
Munsapascoupassutust Poccun
ot 12 ¢eBpans 2007 r. N 110
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KoncynsrantlIntoc: npumevanue.
[Tpukaszom MunszapaBa Poccun ot 20.12.2012 N 11751 yrBepxnen Ilopsnok odopmienus
pelenTypHbIX OJaHKOB, UX y4eTa U XpaHEHHUSI.

HNHCTPYKIUA
O 3AITIOJTHEHUIO ®OPMBbI N 148-1/Y-88 "PEIIENITYPHBIA BJIAHK"

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

IIpunoxenne N 5

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

Koncynsrantlntoc: npumedanue.
[Ipukazom MunszapaBa Poccun ot 20.12.2012 N 11751 yrBepxaeHa HoBass (popma N 107-1/y
"PeuenTypHblii 61aHk".

PELENTYPHBIN BJIAHK

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

[Ipunoxenue N 6

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

KoncynprantlIntoc: npumedanue.
[Tpukazom MunznpaBa Poccum ot 20.12.2012 N 117581 yrtBepxkaen Ilopsmok odopmiienus
pelenTypHbIX OJJAHKOB, UX y4eTa U XpaHEHUS.

HNHCTPYKIUA
O 3AINOJHEHHIO ®OPMBI N 107-1/Y "PEHENTYPHBIN BJIAHK"

VYrparuna cuny ¢ 1 nrons 2013 roga. - [Ipukasz Munsgpasa Poccun ot 26.02.2013 N 94h.

[Tpunoxxenne 7 He mpumensierca ¢ | wuronst 2013 roma K NMpaBOOTHOIIEHHUSIM, CBS3aHHBIM C
Ha3HAUYEHUEM W BBIUCHIBAHMEM JIEKAPCTBEHHBIX MpernaparoB M MeaunuHckux wuzaenuit (Ilpukas
Munszapasa Poccun ot 26.02.2013 N 94H). [Ipukazom Munszapasa Poccun ot 20.12.2012 N 11751
yTBepskaeHa HoBas ¢opma N 148-1/y-04 (1) "PenentypHslii 61aHk".

[Ipunoxxenune N 7
k [Ipuka3zy
Munsapascoupassutust Poccun
ot 12 ¢eBpans 2007 r. N 110
Cnucok M3MEHSIMUX JOKYMEHTOB
(8B pen. [Ipukaza Munznpascoupassutus Poccun ot 20.01.2011 N 13H)
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MMHMCTEPCTBO 3OPaBOOXPaHEHMS
¥ COLMaJIbHOT'O Pas3BUTUSI
Poccurickon demepauun

Tamn

Kon MenoMuMHCKOM OpraHM3al

YTBEPXIEHA
[lpykasoM MuHMCTEpCTBAa
30PaBOOXPAHEHMSA M COLMAJIbHOI'O
paz3BuTHa Poccuyickol denepalluy
or 12 derpamns 2007 . N 110

Konm dopmer mo OKYI 3108805

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

Kon Koz Hozonornueckont | Mcrounuk
KaTeroOpuu dopmel (mo MKB-10) | buHaHCHpOBaHMSL:
rpaxJaH (MoIuepKHYTH)
1. ®enepanbHbIi
2. CyobexT PO
S|S|S|L|LJ|L L |3. MyHAIMTIATEHBINA

% oIJIaThl:
(Oa4YEepKHYTH)

1. becnmatuo

2.50%

Kon nexkapcTBeHHOro mpemnapara
(3amoJHseTCs B alTeKe)

PELENT Cepus

IlaTa BBIIMCKU:

®.M.0. maumeHTa

200 r.

JaTa poxmeHmda

CHUMJIC
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N cTtpaxoBoro
MEJUILIUHCKOTO
noiuca OMC:

Apgpec winu N MeIMUMHCKOM KapTh aMOyJaTOPHOT'O MallMeHTa
(ncTopusa pas3BUTHS pebOeHKa)
®.1.0. Bpaua

(kom Bpaua, OGernpmmepa)
[loonuce ¥ JMYHadA INedaTb Bpada (desbmmepa) M.II.

PeuenT mOercTBUTEJIEH B TeueHMe 1 Mecsua, 3 MecdueB (HeHyXHoe
3a4YEepPKHYThH)

————— (BanojiHgeTCsa CHelUMaJlMCTOM allTeuHOM opTlaHM3aluu) —-—-—-—-

OTnyiieHo no penenry: ToproBoe HaMMEHOBaHUE U TO3UPOBKA!
HMara ormrycka: " " 200 . Konunuectso:
[TpuroroBuit: [Iposepun: Ornyctu:

Kopemok penentypHoro 61anka Crioco0 mpruMeHEHUS:



HanmenoBanmne JICKaApCTBCHHOT'O IIpfIriapara:

Jlo3upoBka:

[IpoaoKUTENBHOCTh THEN
KonnyecTBO npreMoB B JIeHb: pa3
Ha 1 mpuewm: el.

[Ipunoxenue 8 He mpumensiercss ¢ 1 urons 2013 roga K MpaBOOTHOIICHUSM, CBSI3aHHBIM C HA3HAYCHHEM U BBIMHCHIBAHUEM JIEKAPCTBEHHBIX
npenapatoB U meauimHckux u3aenui (Ilpukaz Munzapasa Poccun ot 26.02.2013 N 94n). [Ipukazom Munsnpasa Poccun ot 20.12.2012 N 1175u
yTBepxaeHa HoBas popma N 148-1/y-06 (1) "PenentypHsiii 6mank".

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

Crucox N3MCHAOMUX JOKYMCHTOB

[Ipunoxenue N 8

k [Ipuka3zy
Munsapascoupassutus Poccun
ot 12 ¢espamns 2007 r. N 110
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MUHMCTEPCTBO 3IPaBOOXpPaHEeHUd

¥ COLMAaJIbHOTO Pas3BUTUI

Poccumickon denmepaumum MECTO IJIA
NMTPUX-KOIOA

YTBEPXIEHA

L— ————— J [MpuxkaszoM MuHMCTepCTBa

MenuumHCKasa opraHmzanum4a

30PaBOOXPaHEHMA M COLMaJIbBHOTI'O

paseutua Poccurickon denmepaumum
or 12 derpamnsa 2007 r.

N 110

MTamn

Koo OI'PH
Konm dopmer mo OKYI 3108805
®opma N 148-1/y-06 (J1)

Kon Kon HO3OJOTM- |VICTOUHMK OQMHAHCU- % omyaTH U3 |Peuent
KaTeTropuM 4YecCkoM (QOPMEH poBaHMA: MCTOYHMKA nencT-
TrpaxnaH (mo MKB-10) 1) denmepanbubpl OBOXET |dUHAHCUPO—- |[BUTE-

2) OomxeTrT cydbekTa BaHMUSI: JIeH B
Poccurickon demepauum |1) 100% Teue-
3) MYHMILMIAJbHBINA 2) 50% HUue 1
BomxeT (HyXHOe TIo- |Mecsla
(HyXHOE€ TOIYEPKHYTH) OUEPKHYTH)

PELEIIT Cepusa N oT

®.M.0. maumeHTa

IDaTa CHMJIC

poxIneHus

N cTpaxoBOTO

MEeOUIVHCKOTO

rnoJjimca

N MeIOVLIVHCKOM KapTh aMOyJIaTOPHOT'O OOJIBHOT'O (MCTOPMS Pa3BUTUS

pebeHKa)

®.1.0. Bpaua (dbenbmmepa)

Kon Bpaua (denbnumepa)

BrInmmcaHo @ (BamnoJyiHgeTCsa ChHeurajuMCTOM

allITe4YHOoI' o yqpexneHMH)

Rp: OTIymeHO [0 PeLenTy :

IaTa oTnycka

Kon JsiexapCTBEHHOTI'O
D.t.d. npenapara

ﬂOBMpOBKa TOpPOBOe HalVMEeHOBaHMEe

KommmuecTBO enmHMI]
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Signa

[Momonuce Bpada (despnumepa) KommuecTBO
1 JIMYHaA IedaTb Bpada Ha ofbmywn cymmy
(benpnomepa)

M.II.

PelLlenT IOeMCTBUTeJIeH B TeueHMe 1 Mecsua, 3 MecsaleB (HeHYXHOe
3a4YEepPKHYTh)

Kopemox PENEIITA Cepusa N oT

Crnocob nNpMMEeHEeHU:

[IpOOOJIXUTEJNILHOCTD nHey HauMeHOBaHME JIEKAPCTBEHHOTO
KonmmuecTBO NpPMEMOB B IE€Hb: pas npenapara:

Ha 1 npuewm: en. JosmpoBKa:

[Ipunoxenue 9 He npumensercs ¢ 1 urons 2013 roga Kk TpaBOOTHOIIEHUSAM, CBSI3aHHBIM C
HAa3HAYCHHEM U BBIITUCHIBAHUEM JICKAPCTBEHHBIX MperapaToB U MeaunMHCKuX usnenuit (Ilpukas
Munzapasa Poccun ot 26.02.2013 N 94n).

[Tpunoxenue N 9

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

HHCTPYKIUSI
1O 3AITIOJTHEHHUIO ®OPMBI N 148-1/Y-04 (JI) "PELEIIT"
N ®OPMBI N 148-1/Y-06 (JI) "PELEIIT"
CrnmcoK U3MEHSIIONTUX TOKYMEHTOB
(8B pen. [IpukazoB Munzapascorpa3Butusi Poccun ot 25.09.2009 N 7944,
or 20.01.2011 N 13n)

1. B Bepxnem neBoM yriy ¢opmsl N 148-1/y-04 (i) "Peuent" u ¢popmbr N 148-1/y-06 (1)
"Peuent" (nasnee - penenTypHbIN OJIaHK) NMPOCTABISAETCS IITaMIT MEIUIIMHCKON OpraHu3alyu C
yKa3zaHHEeM €€ HauMEHOBaHUs, ajpeca, TeledoHa, a TaKkKe YKa3bIBa€TCS KOJ MEIUIIMHCKON
OpraHH3aIiHy.

(8B pen. [Ipukaza Munznpascotpa3sutus Poccun ot 20.01.2011 N 13H)

B Bepxneit wactu popmbr N 148-1/y-06 (1) "Pement” 0003Ha4eHO MECTO IS HAHECCHUS
LITPUX-KOJa.

2. Odopmienue peuentypHoro OjaHKa BKJIIOYAeT B ceds IUGPOBOE KOIUPOBAHUE U
3aroJiHeHne OJIaHKa.

3. ludpoBoe koaupoBaHUE PELENTYPHOTO OJaHKa OCYIIECTBIISETCS 1O CIEAYIONMIECH CXeMe:

IIPU U3TOTOBJICHUU PEUENTYPHBIX OJaHKOB IeyaTaeTcsl KOJ MEAMIMHCKOW OpraHu3aliy B
co0TBeTCTBUU ¢ OCHOBHBIM I'OCYIapCTBEHHBIM peructpauroHHbiM HomepoM (OI'PH);

(B pexn. IIpukaza Munsnpascornpassutust Poccun ot 20.01.2011 N 13#n)

Bpau (¢enpamep) Ha aMOyJIaTOPHOM MpHEME BHOCUT KOJ KaTeropuu rpaxaan (SSS),
UMEIOIMX TPAaBO Ha E©KEMECAYHYIO JIEHE)KHYIO BBIIIATY U oOecreueHue JIeKapCTBEHHBIMU
npenapaTamMu B COOTBETCTBUU co cTathimu 6.1 u 6.7 denepanbHoro 3akoHa ot 17 urong 1999 r.
N 178-®3 "O rocymapcTBeHHOI couuanbHoi momomu" (CoOpaHue 3aKOHOJATENbCTBA
Poccuiickoit ®eneparuu, 1999, N 29, ct. 3699; 2005, N 1, ct. 25; 2006, N 48, ct. 4945), u ko
Ho3osornyeckoit ¢opmel (LLLLL) mo MKB-10 myrem 3aHeceHus Kaxqod LUGpPHI B MyCThbIe
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AYEUKH, TOYKA [IPOCTABIISICTCS B OTJEIBHOMN STYCHKE.
(B pen. ITpukaza Munznpascorpazsutus Poccun ot 20.01.2011 N 131)

Hcrounuk ¢unancupoBanus (penepanbHbiii 0r0ket [1], Oomker cyobekra Poccuiickoii
Oenepanuu [2], MyHUIUOAIbHBIN O0t0/pkeT [3]) U mpoueHT orwiatel (6ecratHo [1], 50% [2])
YKa3bIBaIOTCS MOAYEPKUBAHUEM.

[Ipu oTmycke JIeKapCTBEHHBIX IpenapaToB, BhIMHCAaHHBIX Ha ¢opme N 148-1/y-04 (i)
"Peuent", B anTeyHOM OpraHu3aluy IPOCTABIAETCS KOJI JIEKapCTBEHHOIO MIpenapara.

(B pen. ITpukaza Munsznpascorpazsutus Poccun ot 20.01.2011 N 131)

4. 3anoyHeHUe peluenTypHoro OjJaHKa.

PeuenTtypHbpiii OJaHK BBIMHMCHIBAETCS B 3-X JK3EMIUISIPax, MUMEIOLIUX EAUHYI0 CEpUI0 U
Homep. Cepusi peuentypHoro OnaHka BkiIro4yaeT koj cyOwbekta Poccuiickoit denepanuu,
COOTBETCTBYIOIIMK ABYM ImepBbiM Iudppam OOmiepoccuiickoro kinaccudukaropa 0ObEKTOB
aaMuHMcTpaTuBHO-TeppuTopuasnibHoro  aenenuss (OKATO). Homepa mnpucBauBaroTcs 10
MOPSAIKY.

IIpu odopmiennn pernentypHOro OJaHKa YKa3bIBAIOTCS IOJIHOCTBIO (aMUIIHs, UM,
OTYECTBO OOJILHOTO, JlaTa POXKJEHHUS, CTPAXOBOM HOMEp HHAWBHYaJbHOTO JIMIEBOTO CueTa
rpaxnannaa B lleacuonnom douae Poccmiickoit ®@enepanuun (CHWJIC), HOMEp CcTpaxoBOro
MeaunuHckoro nomuca OMC, aapec Wiu HOMEp MEIUIIMHCKOM KapThl aMOyJIaTOPHOTO MaleHTa
(ucropuu pa3BuTus peOEHKA).

B rpade "®.M.O. Bpaua (cdenpamepa)" ykaspiBaroTcs GamMmiIdsg M HWHULUAIBI Bpauda
(pempamepa).

B rpade "Rp:" ykasbiBarorcs:

- Ha JIATUHCKOM SI3bIK€ HAMMEHOBAaHUE JIEKApCTBEHHOro Ipernapara (MEeXIyHapOJIHOE
HEMaTeHTOBAaHHOE WJIM XHWMHUYecKoe, JTUOO TOproBoe), 3apeructpupoBaHHoro B Poccuiickoii
®denepalyu, €ro J03MPOBKA U KOJIUYECTBO;

(B pen. ITpukaza Munszapascorpa3sutus Poccun ot 20.01.2011 N 13H)

- Ha PYCCKOM WIM pPYCCKOM U HAIMOHAJIbHOM SI3bIKaX CHOCO0 TNpUMEHEHUs
JIEKapCTBEHHOT'O Iperapara.

(8B pen. IIpukaza Munznpascoupassutus Poccun ot 20.01.2011 N 13h)

3amnperaercsi OrpaHUYUBATHCS OOIIMMHU yKazaHusaMu: "Buytpennee", "M3BecTHO" 1 T.11.

Pa3pematoTcst TONBKO TNpUHATHIE TMpaBUIaMHM COKpalleHHs: 0003HAa4eHW; TBepIble U
ceillydre gapmMaleBTHYecKue cyOcTaHIuu BemuchiBatoTes B rpammax (0,001; 0,5; 1,0), xuakue
- B MIUUTAJIUTPAX, TpaMMax 1 Karuisx.

(8B pen. [Ipukaza Munznpascorpa3sutus Poccun ot 20.01.2011 N 13n)

Peuent moanuceiBaercs BpauoMm ((enpamiepoM) M 3aBepsieTcs €ro JMYHOM IeyaThlo.
JIONOMHUTENBHO PELENT 3aBePSIETCs NeYaTblo MEIUIMHCKON opranu3zanuu "/{ns peuentos".

(8B pen. IIpukaza Munznpascoupassutust Poccun ot 20.01.2011 N 13H)

Kon B rpade "Koa Bpaua (¢penbamepa)" yka3biBaeTcs B COOTBETCTBUH C YCTAaHOBJICHHBIM
OpraHOM YIPAaBJICHHS 3/IpaBooXpaHeHueM cyownekta Poccuiickoit deneparuu nepeyHemM KoJI0B
Bpaueil ((enpamepoB), UMEIOMIMX MPaBO HA BBHIMHCKY JIEKAPCTBEHHBIX MpPENapaToB B IIENAX
MPEIOCTABIIEHUS TOCYJaPCTBEHHOM COLMAIbHON OMOIIIM B BUJI€ HA0Opa COLIMATIBHBIX YCIIYT.

(8B pen. [Ipukaza Munznpascoupa3sutus Poccun ot 20.01.2011 N 13H)

[Ipu BeINHCKE JIEKAPCTBEHHOTO Mpenapara Mo peueHno BpaueOHOW KOMUCCUU Ha 000poTe
perenTypHoro O6JaHKa CTaBUTCS CIeMaIbHas OTMETKA (IITaMI).

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

5. Ilpu oTmycke JIeKapCTBEHHOTO Mpenapara B alTeUYHOM OpraHU3aldd Ha pelenTypHOM
OJlaHKe yKa3bIBalOTCSl CBEJCHHUS O (DaKTUYECKHM OTHYUICHHBIX JIEKapCTBEHHBIX Ipenaparax
(MEeXIyHApOJHOE HEMAaTEeHTOBAaHHOE WM XHMHYECKOoe, JHO0 TOproBoe HAMMEHOBaHUE,
JIO3UPOBKA, KOJIMYECTBO) U MPOCTABJIAETCS AaTa OTIIYCKa.

(m. 5 B pen. [Ipukaza Munzapascorpassutus Poccuu ot 20.01.2011 N 13#H)

6. Ha penentypHoM O1aHKe BHU3Y UMEETCS JIMHUS OTpPbIBA, Pa3Aeisioniasl pelenTypHbIil

OJIaHK U KOPEIIOK.


consultantplus://offline/ref=20AB61ADEAB73E059A6EC38B632B5C9CB1F445BEBA9125C2457521AEBA7981216CAD9220CDD30893S0CBD
consultantplus://offline/ref=20AB61ADEAB73E059A6EC38B632B5C9CB1F445BEBA9125C2457521AEBA7981216CAD9220CDD30893S0CCD
consultantplus://offline/ref=20AB61ADEAB73E059A6EC38B632B5C9CB1F245B1B19625C2457521AEBAS7C9D
consultantplus://offline/ref=20AB61ADEAB73E059A6EC38B632B5C9CB1F445BEBA9125C2457521AEBA7981216CAD9220CDD30893S0CFD
consultantplus://offline/ref=20AB61ADEAB73E059A6EC38B632B5C9CB1F445BEBA9125C2457521AEBA7981216CAD9220CDD30893S0C1D
consultantplus://offline/ref=20AB61ADEAB73E059A6EC38B632B5C9CB1F445BEBA9125C2457521AEBA7981216CAD9220CDD30892S0C8D
consultantplus://offline/ref=20AB61ADEAB73E059A6EC38B632B5C9CB1F445BEBA9125C2457521AEBA7981216CAD9220CDD30892S0C9D
consultantplus://offline/ref=20AB61ADEAB73E059A6EC38B632B5C9CB1F445BEBA9125C2457521AEBA7981216CAD9220CDD30892S0CAD
consultantplus://offline/ref=20AB61ADEAB73E059A6EC38B632B5C9CB1F445BEBA9125C2457521AEBA7981216CAD9220CDD30892S0CBD
consultantplus://offline/ref=20AB61ADEAB73E059A6EC38B632B5C9CB1F445BEBA9125C2457521AEBA7981216CAD9220CDD30892S0CCD

Kopemok ot peuenTa BbiaeTcst 00JbHOMY (JIMILY, €r0 MPEACTABIAIONIEMY) B alTEYHOM
OpraHM3aliy, Ha KOpEILIKe JelaeTcs OTMETKa O HaMMEHOBAaHUHU JIEKaPCTBEHHOI'O Ipernapara,
JIO3MPOBKE, KOJIMYECTBE, CIOCOOE NPUMEHEHHUs, U OH oOcTaercs y OONbHOro (JIMua, ero
MPEJICTaBIISIONIETO).

(8B pen. IIpukaza Munznpascoupassutus Poccun ot 20.01.2011 N 13H)

7. PeuentypHblii OnaHK 3aloJIHAETCS MPHU BBHITUMCHIBAHUM JIEKAPCTBEHHBIX IPENapaTos,
U3IeNTUil MEIUIIMHCKOTO HAa3HAYEHUS U CICHUATN3UPOBAHHBIX MPOJYKTOB JEUeOHOTO MUTAHUS
JUISL  IeTeH-MHBAINUJOB, BKJIIOYCHHBIX B IE€PEUHU JICKAPCTBEHHBIX MpENaparoB, HU3IEIUN
MEIMIIUHCKOTO Ha3HAUCHHS U CHICIIMATU3UPOBAHHBIX MPOIYKTOB JICYEOHOTO MUTAHUSA JJIs AeTeii-
WHBAJINJIOB, YTBEP)KIAEMBIX B YCTAHOBJICHHOM IMOPAJIKE, a TaKKEe HHBIX JIEKAPCTBEHHBIX
IpenapaToB, OTIYCKAEMBIX OECIIATHO MU CO CKHJIKOM.

(B pen. ITpukaza Munznpascorpazsutus Poccun ot 20.01.2011 N 131)

8. TpeOoBaHus1, MPEABABISIEMbIE K BBIMUCHIBAHUIO 3TN MEAUIMHCKOTO Ha3HAUYCHUS U
CHEIHUAIM3UPOBAHHBIX TPOJYKTOB JICYEOHOr0 TMHTAaHUS MJis JACTeW-WHBAJIUAOB B paMKax
OKa3aHMsI TOCYIapCTBEHHOW CONMATIBHOM MOMOIIH, aHAJIOTUYHBI TPEOOBAHUAM, IPEIbIBISIEMBIM
K BBIIIMCBIBAHUIO JIGKAPCTBEHHBIX IMpernapaToB (3a HCKIIOUYEHUEM OTMETKH BpayeOHOI
KOMUCCHH).

(B pen. ITpukaza Munszapascorpa3sutus Poccun ot 20.01.2011 N 13H)

9. Opran ympaBieHHs 37paBooXpaHeHHEeM CcyObekTa Poccmiickoit demepanuu MOKET
pa3peluTh M3rOTOBJIICHHWE PEUENTYypHBIX OJaHKOB B MEOUIIMHCKUX OpraHU3alusx C
UCIIOJIb30BaHNUEM KOMIIBIOTEPHBIX TEXHOJIOTHI.

(B pen. ITpukaza Munszapascorpa3sutus Poccun ot 20.01.2011 N 13H)

10. Homyckaercst opopMIIeHHE BCEX PEKBU3UTOB PELENTYpHBIX OimaHkoB ¢dopmbl N 148-
1/y-06 (;1) "Penent" ¢ HCIIOJIb30BaHUEM KOMITBIOTEPHBIX TEXHOJIOTHH.

11. Ha o6opotHo#i cropone pernentypHoro Omanka ¢opmer N 148-1/y-06(x1) mewyaraetcs
TabJIMIa CIIEIYIONIEro COIePKaHuUs:

(B pen. ITpukaza Munsznpascorpazsutust Poccun ot 25.09.2009 N 794H)
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IIpurorosun IIposepui Otnyctun

12. Ha peuentypusix 6mankax ¢opm N 148-1/y-04(1) u N 148-1/y-06(1) BhIMUCHIBaeTCS OAHO HAUMEHOBAHME JICKAPCTBEHHOTO Iperaparta,
W3JIEIHs] METUIMHCKOTO Ha3HAUYEHUS WIH CIIEHUAIN3UPOBAHHOTO MTPOIYKTa JIEU€OHOTO MUTAHUS.
(B pen. IIpukaza Munznpascornpazsutus Poccuu ot 20.01.2011 N 13H)
WcnpaBiieHus Ipy BHITUCBIBAHUH PEIICTITOB HE JIOTTYCKAFOTCS.
(n. 12 BBenen Ipukazom Munzapascornpa3sutus Poccun ot 25.09.2009 N 794H)
13. Cpok neiictBus peuenta (1 mecsi, 3 Mecslia) yka3plBaeTcs yTeM 3au€pKUBaHUS.
(n. 13 BBenen Ipukazom Munszapascornpazsutus Poccun ot 20.01.2011 N 13#H)

[Ipunoxenne 10 ne npumensiercs ¢ 1 utonsg 2013 roga Kk MpaBOOTHOIIEHUSAM, CBSI3aHHBIM C HA3HAYEHHMEM M BBINMCHIBAHUEM JIEKAPCTBEHHBIX
npemnaparoB U MenuuHckux u3aenuit (Ilpukas Munszapasa Poccun ot 26.02.2013 N 94n).

[Ipunoxenne N 10
K [Ipuka3zy
Munsapascoupassutus Poccun
ot 12 ¢eBpans 2007 r. N 110
Cnycok N3MEHSIMUX TOKYMEHTOB
(8 pen. [Ipukaza Munsnpascoupazsutus Poccun ot 20.01.2011 N 13H)

Kon ¢opmer nmo OKY]
Kon yupexneHusa no OKIIO
MemmumMHCKasag OOKYMEHTALMs

MMHMCTEPCTBO 30PaBOOXPaHEHUS dopma N 305-1/y
M COLMaJIbHOT'O PAa3BUTHUS YrBepxneHa IIpukasoM
Poccurickoy demepalmu MuHMCTEPCTBa 3OPAaBOOXPAHEHUS
M COLMaJIbHOTO Pa3BUTUA
(HaMMeHOBaHMe MeIOMLMHCKOM Poccurickoy denmepauum

opraHu3aLmumn) or 12 derpang 2007 . N 110
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Kypram <*>
ydeTa B MeOMUMHCKUX OPTaHM3aLMUAX
bopmer N 148-1/y-88 "PeuenrypHeni OjaHk",
bopmer N 148-1/y-04 (1) "Peuent", dopmer N 148-1/y-06
"Peuent", ¢opmer "CneuMasibHEM PeLeNTYpPHBEM OJIaHK Ha
HapKOTUUYECKOE CPeICTBO M INCUXOTPONHOe BemecTBO"

(1)

N [Tpuxon Pacxon
/11

nara N u nara o01ee CEpUU U | KOJIMYECTBO ORIHON JaTa cepus u KOJIHYECT d.1N.0. HOJIICh
perucTpany | JOKyMEHTa, OT | KOJIMYECTBO | HOMEpa | OJTaHKOB I10 IIOITNCE BBIIAYH HOMEp BO OTBETCTBEHHOT | OTBETCTBEH]

51 KOT'O MIOCTYMHII | IIOCTYIUBII | PEENTYpPH cepusaM OTBETCTBEHHOTO | PEUENTYp | PELENTYPHO | BHIIAHHBI 0 ro
MIPUXOTHOT X BIX OJIAHKOB MEIULIMHCKOTO HBIX ro OJaHka X MEIULMHCKOTO | METUIIMHCKY
0 peLenTypH paboTHUKa, OJ1aHKOB peuentyp | paboTHHKa, |0 pabOTHUK
JIOKyMEHTa BIX OJIAaHKOB TIOJTYYHBIIIETO HBIX MOJTYYUBIIETO | TTIOJTYIHBIIIE
perenTypHbie OJIaHKOB | pElEeNnTypHbIE | PEeLENTYpPHE

OJ1aHKH OJ1aHKH OJIaHKH
1 2 3 4 5 6 7 8 9 10 11 12




<*> J)Kypnan pomkeH OBITh NPOHYMEPOBAH, MPOUIHYPOBAaH W CKPEIUIEH MOIMHCHIO
PYKOBOIMTEIS U II€YaThI0 MEAULIMHCKONW OpraHU3aliHy.

CornacoBaHo

PyxoBoauTens (3aMecTUTEND
pykoBoautens) ®CKH Poccun
O.H.XAPUYKMH

12.02.2007

[Tpunoxenue N 11

K [Ipuka3zy
Munsnpacoipazsutus Poccun
ot 12 ¢eBpans 2007 r. N 110

Kypnaa
yuyera B MeIMIMHCKUX OPraHU3alusaxX
¢opmbi N 107-1/y "Penentyphsblii 6;1aHk"

VYrparun cuny ¢ 1 utons 2013 roxa. - [lpukas Munsapasa Poccun ot 26.02.2013 N 94#.

[Tpunoxxenne N 12

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

KoncynprantlIntoc: npumeyanue.

[Ipukazom Munznpasa Poccuu ot 20.12.2012 N 11751 yrBepxaeH [lopsnok HazHaueHus: U
BBITIMCHIBAHUS JIEKAPCTBEHHBIX MIPEMapaToB.

NHCTPYKIUA
O HOPAAKE HABHAYEHMUS JIEKAPCTBEHHBIX ITPEITAPATOB

VYrparuna cuny ¢ 1 urons 2013 roxa. - [Ipukas Munsapasa Poccun ot 26.02.2013 N 94n1.

ITpunoxxenne N 13

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

NHCTPYKIUSA
O NOPAJKE BBIIIMCBIBAHUSA JIEKAPCTBEHHBIX ITPEITAPATOB
1 O®OPMJIEHUSA PEIIENITOB U TPEBOBAHUM-HAKJIAJTHBIX
Crucok U3MEHSIOUINX TOKyMEHTOB
(B pen. [IpukazoB Munzapasconpassutust Poccun ot 27.08.2007 N 560,
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ot 25.09.2009 N 794n, ot 20.01.2011 N 13H,
[Tpukaza Munznpasa Poccuu ot 26.02.2013 N 94H)

I. O6ue TpeGoBaHuUs BHIUCHIBAHUS JICKAPCTBEHHBIX IIPENApaToB
(B pen. [Ipukasza Munsnpascoupazsurusa Poccun ot 20.01.2011 N 13n)

[Tynxtel 1.1 - 1.2 He npumensitorcs ¢ 1 urons 2013 rojga k NpaBOOTHOIIEHUSM, CBSI3aHHBIM
C Ha3HAUYEHUEM M BBIIUCHIBAHUEM JICKAPCTBEHHBIX IPENapaToB W MEAULUHCKUX H3JeIui
(ITpuka3 Mun3zapasa Poccun ot 26.02.2013 N 94n).

1.1. Tlpm HaMMYUU COOTBETCTBYIOIIMX IMOKAa3aHWW TpakJaHaMm, OOpaTHBIIUMCS 3a
MEAMIIMHCKONW MOMOIIBIO B aMOYJIaTOPHO-TOJUKINHIUYECKOE YUpEeXKICHHUE, a TaKXKe B CIydasx
HEOOXOAMMOCTH MPOAOJIKEHUS JICUCHHS TTOCIIE BBIITUCKU OOJBHOTO U3 CTAllMOHApA Ha3HAYAIOTCS
JIEKapCTBEHHBIE MPENapaThl U BHITUCHIBAIOTCS PELENTH HA HUX.

(8B pen. IIpukaza Munznpascoupassutus Poccun ot 20.01.2011 N 13H)

1.2. 3anpeniaeTcs BHIMUCHIBATH PELICITHI:

Ha JIEKAPCTBEHHBIC IIpenaparbl, HE pa3pelieHHbIE B YCTAHOBICHHOM IMOPSAKE K
MEAUIIMHCKOMY PUMEHEHUIO;

(8B pen. IIpukaza Munznpascoupassutust Poccun ot 20.01.2011 N 13h)

IIPH OTCYTCTBUU MEIULIMHCKUX MOKa3aHHIH;

Ha JICKAPCTBEHHBIC MpEnaparbl, UCIOJIb3YEeMbI€ TOJIBKO B MEIUIIMHCKHX OpPTraHU3aIUsX
(3pup HApKO3HBIN, XJOPITHI, GeHTaHWIT (KpOME TpaHCACPMAIbHON JIEKApCTBEHHOU (OPMBI),
COMOpPEBUH, KAJIUIICOJI, PTOPOTAH, KETAMUH H JIp.);

(B pen. ITpukaza Munszapascorpa3sutus Poccun ot 20.01.2011 N 13H)

Ha HApPKOTHUYECKHE CPEJICTBA W TICUXOTPOMHBIC BellecTBa, BHeceHHble B Crmcok I
[lepeuHsi HAPKOTHUYECKHUX CPEACTB, TICUXOTPOMHBIX BEUIECTB U MX MPEKYPCOPOB, MOIJICKAIINUX
KOHTpoJto B Poccuiickoii Penepanuu, yrBepxkaceHHoro IlocraHoBienuem IIpaBurenbcTBa
Poccuiickoit @enepamu ot 30 urons 1998 r. N 681 (manee - HapKOTHYECKHE CpPEICTBA U
ncuxotponubie BemectBa Crincka I1) - s eyeHns HapKOMaHUH;

HAa HapKOTMYECKHE CpeACTBa M TCHXOTpOmHbe BemiectBa cruckoB I u Il -
YaCTHOMPAKTUKYIOIMM Bpavyam.

[Tynxte! 1.3 - 1.4 e npumensitorcs ¢ 1 utons 2013 rojga K NpaBOOTHOIIEHUSM, CBSI3aHHBIM
C HA3HAYEHUEM U BBIIMCBIBAHUEM JIEKAPCTBEHHBIX IPEMAPATOB U MEAULIMHCKUX W3ACIUI
(IMpuka3 Mun3zapasa Poccun ot 26.02.2013 N 94n).

1.3. 3yOHble Bpaud, (Qenpamepsl, aKyIIePKH BBINHCHIBAIOT OOJBHBIM pELENTHl Ha
JIEKapCTBEHHBIE MPENapaThl 32 CBOCH MOANKCHIO U C YKa3aHHEM CBOEr0 MEAMIIMHCKOIO 3BaHUS
TOJBKO B CITy4asX, yKa3aHHBIX B 1. 1. 3.3, 3.6, 3.7.2 VHCTpyKIMH O TOpsAKE Ha3HAUYCHHS
JIEKapCTBEHHBIX MpernapatoB (npuioxenue N 12).

(8B pen. IIpukaza Munznpascoupazsutus Poccun ot 20.01.2011 N 13H)

1.4. PeneniTbl GOJIBHBIM JIOJIKHBI BHIIMCHIBAThCS C YKa3aHUEM BO3pacTa MalueHTa, HopsiKa
OIUIaThl JIEKAPCTBEHHBIX IIPENapaToB M C Yy4YETOM JEWUCTBUS BXOJSIIMX B HX COCTaB
UHTPEIMEHTOB Ha pPELENTYpHBIX OJaHKaX, (OpMbI KOTOPBIX YTBEpKJIeHbl MHUHHCTEPCTBOM
3/paBOOXpaHEHUs U colpabHOro pa3sutus Poccuiickoit @enepanun (mpunoxkenus N 1, 3, 5, 7
u 8).

(8 pen. [Tpukaza Munznpascorpazsutus Poccun ot 20.01.2011 N 131)

[TIynkr 1.5 vHe nmpumensiercs ¢ 1 wmrons 2013 roma x IpaBOOTHOLIEHUSM, CBSI3aHHBIM C
Ha3HAUYEHUEM M BBIIMCHIBAHUEM JIEKAPCTBEHHBIX MPEnapaToB U MeIuMHCKUX u3aenuit (Ilpukas
Munzapasa Poccun ot 26.02.2013 N 94n).
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1.5. Penenrtypusie O0manku Gopmbl N 148-1/y-88 (npunoxenue N 3) npenHazHaueHbI IS
BBIMKICHIBAHUS U OTITyCKa:

- IICUXOTPOIIHBIX BellecTB, BHeCEHHbIX B Crnmcok [II IlepeuHss HapKOTHYECKUX CPEJICTB,
NICUXOTPOMHBIX BEIIECTB U MX MPEKypcOpoB, MOAJEKAlMX KOHTpoio B Poccuiickoit
®enepanuu, yreepxacHHoro Ilocranosnennem IlpaBurensctBa Poccuiickoit @enepanuu ot 30
utoHsa 1998 r. N 681 (manee - nmcuxorpomnnsie BemectBa Crucka |ll), 3apeructpupoBaHHBIX B
YCTaHOBJIEHHOM IIOPSA/JIKE B KAUECTBE JIEKAPCTBEHHBIX IPENAPATOB;

(B pen. ITpukaza Munsznpascorpazsutus Poccun ot 20.01.2011 N 131)

- UHBIX JIEKaPCTBEHHBIX CPEJICTB, MOUIEKAIINX IPEIMETHO-KOIMUECTBEHHOMY YUETY;
(B pen. ITpukaza Munznpascorpazsutus Poccun ot 20.01.2011 N 13H)

- aHa0OJMYECKUX CTEPOUJIOB.

JlJis BBIMUCBHIBAHUS U OTITyCKa JIGKAPCTBEHHBIX IMpPENapaToB sl aMOyIaTOpPHOro JICUEHUS
rpaXKJaH B paMKax OKa3aHUs IOCYJAapCTBEHHOW COLMAJBbHOM MOMOIIM U Tpa)<1aH, UMEIOLINX
IIPaBO Ha IMOJYYECHUE JICKAPCTBEHHBIX MpernapaTroB OECIJIaTHO M CO CKUAKOMW, MpeaHa3HAUYEHbI
peuentypubie O1anku Gopmer N 148-1/y-04 (1) u peuentypusie 6manku ¢Gopmer N 148-1/y-06
(1) (mpunoskenust N 7 u 8).

(8B pen. [Ipukaza Munznpascoupazsutus Poccun ot 20.01.2011 N 131)

Bce ocranbpHbIe JIeKapCTBEHHBIE MpEMapaThl BBIMUCHIBAIOTCS HAa PELENTYPHBIX OlaHKax
dopmbl N 107-1/y (npunoxenue N 5).

(B pen. ITpukaza Munszapascorpa3sutus Poccun ot 20.01.2011 N 13H)

[lynkrsl 1.6 - 1.7 He npumenstores ¢ 1 uronst 2013 roga kK IpaBOOTHOIIEHUSM, CBSI3aHHBIM
C Ha3HAYCHUEM M BBINTMCHIBAHUEM JICKAPCTBEHHBIX IPENaparoB U MEIUIMHCKUX W3ACIUl
(ITpuka3 MunsapaBa Poccun ot 26.02.2013 N 94#).

1.6. Hapxormueckue cpeactBa u  1ncuxoTporsble  BemiectBa  Crnucka I,
3apeTUCTPUPOBAHHbIE B KayecTBE  JICKAPCTBEHHBIX  CPEACTB B YCTAaHOBJIEHHOM
3aKoHOAaTenbCcTBOM — Poccmiickont  ®enepauuu  MOpsAKE, JOJDKHBI  BBIIMCBHIBATBCA — HA
CHeLHalbHbIX PELENTYPHBIX OJlaHKaX Ha HAPKOTHYECKOE CPEACTBO M ICUXOTPOIHOE BELIECTBO
(mpunoxenue N 1).

1.7. Tlpu BBINUCBHIBAHUM peLeNTa Ha JIEKAPCTBEHHYIO TMPOIUCh HWHAWBUAYAIBHOTO
W3TOTOBIICHHS, CO/ICPIKAIIYI0 HaPKOTHYECKOE CPEICTBO WM TICHXOTPONHOE BemiecTBO Crimcka
Il, u npyrue dapmakosornyeckue akTUBHBIE BELIECTBA B J103€, HE IMPEBBIIAOLICH BBICIIYIO
pa3oByI0 1103y, M TPH YCIOBHH, YTO 3TO KOMOWHUPOBAHHOE JIEKAPCTBEHHOE CPEICTBO HE
SBJISIETCS HAPKOTUYECKMM CPEJICTBOM MM NCHUXOTpomHbIM BemiectBoM Crucka II, ciaemyer
UCIIOJIb30BAaTh pelenTypHbIA O1ank Gopmbl N 148-1/y-88.

OTH peuentsl JODKHBI OCTaBaThCsl B ANTEYHOW OpraHM3alud Ui TPEIMETHO-
KOJINYECTBEHHOT'O yYeTa.

(8B pen. IIpukaza Munznpascoupassutust Poccun ot 20.01.2011 N 13h)

Ilynkter 1.8 - 1.10 He mpumenstorcs ¢ 1 wurons 2013 roga K NIpaBOOTHOILIECHHUSM,
CBS3aHHBIM C HA3HAYEHUEM M BBINMCHIBAHUEM JIEKAPCTBEHHBIX MPENaparoB M MEIULUHCKUX
uznenuii (I[Tpukaz Munzapasa Poccun ot 26.02.2013 N 94n).

1.8. Ilpu BhINIKMCHIBAHMM pELENTAa Ha JIEKAPCTBEHHYIO MPONKMCHh HWHAWBHIYaJIbHOTO
M3TOTOBJICHHS] Ha3BaHUs HAPKOTHUYECKUX CPENICTB U MCUXOTpONHbIX BemecTB crnuckos I u IlI,
WHBIX JIEKAPCTBEHHBIX CPENCTB, MOUIEKAIINX NPEAMETHO-KOIMUECTBEHHOMY YY€ETYy, MULIYTCS B
Hayaje pelenTa, 3aTeM - BCE OCTaJIbHbIEe HHIPETUEHTHI.

1.9. BeinuceiBas HAPKOTUUECKOE CPEACTBO MIIM NICUXOTponHoe BemecTBo cnuckos 11 u 111,
UHBIE JIEKAPCTBEHHBIE CPEACTBA, MOAJIESXKAIIME MPEIMETHO-KOJIMUYECTBEHHOMY Y4YeTy, 7032
KOTOpBIX NPEBBIIIAET BBHICIIMN OJHOKPATHBIA INpUEM, Bpady JOJDKEH HAIUCaTh 03y 3TOT0
CpEJICTBA WJIM BEIECTBA MPOMKCHIO U MOCTABUTh BOCKIUIATENbHBIN 3HAK.

1.10. He pa3pemaercss BbIKCHIBaTh ONpPEAEICHHBIE JIEKAPCTBEHHBIE MTPENapaThl B OJHOM
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peuenTte 0Oojee TOro KOJMYECTBA, KOTOpOoe yKa3zaHO B mpuwiokeHun N 1 K Hacrosmen
NucTpykiuu.
(8B pen. IIpukaza Munznpascoupassutus Poccun ot 20.01.2011 N 13H)

[Tyakter 1.11 - 1.12 we npumensitorca ¢ 1 urons 2013 roma K MNpPaBOOTHOLICHUSIM,
CBSI3aHHBIM C HA3HAYEHUEM W BBIMUCHIBAHUEM JICKAPCTBEHHBIX IMPENApaTOB M MEAMIIMHCKUX
m3nenuii (ITpukaz Munzapasa Poccun ot 26.02.2013 N 94n).

1.11. Hopmbl BBINKMCBHIBAHUS U OTIYCKA HApKOTHYECKUX cpeAcTB Crmcka I, mpou3BoIHBIX
0apOUTYpPOBOM  KHUCIIOTBI, WHBIX JICKAPCTBEHHBIX CPEACTB, MOMJICKANINX MPEIMETHO-
KOJIMYECTBEHHOMY YUeTy, JUIsl HHKYpaOeJbHbIX OHKOJIOTHYECKUX U FeMaTOJIOrHUYeCKUX OOJIbHBIX
MOTYT OBITH YBEJIMUEHBI B 2 pa3a 10 CPAaBHEHUIO C KOJTHMYECTBOM, YKa3aHHBIM B MpHiiokeHnd N 1
K HacTosield MHCTpyKIuu.

1.12. CocraB nexapcTBEHHOro mpemaparta (B ciiydae KOMOMHHMPOBAHHOTO TIperapara),
0003HaYCHHE JIEKApCTBEHHOM (OpMBI M 0OpalieHne Bpada K GpapMarieBTHIeCKOMy pabOTHUKY 00
M3TOTOBJICHUH U BbIJIa4€ JICKAPCTBEHHOTO MperapaTa BEIMUCHIBAIOTCS HA TATUHCKOM SI3bIKE.

(B pen. ITpukaza Munszapascorpa3sutus Poccun ot 20.01.2011 N 13H)

He nomyckaercsi cokparnierne 0003HaueHUH OJIM3KUX 110 HAMMEHOBAHUSM WHTPEIUCHTOB,
HE TMO3BOJISIONIUX YCTAHOBUTH, KAKOH HMMEHHO JIEKAPCTBEHHBIN MTpernapaT BIITUCAH.

(8B pen. IIpukaza Munznpascoupassutust Poccun ot 20.01.2011 N 13h)

Hcnonb30BaHre IATUHCKUX COKpALIEHUH ATHX OO0O3HAuUeHUIl pa3pemaeTcss TOJIbKO B
COOTBETCTBUH C COKPAIICHUSMH, MPUHATHIMA B MEAUIIMHCKONW U (apMaIeBTUICCKONW MPAKTHKE,
peyCMOTPEHHBIMU MpuiioxkeHneM N 2 k Hactose MHCTpyKuuu.

[lynkter 1.13 - 1.15 ne npumensitorcs ¢ 1 wurons 2013 roma K NpaBOOTHOLICHUSM,
CBSI3aHHBIM C HA3HAYEHUWEM W BBINUCHIBAHMEM JICKAPCTBEHHBIX MPENApaTOB M MEAMIIMHCKUX
uznenuii (ITpukas Munzapasa Poccun ot 26.02.2013 N 94n).

1.13. Crioco6 nmpuMeHeHHs JIEKapCTBEHHOTO IMpernapaTa 0003HauaeTcsl ¢ yKa3aHueM J03bl,
YacTOThl, BPEMEHM TMpUEMAa M €ro JUIMTEIBHOCTH, a HJisi JIEKAPCTBEHHBIX IIPENaparTos,
B3aMMOJICHCTBYIOIIUX C MUIIEH, - BpEMEHHU WX YHOTpeOJIeHHs] OTHOCUTENBHO MpHeMa MUIIH (10
€/lbl, BO BpEMS €/1bl, I10CJIE €1Ibl).

(8B pen. [Ipukaza Munznpascotpa3sutus Poccun ot 20.01.2011 N 13H)

1.14. TIpu HeoOXOIMMOCTH SKCTPEHHOI'O OTIYCKA JIEKAPCTBEHHOTO Mpernapara 00JIbHOMY B
BEpXHEW 4YacTH pelenTypHoro OJaHKa MPOCTaBISAIOTCS o0Oo3HadeHus 'cito" (CpoyHO) WM
"statim" (HeMeJJIEHHO).

(8B pen. [Ipukaza Munznpascornpa3sutus Poccun ot 20.01.2011 N 13n)

1.15. Ilpu BBIMKCHIBAaHUM pELIETITa KOJUYECTBO KUAKUX (hapMalleBTHUECKUX CyOCTaHIUI
YKa3bIBae€TCS B MUJUIMIUTpPAX, TpaMMax WU KarligX, a OCTalIbHBIX (hapMalieBTHUYECKUX
cyOcTaHIMil - B TpamMMax.

(8B pen. [Ipukaza Munznpascoupa3sutus Poccun ot 20.01.2011 N 13H)

ITynkr 1.16 He npumensercsa ¢ | nrona 2013 roga x MpaBOOTHOLIEHUSM, CBSI3aHHBIM C
Ha3HAYCHHEM M BBINHMCHIBAHUEM JIEKAPCTBEHHBIX MpenaparoB U MeauiuHckux uznenuit (I[Ipukas
Munsapasa Poccun ot 26.02.2013 N 94h).

1.16. CrenuanbHble pelenTsl Ha HAPKOTHUYECKOE CPEJICTBO M ICHXOTPOIHOE BELIECTBO
JeVCTBUTENFHBI B TEUCHUE 5 JHEH CO JHS BBITUCKH; PEUENTHI, BHIMHUCAHHBIC HA PEUENTYPHBIX
6mankax ¢opmsl N 148-1/y-88, - B Teuenue 10 nueil.

PenenTbl Ha JilekapcTBEHHBIE MpeNaparhl (3a HMCKIIOYCHHWEM MOJUICKANUX IMPEIMETHO-
KOJINYECTBEHHOMY YUeTY), BBINMMCAHHBIE HAa pelenTypHbIX Omankax (opmel N 148-1/y-04 (i) u
dbopmber N 148-1/y-06 (1), myns amMOyJaTOpPHOTO JIEUEHUS TpaxJAaH B paMKax OKa3aHUS
rOCYyJapCTBEHHON COLMANIbHON TMOMOINM H TpaXAaH, HMEIOIIMX MpPaBO Ha IOJy4YeHHUE
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JIEKapCTBEHHBIX MpernapaToB OECIUIaATHO M CO CKHJKOH, JeHCTBUTENbHBI B TeueHUe | mecsma co
IHS BBIMUCKM, a B ClIydyae BBIMCKH TaKUX PELENTOB YyKa3aHHBIM KaTEropusiM TIpak/iaH,
JOCTUTIIMM IIEHCHOHHOTO BO3pPAcTa, CPOK ACHCTBUS pelenTa COCTaBiseT 3 MecsAla CO JHA
BBIMHUCKU. J[71 JeueHus: 3aTsDKHBIX U XPOHUYECKHX 3a00JieBaHM TpaskJaHaM MEHCHOHHOTO
BO3pacTa MOT'YT BBIIIMCBIBATHCS PELENThI HA JIEKAPCTBEHHBIE NIpENapaThl Ha Kypc JIEYEHUsI 10 3-
X MECSIIIEB.

(8B pen. Ilpukaza Munznpascoupassutus Poccun ot 20.01.2011 N 13n)

Penientel Ha Bce ocTalbHbBIE JIGKAPCTBEHHBIE MperapaThl ACHCTBUTEIbHBI B TEUEHHE 2-X
MECSILIEB CO JHS BBIITUCKH.

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

Penenitel Ha pon3BOAHBIE OAPOUTYPOBOI KUCIIOTHI, 3(eApUH, NCEBAOIPEIPUH B YHCTOM
BUJIE U B CMECH C JPYIrUMH JIEKapCTBEHHBIMH CpEICTBaMH, aHAOOJIMYECKHUE CTEPOUbI,
KJIO3aIlWH, THAHENTHH JUIA JICYeHUS] OOJBHBIX C 3aTSHKHBIMH M XPOHHYECKUMHU 3a00JICBaHUSIMU
MOTYT BBIIUCBIBATBCA Ha Kypc JiedeHust 10 1 mecsana. B aTux ciydasx Ha penenrtax JI0JDKHA
ObiTh Haanuch "[lo cnenuaabHOMY Ha3HAUYEHHIO', CKpEIUJICHHAs MOAMKMCHIO Bpaya U IEYaThio
MEeIUIIMHCKOM opranu3zanuu "J{ns penenton".

(8B pen. [Ipukaza Munznpascoupazsutus Poccun ot 20.01.2011 N 131)

[Tyuxt 1.17 He npumensiercs ¢ 1 utonsg 2013 roga x MpaBOOTHOLIEHUSM, CBSI3aHHBIM C

Ha3HAYCHUEM U BBHIMCHIBAHUEM JICKAPCTBEHHBIX MPENapaToB U MeauuuHCKux u3aenui (IIpukas
Mumnznpasa Poccun ot 26.02.2013 N 94n).

1.17. Ilpu BBIMKCHIBAHUU XPOHUYECKHM OOJBHBIM PEIENTOB HAa TOTOBBIE JIEKAPCTBEHHBIC
mpenaparbl W JIEKAPCTBEHHBIE Tpenaparbl WHAUBUIYAIBHOTO  HM3TOTOBJICHHS  BpayaM
paspeliaeTcsi yCcTaHaBIMBaTh CPOK JEHCTBUS pelLenTta B Mpelnenax 10 OAHOro roja, 3a
HCKIIFOUCHHUEM:

(B pen. ITpukaza Munszapascorpa3sutus Poccun ot 20.01.2011 N 13H)

- JIGKAPCTBEHHBIX CPEJICTB, MOICKAITUX MPEIMETHO-KOIMYECTBEHHOMY yUETY;

- IEKapCTBEHHBIX MPEnapaToB, 00JaAa0INUX aHA00INYECKON aKTUBHOCTHIO;

- JICKaPCTBEHHBIX MPENapaTOB, OTIIYCKAEMbIX U3 alITEYHBIX OpPraHU3aIfil 10 pelenTam IJis
aMOyJIaTOPHOTO JICYEHHS TPAKIaH B paMKax OKa3aHHs TOCYAapCTBEHHOW COLIMATbHOW MOMOIIH
Y TpaXKJaH, IMEIOIIUX MPaBO Ha MOJIYYSHHUE JICKAPCTBEHHBIX CPEACTB OECIUIATHO M CO CKHUJIKOM;
(8B pen. IIpukaza Munznpascorpa3sutus Poccun ot 20.01.2011 N 13n)

- CIIUPTOCOICPKAIINX JIEKAPCTBEHHBIX MPENapaToB HHANBUIYATbHOTO U3TOTOBICHUS.

(8B pen. [Ipukaza Munznpascorpa3sutus Poccun ot 20.01.2011 N 13n)

[Ipu BBIMUCHIBAHWM TaKUX PELENTOB Bpay JOJKEH CHAENaThb MOMETKY "XpOHUYECKOMY
O0osbHOMY", yKa3aTh CpOK JACHCTBUS pelentTa M MEePUOJAUYHOCTh OTIYCKa JIEKAPCTBEHHBIX
MpernapaToB M3 anTeYHOW OpraHu3aluu (€XKEeHENENbHO, €XKEMECSYHO U T.I.), 3aBEPUTh 3TO
yKa3aHue CBOEH MOJAMKUCHI0 U JTUYHOM MEUaThio, a TAKKE MEYaThl0 METUIIMHCKON OpTraHu3aIiu
"Jlnst peuentoB".

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

ITynkr 1.18 He npumensercs ¢ | nrona 2013 roga x MpaBOOTHOLIEHUSM, CBSI3aHHBIM C
Ha3HAY€HHEM M BBINHMCHIBAHUEM JIEKAPCTBEHHBIX MpenapaToB U MeAuIMHCKUX usaenuit (IIpukas
Munsapasa Poccun ot 26.02.2013 N 94n).

1.18. Penent, He OTBeyaronMid XOTA Obl OJHOMY M3 MEPEUMCICHHBIX TPEOOBAHUN WM
coJIeprKalliil HECOBMECTUMbIE JIEKapCTBEHHBIE CPEICTBA, CUUTACTCS HEIEHCTBUTEIBHBIM.
(B pexn. IIpukaza Munznpascornpazsutust Poccun ot 20.01.2011 N 13#n)

B ciyyae BO3MOXHOCTHM YTOYHEHHS y Bpadya WM JPYroro METUIIMHCKOTO pabOTHHUKA,
BBIMMCABILETO PELENT, HAUMEHOBAaHUS JIEKAPCTBEHHOIO IIpernapaTra, €ro JI03UpOBKH,
COBMECTUMOCTH M T.I., pa0OTHUK aNTEeYHOW OpPraHU3alMU MOXET OTIYCTUThH JEKapCTBEHHBII
npenapar MMalnueHTy.
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(8B pen. Ilpukaza Munznpascoupassutus Poccun ot 20.01.2011 N 13H)

II. TTopsnOK BEINUCBHIBAaHUS PELIENITOB
Ha JICKapCTBEHHbIE NTPenaparsl 1y aMOyJIaTOPHOIO JIEYEHUs
IPaKJlaH B paMKax OKa3aHUs rOCYAapCTBEHHOU COLMAIbHOMN
IIOMOUIY YU IPaXAaH, UMEIOLIMX IIPABO Ha IOJIYYCHHE
JIEKapCTBEHHBIX CPEACTB OECIUIATHO U CO CKUAKOMN
(B pen. [Ipukaza Munznpascorpazsutust Poccun ot 20.01.2011 N 13H)

[Tyukr 2.1 He mpumensercs ¢ 1 utona 2013 roga Kk mMpaBOOTHOUIEHUSIM, CBSI3aHHBIM C
Ha3HAUYE€HHEM U BBIITUCHIBAHUEM JIEKAPCTBEHHBIX MperapaToB U MeaunuHCKuX usnenuit (Ilpukas
Munzapasa Poccun ot 26.02.2013 N 94n).

2.1. CamocToATEnbHO JIeYallUM BpayoM WJIM BPavyOM-CIEHUATHCTOM JeueOHO-
IpOPHIAKTHIECKOTO YUPEKACHUS BBHIIHCHIBAIOTCS PELENTHl HA JICKAPCTBEHHBIE MPETapaThl s
aMOyJIaTOPHOTO JICYEHUS TPaKJaH B paMKax OKa3aHHs rOCyAapCTBEHHOW COIMAIBbHON MOMOIIU
U FpaKJaH, UMEIOIIMX MPaBO Ha MOJIyYE€HUE JIEKAPCTBEHHBIX CPEJICTB OECIUIATHO U CO CKMJIKOH,
B COOTBETCTBHUM CO CTAaHJApTaMU MEIULMHCKOM IOMOILIM, 3a UCKIIOUYEHHUEM CIIy4aeB
Ha3HAa4YeHMsI, ONPEEIIEHHBIX MyHKTOM 2.4.1 HacTosAme MHcTpykuuu.

(B pen. ITpukaza Munszapascorpa3sutus Poccun ot 20.01.2011 N 13H)

[lynkr 2.2 He npumensiercs ¢ 1 wuronsg 2013 roma k IpaBOOTHOLIEHUSIM, CBSI3aHHBIM C
HAa3HAYCHHEM U BBIITMCHIBAHUEM JIEKAPCTBEHHBIX MperapaToB U MeaunnHCKuX usnenuit (Ilpukas
Munzapasa Poccun ot 26.02.2013 N 94n).

2.2. IlpaBo CaMOCTOSITENBHO BBIIMCHIBATH PEUENTHl I IOJIyYEHUS B aIlTEYHON
OpraHM3alMy JIEKapCTBEHHBIX CPEACTB TIpakJaHaM B IOpPSJAKE, YCTaHOBIEHHOM 1. 2.1
HacToAEel MHCTpyKIMK, UMEIOT TaKXKe:

(8B pen. [Ipukaza Munznpascoupazsutus Poccun ot 20.01.2011 N 131)

2.2.1. B mpeaenax cBOei KOMIIETEHLIMU BpayH, paboTarolie B MEIUIIMHCKON OpraHu3aIiu
110 COBMECTHUTEILCTBY;

(8B pen. [Ipukaza Munznpascorpa3sutus Poccun ot 20.01.2011 N 13n)

2.2.2. Bpaud CTallMOHApHBIX YYPEXKJCHUU COLMAIBHOM 3allluThl U HCHPABUTEIBHBIX
YUPEXKJIEHUN HE3aBUCUMO OT BEIOMCTBEHHON IIPUHAUIEKHOCTH;

2.2.3. Bpauun BEJOMCTBEHHBIX MOJUKIMHUK (enepanbHoro (cyobekta Poccuiickoit
®denepanyn) NOAUNHEHMS:

- Tpax/JaHaM, HMEIIIUM CTaryc N0 NpodecCHOHATbHOMY MPU3HAKY, pacxoibl Ha
OecrulaTHOE JIEKAPCTBEHHOE OOecreueHHe KOTOPBIX B COOTBETCTBHMU C 3aKOHOJATEIHCTBOM
Poccuiickoit deneparum MOKPHIBAIOTCSA 32 CUET CPEACTB PeAepaTbHOTO OI0IKETA;

- MHBIM KaTeropusiM TpakJaH, pacXoJbl Ha OecIJIaTHOE JIeKapcTBEHHOE oOecreyeHue
KOTOPBIX B COOTBETCTBHH C 3aKOHOAATENBCTBOM Poccuiickoit denepariuy moKpbIBatOTCS 3a CUET
CpeACTB OIOKETOB pPa3IMYHBIX YPOBHEH M 005A3aTENBHOTO MEAMIIMHCKOTO CTPAaxOBaHUS IO
COIVIACOBAaHUIO U B TOPSJAKE, OMNPENENIIEeMOM OpraHaMH HCIOJHUTEIBHON BIACTH CyOBEKTa
Poccuiickoit ®enepauuu, ecaum B OIOKETax COOTBETCTBYIOUIMX (efepalbHbIX OpraHoB
HCIIOJTHUTENIbHOM BJIaCTH HE BbIAENIEHbl (PUHAHCOBBIE CPE/ICTBA HA 3THU LEJIH;

2.2.4. YacTHONpPAKTHUKYIOUIME BpayH, paboTalolue MO JOrOBOPY C TEPPUTOPHATIBHBIM
OpraHOM YTIpaBJCHUS 3[PaBOOXPAHEHHEM HW/WUIM TEPPUTOPUATIBHBIM (POHIAOM 00s3aTEIBHOTO
MEAMIMHCKOTO CTPAaXOBaHUs M OKa3blBalOIIME MEIULMHCKYIO IOMOIIb IpaKIaHaM B paMKax
IPOrpaMMbl OKa3aHUs TOCYJAapPCTBEHHOMN COIMAIbHOM MOMOIIM U TpakJlaHaM, UMEIOIIUM MPaBo
Ha I0JIyYeHHE JIEKapCTBEHHBIX MpenapaToB OECIUIATHO U CO CKHUJIKOM.

(B pen. [Ipukaza Munznpascoupassutust Poccun ot 20.01.2011 N 13h)
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Ilynxt 2.3 He npumensiercs ¢ 1 wmrona 2013 roga K IpaBOOTHOLIEHUSM, CBSI3aHHBIM C
Ha3HaUYEHUEM M BBIIMCHIBAHMEM JIEKAPCTBEHHBIX MIPENnapaTtoB U MeauuHckux ninenuit (Ilpukas
Mumnznpasa Poccun ot 26.02.2013 N 94n).

2.3. B oco0pix cimyyasx (IIPOXKUBAHUE B CEJIBCKOM MECTHOCTH, IJI€ HAXOAMUTCS TOJIBKO
MEIMIMHCKasT OpraHu3anusi Wik ee 000COONEeHHOEe IMoJpa3/eieHne, HE HMEIoIIee Bpaya)
pelenTsl Ha JIEKApCTBEHHBIC Mpenaparbl Juisi aMOyJIaTOPHOIO JIEYEHHS TpaXKAaH B paMKax
OKa3aHUsl TOCYJapCTBEHHOM COIMAIbHON MOMOIIM U TPa)JAaH, UMEIOIINX MPaBO Ha MOJIyYeHUE
JIEKapCTBEHHBIX MPENapaToB OECIUIATHO U CO CKUAKOM, MOTYT ObITh BBHITUCAHBI CAMOCTOSITEIIBHO
BEAyIIUM TMpueM (enpauepoM WIH aKylmIepKoH TakoW MEIUIMHCKON OpraHu3alud B
COOTBETCTBUHU C II. 2.1 HacTosimeln MHCTpyKIuu.

[lepeyenbr MeEIMIMHCKUX OpraHM3alMid M MOPSAOK JIEKAPCTBEHHOTO OOECTeUeHUs
YKa3aHHBIX TpaXkJaH OIpPENESIOTCS OPraHOM HCIOJHUTENbHON BiacTH cyObekTa Poccuiickoit
Deneparun B chepe 37paBOOXPaHEHHUS.

(m. 2.3 B pen. [Ipukaza Munszapascoupazsutus Poccuu ot 20.01.2011 N 13H)

[lynkr 2.4 He npumensiercs ¢ 1 wuronsg 2013 roma k IpaBOOTHOLIEHUSIM, CBSI3aHHBIM C
Ha3HAYCHHEM U BBIITMCHIBAHUEM JIEKAPCTBEHHBIX MperapaToB U MeauMHCKUX u3nenuit (Ilpukas
Munzapasa Poccun ot 26.02.2013 N 94n).

2.4. BeinucbiBaHUE PELIETITOB Ha JIEKAPCTBEHHBIE Ipenaparhl 111 aMOyIaTOPHOTO JICYEHHS
rpakJaH B paMKaxX OKa3aHMs TOCYIApCTBEHHOW COIMAIbHON MOMOIIM U TpakJaH, WMEIOIINX
MIPaBO Ha MOJYYCHHE JIEKAPCTBEHHBIX MPENapaToB OECIUIaTHO U CO CKUAKOW, OCYIIECTBIISACTCS:

(8B pen. IIpukaza Munznpascoupassutus Poccun ot 20.01.2011 N 13h)

2.4.1. BpauaMH-CHIEIUATUCTAMU

- Ha HAapKOTHUYECKHUE Cpe/acTBa u MIPOTHUBOOITYXOJIEBbIE npenaparsbl
(OHKOJIOTHYECKUM/TEMATOJIOTHYECKUM ~ OOJIbHBIM) -  OHKOJIOTOM  W/WJIM  TI'e€MaTOJIOTOM,
He(dposIoroM, peBMaTOJIOrOM H JIp.;

- Ha UMMYHOMOJIYJIATOPHI - T€MATOJIOIOM U/WJIM OHKOJIOTOM (TIOCJ€ MPOBEACHUS JIy4eBOi
W/WIM XUMHUOTEPAINH, MePecaiku KOCTHOTO Mo3ra), umMmmMmyHosioroM (6ompHbIM CIIW[loMm wim
OPYTMMH TSDKEJIBIMA HapylIeHHSIMH UMMYHUTETAa), TPAHCIUIAHTOJIOrOM (Tocie TMepecaaku
OpraHOB U TKaHEH ), PEBMATOJIOTOM U UHBIMU CIIEIIUATTUCTAMHU;

- Ha IPOTUBOTYOEPKYJE3HBIC MTpemapaTsl - PTHIUATPOM;

- Ha nportuBoanadeTHueckue (OOJIbHBIM CaXxapHbIM JAMAa0ETOM) U MPOUYUE JIEKAPCTBEHHbIE
npenaparbl, BIMSIOLME HA OHSHIOKPUHHYIO CHCTEMY, - OSHIOKPUHOJIOIOM, B MOPSIKE,
omnpeneaeHHOM B TyHKTe 2.4 MHCTpYKIMU O MOpsAKe HA3HAUYCHUS JIEKAPCTBEHHBIX MPENapaToB
(mpunoxenne N 12).

(8B pen. IIpukaza Munznpascoupassutust Poccun ot 20.01.2011 N 13H)

[Ipu oTCyTCTBMM yKa3aHHBIX CIELHUAIMCTOB BBINMCBHIBAHUE JIBIOTHBIX PELENTOB B 3TUX
CITy4asix IPOU3BOJAUTCS JISYAIIUM BPAuoOM IO PEHICHUI0 BpaueOHON KOMUCCUU TTOJIUKITMHUKY;

2.4.2. neyamMM BpayoM WM BPadyoOM-CIICIUATIMCTOM TOJBKO MO PEHICHHIO BpaueOHOMN
KOMUCCHUH MEIUIIMHCKON OpraHu3aIliu:

(8B pen. [Ipukaza Munznpascotpa3sutus Poccun ot 20.01.2011 N 13H)

- Ha mncuxorponHble BemiectBa crnuckoB Il u |, uHBIE nexapcTBeHHBIE CpENCTBa,
MOIJIeKaINe MPEAMETHO-KOIMYECTBEHHOMY YUeTy, aHA0OIMYECKHE CTEPOUIBL;

- Ha HapkoTuyeckue cpenactBa Crucka Il 60IBHBIM, HE CTpaJAONIMM OHKOJIOTHYECKUM
(remaTONOTUYECKNM) 3a00JI€BaHUEM;

B cBa3u ¢ pgomymieHHOM omnewyaTkod nmcbMoMm  MuH3znpascoupassutus Poccuu  oT
24.05.2007 N 4185-BC, xoTopoe He MpOXOJHIIO0 perucTpamnuio B Muntocte Poccun, yrouHeHo,
4T0 "Bpady MOKET CaMOCTOSITENILHO BBIITUCHIBATH OJTHOMY OOJIBHOMY HE Oojiee 5 HaUMEHOBAHUI
JIEKapCTBEHHBIX CPEJCTB €IUHOBPEMEHHO (B Te€UeHHE CYTOK) U He Oosiee 10 HauMeHOBaHMI B
TeueHne | mecsna. Ilpu BBHIMUCHIBAHUK OOJBIIETO KOJIHYECTBA JIGKAPCTBEHHBIX CPEICTB Bpay
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00si3aH corjacoBaTh Ha3Hau€HHE C BpaueOHONl KomHcched JeuyeOHO-TPOPUIAKTHUECKOTO
yupexaeHus'" .

- Ha JICKapCTBEHHbIE IIpenaparbl, Ha3HA4YaeMble JI€YallMM BpauoM M BpadyaMu-
CHeHalICTaMH, OJJHOMY O0JIbHOMY B KOJIMYECTBE MSTH HAUMEHOBaHUI U 00Jiee 0JTHOMOMEHTHO
(B TeueHHE OAHMUX CYTOK) WJIM CBBILIE I€CATH HAUMEHOBAHUI B TEUEHUE OJJHOTO MECSALIA;
(B pexn. IIpukazos Munszapascoupassutus Poccun ot 25.09.2009 N 7941, ot 20.01.2011 N 13H)
- Ha JIGKAPCTBEHHBIE MPEMapaThbl B CIy4Yasx HETUIMMYHOTO TeYEeHUs! 0OJIe3HH, MPU HATUIUN
OCJIO’)KHEHUH OCHOBHOIO 3a00JIeBaHUS W/MIM COUYETAaHHBIX 3a00JIeBaHMiA, NpPU HA3HAUCHUU
OMacHBIX KOMOWHAIMKA  JICKApCTBEHHBIX CPEACTB, a TaKkKe MpH HHIUBUAYATbHOU
HENEPEHOCUMOCTH.
2.5. Yrpatuiu cuiny. - llpukaz Munzapasconpassutus Poccun ot 27.08.2007 N 560.

IlynxT 2.6 He npumensiercs ¢ 1 wuronsg 2013 roga K IpaBOOTHOLIEHUSIM, CBSI3aHHBIM C
Ha3HaUYEHUEM M BBIIIMCHIBAHUEM JIEKApPCTBEHHBIX IIpenaparoB U MeauuHckux ninenuit (Ilpukas
Mumnznpasa Poccun ot 26.02.2013 N 94n).

2.6. He pomyckaeTcsi BBIMHUCHIBAHME PEIENTOB Ha JIEKAPCTBEHHBIC TNIpemaparbl s
aMOyJIaTOPHOTO JICYEHHS TPaKIaH B paMKax OKa3aHHs FOCYAapCTBEHHOW COLIMAIbHOW MOMOIIH
W TpaxJaH, UMCIONIMX MPaBO Ha MOJYYCHHE JICKapCTBEHHBIX IpernaparoB OecIylaTHO U CO
CKMJIKOM, BpayaMHi CAHATOPHO-KYPOPTHBIX YUPEKICHUN, BpauaMH CTAlMOHAPHBIX YUPEKICHUN,
B T.4. THEBHBIX (32 UCKIIFOUCHUEM CTAlIMOHAPHBIX YUPEKIACHHUN COLMAIBHOM 3alllUTHI), a TAKXKe
BpauaMyd MEIUIIMHCKUX OpraHu3alliii B MEpHOJ] HaXOXJIEHUs OOJbHBIX Ha CTAllMOHAPHOM
JICYCHUH B COOTBETCTBHUH C ICUCTBYIOIIUM MOPSIKOM.

(B pen. ITpukaza Munszapascorpa3sutus Poccun ot 20.01.2011 N 13H)

YacTHONPAKTUKYIOIIUM BpayaM 3alpeliaeTcs BBIMUCHIBATH PEIENThl HA JICKAPCTBECHHBIC
npemnapatsl Juisi amMOyJIaTOpPHOTO JIeUEHUs TpaXKAaH B pPaMKaxX OKa3aHUS TOCYIapCTBEHHOMN
COIMAILHOM MOMOIIM U TPaXkJIaH, UMEIOIIMX MPABO HA MOJIYYCHHE JIEKAPCTBEHHBIX MPENapaToB
OecryiaTHO M CO CKHJIKOH, 32 MCKJIFOUEHUEM CIIydaeB, yKa3aHHBIX B MyHKTe 2.2.4 HacTosIien
WNHcTpyKum.

(8B pen. [Ipukaza Munznpascornpa3sutus Poccun ot 20.01.2011 N 13n)

Ilynxr 2.7 He npumensiercss ¢ 1 wnrona 2013 roga K mpaBOOTHOLIEHUSM, CBSI3aHHBIM C
Ha3HAYCHHEM M BBINHMCHIBAHUEM JIEKAPCTBEHHBIX MpenapaToB U MeAuIMHCKUX usaenuit (IIpukas
Munzapasa Poccun ot 26.02.2013 N 94n).

2.7. Ha3HayeHue JI€KapCTBEHHBIX MpPENapaToB JUIsl aMOyJIaTOPHOTO JICYEHUS TpakIaH B
paMKax OKa3aHHs TOCYAapCTBEHHOW COLIMAIBLHOW MOMOUIM W TpaxkJaH, MMEIIIMX IMPaBO Ha
NOJIy4eHUe JIEKapCTBEHHBIX MpenapaToB OECIJIaTHO U CO CKUJKOM, OTpa)kaeTcsi B MEIUIIMHCKON
KapTe aMOyJIaTOpHOro OOJIBHOTO B MOPSAJKE, MPEAyCMOTPEHHOM NyHKTOM 1.6 MHCTpykmum o
HOpsiZIKe Ha3HAYCHHs JICKAPCTBEHHBIX mpemnaparoB (mpuioxenue N 12), mynkramu 1.2 - 1.10
HacTodAlell MHCcTpykumy, ¢ yka3aHueM HoMepa pelenTa U B TaJoHe aMOyIaTOpHOIo MalMeHTa,
YTBEPKACHHOM B YCTaHOBJIEHHOM TOPSAKE.

(8B pen. [Ipukaza Munznpascoupassutust Poccun ot 20.01.2011 N 13h)

[Ipu BBIMKUCHIBAHUY PELIENTOB Ha JIEKAPCTBEHHBIE MPenaparsl st aMOyIaTOPHOTO JICUSHHS
rpaXkJaH B paMKaxX OKa3aHUs IOCYIapCTBEHHOW COIMAIIbHON MOMOIIM U Tpa)<JIaH, WMEIOLINX
paBO Ha TOJyYEHHUE JIEKAPCTBEHHBIX MpenapaToB OECIIaTHO M CO CKHJKOH, 00s3aTeabHO
yKa3bIBae€TCs HOMEp TejedoHa, MO KOTOpOMY pabOTHUK anTeYHOM OpraHU3aldd MOKET
COIJIACOBAThH C JIEYAIIUM BpadoM (BpauoM-CIIEUAINCTOM, BpauyeOHOM KOMUCCHENH MEIUIIMHCKON
OpraHMu3alii) CHHOHUMHUYECKYIO 3aMEHY JIEKapCTBEHHOI'O Ipernapara.

(B pexn. IIpukaza Munznpasconpazsutus Poccun ot 20.01.2011 N 13#n)

ITynkTel 2.8 - 2.9 He npumenstorcs ¢ 1 urons 2013 roga K NpaBOOTHOIIEHUSM, CBSI3aHHBIM
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C Ha3HAUCHUCM U BBIIHMCBIBAHUCM JICKAPCTBCHHBIX IMPLCIApaTOB W MCAULMUHCKHUX PI3,Z[€JIHI>'I
(ITpuka3 Munzapasa Poccuu ot 26.02.2013 N 94#).

2.8. Peuent Ha penentypHoM Onanke dopmber N 148-1/y-04 (;m) m N 148-1/y-06 (1)
BBIMKICHIBAETCS BpadoM ((enpamepom) B 3-X 3K3EMIUIIpax, ¢ IBYMs SK3EMIUIIpaMU KOTOPOTO
OonpHON oOpamiaercs B aNTeUHYH OpraHm3anuio. llociaemHuid  dSK3eMIUIAp — pelernTa
MOJIKJIENBAETCsl B aMOyJIaTOPHYIO KapTy OO0IBHOTO.

(8B pen. IIpukaza Munznpascoupassutus Poccun ot 20.01.2011 N 13H)

2.9. Hapkotuueckue cpeicTBa U ncuxorpomnnsie Benjectsa Crucka Il mis amOymnaropaoro
JICYCHUS] TPaXJaH B paMKaX OKa3aHUs TOCYJapCTBEHHON COLMAJIbHOW MOMOIIMA M Tpa)iaH,
UMEIOUIMX IPaBO HA TMOJy4YeHHUE JIEKAPCTBEHHBIX IIpernapaToB OECIUIaTHO M CO CKHJKOH,
BBIIMCHIBAIOTCS Ha CHENUAJIBHOM pELENTYpHOM OJaHKE Ha HApKOTHYECKOE CPEACTBO MU
MICUXOTPOMTHOE BELIECTBO, K KOTOPOMY JOMOJHHUTEIHHO BBIUCBHIBAIOTCS pEUEnThl Ha
peuentypaoM Oianke Gopmel N 148-1/y-04 (1) umu popmer N 148-1/y-06 (11).

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

[Tcuxotponubie BemiectBa Cnucka III, wHBIE JieKapCTBEHHBIE CPEACTBA, MOJJIEKAIIHME
MPEeIMETHO-KOJIMYECTBEHHOMY y4YeTy, aHaOOJIMuYecKue CTEpOuAbl, NpeJHa3HAYCHHbIE IS
amMOyJaTOPHOTO JIEYCHHs TPaXIaH B pPaMKax TOCYHApCTBEHHOH COIMAIbHOW MOMOIIM U
rpaXaaH, MMEIOIIMUX IpaBO Ha IOJYYEHHE JIEKApCTBEHHBIX IpenaparoB OECIUIaTHO U CO
CKUJIKOH, BBIMUCHIBAIOTCS Ha peuentypHoMm Omanke N 148-1/y-88, k koTopomMy AOMOIHUTENHHO
BBITIMCHIBAIOTCS PELIETITHI Ha penentypHoM Onanke ¢popmbl N 148-1/y-04 (1) unu dopmbr N 148-
1/y-06 ().

(8B pen. IIpukaza Munznpascoupassutus Poccun ot 20.01.2011 N 13h)

[Iynkr 2.10 He npumensierca ¢ 1 urons 2013 roma Kk mpaBOOTHOUIEHUSIM, CBA3aHHBIM C
HAa3HAYCHHEM U BBIITMCHIBAHUEM JICKAPCTBEHHBIX MperapaToB U MeaunMHCKuX usnenuit (Ilpukas
Munzapasa Poccun ot 26.02.2013 N 94n).

2.10. dns obecnieyeHHs] HAPKOTHMUYECKUMM CPEACTBAMHM M ICUXOTPOIHBIMH BEIECTBAMHU
00JIbHBIE NPUKPEIUISIOTCS K KOHKPETHOM MEIUIIMHCKOM M anTeYyHOW OpraHMu3alUsIM 10 MECTY
KHUTEIbCTBA B TMOPAAKE, OIpPENeIIeMOM OpPraHOM HCIOJHUTEIBHOW BIIACTH CyObeKTa
Poccuiickoit ®enepanuu B chepe 31paBoOXpaHEHUSI.

(1. 2.10 B pen. Ilpukaza Munsnpasconpaszsutust Poccun ot 20.01.2011 N 13#n)

I11. [opsinok opopmieHus
TpeOOBaHUI-HAKIIAIHBIX B allTEYHYIO OPraHU3aLIMIO Ha TIOJy4YeHUE
JIEKapCTBEHHBIX NPENAapaToB JUIs MEIULUHCKAX OpraHu3alnui
(B pen. [Ipukasza Munsnpascoupazsurusa Poccun ot 20.01.2011 N 131)

3.1. Ina obecnieueHust JeueOHO-IMarHoCTUUECKOT0 Mpoliecca MEAUIIMHCKIE OpraHu3aluu
NOJIY4aloT JIEKapCTBEHHbIE Mpenaparhbl U3 aTeYHON OpraHu3aluy Mo TpeOOBaHUAM-HAKIIAIHbIM,
YTBEP)KJICHHBIM B YCTaHOBJICHHOM TTOPSIKE.

(8B pen. IIpukaza Munznpascornpa3sutus Poccun ot 20.01.2011 N 13n)

TpeboBaHue-HakIaAHAas Ha I[OJIyYU€HHWE U3 aNTEUHbIX OpraHU3alUil JIEKapCTBEHHBIX
IpenapaToB JOHKHA UMETh LITaMII, KPYIJIyIo Me4aTh MEIUIIMHCKON OpraHu3aliy, MOJINCh ee
PYKOBOIMTENSI WIIM €r0 3aMECTUTENIS M0 JIe4eOHOM YacTH.

(B pexn. IIpukaza Munznpascornpazsutust Poccun ot 20.01.2011 N 13#n)

B T1peboBanuu-HakianiHON yKa3bplBaeTcs HOMEp, JaTa COCTAaBJICHUS JIOKYMEHTa,
OTIIpaBUTENb M TOJIyyaTelb JIEKApCTBEHHOrO TIpernapaTa, HaWMEHOBAaHHE JIEKapCTBEHHOIO
npernapata (C ykazaHHEM JO3MPOBKHU, (OpMBI BbllTycka (TaOJNeTKW, aMIlyibl, Masw,
CYIIO3UTOPUU U T.II.), BUJA YHAKOBKH (KOpPOOKH, (hi1akoHbI, TyOBl U T.II.), CIIOCOO MPUMEHEHUS
(IUTT WHBEKIWH, IUISI HApYKHOTO TpPHUMEHEHHs, IMpHeMa BHYTPb, TJIa3HbIE Kaluld M T.IL.),
KOJINYECTBO  3aTpeOOBAHHBIX JIEKAPCTBEHHBIX IPENapaToB, KOJWYECTBO U CTOUMOCTh
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OTIIYILIEHHBIX JIEKAPCTBEHHBIX [IPENapaToB.
(B pen. ITpukaza Munznpascorpazsutus Poccun ot 20.01.2011 N 131)

HaumeHnoBaHMsI 1eKapCTBEHHBIX NIPENAPAaTOB MUILYTCS HA JIATUHCKOM SI3bIKE.
(B pen. ITpukaza Munznpascorpazsutus Poccun ot 20.01.2011 N 131)

TpeboBaHusI-HaK/IaHbIE Ha JIEKAPCTBEHHBIE CPEACTBa, MOAJIEXKAIIUE MPEIMETHO-
KOJINYECTBEHHOMY YYEeTy, BBIUCHIBAIOTCS HAa OTAEIbHBIX OJIaHKaX TpeOOBaHMM-HAKIIAJHBIX IS
Ka)KJIOM TPYIIIBI IPEnapaTos.

MeauuMHCKME OpPraHu3alMKd IIPU COCTaBICHMM 3asBOK HAa HApKOTUYECKUE CPEICTBA U
ncuxorponHele BemectBa crnuckoB Il u |l momxHBI pyKOBOACTBOBATHCS PACUETHBIMU
HOPMAaTUBaMH, YTBEPKICHHBIMU B YCTAHOBJICHHOM IOPSJIKE.

(8B pen. IIpukaza Munznpascoupassutus Poccun ot 20.01.2011 N 13H)

3.2. TpeboBaHMs-HAKIAHbIE CTPYKTYPHOI'O IOJPA3/EICHUs MEIULUHCKON OpraHu3aluu
(xaOuHeTa, OTAENeHUs M T.N.) Ha JICKApPCTBEHHBIC INpemnapaThl, HANpaBiIseMble B alTEYHYIO
OpraHu3zanuio, opopMIISIOTCS B NOPs/IKE, ONPEEIeHHOM IMyHKTOM 3.1 HacTosame MHcTpykumu,
HOJIKCHIBAIOTCA  PYKOBOAMUTEIEM COOTBETCTBYIOIIETO IMOJPA3/eieHUuss U OpOPMIISIOTCS
LITAMIIOM MEIULUHCKON OpPraHU3aluu.

[Ipy BbINUCHIBAaHMM JIEKAPCTBEHHOI'O IpernapaTa sl HWHAWBHUIYaJIbHOTO OOJBHOIO
JIOTIOJIHUTEIBHO YKa3bIBaeTCs ero (paMuins 1 MHULUAIIbI, HOMEP UCTOPUU OOJIE3HH.

(m. 3.2 B pen. [Ipuxaza Munsapascoupaszsutus Poccuu ot 20.01.2011 N 13H)

3.3. Ctomatonory, 3yOHbIE Bpaud MOTYT BBIIMCHIBATh 32 CBOCH MOJNHMCHIO TPeOOBaHUS-
HaKJIaJHbIE TOJIbKO Ha JIEKAPCTBEHHBIE IIperaparhbl, NPUMEHSEMbIE B CTOMATOJIOTMYECKOM
KabuHere, 03 MpaBa BbLAAYN UX MMALUEHTaM Ha PYKH.

(8B pen. Ilpukaza Munznpascoupassutust Poccun ot 20.01.2011 N 13n)

3.4. TpeboBaHMs Ha SAOBUTHIE JIEKAPCTBEHHBIE CPE/ICTBA, KPOME IMOJIHUCH CTOMATOJIOra
WM 3yOHOTO Bpaya, JOJKHBI UMETh MOANKUCH PYKOBOAUTENS YUPEKIAECHUS (OTIEIEHUS) WIN €T
3aMECTUTEIIS U KPYIIIYIO [1€4aTh MEAUIIMHCKON OpraHu3aluy.

(8B pen. IIpukaza Munznpascoupassutus Poccun ot 20.01.2011 N 13h)

3.5. TpeboBaHMsI-HaKIa{HbIe HA OTIYCK YaCTHONPAKTHKYIOUIMM BpayaM JIEKapCTBEHHbIX
[IPEnapaToB (3a UCKIIOYEHNEM HApKOTUYECKUX CPEACTB M IICUXOTPOIHBIX BEIIECTB cMckoB Il u
I1l, a Takke JEeKapCTBEHHbIX NpPENapaToB, COAEPXKALIMX ATU CpPEACTBAa U BELIECTBA)
0opOpPMIISIFOTCS. B TIOPSJIKE, onpeaesieHHoM 1. 3.1 - 3.4 Hacrosimed MHCTpyKIuu, Ha OCHOBaHUHU
JIOTOBOpa KYIUIM-TIPOJAXKH MEXy YACTHOIIPAKTUKYIOIIMM BPauOM U allTEYHON OpraHu3anuel u
JUIEH3UU Ha MEJUIIMHCKYIO JIeATEIbHOCTh, BBIJAHHOW B YCTAHOBJIEHHOM TOPSAKE.

(8B pen. [Ipukaza Munznpascorpa3sutus Poccun ot 20.01.2011 N 13n)

3.6. B anTeuHbIX opraHu3anusAx TpPeOOBaHUA-HAKIAAHbIE JIEYEOHO-TPOPUITAKTHUECKUX
YUPEXKACHUN Ha OTIYCK HApKOTMYECKHUX CPEJCTB M NCUXOTPONHBIX BeuiecTB cruckos II u Il
XpaHarca B TeueHue 10 JjeT, Ha OTMYCK HHBIX JIEKAPCTBEHHBIX CPEICTB, MOJJIEKAIINX
IIPEIMETHO-KOJIMYECTBEHHOMY YYETy, - B TEUEHHUE 3-X JIET, OCTAIbHBIX I'PYII JIEKApCTBEHHBIX
IIPEnapaToB - B TEUEHUE OJJHOTO KaJIEHJApPHOTO Tro/1a.

(8B pen. [Ipukaza Munznpascorpa3sutus Poccun ot 20.01.2011 N 13n)

3.7. TpeboBaHusI-HaKJIaAHbIE METUIIUHCKUX OpraHU3aMi JOKHBI XPaHUTHCS B allTEUHOU
OpraHu3allii B YCJIOBUSX, OOECNEUMBAIOIIUX COXPAaHHOCTb, B COPOIIIOPOBAHHOM U
oreyaTaHHOM BUJE U 0(OPMIISTHCS B TOMA C YKa3aHMEM Mecsla U roja.

(B pexn. IIpukaza Munznpascornpazsutust Poccun ot 20.01.2011 N 13#n)

3.8. [lo ucreuennu cpoka XpaHeHUs TpeOOBaHUS-HAKIIAIHBIE MOJICKAT YHUUTOKCHHUIO B
IIPUCYTCTBUM YJIEHOB CO3/1aBa€MOI B alTEUYHON OpraHMU3alM KOMHCCHH, O YEM COCTABIISIOTCS
aKThl, (OPMBI KOTOPBIX MpeaycMoTpeHb! npriiokeHusMu N 3 u 4 k Hacrosiend MHcTpykuu.

(B pex. Ilpuka3zoB Munznpasconpassutus Poccun ot 25.09.2009 N 794H, ot 20.01.2011 N 13h)

IV. KoHTposb 3a BBINMCHIBAHUEM PELIENITOB
U TpeOOBaHMI-HAKJIAHBIX Ha JIEKAPCTBEHHBIE MTperapaThl
(B pen. Ilpukaza Munznpasconpazsutust Poccun ot 20.01.2011 N 13n)
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41 - 44. Yrparumu cuny ¢ 1 wmrons 2013 roma. - Ilpukaz MwunzapaBa Poccum oT

26.02.2013 N 94mn.

CornacoBaHo

PykoBoauTens (3amecTuTeNh
pyxoBogutens) ®CKH Poccun
O.H.XAPUYKNH

12.02.2007

ITpunoxxenne N 1

Kk MHCTpyKLIMK O nopsiiKe
BBIMKMCHIBAHUS JIEKAPCTBEHHBIX
pernapaToB U OPOPMIICHHUS PEIIETITOB
U TpeOOBaHMI-HAKIIATHBIX,
yrBepxkaeHHou [Ipukazom
Munsapascoupassutus Poccun

ot 12 despans 2007 r. N 110

IMPEAEJIBHO AOITYCTHUMOE KOJIMYECTBO

JIEKAPCTBEHHBIX CPEJICTB JJIA1 BBIIIMCBIBAHUA HA O/JUUH PELIEIIT

Crmcok HU3MCHAOMUX JOKYMCHTOB

(8 pen. Ilpukazos Munszapascoupazsutus Poccun ot 25.09.2009 N 7944,

ot 20.01.2011 N 13H)
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N HanmenoBanue JiekapCTBEHHOTO @®opMa BBIIYCKA U KomunuectBo
n/n cpezicTBa JI03UpOBKa
1. Bynpenopdun Tabnerku s 50 tabu.
CyOJIMHTBaJIbHOI'O MpUEMa
200 mkr 1 400 MK
2. Bynpenopdun PacTBop 11 nHBEKIUH,
aMITyJIbI
300 mxr/mi 1 mi 30 ammyn
300 Mkr/mi 2 M 15 ammyn
3. bynpenopdun TpancaepmanbHas
TepaneBTHYECKas CHCTEMA
35 MKkr/4 20 nacr.
52,5 MKr/4 8 mnacr.
70 MKT/4 5 mutacr.
4. Jurunpoxoneun-perapa (AI'K Kontunyc) TaOnerku a1 npuema
BHYTPb
60 mr 40 Tabu.
90 mr 30 Tabm.
120 mr 20 Tabu.
S. Jununonop(nupurpamun) PactBOp mi1 HHBEKIUH, 50 ammyn
amnyisl 0,75% 1o 2 M
6. Mopduna runpoxnopun PactBop a1 nHBEKIUN, 20 ammyn
amnynsl 10 mr B
1 M
7. OMHOIIOH PacTtBop mi1st uHBEKIUH, 10 amnyn

amnyasl 1% u 2% no 1 mn




[Ipomenon (TpumenepuauHa ruAPOXIOPU)

TabyeTku aiis npuema 50 Tabir.
BHYTpb 25 Mr
0. [Ipomenon (TpumenepuaHa ruAPOXIOPU) PactBop 11 uHbBEKIUH,
amnyisl 1 u 2% no 1 ma 10 ammyn
mnpui-Troukn 1 1 2% mo 1 | 10 mmpu-TroOuKkoB
MUT
10. Mopduna cynspat (MCT KOHTHHYC WIH TabyeTku U Karcynbl
JpyTUe aHAJIOTH MPOOJIKUTEIbHOCTHIO MIPOJUICHHOTO ICUCTBUS AJIs
neiicTBus He MeHee 12 yacoB) IIpueMa BHYTPb
10 mr 160 tabu.
30 mr 60 Talm.
60 mr 20 Tabm.
100 mr 20 tal.
200 mr 20 Tabm.
11. ITpocunon Tabnerku 11 OyKKaIbHOTO 50 tabu.
npuema 10 mr u 20 mr
12. [Tpocumon PactBop a1 uHBEKIUH, 50 ammyn
amnynsl 10 mr B 1 mu
13. DeHTaHuI TpancaepmanbHas
TepareBTHYECKast CUCTEMA
12,5 MKr/49ac 32 mnacr.
25 mxkr/4ac 16 mnacr.
50 mkr/gac 8 miacr.
75 MKr/4ac 5 mutacr.
100 mxr/gac 4 nacr.
(n. 13 B pen. [Ipukaza Munzapascoipazsutus Poccuu ot 25.09.2009 N 794H)
14. Koneun (xoneunna gocdar) ITopomok 0,2r
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15.

KomOuHMpoBaHHbBIE I€KapCTBEHHBIE
rpenaparsl, cojiepKaiine KoJieuH (KoJenHa

TabeTku, KarncyJibl,
pPacTBOPHI U T.J.

He Ooiee 0,2 © <*>

docdar)
(B pen. I1pukaza Munznpascorpazsutusi Poccuu ot 20.01.2011 N 13H)
16. OtunMophuHa TUAPOXIOPHU (TMOHUH) [Toporok 0,2 r <**>
17. Ampenpamon (PpernpaHoH) Tabnetku, npaxe 25 mr 50 Tabm.
18. XanbIHoH (Tpuazosam) TabneTtku 250 MK 30 Taba.
19. Hatpus okcubyrupar PactBop /14 npuema BHYTpb
66,7%, cupon i npueMa 2 ¢makoHa
BHYTPb 5%
20. Ddeapuna rupOXJIOPUI U IPYTHE COIU [Topormox 0,6
sdenpuHa
21. Teodenpun, Teopenpun-H, Heo-teodenpun Tabnerku 30 tabu.
22, Conyran PactBop 50 mn 1 ¢pnaxon
23. Cnasmosepanrus, CnazmoBepanrua-Heo Tabnetku 50 Tabm.
24, Jlpyrue KoMOMHUPOBaHHbIE JIEKAPCTBEHHBIE TabneTku, HOPOILIKHU U T.1. 1 ymakoBka
Ipernaparsl, CoAepKalime speapruHa
TUAPOXJIOPH]L U TIOJIeKAIIHNE TPeIMETHO-
KOJINYECTBEHHOMY y4eTy
(B pen. [Ipukasza Munsnpascoupazsurus Poccun ot 20.01.2011 N 13H)
25. KomOunupoBaHHbIe JeKapCTBECHHbIE Kancynbl, nopomiku, cupor, 1 ynakoBka

npernaparsl, Cofieprkarime ncesnoddenpruna
THAPOXJIOPHUI U MMOJICKAIINUEC ITPEAMCTHO-

TaOJIETKH, YKUIKOCTD JIJIS
rpueMa BHYTpPb U T.I.
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KOJIMYECTBEHHOMY YYETY

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

26. Kiodpenun Ta6aetku 0,075 mr, 0,15 mr 1 ynakoBka
27. [TaxukaprnuHa ruapoRoang [Topomok 1,21
28. Anabonn4eckre TOpPMOHBI: Tabnetku, pacTBop A 1 ynakoBka
MertanapocrenosnoH, Okcanaposnon PeraGomu, UHBEKIMN U T.1.
Hannponon, ®enobonwi, CunabosivH u apyrue
29. KoMOuHMpoBaHHBIE 1€KapCTBEHHBIE Kancynbl, Tabnerku, cupor, 1 ynakoBka

npemnaparsl, cojepxaiire GeHuInponaHoIaMUH
Y TIO/IJIeXKAIINE MPEIMETHO-KOJIHYECTBEHHOMY

ydery

KaIlJICThl U T.A.

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

30. denobapOuTan Tabnerku 50 mr, 100 mr 10 - 12 TabGnerox
31. benzobapoutan (benzonan, ben3obamui) Tabnerku 50 mr, 100 mr 1 ynakoBka
32. [Tpumunon (I'ekcamuann, Mucosaun) Tabnerku 125 mr, 250 mr 1 ynakoBka
33. Byropdanon (Cramon, Mopanoin) PactBop 114 nnbekuuii 2 10 ammyn

mr/mut 1 mot

<*> [Ipu BBIMUCBIBAHUU U OTITYCKE JIEKAPCTBEHHOTO MpenapaTa NpOM3BOAUTCS MEPECUET Ha YHCTOE BEIIECTBO.
(B pen. [Ipukasza Munsnpascoupazsurus Poccun ot 20.01.2011 N 13#n)

<**> B rjpazHpIX KaluisiX W Ma3siX JAWMOHMH MOXKET BBIMUCBHIBATHCS B KOJWYECTBAX M0 | T MpHW HaJIWM4MKM yKazaHus Bpada Ha perente "llo
CIELMaIbHOMY Ha3HAYEHMIO", 3aBEPEHHOI0 MTOANNCHIO U JIMYHOW I1e4aThio Bpaya, l1e4aTbl0 MEAULIMHCKON oprann3auuy "/ penentos".
(B pen. [Ipukaza Munznpascorpazsutusi Poccuu ot 20.01.2011 N 13H)
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[Ipumeuanue:

[Ipu BBIKUCHIBAHUM HAPKOTUYECKHUX JIEKAPCTBEHHBIX MPENapaToB, HE MPEIYCMOTPEHHBIX HACTOSIINM MPUIOKEHUEM, UX TIPEIETbHO JOMYCTUMOE
KOJIMYECTBO JJisl BBIIUCBHIBAHUSA B OJHOM pELENTE MOXET B ISTh pa3 MPEBbIIIATh Pa3oBYIO J03Y, YKa3aHHYI0 B MHCTPYKIMH MO METUIIUHCKOMY
MIPUMEHEHHUIO BBIMUCHIBAEMOTO JIEKAPCTBEHHOTO Iperapara.

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

BAXHEMIIWE PELIEINITYPHBIE COKPAILIEHUS

Coxkpamenue [TonHoe Hanncanue ITepeBon
aa ana 1o, HIOPOBHY
ac.acid. acidum KUCJIOTa
amp. ampulla amIryJa
ag. aqua BOJIA
aq. destill. aqua destillata JTUCTUUTUPOBAHHAS BOJIA
but. butyrum Maciio (TBepaoe)

[Tpunoxenue N 2

K MHCTpyKIIMK O nTopsiike
BBIIIMCBIBAHUS JIEKaPCTBEHHBIX
npenaparoB U 0(hOPMIICHHSI PELICTITOB
U TpeOOBaHUN-HAKIIAHbIX,
yTBepxkaeHHou [Ipukazom
Munsapascoupassutus Poccun

ot 12 ¢espamns 2007 r. N 110
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comp., cps compositus (a, um) CITOKHBIN
D. Da (Detur, Dentur) Briaii (mycTh BBIIAHO, IMYCTh OYIET BBIIAHO)
D.S. Da, Signa Detur, Signetur Brigaii, 0003Ha4b
[Tycts Gynet BeIIaHO, 0003HAYEHO
D.t.d. Da (Dentur) tales doses Boinaii (ITycts OyayT BbIAaHbI) TAKUE O3B
Dil. dilutus pa3BeIeHHBIIH
div.in p.aeq. divide in partes aequales paszenan Ha paBHbIE YaCTH
extr. extractum SKCTPAKT, BBITSIKKA
f. fiat (fiant) [Tycth obpazyercs (0Opa3yroTcs)
gtt. qutta, guttae Karuis, Kariu
inf. infusum HacTon
in amp. in ampullis B aMITyJIax
in tabl. in tab(u)lettis B Ta0JIeTKax
lin. linimentum KUIKAA Ma3b
lig. liquor KHIKOCTD
m. pil. massa pilularum MWJTIOJIbHAS. Macca
M. Misce, Misceatur Cwmemaii (ITycts Oyner cmerniano)
N. numero YHCIIOM
ol. oleum Macio (KUIKOE)




past. pasta rnacra
Ppl. pilula TTUITIONIS
p.aeq. partes aequales PaBHBIC YaCTH
ppt., praec. praecipitatus OcaxaeHHbIH
pulv. pulvis [Topomrok
g.s. quantum satis Ckonpko notpedyercs, CKOJIbKO HaJ0
r., rad. radix KOPCHB
Rp. Recipe Bo3smu
Rep. Repete, Repetatur [ToBTopu (IlycTh OymeT MOBTOPEHO)
rhiz. rhizoma KOPHEBHUIIIE
S. Signa, Signetur O603Haub ([Tycth Oyner 0003HaUEHO)
sem. semen cems
simpl. simplex MIPOCTOM
Sir. sirupus cupon
sol. solutio pacTBop
supp. suppositorium cBeua
tabl. tab(u)letta TabiaeTKa
t-ra, tinct. tinctura HaCcTOKa
ung. unquentum Masb




vitr. vitrum

CKJIITHKa

AKT

00 YHMUTOXEHUM TPpeOOBaHMM-HAKJIQIHBIX IOJIS [OJIyUYeHUSd
HAPKOTUUECKMUX CPEICTB M INCUXOTPOIHEIX BEIECTB

Cnucok U3MEHSIOMUX TOKyMEHTOB
(8B pen. Ilpukaza Munznapasconpassutust Poccun ot 20.01.2011 N 13n)

IIO0 MCTedUeHUNM CPOKOB MX XPaHeHUA <x>

nom 200 .

Kommccusa B cocTaBe:

[lpencenaTens

(momxHOCTE M @.M.0. IMOJHOCTBIO)

UJjieHBE KOMUCCUMU :

(momxHOCTE M @.M.0O. IIOJHOCTHIO)
(momxHOCTE M @.M.0. IMIOJHOCTBIO)
(momxHOCTE M @.M.0. IIOJHOCTHIO)

[Ipunoxenne N 3

Kk MHCTpYyKIIMHK 0 nopsiake
BBINKCHIBAHUS JIEKAPCTBEHHBIX
npenapaToB U 0hOpMIICHUS PELENTOB
U TpeOOBaHMIT-HAKIIATHBIX,
yTBepkaeHHOH [Ipukazom
Mun3sapasconpassutust Poccun

ot 12 ¢espans 2007 r. N 110
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npomuseeyia " " 200 1. U3BATME U YHUUTOXCHME B
TpeOOBaHUNM-HAKJIAOHEX IJIS IIOJIYUYEeHUS

(HaMMeHOBaHME OopIaHM3aLUM)
HAPKOTUUECKUX CPEICTB ¥ ICUXOTPOIIHEIX BEHNECTB 3a

(mecsal, rTom)

N HanmenoBanue J1ekapCTBEHHOTO Enunnna Howmep u nara KomnuectBo
n/n npernapara, J03UpOBKa, BU U3MEpEeHUs TpeGoBaHus- TpeGoBaHuii-
JIEKapCTBCHHOU (hOPMBI HAKJIaJHOU HAKJIaTHBIX
1 2 3 4 5
MToro I10 AKTY YHUMUYTOXEHBI InyreM CXUT'aHU1A JZN)8%8 Pa3speiBa ) Z8
rnocrsiegymumeInro 3aMadMBaHUA B pacTBOpEe XJ'IOpHOﬁ n3BEeCTU (Hy)KHoe
HOJI":IepKHyTI:) Tpe@OBaHMﬁ—HaKHaHHBIX .

(konmMuecTBO LUUOPaMM M NPONMCHI)

[lpencenmaTresib KOMMCCUM :

(mommmce)

UJjieHBE KOMMUCCUM :

(mommnmce)

(mommmce)

(mommmce)

<*> AKT odopMIIsSeTCs eXKeMeCIIHO.

[Ipunoxenne N 4
K MHCTpyKIMM O mopsiKe



BBIMMCHIBAHHUS JI€KAPCTBEHHBIX
MpernapaToB U OPOPMIICHHS PEICTITOB
U TpeOOBaHUI-HAKIIAHbIX,
yTBepkaeHHou [Ipukazom
Munsnpascoupa3sutusi Poccun

ot 12 ¢eBpans 2007 r. N 110



AKT
00 YHMUTOXEHUM TpeboBaHMM-HAKJIIAIHBIX
OJIg TOJIy4YEeHMUS MHBIX JIEKAPCTBEHHEIX CPelCcTB, [NOAJIeXallMx
IpeIMEeTHO-KOJIMYECTBEHHOMY Yy4YeTy, [0 MCTeUEeHMM CPOKOB
X XpaHeHusa <*>

or " " 200 . N

Kommccua B cocTare:

[lpencenmaTernb

(mommxHOCTE M ®.M.O. MIOJIHOCTBLIO)

UJjieHBE KOMUCCUMU :

(moymxHOCTEL M ®.M.O. IMOJIHOCTBLIO)

(mommxHOCTE M ®.M.0O. MIOJHOCTBLIO)

(moymxHOCTE M ®.M.O. IMOJHOCTBLIO)

npomusseya " " 200 1. u3BATME M YHUUTOXEHME B
TpeOoBaHMM—HAKJIAOHEIX IJIS I[OJIyYeHMUS

(HaMMeHOBaHME OpTaHM3aluM)
MHHX JIEKAPCTBEHHHX CpencTB, IOoAJiexallMx NPpeIMeTHO-KOJMUECTBEHHOMY
yuery, 3a B KOJIMUECTBE MTYK .
(mMmecsau, rTom) (undpaMm M HOPONUCHIO)

TpeboBaHMA-HaKJIQOHEE YHMUTOXEHH IIyTeM CXUTaHMS MIM pas3pblBa U
nocJjenymnumero 3aMauMBaHMA B PaCTBOPEe XJIOPHOM U3BEeCTU  (HYXHOe
IOOYEPKHYTH) .

HpencenaTenb KOMMCCUMN :

(mommnmco)

YJjieHBEl KOMMCCUMU :

(mommmce)

(mommmce)

(momnmce)

<*> AKT oopMIIsSIETCS €KEMECSUHO.

IIpunoxxenne 14 He npumensiercs ¢ 1 urons 2013 rora k NpaBOOTHOIIEHUSIM, CBA3aHHBIM C
Ha3HAaYeHHEM M BBINMHMCHIBAHUEM JIEKAPCTBEHHBIX MpenapaToB U MeAuIMHCKUX uzaenuit (I[Ipukas

Munsapasa Poccun ot 26.02.2013 N 94n).

ITpunoxxenne N 14

k [Ipuka3zy

Munsapascoupassutus Poccun
ot 12 ¢espans 2007 r. N 110

HNHCTPYKLUA
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O MMOPAJIKE HASHAYEHHUA U BHINUCHIBAHUA U3IEJTAN
MEJUIIUHCKOI'O HASHAYEHUSA U CIIEHUAJIM3UPOBAHHBIX ITPOAYKTOB
JEYEBHOI'O IUTAHUS JJIsI JETEA-UHBAJIAI0B
Cucok U3MEHSIOUIMX T0KyMEHTOB
(B pen. [Ipukasza Munsnpascoupazsurusa Poccun ot 20.01.2011 N 13n)

1. V3penust MEIMIMHCKOTO HAa3HAYCHHS M CHEIHMATM3HPOBAHHBIC MPOIYKTHI JIEUCOHOTO
NUTaHUS OIS JeTel-WHBAIMIOB HA3HAYAIOTCS M BBINMCHIBAIOTCS B paMKax MpeqoCTaBICHUS
OTJIEIbHBIM KaTEropusiM TIpa’kJaH TOCYAApCTBEHHOM COIMaIbHON oMol B BUAE Habopa
COLIMAJIbHBIX YCIIYT.

(n. 1 B pen. [Ipukaza Munznpasconpazsutust Poccun ot 20.01.2011 N 13n)

2. W3penus MEOUIIMHCKOTO HAa3HAUYEHUs HA3HAYAIOTCS U BBIIUCHIBAIOTCS BpayaMu
(penpamiepamMu) METUITMHCKUX OPTaHU3AIMA, OKA3BIBAIOIINX MMEPBUYHYIO MEIUKO-CAaHUTAPHYIO
MIOMOIIb.

(8B pen. IIpukaza Munznpascoupassutus Poccun ot 20.01.2011 N 13H)

Creunanu3upoBaHHbIE  MPOAYKTHl  JIe4eOHOrO  MUTAaHUS  JUId  JIeTeH-MHBAIHIOB
Ha3HA4yaloTCsl BpadyaMM MEIUIMHCKUX OpraHM3aliii, OKa3bIBAIOIIMX MEIUKO-T€HETHUYECKYIO
MOMOIIlb, U BBIMHCHIBAIOTCS BpauyaMy MEIULMHCKHX OPTraHMU3allMid, OKa3bIBAIOIIMX MEIUKO-
FEHETUYECKYI0 MOMOIIb, WM BpadyaMU-CHELUAINCTaMU (B Cllyd4ae HUX OTCYTCTBMS JieHallluM
BpauoM) MEIULMHCKUX OpraHM3allfii, OKa3bIBAIOIIUX TMEPBUYHYI0 MEIUKO-CAaHUTAPHYIO
MIOMOIIb.

(B pen. ITpukaza Munszapascorpa3sutus Poccun ot 20.01.2011 N 13H)

3. Peuentbl  BBINMHCHIBAIOTCS  HA  W3ACIUS  MEIUIIMHCKOTO  HAa3HAYCHUS U
CHEIUAIM3UPOBaHHbIE MPOIYKTHl J€YeOHOTr0 MUTAHUS ANl JETeH-MHBAIUIOB, BKIIOYCHHBIC B
NEPeYHN M3/IMHA MEIUIIMHCKOTO HAa3HAUCHHs M CIEHUAIM3HPOBAHHBIX MPOAYKTOB JIEYEOHOTO
MUTaHUS 715 IeTeH-UHBAIUIOB, YTBEPKAAEMbIE B YCTAHOBIIEHHOM TOPSIJIKE.

4. PeuienThl BBIMCHIBAIOTCSA HA perenTypHbix Onankax ¢opmsl N 148-1/y-04 (1) u N 148-
1/y-06 (1) B cooTBeTCTBHH € TpeOOBaHUSIMU, NpeaycMoTpeHHbIMU pazfenamu [ u |l UacTpykiuun
0 TIOPSIZIKE BBITUCHIBAHUS JICKAPCTBECHHBIX MIPETApaToOB U OPOPMIICHUS PEIENITOB ¥ TPEOOBAHMIA-
HakIagHbIX (mpuioxenne N 13).

(8B pen. IIpukaza Munznpascoupassutus Poccun ot 20.01.2011 N 13H)

5. Ilpu BBHIMHCHIBAHUM XPOHUYECKUM OOJIBHBIM PELENTOB Ha CHEIHaTU3UPOBAHHBIE
MPOAYKTHI JIEYEOHOTO MUTAHUS ISl IeTeH-MHBAJIM/I0OB BpadaM pa3peliaeTcss yCTaHaBIMBaTh CPOK
JIEMCTBUSI peLerTa B peeiax A0 OAHOTO roja.

[Ipy BBIIUCHIBAHWM TaKUX PEILENTOB Bpay JOJKEH CIENaTh MOMETKY "XPOHUYECKOMY
O0onpHOMY", YKa3aTh CPOK JEHCTBUS pelenTa U MepUOJUYHOCTh OTIYCKA CHEIHATN3UPOBAHHBIX
OPOAYKTOB JIe4YeOHOr0 NUTaHWS s JeTe-MHBAJIMIOB M3 alTE4YHOIO  YUPEeXKJEHUs
(opranuzanun) (exkeHeeIbHO, eKEMECSIUHO U T.I1.), 3aBEPUTh 3TO yKa3aHHE CBOEH MOJIMHUCHIO U
JUYHOM MEeYaThI0, a TAKXKE MMeYaThI0O MEIUIIMHCKOM opranu3anuu "Jljis penentos".

(8B pen. [Ipukaza Munznpasconpa3sutus Poccun ot 20.01.2011 N 13n)

[Ipunoxenne 15 He npumensiercs ¢ 1 urons 2013 roga k MpaBOOTHOWIEHUSIM, CBA3aHHBIM C
XpaHEHHEM pelEeNnTypHbIX OJaHKOB Ha JIEKAPCTBEHHBbIE MpenapaTbl U MEJUIIMHCKUE W3JeNus
(ITpuka3 Munzapasa Poccuu ot 26.02.2013 N 94#).

[Ipunoxenne N 15
K [Ipuka3zy
Munsnpascoupazsutus Poccun
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ot 12 ¢eBpans 2007 r. N 110

HNHCTPYKLUA
O NOPAAKE XPAHEHUSA PELHEINITYPHBIX BJIAHKOB
Cnucok U3MEHSIIOUUX IOKYMEHTOB
(B pexn. Ilpukazos Munszapascomnpazsutus Poccun ot 25.09.2009 N 7944,
ot 20.01.2011 N 13n)

1. MeauuuHCKUE OpraHU3alMy IOJy4aroT HEOOXOIUMBIE pPELENTypHbIe OJaHKH uepes
TEPPUTOpPUANIBHBIE ~ OpPraHbl  YOPABJIEHUS  30pPABOOXPAHECHUEM  WIM  OpraHU3AlNH,
YIIOJIHOMOYEHHBIE Ha OTO OpraHaMHd HCIIOJIHUTENBHOW BIACTH CyOBEeKTOB Poccuiickoi
denepanuu.

(8B pen. IIpukaza Munznpascoupassutus Poccun ot 20.01.2011 N 13H)

3anac peuenTypHbIX OJIAHKOB B MEAMLMHCKUX OpPraHU3aLUsAX HE JOJDKEH IpPEeBbIIIAaTh
MOJYrOJ0BOM, a CHENHMaJbHBIX pEHEeNnTypHBIX OJaHKOB Ha HApKOTHUECKHE CpEICTBA U
ncuxoTponHsle Bemecrsa Crnucka Il - MecsiuHoM moTpeOHOCTH.

(8B pen. IIpukaza Munznpascoupassutus Poccun ot 20.01.2011 N 13h)

YacTHONPAKTUKYIOIIME Bpaud CaMOCTOSTENbHO 3aKa3blBAIOT OJIAHKKM peLenToB (3a
UCKJIIIOYEHUEM CIELMAIbHBIX PELENTYpHBIX OJIAaHKOB Ha HAPKOTHYECKOE CpPEICTBO MU
IICUXOTPOITHOE BELIECTBO) C YKAa3aHHWEM THUIOIpa)CKUM CHOCOOOM B BEPXHEM JIEBOM YTy
ajpeca Bpaya, HOMeEpa, JaTbl M CpOKa JEHCTBUS JIMIIEH3UMM, HAMMEHOBAaHUS OpraHa
rOCyIapCTBEHHOW BIIACTH, BBIAABILErO JOKYMEHT, IOATBEPKAAOIINM HATMYNE JIMLIEH3UH.

2. B kaxI0il MeAMIMHCKOW OpraHu3aluy MPUKA30M PYKOBOIMUTENS Ha3HAYaeTcs JIMIIO,
OTBETCTBEHHOE 3a MOJyYeHHE, XPaHEHHUE, YUET U BblJJauy BCEX BUJOB PELIENTYPHBIX OJaHKOB.

(8B pen. IIpukaza Munznpascoupassutus Poccun ot 20.01.2011 N 13n)

3. PeuentypHble OJIaHKU JIOJKHBI XPAaHUTbCS OTBETCTBEHHBIM JIMIIOM IOJ 3aMKOM B
MeTaJUIn4eckoM mKady (ceiide) MM METaJuIMYecKOM SIIIMKE, a CIelHalbHbIe PELENTYypHBIC
0JIaHKM Ha HAPKOTHYECKOE CPEACTBO U ICUXOTPOITHOE BEILECTBO - B celide.

YacTHONPAaKTUKYIOIMK Bpad JOJDKEH XpaHWUTh pELeNnTypHble OJaHKU IOJ 3aMKOM B
MeTaJIN4ecKoM Ikady (ceiide) umm siuke.

4. Vuer penentypHbIX OJAHKOB IO BHUJAM BEJETCS B JKypHajaxX, MPOHYMEPOBAHHBIX,
IPOUIHYPOBAHHBIX M CKPEIJICHHBIX MOANKCHIO PYKOBOAMTENS M I€YaTbl0 MEIULMHCKOM
OpraHH3aluy Mo yCTaHOBICHHBIM Gopmam (nprnokerns N 10 u N 11),

(B pen. [IpukazoB Munsapascoupa3putus Poccun ot 25.09.2009 N 794, ot 20.01.2011 N 13H)

5. TloCTOSSHHO NEWCTBYIOIIAss KOMHCCHS, CO3JaBaeMasi B MEIULIMHCKOW OpraHu3alvu,
IPOBEPSET COCTOSHHE XpaHEHMs, yd4eTa, (akTHMUeCKOoe HalU4he M Pacxo]l CIELUAIbHBIX
peuenTypHbIX OJJAHKOB Ha HAapKOTUYECKOE CPEACTBO U ICHXOTPOITHOE BEIIECTBO OJUH pa3 B
MeCsIIl U IPYTUX pelenTypHbIX OJaHKOB - O/IMH pa3 B KBapTall.

(B pex. [pukaza Munsapascoupasputust Poccuu ot 20.01.2011 N 131)

B cinyuae HecoBmageHMs KHHKHOTO OCTAaTKa pPELENTYPHBIX OJaHKOB C (DaKTHUYECKUM
HaJIMYUEM JIMLO, OTBETCTBEHHOE 3a IOJyuY€HHUE, XpaHEHHWEe, y4eT M BblAAUy pPEeLEenTYPHBIX
OJIaHKOB, HECET OTBETCTBEHHOCTb, MPEJYCMOTPEHHYIO 3aKOHOJATEeIbCTBOM Poccuiickoit
denepanuu.

6. Opranbl ympaBieHus 3ApaBooxpaHeHueM cyOwbekToB Poccuiickoit ®denepanuu npu
o0cieloBaHUM MEIULMHCKUX OpTraHu3aluid KOHTPOJMPYIOT HCIOJIb30BaHHE U oOOecreueHue
COXPaHHOCTH PELENTYPHBIX OJIAHKOB.

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

7. PeuentypHble OJaHKM B KOJMYECTBE 2-HENENbHOM MNOTPEOHOCTH BBIJAIOTCA
MEAMIMHCKUM pPaOOTHHKAaM, MMEIOIIMM IPaBO BBINKUCHIBAHUS PELENTOB, MO PACHOPSKEHUIO
IJIaBHOT'O Bpayua WIN €ro 3aMECTUTEIIS.

8. JlewameMmy Bpauy paspeniaercs BblaBaTh €JIMHOBPEMEHHO He Oosee JecsTH
CHeLHaTbHBIX PELENTYPHBIX OJAHKOB Ha HAPKOTHUYECKOE CPEICTBO M ICUXOTPOIMHOE BEIIECTBO
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YCTaHOBJICHHOTO 00pa3la i BBIMHCHIBAHUS HAPKOTHYECKHUX CPEACTB M ICHUXOTPOIHBIX
BemectB Criucka II.

9. TlonyyeHHble perenTypHbie OJaHKM MEIUIMHCKHE PAOOTHUKH JOJDKHBI XPaHUTh B
MIOMEIICHUSX, 00ECTICYMBAIOIINX UX COXPAHHOCTb.

CornacoBaHo

PyxoBoauTens (3aMecTUTEND
pykoBoautens) ®CKH Poccun
O.H.XAPUYKMH

12.02.2007
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