3apeructpupoBano B Muntocte Poccuu 27 anpesns 2007 r. N 9364

MHUHUCTEPCTBO 3IPABOOXPAHEHUSI 1 COTMAJIBHOI'O PA3BUTHS
POCCUUCKOU ®EJEPALINU

IMTPUKA3
ot 12 ¢eBpans 2007 r. N 110

O MOPSIJIKE
HA3HAYEHMSI U BBINMUCHIBAHUS TEKAPCTBEHHBIX ITIPELNAPATOB,
W3JIEJINI MEJIUIITHCKOT'O HASHAUYEHUS Y CHELIUAJIM3MPOBAHHBIX
MPOJAYKTOB JIEYEBHOI'O MUTAHMS

(B pen. ITpukazor Munznpascorpazsutust Poccun ot 27.08.2007 N 560,
ot 25.09.2009 N 794H, ot 20.01.2011 N 13H,
[TpuxazoB MunsapaBa Poccun ot 01.08.2012 N 54H,
o1 26.02.2013 N 94n)

B cootBetcTBUU co cTaThelt 6.2 denepanbHoro 3akona ot 17 urons 1999 r. N 178-03 "O
rocygapcTBeHHON  couumanbHoi nmomomu"  (CoOpanue  3akoHoparenbcTBa  Poccuiickoi
®enepanun, 1999, N 29, cr. 3699; 2004, N 35, ct. 3607; 2006, N 48, ct. 4945; 2007, N 43, cr.
5084; 2008, N 9, cr. 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) 1 B ensx odecrieueHus rpakiaH, B TOM YHCIIC HMCIOITUX
IIPABO Ha IOJIyYE€HUE TOCYJapCTBEHHOM COLIMAIbHON MTOMOIIH, 10 peLenTaM Bpaya ((epamepa)
HEOOXO/JMMBIMHU JIEKAPCTBEHHBIMHU IpenapaTaMy, H3ACIHSIMU MEAULUHCKOIO Ha3HAueHWHs U
CHeUaIn3UPOBAaHHBIMU IIPOAYKTAMU JIEYEOHOTI O MUTaHUS JUIsl IeTel-UHBAJINI0B, IPUKA3bIBAIO:
(mpeambymna B pea. [Ipukaza Munznpascoupazsutust Poccun ot 20.01.2011 N 131)

1. YTBepauTh:

1.1. ®opmy "CneuuanbHbli peHENTYypHbI OJaHK HAa HAPKOTUYECKOE CpPEICTBO H
MICUXOTPOIMHOE BEUIECTBO'" coryiacHo npuioxeHuto N 1;

(mpunoxxenne N 1 yrpatuno cuiny ¢ 1 mrons 2013 roma. - Ilpuxaz MunzapaBa Poccun ot
01.08.2012 N 54n)

1.2. HMHcrpykuuio mno 3amnonHeHuto ¢opmel "CrenuanpHbli pelenTypHbI OJaHK Ha
HapKOTUYECKOE CPEJICTBO U IICUXOTPOITHOE BEIIECTBO" COMIACHO MpuiiokeHuto N 2;
(mpunoxkenne N 2 yrpatuno cuiny ¢ 1 urons 2013 rona. - Ilpuxaz MunzapaBa Poccun ot
01.08.2012 N 54n)

1.3. ®opmy N 148-1/y-88 "PenentypHsiit 61aHk" coryiacHo npuioxenuto N 3;
(mpunoxenue N 3 yrparuno cuiny ¢ 1 urons 2013 roga. - Ilpukaz Munsnpasa Poccum ot
26.02.2013 N 94n)

1.4. UucTpykuuto no 3anoiaHeHuto Gopmsl N 148-1/y-88 "Peuentyphsliii 61aHk" corimacHo
npuioxeHuto N 4;

(mpunoxenue N 4 yrparuno cuiny ¢ 1 utons 2013 roga. - Ilpukaz Munsnpasa Poccum ot
26.02.2013 N 94n)

1.5. ®opmy N 107-1/y "Peuentyphsiii O1aHk" cormacHo mpuiioskeHuto N 5;

(mpunoxxenrie N 5 yrpartuno cuiny ¢ 1 mrons 2013 rona. - Ilpuxaz MunzapaBa Poccun ot
26.02.2013 N 94n)

1.6. Unctpykuuto no 3anonHenuto ¢opmsl N 107-1/y "Penentypusiii 6aHk" coriacHo
npuinoxeHuto N 6;

(mpunoxxenne N 6 yrpatuno cuiny ¢ 1 mrons 2013 ronma. - Ilpuxaz MunzapaBa Poccun ot
26.02.2013 N 94n)

IIpunoxxenne 7 He npumensiercs ¢ 1 uronst 2013 roga k NpaBOOTHOLIEHUSIM, CBSI3aHHBIM C
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HAa3HAYCHUCM U BBIIIUCBIBAHUCM JICKAPCTBCHHBIX NPCIIaAPaATOB U MCAUITUHCKUX H3I[CJIHI>1 (Hpmca3
Munznapasa Poccun ot 26.02.2013 N 94n).

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

[Ipunoxxenne 8 He nmpumensiercs ¢ 1 uronst 2013 roga k TpaBOOTHOUIEHUSIM, CBSI3aHHBIM C
Ha3HAaUYEHUEM M BBIIMCHIBAHUEM JIEKApPCTBEHHBIX IIPENapaTtoB U MeauMHCcKuX uznenuit (Ilpukas
Mumnznpasa Poccun ot 26.02.2013 N 94n).

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

[Ipunoxxenne 9 He npumensierca ¢ 1 uronst 2013 roga x TpaBOOTHOUIEHUSIM, CBSI3aHHBIM C
Ha3HAUYEHUEM M BBIIIMCHIBAHUEM JIEKApPCTBEHHBIX IIPENapaTtoB U MeIuUMHCKUX u3nenuit (Ilpukas
Mumnznpasa Poccun ot 26.02.2013 N 94n).

Koncynprantllmtoc: npumeuanue.

B oduinmanbHOM TEKCTE JOKYMEHTA, BHIMMO, JOMYIICHA OIeYaTKa: B MPUIOKCHUH 9
conepxutcs Mactpykuus no 3anonHeHuto gopm N 148-1/y-04 (i) "Penent" u N 148-1/y-06 (1)
"Peuent".

1.9. Unctpykiuio o 3amnonHeHuto Gopmel N 148-1/y-06 (;1) "Penent” u gopmer N 148-
1/y-06 (1) "Penent" cornacuo npumnosxeHuto N 9;

[Ipunoxenue 10 He npumensiercs ¢ 1 urong 2013 rosa k IpaBOOTHOIIEHUSAM, CBSI3aHHBIM C
Ha3HauYEHUEM M BBIIMCHIBAHUEM JIEKApPCTBEHHBIX MIPENapaTtoB U MeauMHCKUX uznenuit (Ilpukas
Mumnznpasa Poccun ot 26.02.2013 N 94n).

1.10. ®opmy N 305-1/y "XKypHan yuera B MeAUIMHCKUX opranu3anusax Gopmer N 148-1/y-
88 "PementypHsbrii Omank", ¢opmbr N 148-1/y-04 (;1) "Pement”, dopmbr N 148-1/y-06 (i)
"Peuent", ¢opmbl "ChoenuanbHblii peLENTYypHBIM OllaHK Ha HAPKOTHYECKOE CPEICTBO U
IICUXOTPOITHOE BellecTBO'" cornacHo npuiioxenuto N 10;
(B pen. ITpukaza Munszapascorpa3sutus Poccun ot 20.01.2011 N 13H)

[Ipunoxenne N 11 yrparuno cuny ¢ 1 utons 2013 roga. - [Ipukas Munzapasa Poccuu ot
26.02.2013 N 94mn.

1.11. ®opmy N 306-1/y "KypHan yuera B MeTuIMHCKIX opranu3anusx Gopmer N 107-1/y
"PeuentypHslii 61aHk" cornacHo npumnoxkeHuto N 11;
(8B pen. IIpukaza Munznpascoupassutus Poccun ot 20.01.2011 N 13n)

ITpunoxxenne N 12 yrpartuino cuiy ¢ 1 urons 2013 roga. - [Ipukas Munzapasa Poccun ot
26.02.2013 N 94mn.

1.12. WHCTpyKuMI0O O TOpS/AKE Ha3HAUEHUs JIEKAPCTBEHHBIX IPENapaTroB COIJIACHO
npunoxenuo N 12;
(8B pen. [Ipukaza Munznpascoupassutus Poccun ot 20.01.2011 N 13n)

1.13. UHCTpyKIMIO O MOpPS/IKE BHIMUCHIBAHUS JIEKAPCTBEHHBIX MPENapaToB U OPOPMIICHHS
peuenToB 1 TpeOOBaHUM-HAKIAAHBIX COTTIACHO MpHIIoKeHNo N 13;
(8B pen. [Ipukaza Munznpascotpa3sutus Poccun ot 20.01.2011 N 13H)

[Ipunoxxenue 14 ne npumensiercs ¢ 1 uronsg 2013 rona k IpaBOOTHOIIEHUSM, CBSI3aHHBIM C
Ha3HauY€HUEM M BBIIMCHIBAHUEM JIEKApCTBEHHBIX MpenapaToB U MeauuHckux uzaenuit (Ilpukas
Mumnznpasa Poccun ot 26.02.2013 N 94n).

1.14. UHCTpyKUHIO O TOpSAJKE HA3HAYEHHUS M BBIIUCBHIBAHUS M3IEIHM MEIULIHUHCKOTO
Ha3HAYCHHS W CICIHAIM3UPOBAHHBIX MPOIYKTOB JICUEOHOTO THUTAHUS ISl JEeTeH-MHBAIUIOB
corjacHo npuioxxeHuto N 14;

[Ipunoxenne 15 ve mpumensiercs ¢ 1 uronsg 2013 roga kK NpaBOOTHOIIEHUSIM, CBA3aHHBIM C
XpaHEHHEM pEelEeNnTypHbIX OJaHKOB Ha JIEKAPCTBEHHBIE MpenapaTbl U MEJUIMHCKUE H3JeNus
(IMpuka3 Mun3zapasa Poccun ot 26.02.2013 N 94n).

1.15. IHCTpYKIUIO O MOPSAKE XpaHEHHsI PeLeNITYPHBIX OJIAHKOB COTJIACHO MPUIIOKEHNI0 N

15.
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2. @enepanbHOU ciyx0e 1o Haa30py B cepe 31paBOOXPAHEHUS U COLMAIBHOTO Pa3BUTHUS
o0ecrneunTh KOHTPOJb 3a COOJIIOJJCHUEM IOpPsIKa Ha3HAYEHUS, BBIIMCHIBAHMS JIEKAPCTBEHHBIX
[IPEenapaToB, W3ACAUN MEAMIMHCKOTO Ha3HAYEHUs U CIELHUAIU3UPOBAHHBIX IPOJYKTOB
Je4eOHOro MUTaHUs AJIs 1eTe-nHBAINIOB.

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

3. Ilpu3HaTh yTpaTUBLUIUMH CHITY:

[Ipuka3z MunucrepcTBa 31paBooxpanenus Poccuiickoit @enepanuu ot 23 asrycra 1999 r.
N 328 "O panuoHadbHOM Ha3HAYEHUHM JIEKAPCTBEHHBIX CPEJCTB, MpPaBUJIaX BBIMUCHIBAHUS
pELENTOB Ha HUX M MOPSJIKE HMX OTIYCKAa ANTEUYHbIMH YUpPEXKACHUSAMH (OpraHuzauusmu)”
(3apeructpupoBan MunucrepcTBoM roctuiiuu Poccuiickoit ®eneparun 21 oktsiops 1999 r. N
1944);

[Tpuxa3 Munucrtepcta 3npaBooxpanenus Poccuiickoit @enepanuu ot 9 suBaps 2001 r. N
3 "O BHecenuu u3MeHeHuil u nonosnenuid B [Ipukaz Munzapasa Poccuu ot 23.08.99 N 328 "O
palMOHAILHOM HAa3HAYEHUU JICKApPCTBEHHBIX CPEJACTB, MPAaBUJIaX BBINUCHIBAHMS PELENTOB HA
HUX M NOPSAJKE UX OTIYCKA allTEYHbIMHU YUPEXKJIEHUSMHU (OpraHu3alusMu)" (3aperucTpupoBaH
MunucrepctBoM roctuniun Poccuiickoit deneparuu 23 ssuBaps 2001 1. N 2543);

[Ipukaz MunucrepctBa 3apaBooxpanenus Poccuiickoit @enepauuu ot 16 mas 2003 r. N
206 "O BHeceHun uzMeHeHuit u gonojHenuit B [Ipukaz Munszapasa Poccuu ot 23.08.99 N 328"
(3apeructpupoBan MunuctepctBoM toctunimu Poccuiickorr ®enepanun 5 utons 2003 r. N
4641);

[Tpuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoit deneparmu ot 19 nexadps 2003 r.
N 608 "O BHecenun wusmeHenudt B Ilpuka3 MunsnpaBa Poccun ot 23.08.99 N 328"
(3apeructpupoBan MunucrepctBoMm toctunimu Poccuiickoit ®@enepanuu 21 suBaps 2004 r. N
5441);

[Ipukaz MuHucTEpCTBAa 3ApPAaBOOXPAHEHHMs U COLMAIBHOrO passutus Poccuiickoi
Oenepannn ot 22 Hos0ps 2004 1. N 257 "O BHecenuu pomnoiHeHud B IIpuka3z MuH3apasa
Poccun ot 23 aBrycra 1999 rogma N 328 "O pauuoHanbHOM Ha3HAYEHUM JIEKAPCTBEHHBIX
CPEACTB, NpPaBWIAX BBIIUCBIBAHUS PELENTOB HAa HUX M IMOPSJKE UX OTIYCKA aNTeYHbIMU
yUpexXJIeHUs MU (opraHuzauusmu)" (3aperucTpupoBaH MuHHcCTepcTBOM tocTuliuu Poccuiickoit
®Denepannn 30 HOs1Opst 2004 1. N 6148);

[Ipukaz MuHuCTEpCTBA 3ApAaBOOXPAHEHHMS W COLMAIBHOrO passutus Poccuiickoi
®enepanuu ot 16 mapra 2005 r. N 216 "O BHecenun usMmeHeHus B IIpuxaz Munucrepctsa
3apaBooxpanenust Poccuiickoit @eneparuu ot 23 aBrycra 1999 roma N 328 "O panmonaibHOM
Ha3HAYECHWHU JIEKapCTBEHHBIX CPEJICTB, PAaBUJIaX BBIIMCHIBAHUS PELIENITOB HA HUX U MOPSAKE UX
OTIIyCKa aNTE€YHbIMU YUpEXKIECHUSMHU (opraHu3anusMu)" (3aperucTpupoBaH MHHHCTEPCTBOM
foctuimu Poccuiickoit @eneparuu § ampens 2005 r. N 6490);

[Ipukaz MuHuCTEpCTBA 3ApAaBOOXPAHEHHMs W COLMAIBHOrO passButhus Poccuiickoi
®enepaunn ot 29 anpens 2005 r. N 313 "O BHeceHun u3MeHeHU B MHCTPYKIMIO O MOpsiaKe
Ha3HA4YeHUs JIEKApPCTBEHHBIX CPEICTB M BBINHUCHIBAHUS DPELENTOB HAa HUX, YTBEPKICHHYIO
[Tpuxazom MuHnuncrepcersa 3apaBooxpanenus Poccuiickoit @enepanun ot 23 aBrycra 1999 r. N
328" (3apeructpupoBan MunucrtepctBoM tocturiu Poccuiickoit @enepanun 20 mas 2005 r. N
6607);

nyHKT 2 IIpuka3za MuHHCTEpCTBA 31paBOOXPAHEHHS M COLIMAIIBHOTO pa3BUTHs Poccuiickoin
@eneparun ot 14 nexabps 2005 r. N 785 "O mopsiake OTHycKa JIEKapCTBEHHBIX CpeacTB"
(3apeructpupoBan MunucrepcTBoM toctunmu Poccuiickoit @enepanmu 16 siaBaps 2006 r. N
7353);

[Ipukaz MuHuCTEpCTBA 3ApPAaBOOXPAHEHHMS W COLMAIBHOrO pa3BuTHs Poccuiickoit
®enepanun ot 13 urona 2006 r. N 476 "O BHecenun usmeHeHuil B llpukaz Munucrepctsa
3apaBooxpanenus Poccuiickorn @enepanuu ot 23 asrycra 1999 r. N 328 "O pamnumoHajibHOM
Ha3HAYEHUH JIEKapCTBEHHBIX CPEJICTB, PAaBUJIaX BBIIKMCHIBAHUS PELIEITOB HA HUX U MOPSAKE UX
OTIIyCKa aNTE€YHbIMU YUpEXIECHUSMHU (opraHuzanusiMu)" (3apeructpupoBaH MUHUCTEPCTBOM
roctuu Poccniickoit ®@enepannn 13 urons 2006 r. N 8044);
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[Ipukaz MuHuCTEpCTBA 3ApAaBOOXPAHEHHS U COLMAIBHOrO passButus Poccuiickoin
Oenepanmn ot 17 deBpans 2006 r. N 97 "O mnopsake BBIUCHIBAHUS PEIENTOB Ha
JIEKAPCTBEHHBIEC CPEACTBA OTAEIBHBIM KATETOPHUSM IPaKJaH, UMEIOIIUX IIPaBO Ha IOJy4YECHHE
rOCyJapCTBEHHON COLMAJIBHOM TIOMOILIM, B pPAaMKax peaju3alud  JIONOJHUTEIBHOIO
JICKapCTBEHHOTO obecredeHus" (3aperucTpupoBaH MUHHCTEPCTBOM IOCTUIIMU Poccuiickoi
®denepanun 6 mapta 2006 T. N 7561).

Bpuo Munuctpa
B.M.CTAPOAYBOB

[Ipunoxenue N 1

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

Koncynsrantlntoc: npumeqanue.

[Tpukazom Munzapasa Poccun ot 01.08.2012 N 54n yrBepxkaena ¢opma N 107/y-HII
"CrenuanpHBId  pEHENTYpHBI OJIaHK Ha HApKOTHYECKOE CPEICTBO WM IICUXOTPOITHOE
BELIECTBO".

OOPMA
CIIEIUAJIbHOI'O PELEIITYPHOI'O BJIAHKA HA HAPKOTUYECKOE CPE/ICTBO
N IICUXOTPOIIHOE BEIIECTBO

VYrpatuna cuny ¢ 1 utons 2013 roga. - [Ipuka3z Munznpasa Poccuu ot 01.08.2012 N 54H.

[Ipunoxenue N 2

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

KoncynprantlIntoc: npumedanne.

[Ipukazom Munsapasa Poccun ot 01.08.2012 N 54n yrBepxaens! [IpaBuia opopmnenus
dopmbl N 107/y-HII "CneuunanbHelii perienTypHbI OJIaHK Ha HAapKOTHUYECKOE CPEICTBO WIIU
MICUXOTPOITHOE BEUIECTBO".

MHCTPYKLMUA .
10 3ATIOJIHEHNIO ®OPMBI "CITEHUAJIBHBIN PELIETITYPHBIN BJIAHK
HA HAPKOTHMYECKOE CPEACTBO U IICUXOTPOITHOE BEIIECTBO"

VYrparuna cuny ¢ 1 urons 2013 roga. - [Ipukas Munsapasa Poccun ot 01.08.2012 N 54H1.
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[Tpunoxenue N 3

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

Koncynprantllntoc: npumeuanue.

[Tpukazom Munzapasa Poccuu ot 20.12.2012 N 11751 yrBepxkaena popma N 148-1/y-88
"PenentypHsiii O1aHk".

PELIEIITYPHbIN BJIAHK

VYrparun cuny ¢ 1 urons 2013 roaa. - [Ipukas Munsapasa Poccun ot 26.02.2013 N 94#.

[Ipunoxenue N 4

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

Koncynsrantllintoc: npumeyanue.
[Tpukazom Munszapasa Poccun ot 20.12.2012 N 11751 yrBepxnen [Topsaok odopmiieHus
peLenTypHbIX OJIAHKOB Ha JIEKAPCTBEHHbIE MPENnapaThl, UX yuyeTa U XpaHEeHusl.

NMHCTPYKLUA .
1O 3AIIOJIHEHUIO ®OPMBI N 148-1/Y-88 "PELIEIITYPHbBIN BJIAHK"

VYrparuna cuny ¢ 1 urons 2013 roxa. - [Ipuka3z Munznpasa Poccuu ot 26.02.2013 N 94H.

ITpunoxenue N 5

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

KoncynsrantlIntoc: mpumevanue.

ITpukaszom MunsnpaBa Poccun ot 20.12.2012 N 11751 yrBepxkaena ¢gopma N 107-1/y
"PeunentypHsiii Omank".

PELIEIITYPHbIN BJIAHK

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

IIpunoxenne N 6


consultantplus://offline/ref=170825A9A482091B8129F6CF43D43A332ED68C67D9374A4472CC5AEDC15C42BC2E6E83CCA16B01Y3YCG
consultantplus://offline/ref=170825A9A482091B8129F6CF43D43A332ED68C64D7374A4472CC5AEDC15C42BC2E6E83CCA16901Y3YEG
consultantplus://offline/ref=170825A9A482091B8129F6CF43D43A332ED68C67D9374A4472CC5AEDC15C42BC2E6E83CCA16B08Y3YCG
consultantplus://offline/ref=170825A9A482091B8129F6CF43D43A332ED68C64D7374A4472CC5AEDC15C42BC2E6E83CCA16901Y3YEG
consultantplus://offline/ref=170825A9A482091B8129F6CF43D43A332ED68C67D9374A4472CC5AEDC15C42BC2E6E83CCA16B00Y3Y0G
consultantplus://offline/ref=170825A9A482091B8129F6CF43D43A332ED68C64D7374A4472CC5AEDC15C42BC2E6E83CCA16901Y3YEG

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

Koncynprantllntoc: npumeuanue.
[Tpukazom Munszapasa Poccun ot 20.12.2012 N 11751 yrepxknen [Topsaok opopmiieHus
peLenTypHbIX OJIAHKOB Ha JIEKAPCTBEHHBIE MpenapaThl, UX y4eTa U XpaHEHHUS.

NMHCTPYKLUA 5
1O 3AIIOJIHEHUIO ®OPMBI N 107-1/Y "PEHEIITYPHbBIU BJIAHK"

VYrparuna cuny ¢ 1 utonsa 2013 roaa. - [Ipuka3z Munszapasa Poccun ot 26.02.2013 N 94n.

[Ipunoxenue 7 He npumensaercs ¢ 1 uronsg 2013 roga Kk TpaBOOTHOIIECHUSAM, CBSI3aHHBIM C
Ha3HAYCHHEM U BBIITUCHIBAHUEM JIEKAPCTBEHHBIX MpErapaToB U MeAuIMHCKUX u3nenuit (Ilpukas
MunzapaBa Poccun ot 26.02.2013 N 94H). [Ipukazom Mun3apasa Poccun ot 20.12.2012 N
1175u yrBepxaena HoBast popma N 148-1/y-04 (;1) "PeuentypHsriii 6iank".

ITpunoxenune N 7

k [Ipukazy
MunzapagcoipaszButusi Poccun
ot 12 ¢espans 2007 r. N 110

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

MMHMCTEPCTBO 3OPaBOOXPaHEHUs
M COLUMaJyIbHOTO Pa3BUTHUA
Poccurickon denmepauun

YTBEPXIEHA
[IlpukasoM MuHMCTEpCTBAa
3IPaBOOXPAaHEHMS M COLMAaJIbHOTO
pas3euTusa PoccurickolM dermepalumnm
MTamn or 12 derpamnsa 2007 . N 110

Konm MemuumHCKOM OopraHM3alnmn

Kon dopmer mo OKYI 3108805

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

Kon xa- |Kon HOBOJOTM- [McTOuHMK Gu— |$% OIJIaTH: Kon JsiexkapCTBEHHOTI'O
TeTopuM |deckou (QOpME HaHCUPOBAaHUA: | (IOOUEPKHYTH) npenapara

rpaxzdaH | (mo MKB-10) (moouepk-— (3anonHsgeTCsa B anTeke)
HYTb) 1. BecnnuaTHO
1. denepanb-
HEI 2. 50%

2. CybbekT
Po

3. MyHuuMU-
| | | | | | r1aJib HEIM
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S i G N N O R O

PEIEIT Cepusa N IaTa BHIIMCKU: 200 .

®.M.0. naumeHTa IaTa poxXmeHUS

CHMJIC

N cTpaxoBoro
MEeOULIMHCKOT'O
noymca OMC:

Anpec mam N MeIMUMHCKOM KapTH aMOyJIaTOPHOTO IHalMeHTa
(McTOopUA pasBUTKUA pebOeHKa)
®.1.0. Bpaua

(kon Bpaua, obenbnmepa)
lloonuce ¥ JMUHAaLg IedaTh Bpada (denbnumepa) M.II.

PellenT OeMCTBUTEJIEH B TeueHMe 1 Mecdla, 3 MecdleBR (HeHYXHOoe
3aUYEepPKHYThH)

(BanmoyHgeTCsa CHeuMajMCTOM alTedHOM opraHmM3aumum) —-——-—-

OTnylmeHo IO pelenTy: Toprosoe HaMMeHOBaHME
VI OO3BUPOBKA :

OaTa ornycka: " " 200 1. |KojmuecTBO:

[lpuroToBUII: [IpoBepumt: OrnycTuit:

——————————————————————— (IMHUSA OTPHIBA) —————————————————————————

Kopemok peLenTypHOTO OJaHKa Crnocof MNpMMeHEeHMS:
HamumMeHOBaHUE [IPOOOIIXUTEJIEHOCTD nHen
JIEKaPCTBEHHOTO Ipenapara:

KommuecTBO NpMEMOB B IOEHB: _ pas
Ho3UpoOBKaA : Ha 1 npuewm: en.

IIpunoxxenne 8 He nmpumensiercs ¢ 1 uronst 2013 roga k NpaBOOTHOLIEHUSIM, CBSI3aHHBIM C
Ha3HAa4YeHHEM M BBIMHMCHIBAHUEM JIEKAPCTBEHHBIX MpenapaToB U MeAUIMHCKUX u3aenuil (I[Ipukasz
Munsapasa Poccun ot 26.02.2013 N 94n). Ilpukazom Munzapasa Poccun ot 20.12.2012 N
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1175n yrBepxaena HoBast popma N 148-1/y-06 (;1) "PeuentypHsiii 61aHk".

[Ipunoxenne N 8

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

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

MMHMCTepCTBO 30PaBOOXPaHEHMA

M COoLUMasibHOT'O pPa3BUTHUA
Poccurickonm denmepauun

MemyumMHCKasa opIraHu3alumud

MECTO IJIS
T PUX-KOIA

J YTBEPXIEHA
[IpukasoM MyHMCTEepCTBAa
30PaBOOXPaHEeHUSa UM COLUMaJIbHOTO
pazBuTusa Poccurickon demepaumu
or 12 derpamnsa 2007 . N 110

Mramn
Kon OI'PH
Komn dopmer mo OKYI 3108805
®opma N 148-1/y-06 (u)
Kon Kon HOzOJOTHM- |MCTOUHMK OMHAHCU- % onjaTe U3 |Peuent
KaTeTropuy 4YeCKOM QOpPMEL poOBaHMUA: MCTOYHUKA oemcT—
IpaxiaH (o MKB-10) 1) denmepasbHBM OOOXET |UMHAHCUPO—- |BUTE-
2) OomxeT cybBbexkTa BaHUA: JIeH B
Poccurickom demepaumm |[1) 100% Teye-—
3) MYHMILMIIAJbHBIN 2) 50% Hme 1
Omxe T (HyXxHOe T1o- |Mecslla
(HyXHOE MNOOUEPKHYTBH) |OUEPKHYTH)

PELEIIT Cepusa N oT

®.M.0. maumeHTa

OaTa CHMIJIC

POXIOeHUs

N cTrpaxoBoro
MeIOMLUVHCKOT'O

IIoJimca

N MeIMLMHCKON KapThL
pebeHKa)

aMOyJIaTOPHOTO OOJIBHOTO (MCTOPMS Pa3BUTUA

®.1M.0. Bpaua (denbnuepa)
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Koo Bpaua

(gemezmepa) | | | | | [ |
BeIMMCaHO @

(BanojiHgeTCda CIelMajiMCTOM
allITe4YyHoro yqpexneHVm)

Rp: OTnymeHoO O pelenTy:
IaTa oTnycka
Konm sexapCTBEHHOTI'O
D.t.d. npenapara
Io3upoBKa ToproBoe HaMMEHOBAaHUE
KommuecTBO enmMHMIL
Signa

[Moonuce Bpada (despnumepa)
M Ju4yHasg IedaTb Bpada

KommmuecTBO

Ha ofbmyn cyMmy

(enpnwepa)
M.II.
PeuenT meMcTBUTEJIEH B TeueHue 1 Mecsua, 3 MecslueB (HeHYXHOoe
3a4YEpPKHYThH)
——————————————————————————— (MMHMSA OTPHIBA) —————————————————————————
Kopewmox PEIEIITA Cepusa N oT
Crnocob NpMMeHEeHUS:
[IPOOOIXUTEJILHOCTD nHelM HauMeHOBaHME JIEKAPCTBEHHOTO
KonnuecTBO NPMEMOB B IEHb: pas npernapara:
Ha 1 npuewm: en. Jo3UpoOBKaA :

[Ipunoxxenue 9 He npumensierca ¢ 1 uronst 2013 roga Kk TpaBOOTHOUIEHUSIM, CBSI3aHHBIM C
Ha3HauYEHUEM M BBIIMCHIBAHUEM JIEKApPCTBEHHBIX IIPENapaTtoB U MeIuMHCKUX uznenuit (Ilpukas

Mumnznpasa Poccuu ot 26.02.2013 N 94n).

IIpunoxenne N 9

k [Ipuka3zy

Munsapascoupassutus Poccun
ot 12 ¢eBpans 2007 r. N 110

HHCTPYKIUA
11O 3AITIOJIHEHHUIO ®OPMBI N 148-1/Y-04 (JI) "PELEIIT"
N ®OPMBbI N 148-1/Y-06 (JI) "PELEIIT"

(8 pen. Ilpukazos Munszapascorpazsutus Poccun ot 25.09.2009 N 7944,
o1 20.01.2011 N 13H)

1. B BepxHem neBoM yray ¢opmbl N 148-1/y-04 (1) "Peuent" u ¢popmer N 148-1/y-06 (1)
"Penent" (nasee - penenTypHbIi OJaHK) MPOCTABISETCS IITaMIl MEJUIIMHCKON OpraHu3aliu C
yKa3zaHHEM €€ HauMEHOBaHUs, ajpeca, TeledoHa, a TaKXKe YKaszbIBaeTcs KOJ MEIULIUHCKOU

OpraHH3aIiH.

(B pexn. IIpukaza Munznpasconpassutus Poccun ot 20.01.2011 N 13#n)
B Bepxueit wactu ¢popmbr N 148-1/y-06 (;1) "Penent" 0603HaueHO MECTO JIsi HAHECEHUS

MTpUx-Koaa.

2. Odopmienue penentypHoro OjaHKa BKJIIOYAeT B ce0s IudpOBOE KOIUPOBAHUE U

3aIoIHeHUEe OJIaHKa.

3. llndpoBoe koaupoBaHe pEelENTYPHOTO OJaHKa OCYIIECTBIISCTCS IO CIEAYIONMEH CXeMe:
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MIPU U3TOTOBIICHUH PEIENTYPHBIX OJTAHKOB MEYaTaeTcs KOA METUITMHCKOW OpraHu3alluu B
cooTBeTCTBUHU ¢ OCHOBHBIM rOCYIapCTBEHHBIM perucTpaninoHHbM HomepoM (OI'PH);
(8B pen. IIpukaza Munznpascoupassutus Poccun ot 20.01.2011 N 13n)

Bpau (denpamep) Ha aMOyJaTOPHOM IpPHUEME BHOCHT KOJ Karteropuu rpaxnan (SSS),
UMEIOIMX TPAaBO Ha EKEMECSYHYIO JICHE)KHYIO BBIIIATY W OOecredeHHe JIeKapCTBEHHBIMU
npenaparaM B COOTBETCTBUHU O cTaThsiMu 6.1 u 6.7 DeaepanbHoro 3akoHa ot 17 uromns 1999 r.
N 178-®3 "O rocymapcrBenHoi coruansHoi mnomonm" (CoOpaHue 3aKOHOIATENBCTBA
Poccutickoit ®enepanun, 1999, N 29, cr. 3699; 2005, N 1, c1. 25; 2006, N 48, cT. 4945), u xon
Ho3osiornyeckoit ¢opmer (LLLLL) mo MKB-10 myrem 3aHeceHus KaxqouW LUGpPHI B MyCThIE
SAYEUKH, TOUKA [TPOCTABIIETCS B OTAEIBHOMN STUEHKE.

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

Hcrounnk ¢unancupoBanus (dhenepanbubiii OromkeT [1], Oromker cyobekTa Poccuiickoit
Oeneparuu [2], MyHUIUNAIBHBIN O0r0/pkeT [3]) u mpoueHT oriarel (OecriatHo [1], 50% [2])
YKa3bIBAIOTCS MOTYEPKUBAHUEM.

[Ipu oTmycke JeKapCTBEHHBIX NpENapaToB, BhIMUCAHHBIX Ha ¢opme N 148-1/y-04 (i)
"Penient", B aniTeuHON OpraHu3alMy MPOCTABIISIETCS KOJI JIEKAPCTBEHHOTO IIpenapara.

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

4. 3anonHeHHe pelenTypHOro OJiaHKa.

PeuentypHsbiii G1aHK BBIMUCBHIBACTCS B 3-X JK3EMIUISIPAX, UMEIOUIUX €IUHYIO CEPHIO0 U
Homep. Cepus peuentypHoro OnaHka BKIIO4YaeT Koja cyOobekta Poccuiickoit ®eneparum,
COOTBETCTBYIOIIMK ABYM TepBeIM Itudpam OOmiepoccuiickoro kiaccupukaropa 0OBEKTOB
aaMuHHCTpaTuBHO-TeppuTopuanibHoro aenenuss (OKATO). Homepa mnpucBauBaroTcs 10
HOPAIKY.

[Ipn odopmieHnn perenTypHOro OJaHKa YKa3bIBAIOTCS IMOJTHOCTBIO (aMuIus, WM,
OTYeCTBO OOJIBHOTO, JlaTa POXKJEHUS, CTPAXOBOM HOMEp HMHAWBH]YaJbHOTO JIMLEBOIO CyUETa
rpaxaanuHa B llencuonnom ¢donae Poccuiickoit @enepaunu (CHUIIC), Homep cTpaxoBoro
MeaunuHckoro nonuca OMC, aapec Wi HoOMep MEAUIIMHCKONW KapThl aMOyJIaTOPHOIO MalMeHTa
(ucTopuu pa3BUTHsI peOCHKA).

B rpage "®.M.O. Bpaua (denpamepa)" ykasplBalOTCS (aMHINS W WHUIHMAIBI Bpada
(penpamepa).

B rpade "Rp:" ykazbiBarorcs:

- Ha JIaTUHCKOM $3bIK€ HAMMEHOBAHME JIEKAPCTBEHHOTO Ipenapara (MeXIyHapOIaHOE
HEMaTeHTOBAaHHOE WJIM XHMHYECKoe, JIMOO TOProBOe€), 3aperucTpHpOBaHHOTO B Poccuiickoit
®denepanyi, €ro J03MPOBKA U KOJINYECTBO;

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

- Ha PYCCKOM WJIM PYCCKOM ¥ HAIMOHAJBHOM S3bIKaX CHoco0 TMpUMEHEHUS
JIEKapCTBEHHOTI'0 Ipernapara.

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

3anperiaercs orpaHMYMBaTHCA OOUIMMH yKa3aHusMU: "BHyTtpennee", "M3BecTHO" U T.11.

Pa3pemmarorcst TONBKO TMPUHSATHIE MpaBUIAMH COKpAalleHUS O003HA4YeHH; TBEpHAble U
ceimyyue papmareBTUYeCKue cyOcTaHIuM BhIMUChIBatoTcs B rpamMmax (0,001; 0,5; 1,0), xuakue
- B MAJUIUJTUTPAX, TpaMMax M Karisx.

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

Penent moanuceiBaeTcs BpauoMm ((enmpamiepoM) M 3aBepsieTcsl €ro JUYHOM TMedaThlo.
JIonOTHUTENBRHO PEUENT 3aBEePAETCS NEeYaThi0 MEIUIIMHCKOWM opranu3anuu " penentos".

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

Kon B rpade "Kox Bpaua (denpamepa)" yka3zplBaeTCs B COOTBETCTBUH C YCTAaHOBJICHHBIM
OpraHOM YIpaBlieHUs 3/IpaBoOXpaHeHueM cyOnekTa Poccuiickoit Deneparuu nepeyHeM KOJ0B
Bpaueil ((enpamepoB), UMEIOMIMX MPaBO Ha BBIMHCKY JIEKAPCTBEHHBIX IPENapaToB B IIENIAX
MPEIOCTaBIEHUS TOCYJaPCTBEHHOMN COLMATbHON TOMOIIIM B BHJIe HAOOpa COIMATBHBIX YCITYT.

(8B pen. [Ipukaza Munznpascoupassutust Poccun ot 20.01.2011 N 13n)
[Ipu BeIMKCKE JIEKAPCTBEHHOTO Tpernapara Mo peueHno BpaueOHOi KOMICCUU Ha 000poTe
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peLenTypHoro OJaHKa CTaBUTCS CIeUaNbHAs OTMETKa (IITam).
(B pen. ITpukaza Munzapascorpazsutus Poccun ot 20.01.2011 N 131)

5. Ilpu oTmycke JeKapCTBEHHOI'O Mpenapara B alTeYHOM OpPraHu3alliyd Ha pelenTypHOM
OJlaHKe YKa3bIBAIOTCS CBEICHUS O (DaKTHMUECKH OTIYLIEHHBIX JIEKAPCTBEHHBIX IIpernaparax
(MEeXIyHapOoJHOE HEMaTEeHTOBAaHHOE WJIM XHMMHMUYECKOoe, JH00 TOproBoe HaMMEHOBaHUE,
JIO3UPOBKA, KOJIMUYECTBO) U MPOCTABIIAETCS AaTa OTIIYCKa.

(n. 5 B pen. [Ipukaza Munznpasconpazsutust Poccun ot 20.01.2011 N 13n)

6. Ha penentypHoM OaHke BHU3Y UMEETCS JIMHUS OTPbIBA, pa3Aeiisiouias pelenTypHbIi
0JIaHK U KOPELLIOK.

Kopemok ot penenra Bbigaercsa 6oipHOMY (JIMIly, €r0 NMPEACTaBISIONIEMY) B aNTEYHON
OpraHM3aliyi, Ha KOPEILIKE JeJaeTcd OTMETKAa O HaMMEHOBAaHUU JIEKAPCTBEHHOI'O Ipenapara,
JIO3UPOBKE, KOJHMYECTBE, cCroco0e MNPUMEHEHHs, U OH OcTaeTcsi y OonpHOro (Juia, ero
IIPEJICTABIISIIOLIETO).

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

7. PenentypHblii ONaHK 3amOJHSETCS TPU BBIMMCHIBAHUH JICKAPCTBEHHBIX IPENApaToB,
U3JIeU MEIULMHCKOTO HAa3HAUYEHUs U CHEHHATU3UPOBAHHBIX MPOAYKTOB JIEUEOHOTO MUTAHUS
JUI  JIeTeH-MHBAJIHNIOB, BKJIIOUEHHBIX B TEPEYHH JIEKAPCTBEHHBIX IPEMapaToB, W3ACIHNA
MEAMIIMHCKOTO Ha3HAYEHUS U CIIEIUaTN3UPOBAHHBIX MTPOAYKTOB JI€UCOHOT0 MUTAHUS IS AeTeH-
WHBAJIUIOB, YTBEPXKJAEMBIX B YCTAHOBJIEHHOM TMOpS/KE, a TAaKK€ HHBIX JIEKapCTBEHHBIX
[pernapaToB, OTIYCKAaeMbIX OECIIIIATHO WJIM CO CKHUJIKOM.

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

8. TpeboBaHus, mpeabsABIsEMble K BBIMUCHIBAHUIO U3IEIUA MEIUIIMHCKOTO HA3HAYEHUS U
CHENUATU3UPOBAHHBIX TPOJYKTOB JICUEOHOTO THUTAaHHUA ISl JIETeH-WHBAIAIOB B paMKax
OKa3aHUs rOCYIapCTBEHHON COIMAIBHON MOMOIIH, aHAJOTHYHBI TPeOOBAaHUAM, IPEIbIBISIEMbIM
K BBIMHCHIBAHUIO JICKAPCTBEHHBIX TIPEnapaToB (3a MCKIIOYCHHEM OTMETKH BpavyeOHOMN
KOMHCCHH ).

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

9. Opran ympaBieHus 3ApaBooxpaHeHueM cyOwbekTa Poccuiickoii Depepanu MOXKET
pa3pemnTh M3TOTOBJICHHWE pPEHENTYypPHBIX ONAaHKOB B MEIAMIMHCKUAX OPTraHU3aIMsIX C
UCIIOJIb30BAaHUEM KOMIBIOTEPHBIX TEXHOIOTHA.

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

10. Jomyckaercs odopMmieHUE BCEX PEKBHU3UTOB PELENITYPHBIX OMaHKOB (opMbl N 148-
1/y-06 (;1) "Pentenit" ¢ uCToIb30BaHUEM KOMITBIOTEPHBIX TEXHOJIOTHH.

11. Ha obopoTHO#l cTopoHe penentypHoro 6manka ¢opmel N 148-1/y-06(;1) newaraetcs
TabJIMIa CIIETYIONIEro COIePIKaHuUs:

(8B pen. IIpukaza Munznpascotpa3sutus Poccun ot 25.09.2009 N 794H)

[IpUTroTOBMII [IpoBepnmi OrnycTuit

12. Ha penentypubix 6mankax ¢opm N 148-1/y-04(;1) u N 148-1/y-06(i1) BeIUCHIBaeTCS
OJIHO HaMMEHOBAaHHE JIEKAPCTBEHHOI'O IIpernapaTa, U3AeNus MEIUIIMHCKOTO Ha3HA4YeHUs WU
CHELHATU3UPOBAHHOTO MPOAYKTA JICUeOHOT0 MUTAHUS.
(B pexn. IIpukaza Munznpasconpassutust Poccun ot 20.01.2011 N 13#n)

VcnpaBieHus py BBITUCHIBAHUH PEIICTITOB HE JIOTTYCKAOTCS.
(m. 12 BBenen [Ipukazom Munsapascorpa3sutus Poccuu ot 25.09.2009 N 794h)

13. Cpok nerictBus peuenta (1 mecsil, 3 Mecsla) yka3plBaeTcs MyTeM 3a4€pKUBaHUS.
(m. 13 BBeneH [Ipukazom Munszapascorpassutus Poccun ot 20.01.2011 N 131)
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ITpunoxxenne 10 He npumensiercs ¢ 1 uronsg 2013 rona k NpaBOOTHOILIEHUSAM, CBSA3aHHBIM C
Ha3HAaUYEHUEM M BBIIMCHIBAHUEM JIEKApPCTBEHHBIX IIPENapaTtoB U MeIuUMHCKUX u3nenuit (Ilpukas
Mumnznpasa Poccun ot 26.02.2013 N 94n).

[Tpunoxenue N 10

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

(8B pen. IIpukaza Munznpascoupassutus Poccun ot 20.01.2011 N 13H)
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MMHMCTEPCTBO 30PaBOOXPaHEHUS
M COLMaJIbHOT'O pPa3BUTHUA
Poccuiickor demepaumu

(HaMMeHOBaHMEe MeOUMLVHCKOM
opraHu3aLmumM)

Kon dopwmer nmo OKYI

Kon yupexnmenmsa no OKIIO
MemMumMHCKasa HOOKYyMEHTAaLMUA
dopma N 305-1/y

YreepxneHa lIpukasoM
MuHMCTEepCcTBa 3OPaBOOXPAaHEHUI
¥ COLMAaJIbHOT'O PasBUTUA
Poccurickon demepaumn

or 12 derpamns 2007 . N 110

KypHan <*>
ydeTa B MeIMUMHCKMX OpTaHM3alMax
bopmer N 148-1/y-88 "PeuentypHeni ©OjaHk",
bopmer N 148-1/y-04 (1) "Peuent", odbopmer N 148-1/y-06 (J1)
"Peuent", ¢opmel "CneurasibHEM PeLEeNTYpPHBM OJIaHK Ha
HApPKOTUYECKOE CPeICTBO M IICUXOTPOIIHOE BelmecTBO"

N [Ipuxon Pacxon ®.M.0. m |Ocrarok
n/mn IOIONINChH
naTa N m mara obuee cepum u | KOJIM-— ©.1.0. u maTa cepusa u | Konm-— o.1.0. MNoOnucChb oOTBEeTCT—
permucT- | DOKyMEH-— KOJIU— HOMepa YyeCcTBO IOONMUCH BBIIAUM | HOMEP yecTBO |oTBETCT- OTBEeTCT- | BenHOTO
pauum Ta, OT UyeCcTBO peuemn— 6JIaHKOB | OTBETCT— peuen- |peuen- BHIIAH- | BEHHOTO BEHHOTO paBoTHM—
npuxon—- | xoro moc- |nocTy- TYPHBIX no ce- BEHHOTO TYPHBIX | TYPHOT'O | HBEIX MEeOMUVHC- | MeOMUMH— |xa, BEI-
HOTO TYIIWIT MIUBIIUX OJIaHKOB | puaM MeIOMLIMHC— OJjaH— OJlaHKa peuen- |xoro pa- CKOTO maBmero
OOKY— peuen- xoro pabo- KOB TYypHBIX | OO0THMKA, paboTHN- | peuen-—
MEeHTa TYPHBIX THMKA, I[10-— BraH- IOJIyUUB— Ka, Io- TypPHEHE
6JIaHKOB JIYyUMBIIETO KOB mero pe- ayumBlle— | 6naHKU
peuenTyp- LenTypHEEe |T0 pele-
HbEle OJIaHKU OIaHKMK NTYPHEE
OJIaHKU
1 2 3 4 5 6 7 8 9 10 11 12 13 14
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<*> J)Kypnan pomkeH OBITh NPOHYMEPOBAH, MPOUIHYPOBAaH W CKPEIUIEH MOIMHCHIO
PYKOBOIMTEIIS U MIE€YAThI0 MEAUIIMHCKOW OpraHu3alyu.

CornacoBaHo

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

12.02.2007

[Tpunoxenue N 11

K [Ipuka3zy
MunzapasconpazButusa Poccun
ot 12 ¢eBpass 2007 r. N 110

Kypnan
ydeTa B MEAUIIUHCKAX OpTaHU3alUsIX
¢dopmsr N 107-1/y "PeuentypHsriii 6i1ank”

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

[Tpunoxxenue N 12

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

KoncynprantlIntoc: npumedanne.
[Ipukazom Munsapasa Poccun ot 20.12.2012 N 11751 yrBepxaen [lopsiok HazHaueHUs U
BBINMCBIBAHUS JIEKAPCTBEHHBIX IIPENIApaTOB.

NMHCTPYKLMA
O ITOPAJAKE HABHAUYEHUA JIEKAPCTBEHHBIX ITPEITAPATOB

VYrparuna cuny ¢ 1 utons 2013 roxa. - [Ipuka3z Munsapasa Poccun ot 26.02.2013 N 94H.

ITpunoxxenne N 13

k [Ipuka3zy
Munsapascoupassutus Poccun
ot 12 ¢espans 2007 r. N 110
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NHCTPYKIUA
O HOPAAKE BBIIIUCBIBAHUSA JIEKAPCTBEHHbBIX ITPEITAPATOB
1 O®OPMJIEHUSA PEIIENITOB U TPEGOBAHUM-HAKJIAJTHBIX

(8B pen. IIpukazoB Munznpascoupazsutis Poccun ot 27.08.2007 N 560,
ot 25.09.2009 N 794#, ot 20.01.2011 N 13H,
[Tpuxaza Munzapasa Poccun ot 26.02.2013 N 94H)

I. OGmmme TpeGoBaHMS BBHIMUCHIBAHS JIEKAPCTBEHHBIX MMPENApaTOB
(B pen. IIpukaza Munznpascorpazsutust Poccuu ot 20.01.2011 N 13H)

[TynxTsel 1.1-1.2 He npumensitores ¢ 1 uronst 2013 roga k IpaBOOTHOLIEHUSIM, CBA3aHHBIM C
Ha3HAauYEHUEM M BBIIMCHIBAHMEM JIEKApPCTBEHHBIX IIPENapaTtoB U MeIuMHCKUX uznenuit (Ilpukas
Mumnznpasa Poccun ot 26.02.2013 N 94n).

1.1. Tlpy HanM4MK COOTBETCTBYIOIIMX ITOKAa3aHWUN TpakaaHaMm, OOpaTHUBIIMMCS 3a
MEIUIIMHCKOW MOMOIIBIO B aMOYJIATOPHO-TIOJUKIMHAYECKOE YUPEKJICHUE, a TaKKe B CIydasx
HEOOXOIUMOCTHU MPOJOHKEHUS JICUSHUS [10CIIE BBIMUCKU OOJIBHOIO U3 CTallMOHApa Ha3HAYAIOTCS
JIEKapCTBEHHBIE ITPENapaThl U BBIMUCHIBAIOTCS PEIENTHI HA HUX.

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

1.2. 3anpemaercs BHIIUCHIBATD PELIETITHI:

Ha JIGKapCTBEHHBIC IMIpemapaThl, HE pa3pelleHHblE B YCTAHOBJICHHOM TMOPSAKE K
MEIUIIMHCKOMY TPUMEHEHUIO;

(B pen. ITpukaza Munsznpascorpa3sutus Poccun ot 20.01.2011 N 13H)

MIPU OTCYTCTBUU MEIUIIMHCKUX MMOKA3aHUM;

Ha JICKAQpCTBEHHBIC MpenapaThl, UCHOJIb3YEMbIe TOJIBKO B MEIUIIMHCKUX OpraHU3alUsiX
(obup Hapko3HBIA, XITOPITUI, (EeHTAHWI (KpOME TpaHCACPMATbHOU JIEKAPCTBEHHOW (OPMBI),
COMOpEBHH, KaJIHUIICOJI, PTOPOTaH, KETAMHUH H JIP.);

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

Ha HAPKOTHMYECKHE CpPEJICTBA U IICUXOTPONHBIC BeIllecTBa, BHeceHHble B Crmcok Il
[lepeunst HAPKOTUUYECKUX CPENICTB, ICUXOTPOMHBIX BEIIECTB M WX MPEKYPCOPOB, MOJJICKAIINX
KoHTpoir0 B Poccuiickonn Penepanuu, yrBepxkzacHHoro Ilocranosinenuem IlpaBurenscrsa
Poccuiickoit ®eneparuu ot 30 urons 1998 r. N 681 (mamee - HapKOTHYECKHE CPEICTBA U
ncuxotponHsele Bemectsa Crucka Il) - 115 neyeHnst HapKOMaHUH;

Ha HApKOTHYECKHE CpEeACTBA U TICUXOTpomHbIe BemiectBa crnuckoB I u Il -
YaCTHOMPAKTUKYIOLUM Bpadyam.

[Tynxtel 1.3-1.4 He npumensitores ¢ 1 utonst 2013 roga Kk IpaBOOTHOIIEHUSIM, CBA3aHHBIM C
Ha3HaUYEHUEM M BBIIMCHIBAHUEM JIEKApCTBEHHBIX MPENnapaTtoB U MeIuIMHCKUX u3nenuit (I1pukas
Mumnznpasa Poccun ot 26.02.2013 N 94n).

1.3. 3yOHble BpauM, QenpAmepbl, aKylmlepKd BBIMTUCHIBAIOT OOJBHBIM pELENThl Ha
JIEKapCTBEHHBIE MpenapaThbl 3a CBOEH MOANKMCHIO U C YKa3aHMEM CBOEr0 MEAMIIMHCKOIO 3BaHUS
TOJBKO B CIy4asX, yKa3aHHbIX B 1.m. 3.3, 3.6, 3.7.2 MHcTpykuuu o mopsake Ha3HAYCHHS
JIEKapCTBEHHBIX NpenapaTos (mpuioxkenue N 12).

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

1.4. Peuenthbl OOJIBHBIM JIOJKHBI BHITUCBHIBATHCA C YKa3aHUEM BO3pacTa MallleHTa, mopsaaKa
OIUIaThl JIEKAPCTBEHHBIX IIPEMApaTOB M C YYETOM JEWCTBHUA BXOIAIIMX B MX COCTaB
WMHTPEUEHTOB Ha peLenTypHbIX OJaHKaxX, (OpMbl KOTOPBIX YTBEp:KIEHbI MUHUCTEPCTBOM
3/IpaBOOXPAaHEHUs U COIMANBbHOTO pa3Butus Poccuiickoit @eneparun (npunoxkenus N 1, 3, 5, 7
u 8).

(B pexn. IIpukaza Munznpascornpassutust Poccun ot 20.01.2011 N 13#1)

[Iynkr 1.5 vHe nmpumensiercs ¢ 1 wmronst 2013 roma x IpaBOOTHOLIEHUSM, CBSI3aHHBIM C
Ha3HAUYEHUEM M BBIIMCHIBAHUEM JIEKAPCTBEHHBIX MPENapaToB U MeIuIMHCKUX u3aenuit (I1pukas
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Mumnznpasa Poccun ot 26.02.2013 N 94n).

1.5. Penentypusie 6manku Gopmsl N 148-1/y-88 (mpunoxenue N 3) nmpeqHasHaueHbI A
BBIMKICHIBAHUS U OTITyCKa:

- IICUXOTPOIIHBIX BemecTB, BHeceHHbIX B Crnucok III IlepeuHss HapKOTHYECKUX CPENCTB,
NICUXOTPOMHBIX BEIIECTB W MX MPEKypcopoB, MOAJEKAIIUX KOHTpoio B Poccuiickoit
®enepanuu, yreepxacHHoro Ilocranosnennem IlpaBurensctBa Poccuiickoit @enepanuu ot 30
utoHsa 1998 r. N 681 (manee - ncuxorponnsie BemiecTBa Crincka III), 3apeructpupoBaHHBIX B
YCTaHOBJIEHHOM IIOPS/JIKE B KAUECTBE JIEKAPCTBEHHBIX IPENAPATOB;

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

- UHBIX JIEKaPCTBEHHBIX CPEJICTB, MOUIEKAIMX IPEIMETHO-KOIMUYECTBEHHOMY YUETY;
(B pen. ITpukaza Munznpascorpa3sutus Poccun ot 20.01.2011 N 13H)

- aHa0OJMYECKUX CTEPOUJIOB.

JlJis BBIMUCBHIBAHUS M OTITyCKa JIGKAPCTBEHHBIX MpENaparoB Juisi aMOyJIaTOPHOTO JICYEHUS
rpaXkJaH B paMKax OKa3aHUs IOCYJapCTBEHHOW COLMAJbHOM MOMOIIM U Tpa)<1aH, UMEIOLINX
IIPaBO Ha IMOJYYECHUE JIEKAPCTBEHHBIX MpernapaTroB OECIIATHO M CO CKUAKOMW, MpeaHa3HAUYEHbI
peuentypubie Onanku Gopmbl N 148-1/y-04 (1) u peuentypubie 6manku Gopmer N 148-1/y-06
(1) (mpunoxxeruss N 7 u 8).

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

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

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

[Tynaxtel 1.6-1.7 He npumensitores ¢ 1 uronst 2013 roga k IpaBOOTHOLIEHUSIM, CBA3aHHBIM C
Ha3HauYEHUEM M BBIIMCHIBAHUEM JIEKApCTBEHHBIX MIPENapaTtoB U MeIuMHCKUX u3nenuit (Ilpukas
Mumnznpasa Poccun ot 26.02.2013 N 94n).

1.6. Hapkormueckue cpeacrBa M mcuxorponHsle  BemectBa  Cnwmcka I,
3aperucCTpUpOBaHHbIE B~ KayeCTBE  JIEKAPCTBEHHBIX  CPEICTB B  YCTaHOBJICHHOM
3akoHoJarenbcTBOM  Poccuiickoit  depepaumu nopsake, JODKHBI  BBINUCBIBATBCS — HA
CHENHATBHBIX PELENTYPHBIX OJIaHKaX HAa HAPKOTHYECKOE CPEACTBO M ICHXOTPOITHOE BEIIECTBO
(mpunoxenue N 1).

1.7. Ilpm BBHINIMCBHIBAHMUM peELENTa Ha JEKAPCTBEHHYK IPOINUCHh HWHIUBUIYAIBHOIO
M3TOTOBJIEHUSI, COAEPIKALIYI0 HAPKOTUYECKOE CPEICTBO WM IICUXOTPONHOE BemecTBo Crucka
Il, m npyrue dapmakosornueckue akKTUBHBIE BEIIECTBA B J103€, HE MPEBBIIMIAIONICH BBICIIYIO
pasoByl0 1103y, M IpU YCIOBUH, YTO 3TO KOMOMHHMPOBAHHOE JIEKAPCTBEHHOE CPEACTBO He
ABJIIETCS HAPKOTHMYECKUM CPEICTBOM WM TCHUXOTpOmHbIM BemectBoM Cnucka II, ciemyer
UCIIOJIb30BaTh pelenTypHbIi 61aHk Gopmbl N 148-1/y-88.

DTy peuentsl JOJKHBI OCTaBaTbCS B ANTEUHOM OpraHu3aluu i MPEIMETHO-
KOJIMYECTBEHHOTO y4eTa.

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

ITynxtel 1.8-1.10 He npumMenstoTes ¢ 1 uronst 2013 roga kK IpaBOOTHOIIEHUSAM, CBSI3aHHBIM
C Ha3HAYEHUEM U BBIIUCBIBAHUEM JIEKAPCTBEHHBIX IMPENapaTOB U MEAUIMHCKUX W3AEIuil
(IMpuka3 Munsapasa Poccun ot 26.02.2013 N 94H).

1.8. Ilpu BhINIKUCHIBAHUM pELENTAa Ha JIEKAPCTBEHHYIO MPONKMCHh HWHAWBHIYAJIbHOTO
M3TOTOBJIEHHSI Ha3BaHUsl HAPKOTHMUYECKUX CPEJICTB U NCHUXOTPONHbIX BemecTB crnuckos I n IlI,
MHBIX JIEKAPCTBEHHBIX CPEACTB, MOISKAIIMX MPEIMETHO-KOIMUYECTBEHHOMY YY€eTy, MULIYTCS B
HayaJie pelenTa, 3aTeM - BCE OCTAJIbHbIE UHIPEIUEHTBHI.

1.9. BeimuceiBasi HAPKOTHIECKOE CPEACTBO WIIH TICUXOTPOMHOE BemecTBo ciiickoB 11 u 111,
WHBbIE JIEKAPCTBEHHBIE CPEJCTBA, MOJIEKAIINE IPEIMETHO-KOJNYECTBEHHOMY YUYETy, 1032
KOTOPBIX NPEBBIIIAET BBICHIMN OJHOKPATHBIM NpHeM, Bpad AODKEH HamucaTh JI03y STOro
CPEJCTBA WJIN BELIECTBA NIPONKCHIO U TOCTABUTH BOCKIUIATEIbHBIA 3HAK.

1.10. He pa3pemaercsi BBINMCHIBATH ONPEIEICHHBIE JEKAPCTBEHHBIE MTpenapaTsl B OJHOM
peuenTte Oojee TOro KOJMYECTBAa, KOTOpOe yKa3zaHO B mnpwiokeHud N 1 K Hacrosmiei
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HNHcTpyknuu.
(B pen. ITpukaza Munznpascorpazsutus Poccun ot 20.01.2011 N 131)

[Tyakter 1.11-1.12 ne npumenstorcs ¢ 1 wurons 2013 roga K MPaBOOTHOLICHHSM,
CBSI3aHHBIM C HA3HAYEHUEM W BBIUCHIBAHUEM JICKAPCTBEHHBIX MPENApaTOB M MEAMIIMHCKUX
m3nenuii (ITpukas Munzapasa Poccun ot 26.02.2013 N 94n).

1.11. Hopmsl BeIKMCHIBaHUS U OTIycKa HapkoTuyeckux cpeiactB Crucka I, mpons3BoaHbIX
0apOMTYpPOBOM  KHUCIOTBI, MHBIX JIEKAPCTBEHHBIX CpPEICTB, MOAJEKAIIUX IPEeIMETHO-
KOJINYECTBEHHOMY Y4ETY, /Uil HHKYpaOEIbHBIX OHKOJOTHYECKUX M T€MAaTOIOTHIECKUX OOJIBHBIX
MOTYT OBITh YBEJIMYEHBI B 2 pa3a 10 CPaBHEHHUIO C KOJIMUYECTBOM, YKa3aHHBIM B npuiiokenun N 1
K HacTosimen MHCTpyKuu.

1.12. CoctaB nekapCTBEHHOro mpemapaTta (B cilyduae KOMOMHHMpPOBAHHOIO IIperapara),
0003HaYCHHE JICKAPCTBEHHOH (hOpMbI U oOpalieHre Bpada K (hapMareBTHIeCKOMy paboTHUKY 00
M3TOTOBJIEHUM U BbIJIa4€ JIEKAPCTBEHHOI'O MPENapaTa BHIIUCHIBAIOTCS HA JATUHCKOM SI3BIKE.

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

He nomyckaetcst cokparienre 0603HaueHUil OIU3KUX [0 HAMMEHOBAHUSM HUHTPEIUEHTOB,
HE MO03BOJISIOLIUX YCTAHOBUTD, KAKON MMEHHO JIEKAPCTBEHHBIN IIpenapaT BbIITUCAH.

(B pen. ITpukaza Munznpascorpa3sutus Poccuu ot 20.01.2011 N 13H)

Hcnonb30BaHne JIATUHCKUX COKPALIEHUM ATHX O0O3HAu€HUil pa3pelaeTcs TOJbKO B
COOTBETCTBUU C COKPAIIECHUSMH, IPUHATHIMUA B MEAUIIMHCKON U (apMalneBTUYECKON MPaKTHKE,
peayCMOTpeHHBIMH npuiioskeHreM N 2 k Hactosmed UHCcTpyKiuu.

[lynkrer 1.13-1.15 He npumensitorcs ¢ 1 wumronsg 2013 roga K NpaBOOTHOIICHHSM,
CBSI3aHHBIM C HA3HAYCHHUEM U BBIMUCHIBAHUEM JICKAPCTBEHHBIX MPEMAPATOB M MEAMIIMHCKUX
uznenuii (ITpukaz Munzapasa Poccun ot 26.02.2013 N 94n).

1.13. Crioco0® mpuMeHeHus JIEKapCTBEHHOIO MpenapaTa 0003HayaeTcsl ¢ YKa3aHUEeM J103bl,
YacTOThl, BPEMEHM IpUEMa U €ro JUIMTENbHOCTH, a Ul JIEKapCTBEHHBIX IpenapaTos,
B3aMMO/JICHCTBYIOIINX C MUIICH, - BPEMEHH MX YHOTPEOJIEHUSI OTHOCHTEIBHO IprUeMa Iy (10
€/1bl, BO BpeMs €[Ibl, TI0CJIE €/Ibl).

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

1.14. Ilpu HEO6XOAMMOCTH IKCTPEHHOI'O OTITYCKa JICKApCTBEHHOI'O IpernapaTta 00JIbHOMY B
BEpXHEH 4YacTH peLenTypHoro OJaHKa MpPOCTaBISAIOTCA 0003HaueHus "cito" (CpouyHO) WU
"statim" (HeMeAJIeHHO).

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

1.15. IIpu BBIMUCBHIBAHUM pELENTA KOJIMYECTBO KUAKHX (papMaleBTUUECKUX CYOCTaHIUM
yKa3bIBa€TCS B MIUIMJIMTpAX, IpaMMax WM KalUIX, a OCTaJbHBIX (hapMaIreBTHUECKUX
cyOcTaHIuil - B rpaMMax.

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

ITynkr 1.16 He npumensercsa ¢ | mrona 2013 roga x MpaBOOTHOLIEHUSM, CBSI3aHHBIM C
Ha3HAYCHHEM M BBINHMCHIBAHUEM JIEKAPCTBEHHBIX MpenapaToB U MeAuIMHCKUX usaenuit (IIpukas
Munzapasa Poccun ot 26.02.2013 N 94n).

1.16. CrenmanpHble penenTsl Ha HAPKOTUYECKOE CPEICTBO W IICHXOTPOITHOE BEIIECTBO
JIeMCTBUTENBHBI B T€UEHUE 5 JHEH CO JHs BBITUCKH; PELENThl, BHITUCAHHBIE HA PELENTYPHBIX
omankax ¢opmer N 148-1/y-88, - B Teuenne 10 nuei.

PenennTbl Ha JieKapCTBEHHBIE MpeNaparhl (3a HMCKIOYEHHEM MOJUIekKAIUX MPEeIMETHO-
KOJIMYECTBEHHOMY YYETY), BBIIIMCAHHBIE HA pelenTypHbIX OmaHkax ¢opmbl N 148-1/y-04 (1) u
dopmer N 148-1/y-06 (1), mist amMOymaTOpHOTO JIeUEHHUs TpPaXJAaH B paMKaxX OKa3aHUs
TOCYJapCTBEHHON CONMAIBHON TOMOINM W TpaXJaH, HWMEIOIIUX NpaBO Ha TMOJIy4YCHHE
JIEKapCTBEHHBIX MpenapaToB OECIIaTHO U CO CKHJKOH, JeHCTBUTENbHBI B TeueHue | mecsma co
IHS BBIMACKH, a B CiIydae BBIMACKA TaKUX PEIENTOB YKa3aHHBIM KaTeTOPUSM TpakIaH,
JOCTUTIIMM TEHCHOHHOTO BO3pacTa, CPOK NEHCTBUS pelenTa COCTaBlseT 3 Mecsila cOo JHS
BBIMMACKA. J[JIs1 JIEYeHWsT 3aTSHKHBIX W XPOHWYECKHX 3a00JEBaHWN TpakJaHaM TMEHCHOHHOTO
BO3PacTa MOT'YT BBINHUCHIBATHCS PELIENTHI Ha JIGKAPCTBEHHBIE MpenapaTsl Ha Kypc JeUeHus 10 3-
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X MECSIICB.
(B pen. ITpukaza Munznpascorpazsutus Poccun ot 20.01.2011 N 131)

Peuentel Ha Bce OCTabHBIE JIEKAPCTBEHHBIC IMpenaparhl JEHCTBUTEIbHBI B TEUEHHE 2-X
MECSILIEB CO JHS BBIIUCKH.

(8B pea. IIpukaza Munznpascoupazsutus Poccun ot 20.01.2011 N 13n)

Penentel Ha mpou3BoIHEIE 6APOUTYPOBOI KHUCIOTHI, denpuH, ceBIOIPEAPUH B YUCTOM
BUJIE U B CMECH C JPYTUMHU JICKAPCTBEHHBIMH CpPEICTBAMH, aHAOOIMYECKUE CTEPOUJbI,
KJIO3aIMH, THAHENTUH IS JICYCHHS OOJIbHBIX C 3aTSHKHBIMH U XPOHHUYECKUMHU 3a00JICBaHHSIMHU
MOTYT BBIIUCBHIBATHCS HA Kypc JedeHus A0 1 mecsma. B 3Tux ciaydasx Ha penenrtax J0JKHA
ObrTh Haamuch "Ilo cnenuaabHOMY Ha3HAYEHUIO', CKpEIUICHHAs TMOAMNKMCHIO Bpaya W IEYaThlo
MEIUIIMHCKOM opranu3aiuu "Jlns perenTos".

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

[Tynukr 1.17 ne npumensiercss ¢ 1 urons 2013 roga K mMpaBOOTHOIIEHHUSIM, CBSI3aHHBIM C
Ha3HAUYE€HHUEM U BBIITUCHIBAHUEM JIEKAPCTBEHHBIX MPENapaToB U MeAUIMHCKUX n3aenui (Ilpukas
Munzapasa Poccun ot 26.02.2013 N 94n).

1.17. Ilpu BHIMHMCHIBAHUU XPOHUYECKHM OOJIbHBIM PEIETITOB HAa TOTOBBIC JIEKAPCTBEHHBIC
npenapatbl M JIGKapCTBEHHBbIE IpenapaTbl HMHIAMBHIYaIbHOI'O H3TOTOBJIIEHUS  Bpadam
paspeliaercss ycTaHaBIMBaTh CPOK JIEHCTBUS peLenTa B Ipeaenaax J0 OJHOro rojaa, 3a
UCKITFOUEHHEM:

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

- JIEKapCTBEHHBIX CPECTB, MOJICKALINX IPEAMETHO-KOJIMYECTBEHHOMY YUeTY;

- JIEKapCTBEHHBIX IPEnapaToB, 00JIaAa0MX aHA00INIEeCKOH aKTHBHOCTHIO;

- JIEKapCTBEHHBIX MPENapaToB, OTIYCKAEMbIX U3 allTEYHbIX OpraHU3alUil 10 peLenTam Jyis
amMOyJIaTOPHOTO JICYEHUS TPaKIaH B paMKaX OKa3aHUS TOCYAAPCTBEHHOW COLMAIBHOW MOMOIIN
U TPpaXKaH, UMEIOLINX PaBO Ha MOJIy4yeHHEe JeKapCTBEHHbBIX CPEACTB OECIUIATHO U CO CKUIKOM;
(8B pen. Ilpukaza Munznpascoupassutust Poccun ot 20.01.2011 N 13n)

- COUPTOCO/IEPIKAIIUX JICKAPCTBEHHBIX IPEeNapaToB MHANBUIYAIBHOTO U3TOTOBIICHUS.

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

[Ipy BBIMKUCBIBAHUM TAaKUX PELENTOB Bpad JOJDKEH ClieNaTh MOMETKY "XPpOHMYECKOMY
O0osbHOMY", yKa3aTh CpOK JACHCTBUS pelentTa M MEePUOJAUYHOCTh OTIYCKa JIEKAPCTBEHHBIX
IpenapaToB M3 aNTeYHOM OpraHu3aluM (€KEHEIEeNbHO, €XKEMECAYHO U T.II.), 3aBEPUTh ITO
yKa3aHHWe CBOEH MOAMMCHIO U JIMYHOW MEeYaThlo, a TaKKe MeYaThi0 MEAUIIMHCKON OpraHu3aluu
"Jlns perienToB".

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

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

1.18. Penent, He oTBeuarolMil XOTd Obl OAHOMY M3 MEPEUYMCICHHBIX TPeOOBAaHUN WIIU
COJIEpIKalINil HECOBMECTUMBIE JIEKAPCTBEHHBIE CPENICTBA, CUNTAETCS HEIEHCTBUTEIIBHBIM.

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

B ciiyuae BO3MOXXHOCTHM YTOYHEHMS y Bpaya WM JPYroro MEAWLUHCKOrO pPaOOTHHKA,
BBIMMCABILETO pELENT, HAUMEHOBAaHUS JIEKAPCTBEHHOrO IIperapaTa, €ro JI03UpOBKH,
COBMECTHUMOCTH U T.II., pAOOTHHUK alTEeYHOH OpraHM3aluu MOXET OTIYCTUTh JIEKapCTBEHHBIN
npernapar MalueHTy.

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

II. TTopsnOK BEIMUCHIBAHUS PELIENITOB
Ha JIEKapCTBEHHBIE MIperapaTsl A1 aMOyIaTOPHOIO JeUeHUs
IpaKJiaH B paMKax OKa3aHUs FOCYAapCTBEHHOU COLUAIbHOMN
ITOMOIIX ¥ IPAXKJIAH, UMEIOIINX IIPABO HA MOJTyYEHUE
JIEKapCTBEHHBIX CPEACTB OECIIATHO U CO CKUIKON
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(8B pen. [Ipukasza Munsnpascoupazsurusa Poccun ot 20.01.2011 N 13H)

[Tyakr 2.1 He mpumensercs ¢ 1 urong 2013 roga K mpaBOOTHOUIECHHUSIM, CBSI3aHHBIM C
Ha3HAUYE€HHEM U BBIITUCHIBAHUEM JIEKAPCTBEHHBIX MperapaToB U MeaunMHCKuX usnenuit (Ilpukas
Munzapasa Poccun ot 26.02.2013 N 94n).

2.1. CaMOCTOATEeNBbHO JICYallUM BpAayoM WJIM BPauOM-CHEIHAIMCTOM Jie4eOHO-
IpOoQHIAKTUYECKOTO YUPEKACHUS BBIIUCHIBAIOTCS PELIENTHl Ha JIEKAPCTBEHHBIE MpernapaThl s
amMOyJIaTOPHOTO JICUEHUs IpaXIaH B paMKax OKa3aHUs TOCYAapCTBEHHOW COIUAIIbHONW TTOMOIIH
U I'paXkJiaH, MMEIOLIUX MPAaBO Ha MOJIyYeHHE JIEKAPCTBEHHBIX CPEACTB OECIUIaTHO U CO CKUAKOMH,
B COOTBETCTBUM CO CTaHJApTaMU MEIUIIMHCKOW IIOMOIIM, 32 HCKJIOYEHHEM CIy4yacB
Ha3HA4YEHUsI, ONPENICICHHBIX TYHKTOM 2.4.1 HacTosimeln MHCTpyKIuu.

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

[Tyukr 2.2 He npumensercs ¢ 1 utona 2013 roga Kk mMpaBOOTHOUIEHUSIM, CBSI3aHHBIM C
Ha3HAUYE€HHEM U BBIITUCHIBAHWEM JIEKAPCTBEHHBIX MperapaToB U MeaunMHCKuX usnenuit (Ilpukas
Munzapasa Poccun ot 26.02.2013 N 94n).

2.2. IlpaBo caMOCTOSITENIHO BBIIMCHIBATh pEUENTHl IS IOJIyY€HUS B aIlTEYHOHN
OpraHu3allii JIEKAPCTBEHHBIX CPEACTB TIpakJaHaM B IOpAJKe, YCTaHOBIEHHOM 1. 2.1
Hacrosuier MHCTpyKuyu, MMEIOT TakxKe:

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

2.2.1. B mpezenax cBOEW KOMIIETEHLIMU Bpauu, paboTarolie B MEAUIIMHCKON OpraHu3alun
10 COBMECTHUTEIBCTBY;

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

2.2.2. Bpauu CTAaLMOHAPHBIX YUYPEKIECHUH COLMATIBHON 3allUThl M HCHPABUTEIIBHBIX
YUPEXKJIEHUN HE3aBUCUMO OT BEIOMCTBEHHON IIPUHAJIEKHOCTH;

2.2.3. Bpauum BEIOMCTBEHHBIX IOJUKIMHUK ¢eaepanbHoro (cyowsekta Poccuiickoii
®denepanniv) MOIIMHEHUS:

- TpaxKJaHaM, HMEIOIIMM CTaTyC IO Npo(ecCHOHaTbHOMY IPU3HAKY, PpacxXojabl Ha
OecrutaTHOE JIEKAPCTBEHHOE OOECIeueHHe KOTOPBIX B COOTBETCTBHMH C 3aKOHOJATEIHCTBOM
Poccuiickoii @enepaniuu MoKpbIBalOTCS 3a CYET CPEACTB (eepalbHOrO OIO/IKETa;

- MHBIM KaTeropusiM TpaxkJaH, pacxo/bl Ha OECIIaTHOE JIEKApCTBEHHOE oOecreueHue
KOTOPBIX B COOTBETCTBHHM C 3aKOHOATENbCTBOM Poccuiickoit denepanyiv NOKPHIBAKOTCS 3a CUET
CPEICTB OIOKETOB PA3IMYHBIX YPOBHEM M 0053aT€IbHOIO0 METUIIMHCKOTO CTPaXOBaHUS IO
COIJIACOBAHUIO M B MOPsJKE, ONpPEAeNsieMOM OpraHaMU HCIOJIHUTENBHOM BIACTH CyObEKTa
Poccuiickoit ®enepauuu, ecnu B OmkeTaX COOTBETCTBYIOIIMX (enepaabHbIX OpraHoOB
UCTIOJIHUTENIHOW BJIACTH HE BbIJENIEHb! (PMHAHCOBBIE CPE/ICTBA HA ATU LIEJIN;

2.2.4. 4YacTHONPAKTUKYIOLIME BpayM, pabOTaollKe MO JO0rOBOpY C TEPPUTOPUAIBHBIM
OpPraHOM YIIPaBJIEHUS 3[PAaBOOXPAHEHHEM H/MIM TEPPUTOPHUAIBHBIM (POHAOM 0053aTENBHOTO
MEAMIIMHCKOTO CTPAaXOBaHUS M OKa3bIBalOIIME MEIULMHCKYIO MOMOIIb IpaKIaHaM B paMKax
IIPOrpaMMbl OKa3aHUs TOCYJapCTBEHHON COLMAJIBHOM MOMOIIY U TpakJaHaM, HMEIOLUM IIPaBo
Ha MOJy4YeHHE JEKaPCTBEHHBIX MPenapaToB OECIUIaTHO U CO CKHUIKOM.

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

[Tynxt 2.3 He npumensiercst ¢ 1 uronsg 2013 roga K MpaBOOTHOLIEHUSIM, CBSI3aHHBIM C
Ha3HAuYEHUEM M BBIIMCHIBAHUEM JIEKApCTBEHHBIX MPENnapaTtoB U MeIuMHCKUX u3nenuit (I1pukas
Munzapasa Poccun ot 26.02.2013 N 94n).

2.3. B oco0bix crmyuasx (MPOXUBAaHUE B CEIBCKOM MECTHOCTH, TJE€ HAXOIUTCS TOJIBKO
MEIUIIMHCKAsT OpraHu3alus WiIW ee 000COOJeHHOE TMOoJpa3/ielieHie, HE HMEIOIIee Bpada)
pelenTsl Ha JIeKapCTBEHHBIC TMpernaparbl JUisi aMOyJIaTOpPHOTO JICYEHHS TpaXKAaH B paMKax
OKa3aHUs TOCYapCTBEHHOM COIMAIBLHOM MOMOITH M TPaXJAaH, UMEIOIINX MPaBO Ha MOJYYCHUE
JIEKapPCTBEHHBIX MPENapaToB OECIIATHO M CO CKUAKOM, MOTYT OBITh BBHITUCAHBI CAMOCTOSITEIILHO
BEeIyIIUM TpueM (enpamepoM WM aKyImIepKOW TaKoW MEIUIIMHCKOW OpraHM3alud B
COOTBETCTBUH C 1. 2.1 Hactosamen NucTpykuu.


consultantplus://offline/ref=170825A9A482091B8129F6CF43D43A332FD48D64D6374A4472CC5AEDC15C42BC2E6E83CCA16804Y3Y9G
consultantplus://offline/ref=170825A9A482091B8129F6CF43D43A332ED68C64D7374A4472CC5AEDC15C42BC2E6E83CCA16901Y3Y1G
consultantplus://offline/ref=170825A9A482091B8129F6CF43D43A332ED68C64D7374A4472CC5AEDC15C42BC2E6E83CCA16901Y3YFG
consultantplus://offline/ref=170825A9A482091B8129F6CF43D43A332FD18462DA374A4472CC5AEDC15C42BC2E6E83CCA16900Y3YDG
consultantplus://offline/ref=170825A9A482091B8129F6CF43D43A3329D08862D9374A4472CC5AEDYCY1G
consultantplus://offline/ref=170825A9A482091B8129F6CF43D43A332FD48D64D6374A4472CC5AEDC15C42BC2E6E83CCA16804Y3Y9G
consultantplus://offline/ref=170825A9A482091B8129F6CF43D43A332ED68C64D7374A4472CC5AEDC15C42BC2E6E83CCA16901Y3Y1G
consultantplus://offline/ref=170825A9A482091B8129F6CF43D43A332ED68C64D7374A4472CC5AEDC15C42BC2E6E83CCA16901Y3YFG
consultantplus://offline/ref=170825A9A482091B8129F6CF43D43A332FD48D64D6374A4472CC5AEDC15C42BC2E6E83CCA16804Y3YAG
consultantplus://offline/ref=170825A9A482091B8129F6CF43D43A332FD48D64D6374A4472CC5AEDC15C42BC2E6E83CCA16804Y3YBG
consultantplus://offline/ref=170825A9A482091B8129F6CF43D43A332FD48D64D6374A4472CC5AEDC15C42BC2E6E83CCA16804Y3YCG
consultantplus://offline/ref=170825A9A482091B8129F6CF43D43A332ED68C64D7374A4472CC5AEDC15C42BC2E6E83CCA16901Y3Y1G
consultantplus://offline/ref=170825A9A482091B8129F6CF43D43A332ED68C64D7374A4472CC5AEDC15C42BC2E6E83CCA16901Y3YFG

[lepeueHr MEOUIIMHCKUX OpTraHM3AIlMi W TOPSJOK JICKAPCTBEHHOTO OOECIICUCHHS
YKa3aHHBIX TPaKJIaH OIPEACIISIIOTCS OPraHOM HWCIIOTHUTEIBHONW BiIacTH cyOwhekTa Poccuiickoii
Deneparun B chepe 37paBOOXPaHEHHUS.

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

[Tyukr 2.4 He npumensercs ¢ 1 utona 2013 roga Kk mMpaBOOTHOUIEHUSIM, CBSI3aHHBIM C
Ha3HAUYE€HHEM U BBIITUCHIBAHUEM JIEKAPCTBEHHBIX MperapaToB U MeAuMHCKuX uzgenui (Ilpukas
Munzapasa Poccun ot 26.02.2013 N 94n).

2.4. BreimuchIBaHHUE PELETITOB HA JICKAPCTBEHHBIE TpenapaTsl A1l aMOyIaTOpPHOTO JICUESHHS
rpaXJaH B paMKaxX OKa3aHUs IOCYIapCTBEHHOW COIMAIbHOM MOMOIIM W TPa)JaH, UMEIOIINX
IPaBO Ha MOJYYEHHUE JICKAPCTBEHHBIX MTPENapaToB OECIIaTHO U CO CKUAKON, OCYIIECTBISIETCS:

(B pen. ITpukaza Munsznpascorpa3sutus Poccun ot 20.01.2011 N 131)

2.4.1. BpauaMHU-CIIEIUATIUCTAMU

- Ha HapKOTUYECKUE CpeacTBa u IIPOTUBOOITYXOJIEBbIE npenaparsl
(OHKOJIOTMYECKUM/TEMATOJIOTHIECKIM ~ OOJBHBIM) -  OHKOJIOTOM  W/MIM  T€MAaToJIOTOM,
He(dPOJIOroM, peBMATOIOIOM U JIP.;

- Ha IMMYHOMOJYJISITOPBI - TEMATOJIOTOM W/WJIM OHKOJIOTOM (ITOCJIe MPOBEACHUS JIy4eBOU
W/ XUMHUOTEpANHH, Mepecaku KOCTHOTO Mo3ra), uMmmyHosorom (6onbubiM CIIW oM umm
JPYTMMU TSDKEJIBIMH HapyUICHUSIMM HMMYHUTETAa), TPAHCIUIAHTOJIOTOM (IOcie Nepecaiku
OpTraHoOB U TKaHel ), peBMAaTOJIOrOM U UHBIMU CIEIUAINCTAMU;

- Ha IPOTUBOTYOEPKYJE3HBIE IIpenapaTsl - PTU3UATPOM;

- Ha mpoTuBoAMal0eTHYecKHe (OOJBHBIM CaXxapHbIM JUAa0ETOM) U MPOUYUE JIEKAPCTBEHHBIE
Ipenaparsl, BIUSIOIME HA SHIOKPUHHYIO CHUCTEMY, - OSHJIOKPHUHOJIOIOM, B IOPSIKE,
onpezeneHHOM B nmyHKTe 2.4 MHCTpyKIMH O MOPSIKE Ha3HAYEHUS JIEKAPCTBEHHBIX MPENnapaToB
(mpunoxenue N 12).

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

[Ipy oTCyTCTBMM yKa3aHHBIX CIIELIMAINCTOB BBIIUCHIBAHUE JIBIOTHBIX PELENTOB B 3THUX
CIIy4asiX IPOU3BOIUTCS JICUALTUM BPAuyOM I10 PEHICHUIO BpaueOHONW KOMUCCHH MOTUKIMHUKH,

2.4.2. nedamM BpauoM WM BPAYOM-CIEIHATMCTOM TOJIBKO IO PEUICHHIO BpadeOHOI
KOMHUCCHH MEUIIMHCKOM OpraHu3aluu:

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

- Ha TncuxoTponHble BemecTBa cruckoB Il u |ll, uHBIE nexapcTBeHHBIE CpenCcTBa,
MOJJIeXKAIUe TPEAMETHO-KOJIMYECTBEHHOMY YUETy, aHa00JIMUYECKHE CTEPOUIBL;

- Ha HapkoTtuueckue cpeactBa Cnucka II GombHBIM, HE CTpagarOIlUM OHKOJIOIMYECKHM
(remaToNOrM4YECKUM) 3a00JI€BAHUEM;

B cBa3u ¢ pgomymieHHoOM omnedyaTkod nMcbMoMm  MuH3zapascoupassutus Poccuu  oT
24.05.2007 N 4185-BC, xoTopoe He MpOXOJWII0 perucTpamnuio B Muntocte Poccun, yrouHeHo,
4TO "Bpay MOKET CaMOCTOSITEIbHO BBIIHMCHIBATh OJTHOMY OOJIBHOMY He Oojee 5 HauMeHOBaHUMN
JIEKapCTBEHHBIX CPEJCTB €IUHOBPEMEHHO (B T€UEHME CYTOK) U He Oosee 10 HauMeHOBaHMI B
tedeHue 1 mecsna. [Ipu BeIMMChIBaHUU OOJBIIErO KOJUYECTBA JIEKAPCTBEHHBIX CPEACTB Bpay
00s3aH corjacoBaTh Ha3HAYeHHE C BpayeOHOM KomHccHuel JiedeOHO-TIPOUIAKTHIECKOTO
yupexaeHus".

- Ha JICKapCTBEHHbIE Ipenaparbl, Ha3HA4YaeMble JI€YallMM BpauoM M BpayaMu-
CHelHaIuCTaMH, OTHOMY OOJIbHOMY B KOJTMYECTBE MSATH HAUMEHOBaHUN U 00Jjiee OJHOMOMEHTHO
(B TeueHHE OJHUX CYTOK) WJIM CBBIIIE I€CATH HAUMEHOBAHUI B TEUEHUE OJJTHOTO MECSLIa;
(B pex. [lpuka3zoB Munznpasconpassutus Poccun ot 25.09.2009 N 794H, ot 20.01.2011 N 13h)
- Ha JIEKapCTBEHHbIE MpernapaThl B CIy4yasX HETUIUYHOTO T€UEHHs OOJIE3HU, IPU HATUYUHN
OCJIOKHEHHUH OCHOBHOTO 3a00JieBaHMsI W/WIM COYETaHHBIX 3a00JeBaHUN, MpPU Ha3HAYCHUHU
OMACHbIX KOMOMHAIIMH  JIEKApCTBEHHBIX CPEACTB, a TakkKe NpU HUHIUBUIYyaTbHOU
HETEPEHOCUMOCTH.
2.5. Yrparui cuny. - [Ipuka3 Munszapasconpassutusa Poccnn ot 27.08.2007 N 560.

Ilynkr 2.6 He mpumensercs ¢ 1 urona 2013 roga K IpaBOOTHOLIEHUSM, CBSI3aHHBIM C
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HAa3HAYCHUCM U BBIIIUCBIBAHUCM JICKAPCTBCHHBIX NPCIIaPaATOB U MCAUITUHCKUX PI3I[€JIHI>'I (Hpmcas
Munznapasa Poccun ot 26.02.2013 N 94n).

2.6. He pomyckaercss BBIIMCBIBAHHME PELENTOB HA JIEKAPCTBEHHBIC IIpenapaTrhbl s
amMOyJIaTOPHOTO JICYEHUS TPpaXKlaH B paMKaX OKa3aHHWs TOCYAapCTBEHHOW COLMAIbHONW MOMOIIN
U TpaxIaH, UMEIOIIMX IPaBO Ha IOJIY4YEHHE JIEKAPCTBEHHBIX IpenapaToB OeCIUIaTHO U CO
CKMJIKOM, BpadyaMHi CAaHATOPHO-KYPOPTHBIX YUYPEKIACHUN, BpauaMH CTAllMOHAPHBIX YUPEKICHUN,
B T.4Y. JTHEBHBIX (32 UCKIIOYEHUEM CTAl[MOHAPHBIX YYPEKIACHUN COLMAIbHON 3allUThI), a TAKKE
BpayaMH MEIMIMHCKUX OpPraHM3alMi B TMEPHOJ HAXO0XAEHHUS OOJNBHBIX Ha CTAlMOHAPHOM
JICYEHUU B COOTBETCTBUHU C JCHCTBYIOIUM IOPSIKOM.

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

YacTHONPAKTUKYIOIMM BpadyaM 3alpelacTCs BBIIACHIBATh PELENTHl HA JIEKAPCTBCHHbIC
npenaparsl Ui aMOyJIaTOPHOTO JICYEHHMS Tpa)<IaH B pPaMKax OKa3aHHUsS TOCYAapCTBEHHOU
COLIMAJILHOW IIOMOIIM U IPaKJaH, UMEIOIIUX IIPABO HA IOJIyYEHUE JIEKAPCTBEHHBIX NIPENapaToB
OecIyIaTHO M CO CKHJKOHM, 3a MCKJIFOUEHUEM CIIy4yaeB, YKa3aHHBIX B IyHKTe 2.2.4 HacTosIuen
NucTpykiuu.

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

[lynkr 2.7 e npumensiercs ¢ 1 wuronsg 2013 roma k IpaBOOTHOLIEHUSIM, CBSI3aHHBIM C
Ha3HAYCHHEM U BBIITMCHIBAHUEM JIEKAPCTBEHHBIX MpeErapaToB U MeauMHCKUX usnenuit (Ilpukas
Munzapasa Poccun ot 26.02.2013 N 94n).

2.7. Ha3zHaueHMe JIEKapCTBEHHBIX IPENapaToB JUIsl aMOYJIAaTOPHOIO JIEUYEHUs IpaKaaH B
paMKax OKa3aHUs TOCYIapCTBEHHOW COLMAIbHOW MOMOIIM M Tpa)<J1aH, MUMEIOIIMX IpaBO Ha
MOJIyYEHHUE JIEKaPCTBEHHbBIX IIPENapaToB OECIIaTHO U CO CKUJAKOW, OTPAXKAETCSI B MEIULIUHCKOMN
KapTe amMOyJIaTOpHOro OOJILHOTO B HOpsi/IKE, NPeAyCMOTPEHHOM IyHKTOM 1.6 MHCTpykuuu o
NOps/IKe Ha3HAYEHUS JICKapCTBEHHBIX mpernaparoB (mpuwioxkenue N 12), mynkramu 1.2-1.10
Hacrosmed MHCTpyKIMY, ¢ yKa3aHHeM HOMepa pelenTa U B TaJIoOHe aMOyJIaTOPHOTO MalMeHTa,
YTBEPKACHHOM B YCTaHOBJIEHHOM MOPSAKE.

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

[Ipu BEIMHUCHIBAHUY PELENITOB HA JIEKAPCTBEHHBIE MPETapaThl JUIst aMOYIaTOPHOTO JICUCHHS
rpaXxJaH B paMKax OKa3aHUs rOCYIapCTBEHHOW COLMAJIBbHONM MOMOINM U TPaKAaH, MMEIOLINX
[IPaBO Ha MOJYYEHHE JIEKApCTBEHHBIX IpenapaToB OECIJIaTHO U CO CKHUJAKOH, 00s3aTeNIbHO
yKa3bplBaeTcsi HoOMep TenedoHa, MO KOTOPOMY pPAaOOTHUK aNTeYHONH OpraHU3alMi MOXKET
COTJIACOBATh C JICYAIIMM BPAayoM (BpavyoM-CIEIIUATUCTOM, BpaueOHONH KOMHCCHEN MEIUITMHCKON
OpraHM3ali) CHHOHUMHYECKYIO 3aMEHY JIEKAPCTBEHHOI'O IIperapara.

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

ITynxTel 2.8-2.9 He npuMenstores ¢ 1 uronst 2013 roga k IpaBOOTHOLIEHUSIM, CBA3aHHBIM C
Ha3HAYCHHEM M BBINHMCHIBAHUEM JIEKAPCTBEHHBIX MpenapaToB U MeAUIMHCKUX u3aenui (IIpukas
Munzapasa Poccun ot 26.02.2013 N 94n).

2.8. Penent Ha pernentypHoM Onanke (opmber N 148-1/y-04 (1) m N 148-1/y-06 (i)
BBIMHICHIBAETCS BpadoM (enpamepom) B 3-X dK3EMIUISIpax, ¢ JBYMS SK3EMIUIIpAMU KOTOPOTO
OosbHOM  oOOpamiaeTcs B anTeUHyr opranuzanuio. llocmemHuit  SK3eMIUIAp — perenta
MOJIKJIENBAETCs B aMOyJIaTOPHYIO KapTy OOIBHOTO.

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

2.9. HapkoTuueckue cpeicTBa U ncuxoTponHbie BemecTBa Crucka I st amOynaTopHoro
JIeYEHUsl TpaX/JaH B paMKax OKa3aHUS TOCYJapCTBEHHOH COLMAlIbHONW TOMOIIM U TpaxaaH,
UMEIONINX TIPaBO Ha TONy4YeHHUE JIEKAPCTBEHHBIX MPErapaToB OECIUIATHO U CO CKHUJKOM,
BBIMHCHIBAIOTCA Ha CHEUAIBHOM pElenTypHOM OJaHKe Ha HApKOTHYECKOE CpEeACTBO H
IICUXOTPOITHOE  BELIECTBO, K KOTOPOMY JONOJHHUTEIBHO BBIIIUCBHIBAIOTCS pELENThl Ha
penentypaoM oanke Gopmbl N 148-1/y-04 (1) unu popmer N 148-1/y-06 ().

(B pen. IIpukaza Munznpasconpassutust Poccun ot 20.01.2011 N 13#n)

[Tcuxorponubie BemectBa Crnmcka III, wHBIE JexkapcTBEHHbIE CpENCTBA, MOIJICKAIINE

IPEIMETHO-KOJIMYECTBEHHOMY y4YeTy, aHa0OJIMYecKHe CTepOM[bl, IpeIHA3HAYEHHBIE IS
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aMOyJIaTOpHOTO JICYCHUS TpakJaH B paMKax TOCYIapCTBEHHOW COIMAIBHON MOMOIIN |
rpakaaH, MMEIOIIMX IpPaBO Ha IMOJYYEHHE JIEKAPCTBEHHBIX IpenapaTroB OECIUIaTHO U CO
CKUKOH, BBIIMCHIBAIOTCA Ha peuentypHoM Onanke N 148-1/y-88, k koTopoMy IOMOIHUTENHHO
BBITIMCHIBAIOTCS PELIENITHI Ha perenTtypHoM Onanke ¢popmbl N 148-1/y-04 (1) uau dopmer N 148-
1/y-06 ().

(B pen. ITpukaza Munsznpascorpa3sutus Poccun ot 20.01.2011 N 13H)

[Tynkr 2.10 e npumensiercss ¢ 1 utonsg 2013 roga K mMpaBOOTHOIIEHHUSIM, CBSI3aHHBIM C
HAa3HAUYE€HHMEM U BBIIIMCHIBAHUEM JIEKAPCTBEHHBIX MpeErapaToB U MeaunMHCKuX u3aenuit (Ilpukas
Munzapasa Poccun ot 26.02.2013 N 94n).

2.10. Hdns obecnieueHHs] HAPKOTHUECKUMH CPEACTBAMH M TICUXOTPONHBIMH BEIIECTBAMHU
00JIbHBIE NMPUKPEIUISIOTCS K KOHKPETHOM MEIUIIMHCKOW M anTeYyHOW OpraHu3alsM 10 MECTy
JKUTEJIbCTBA B IOPSAKE, ONpPEIEISIEMOM OpPraHOM MCIIOJIHUTEIbHOW BJIacTU CyOBbEKTa
Poccutickoii @enepanyu B chepe 37paBoOXpAHCHHUS.

(m. 2.10 B pen. [Ipukaza Munsapascoupazsutus Poccun ot 20.01.2011 N 13n)

I11. [opsnok opopmiIeHHS
TpeOOBaHUI-HAKIIAIHBIX B AlITEYHYIO OPraHU3aIIMIO Ha TIONy4YeHUE
JIEKapCTBEHHBIX MPENApPaTOB I MEIUIIUHCKUX OpraHU3aIui
(B pen. IIpukaza Munznpascorpazsutus Poccuu ot 20.01.2011 N 13H)

3.1. Ins obecnieueHust geyeOHO-AUArHOCTUYECKOr0 Mpolecca MEIUIIMHCKUE OpraHu3aluu
MOJTYYaroT JICKApPCTBEHHBIE MPETapaThl U3 anTeYHON OpraHu3alru 10 TPeOOBaHUIM-HAKIIAHbBIM,
YTBEP)KJCHHBIM B YCTAHOBJICHHOM IOPSIKE.

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

TpeGoBanue-HaknagHass Ha [OJyY€HHE W3 aNTEYHbIX OpraHU3alUil JeKapCTBEHHBIX
[IPEnapaToB J0JKHA UMETh LITaMI, KPYIJyl0 Ie4aTh MEJUIMHCKON OpraHu3aluu, HOJIUChH €€
PYKOBOJUTENS MJIM €0 3aMECTUTEIIS 10 JIe4yeOHOM yacTu.

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

B TpebGoBaHuM-HaKIanHOW yKa3blBaeTCsl HOMEp, JaTa COCTaBJIECHUS JIOKYMEHTa,
OTIpPABUTENb M TIOJy4yaTellb JIEKAPCTBEHHOIO Ipernapara, HaWMEHOBAHHE JIEKapCTBEHHOTO
npenapata (¢ yKa3aHHEM JIO3UPOBKH, (OpMBI BbIMycKa (TaONeTKW, amIylsbl, MasH,
CYIIIO3UTOPUHU U T.II.), BUJ YIAKOBKH (KOpOOKH, (PJIaKOHBI, TYObI U T.II.), CIOCOO NMPUMEHEHMS
(JUI1 MHBEKUUH, JUIsI HApYXKHOTO NPUMEHEHMs, MpHEeMa BHYTPb, IJIa3HbIE Kaluld U T.IL.),
KOJIMYECTBO 3aTpeOOBAHHBIX JIEKAPCTBEHHBIX IMIPENapaToB, KOJMYECTBO U  CTOUMOCTb
OTIIYILIEHHBIX JIEKaPCTBEHHBIX MIPENapaToB.

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

HanmeHnoBaHMsI 1eKapCTBEHHBIX NIPENAPATOB MUILYTCS HA JIATUHCKOM SI3BIKE.
(8B pen. Ilpukaza Munznpascoupassutust Poccun ot 20.01.2011 N 13h)

TpeGoBaHus-HaKIaJHbIE Ha JIEKAPCTBEHHBIE CPEJCTBA, MOJUIekKAIIUE IPEIMETHO-
KOJIMYECTBEHHOMY YHYETY, BBIITUCBIBAIOTCS HA OTAENbHBIX OJlaHKax TpeOOBaHUI-HAKIAJAHbIX AJIS
Ka)KIOW TPYIIIBI IPENapaTos.

MeauuMHCKIE OpraHu3alliy MPH COCTaBJICHUM 3asBOK HAa HApKOTUYECKUE CPEICTBA M
ncuxoTponHele BemectBa cnuckoB I m Il gOMWKHBI pyKOBOJICTBOBATHCS PACUETHBIMU
HOpMAaTUBaMH, YTBEPKIECHHBIMU B YCTAHOBJIIEHHOM MOPSKE.

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

3.2. TpeboBaHUs-HAKIAIHbIE CTPYKTYPHOTO IMOJPA3/EiCHUs MEIUIIMHCKON OpraHu3aluu
(xabuHeTa, OTHEJEeHMS] M T.N.) Ha JIEKAPCTBEHHbIE IperapaThl, HANpaBIISIEMble B AaNTEYHYIO
Oprasu3zaiuio, opopMIIIOTCS B OPs/IKE, ONPEIEICHHOM IyHKTOM 3.1 HacTosme MHcTpykmu,
HNOJMNNCHIBAIOTCA  PYKOBOAMUTENIEM COOTBETCTBYIOILErO MOJPA3NENEeHUs U OQOPMIISIOTCS
LITAMIIOM MEIULNHCKON OpraHu3alnu.

[Ipy BbINUCHIBAaHUM JIEKAPCTBEHHOIO IIpernapaTta JUisl HHAWBUIYaJbHOTO OOJIBHOTO
JIOTIOJTHUTEILHO YKa3bIBAeTCA €ro (paMuiins 1 MHULUAJIBI, HOMEP UCTOPUH OOJIE3HH.
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(m. 3.2 B pen. IIpukaza Munsapascoupaszsutus Poccuu ot 20.01.2011 N 13n)

3.3. Cromarosoru, 3yOHBIC Bpaud MOTYT BBHIMUCHIBATH 3a CBOCH MOAMHUCHIO TPeOOBaHMSI-
HAaKJIaJHbIE TOJIBKO Ha JIEKAPCTBEHHBIE IIpenapaTrhbl, IPUMEHSEMbIE B CTOMAaTOJIOITHYECKOM
KaOuHeTe, 6e3 mpaBa BbIAAUM UX MalMEHTaM Ha PYKH.

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

3.4. TpeboBaHusi Ha SAOBUTHIE JIEKAPCTBEHHBIE CPEACTBA, KPOME IMOAMKHCH CTOMATOJIOra
WK 3yOHOTO Bpaya, JOJKHBI UIMETh MOANUCH PYKOBOJIUTENS YUPEKACHUS (OTACNEHNUS) WIN €T0
3aMECTHUTEIS U KPYIIIYIO [Te4aTh MEAUIIMHCKOM OpraHu3aIiu.

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

3.5. TpeOoBaHusi-HaKIaIHbIE HA OTIYCK YaCTHONPAKTUKYIOIIUM BpayaM JIEKapCTBEHHBIX
IIPENnapaToB (3a UCKIIOYEHNEM HAapKOTUUYECKUX CPEACTB M IICUXOTPOIHBIX BEIIECTB CMCKOB Il n
Ill, a Taxke JeKapCTBEHHBIX IIPENapaToB, COJEPXKAIIMX OSTH CpPEICTBA M BEIIECTBA)
opopMIISIFOTCSL B TOpsiiKe, ompeaeneHHoM 1. 3.1-3.4 Hacrosimeir MHCTpyKiMu, HA OCHOBaHUU
JIOTOBOpA KYIUTH-TIPOJIAXKH MEXK/1y YACTHOIMPAKTUKYIOIIUM BPauyoM M alTeYHON OpraHu3anuei u
JULEH3UU Ha MEJULIMHCKYIO JI€ATEIbHOCTD, BbIJAHHOW B YCTAHOBJIIEHHOM MOPSAKE.

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

3.6. B anTeuHpIx opraHu3anusx TpeOOBaHHS-HAKIAIHBIC JIE€YEOHO-TPOPUIAKTUICCKUX
YUpEXKJIEHUN Ha OTIYCK HAPKOTHMYECKHX CPEACTB M MCHUXOTPOMHBIX BemiecTB cruckos II u 1l
XxpaHarca B TeueHue 10 Jjer, Ha OTMYCK HHBIX JIEKAPCTBEHHBIX CPEJCTB, MOJJIEKALINX
MPEIMETHO-KOJIMYECTBEHHOMY YYE€Ty, - B T€UEHHUE 3-X JIeT, OCTaJIbHBIX IPYII JIEKAPCTBEHHBIX
[IPENapaToB - B TEUEHUE OJJHOT0 KaJIEHJApPHOT0 ro/ia.

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

3.7. TpeboBaHusI-HaKJIaAHbIE MEULIUHCKUX OpraHU3aUi JOKHBI XPaHUTHCS B allTEUHOU
OpraHM3allil B YCJIOBUAX, OOECIEUUBAIOIIUX COXPAHHOCTh, B COPOILIIOPOBAHHOM U
ore4aTaHHOM BH/I€ M 0(OPMIIATHCS B TOMA C YKa3aHUEM MecsIa U To/a.

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

3.8. Ilo ucreyeHnn cpoka XpaHeHHs TPeOOBAHUS-HAKIIAAHBIC TOJICKAT YHHUTOKCHUIO B
MPUCYTCTBUH YJICHOB CO3/1aBa€MOM B aNTEUHOI OpraHu3aliii KOMHCCHUU, O YeM COCTABIISIOTCS
aKThbl, GOPMBI KOTOPBIX MpeaycMoTpeHbl npuiiokeHusiMu N 3 u 4 k Hacroseit MacTpykiuu.

(B pexn. IIpukazos Munszapascoupassutust Poccun ot 25.09.2009 N 7941, ot 20.01.2011 N 13H)

IV. KoHTpo:b 32 BEITUCHIBAHUEM PELIENITOB
1 TpeOOBaHMIT-HAKIIAIHBIX HA JIEKAPCTBEHHBIE MTpenapaThl
(8B pen. [Ipukaza Munsnpascoupazsutus Poccun ot 20.01.2011 N 13H)

4.1-4.4. Yrparunu cuny ¢ 1 urons 2013 roaa. - [Ipuka3z Munsapasa Poccun ot 26.02.2013
N 94m.

CornacoBaHo

PykoBoauTens (3aMecTuTeNb
pykoBoauteins) ®CKH Poccun
O.H.XAPUYKUH

12.02.2007

[Tpunoxenne N 1

Kk MHCcTpyKInu o nopsiike
BBINKICHIBAHUS JIEKAPCTBEHHBIX
IpenaparoB U 0popMIIeHHUS PELENTOB
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U TpeOOBaHUI-HAKIIAIHBIX,
yTBepKaeHHoM [Ipukazom

Munsapascoupassutus Poccun
ot 12 despans 2007 r. N 110

IMPEAEJIBHO AOITYCTHUMOE KOJIMYECTBO
JIEKAPCTBEHHBLIX CPEJICTB JIJIA1 BRIIIMCBIBAHMA HA O/IUH PELIEIIT

(B pen. IIpukazoB Munszapascoipazsutus Poccun ot 25.09.2009 N 7944,
o1 20.01.2011 N 13r)

n/mo

HauMeHOBaAHME JIEKAPCTBEHHOTO
cpencTBa

dopmMma BHIIyCKa "
OO3MPOBKa

KommmuecTrBO

BynpexnopbnH

TabjgeTku nOis
CyOJIMHTBAJILHOT'O
npuema 200 MKD

u 400 MxT

50

TabJ.

BynpenopduH

Pacreop mnsa
UHBEKLMN,
aMITY JIBL
300 Mxr/mi 1 M
300 Mxr/mMi 2 Mi

30
15

aMIyJI
aMITyJt

BynpenopduH

TpaHCcOepMaslbHad
TepaneBTUUECKad
cucrTeMma
35 MKI/4
52,5 MkT/4
70 MKID/u

20

8 rmact.
5 nmnacr.

I1JI1acT.

IUTMOpoKOIenH-peTapm
(OII'K KOHTMHYC)

TabmeTku Omasa
npmueMa BHYTPb
60 mT
90 mT
120 mr

40
30
20

TabJs.
TabJs.
TabJ.

INOMIoJop (MIMPUTPaMNUI)

PacreOp mOnsa
MHBEKLWN,
amniysier 0, 75% mo
2 MJI

50

aMmmnyJ

MopdrHa I'MOPOXJIOPUL

PacreOp mnsa
MHBEKLWN,
amniyJsiel 10 MT B

1 M

20

aMITyJI

OMHOIIOH

PacrrOp mnsa
MHBEKLWN,
aMnyJiel 1% u 2%
nmo 1 mi

10

aMmmnyJ

[IlpoMenosn (TpUMeNepUIMHA
TUIOPOXJIOPHUI)

TabneTky nOJd
npreMa BHYTPb
25 Mr

5

0 Tab.

[IpoMenosn (TpuUMeNepuIMHa
TUIOPOXJIOPHUI)

PacreOp mua
VHBEKLUN,
aMnyJiel 1 m 2% 1o

1

0 ammyJst
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1 M
WITPUL,— TIOOUKM 10 mmpmi—
1 u 2% nno 1 M TIOOMKOB
10. MopdmHa cynabdaT TabjeTku u
(MCT XKOHTMHYC WIM IOpyIue KallCyJIBL
aHAJIOTU IPOIOJIKUTEJIbEHOCTHIO IIPOIJIEHHOT'O
Oe¥cCTBMS He MeHee 12 uYacoB) OeNCTBUA OJIid
npmueMa BHYTPb
10 mMr 160 Tab.
30 Mr 60 Tabim.
60 wmT 20 Taba.
100 Mmr 20 Taba.
200 mr 20 Tabi.
11. [Ipocunon TabneTkn nnsa 50 Tabm.
OyKKaJIbHOTO
npuema 10 MT 1
20 mT
12. [Ipocunmos PacTBOp IJs 50 amnyi
UHBEKLMN,
amnyJsiel 10 M B
1 M
13. denTaHUN TpaHCcOepMasibHa A
TepaneBTUUYECKAS
cucrTema
12,5 Mkr/4ac 32 mjacr.
25 Mrr/uyac 16 njacr.
50 mkr/uac 8 mact.
75 mkr/uac 5 mJjacr.
100 mxr/uac 4 njacr.
(. 13 B pexn. Ipuxaza MumHznpaBcoupaszBuTusa Poccum ot 25.09.2009
N 794m)
14. Komemn (xomemHa odocdar) [Topoumox 0,2 T
15. KoMOMHMpPOBaHHEIE TabneTku, He 6OoJiee
JIeKapCTBEHHEIE IIpelapaTHl, KalCyJEl, 0,2 © <*>
comepxamme KOIEeMH (KOIeMHa PacTBOPH M T.I.
docdhar)
(e pen. Ipuxaza MmHzOpaBcoupaszBurusa Poccum or 20.01.2011 N 13H)
16. STUIMOPOMHA TUIOPOXJIOPUL, [Topomwoxk 0,2 » <**>
(OMOHMH)
17. AMmbpenpamMoH (benpaHOH) TabjeTky, Opaxe 50 Tabm.
25 MT
18. XanbUMoH (TpMaszojiam) Tabynerxku 250 MxT 30 Tabsm.
19. Hatpua oxcmubyTupaTt Pacreop nOnsa
npreMa BHYTPb 2 drmaxoHa
66,7%, cupomn njsa
npreMa BHYTPb
5%
20. SdenpuHa TUIPOXJIOPUIL U [Topoumox 0,6 m
opyrue coamu sbenmpuHa
21.|TeodenmpuH, Teodbempmu-H, Heo- TabyieTxu 30 Tabi.
TeobenpuH
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22. CoyyTaH PacTBOp 1 ¢akoH

50 mn
23. Crna3MoBepasiTuH, TabjeTku 50 TabJ.
CnasMmoBepanrmH-Heo
24. IpyTrme KOMOMHMUPOBAaHHEE TabneTku, 1 ymakoBKa
JIEKApPCTBEHHEE IpelapaTsl, IOPOWKM ¥ T.I.

comepxamyue sbenpuHa
TUOPOXJIOPUI M IIOAJIexalye
NpeIMeTHO-KOJIMYeCTBEeHHOMY
yaeTy
(e pen. Ipuxasza MmHz3OpaBcoupaszButusa Poccum or 20.01.2011 N 13n)

25. KomMOMHMPOBaHHEIE KancyJsr, 1 ymakoBka
JIeKapCTBEHHEIE IIpelapaTH, IIOPOIWKM, CUPOII,
comepxalme nceBnosbenpuHa TabjeTkKu,
TUIOPOXJIOPUL U IOoIJiexale XMOKOCTL IJIS
IpeIMe THO-KOJIMUEeCTBEHHOMY npremMa BHYTPbL U
yueTy T.I.

(e pen. Ipuxasza MmHzOpaBcoupaszBurusa Poccum or 20.01.2011 N 13H)

26. Knodenmu TabjeTku 1 ymakoBka
0,075 mr, 0,15 wmr

27. [TaxykapoMHa TIUOPOMOIONT, [Topomox 1,2 r
28. AHaboymMueckye I'OPMOHEL: TaBJyeTKM, paCTBOP 1 ynakoBka
MeTaHOPOCTEHOJIOH, OJI9 MHBEKUUM U
OxcaHIOpoJIOH Perabonni, T.I.

Haungposion, deHobosmi,
CunabosMH 1 gpyrue

29. KoMOuHUPOBaHHEE Kancyis, 1 ynaxoBka
JIeKapCTBEHHEIE IIpEernaparTH, TableTKy, CHUPOI,
comepxamme KalJieTel M T.I.

beHMNINIPONAaHOJIaMMUH U
rnomJiexamye npeiMeTHO—
KOJIMYECTBEHHOMY ydeTy
(e pen. Ipuxasa MmHz3ZpasBcoupaszeutusa Poccum or 20.01.2011 N 13H)

30. deHoBapdOUTaT Tabmerku 50 wmr, 10 - 12

100 Mo TabJIeToK

31. Beunsobapburan (Benszoxan, Tabnerkn 50 wMmr, 1 ymakoBka
Benzsobamm) 100 mr

32. IpmuMmnnoH (I'excaMuIUH, Tabmerkn 125 wmr, 1 ynmakoBKa
MUCOJINH) 250 mT

33. |Byropbanon (CramoJs, MopazmoJi) PacTBOpP IJis 10 amnyn

MHBEKLUUN

2 Mr/man 1 Mot

<*> Tlpu BBINUCBHIBAHUM M OTIIYCKE JIEKAPCTBEHHOI'O IMpernapara MpOU3BOJIUTCS MepecueT
Ha YHCTOE BELIECTBO.
(8B pen. [Ipukaza Munznpascoupazsutus Poccun ot 20.01.2011 N 131)

<*#*> B rpa3HbpIX KalulsgX U Ma3sx JUOHMH MOXKET BBIHCBHIBATHCS B KOJMYECTBAaX 70 1 T
IpU HaJWM4MW yKa3aHUs Bpauya Ha penente "llo cnenuanibHOMY Ha3HauyeHHIO", 3aBEPEHHOTO
MOJIKUCHIO U JIMYHOW IeYaThio Bpaya, e4aTbi0 MEAULIMHCKON oprann3auuu "/{ns penentos”.
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(8B pen. Ilpukaza Munznpascoupassutus Poccun ot 20.01.2011 N 13H)

[Ipumeuanue:

[Ipu BBIMUCHIBAHUM HAPKOTHUYECKUX JIEKAPCTBEHHBIX MPENapaTroB, HE MPEIyCMOTPEHHBIX
HACTOSIIINM MPWIOKEHUEM, UX TIPEJIETBLHO JOIMYCTUMOE KOJIUYECTBO JIJISl BHITUCHIBAHUS B OJTHOM
periente MOXKET B MATh pa3 MPeBBIIIATh Pa30BYIO 103y, YKa3aHHYI0 B HMHCTPYKIMH I10
MEIUIIMHCKOMY TPUMEHEHHUIO BRIMMCHIBAEMOT0 JIEKAPCTBEHHOTO Mperapara.

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

[Tpunoxenue N 2

K MHCTpyKIIMK O nIOpsIKE
BBIIIMCHIBAHUS JICKAPCTBEHHBIX
IpernapaToB U OPOPMIICHHS PEICTITOB
U TpeOOBaHUI-HAKIIAIHBIX,
yrBepxkaeHHoU [Ipukazom
MunzapaBconpazButusa Poccun

ot 12 ¢eBpans 2007 r. N 110

BAXHEMIIWE PELIEIITYPHbBIE COKPAILIEHUS

CokpalleHne [loJlHOEe HamnmMcaHue [lepeBon
aa ana 10, IOPOBHY
ac.acid. acidum KMCJIOTa
amp. ampulla aMmIyJja
aq. aqua BOIa
ag. destill. aqua destillata OIVUCTUILIMPOBaHHAsS BoIa
but. butyrum MacJyo (TBepmoe)
comp., Cps compositus (a, um) CJIOXHBIM
D. Da (Detur, Dentur) Beimay (mycTh BBIOAHO, IYCTb
OyIoeT BBIIAHO)
D.S. Da, Signa Detur, Buimar, ofos3Haub
Signetur [IycTts OyHmeT BEIOAHO, ODO3HAUEHO
D.t.d. Da (Dentur) tales Beimam (IlycTb OyIOyT BHIAHH)
doses Takue IO3H
Dil. dilutus pPa3BeneHHEN
div.in p.aeq. divide in partes pasnenu Ha pPaBHHE YacTu
aequales
extr. extractum SKCTPAaKT, BHTAXKA
f. fiat (fiant) IIlycTe oOpasyeTcsa (obpas3yionTcs)
gtt. qutta, guttae Kamnjfga, Kalan
inf. infusum HaCTOM
in amp. in ampullis B aMmmnyJax
in tabl. in tab(u) lettis B TabjgerTkax
lin. linimentum XKUIOKas Masb
liqg. liquor KUOKOCThb
m. pil. massa pilularum NMJIoJIbHAasA Macca
M. Misce, Misceatur Cmeman (IIycTs O6ymeT CMeNaHO)
N. numero YV CJIOM
ol. oleum MacJo (XxuIKoe)
past. pasta rnacra
Ppl. pilula TIMJTIOJIA
p.aeq. partes aequales PaBHEIE UYaCTU
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ppt., praec. praecipitatus OcaxIeHHBIV
pulv. pulvis [Topoumoxk
g.s. quantum satis CKOJIBKO mnoTpebyeTcs, CKOJIBKO
Hanmo
r., rad. radix KOpPeHb
Rp. Recipe BosbMU
Rep. Repete, Repetatur orTopu (IllycTte OyzneT
IIOBTOPEHO)
rhiz. rhizoma KOpHEeBUIEe
S. Signa, Signetur O6o3Haub (IIycTes OymeT
0D0O3HAUEHO)
sem. semen cemsa
simpl. simplex IPOCTOM
sir. sirupus CHUPOTII
sol. solutio pacTBOpP
supp . suppositorium cBeua
tabl. tab (u) letta TabJjeTKa
t-ra, tinct. tinctura HacTOMKa
ung. unquentum Mashb
vitr. vitrum CKJISHKA
[Tpunoxenue N 3
K MHCTpyKIIMK O nIOpsIKe
BBIIIUCBIBAHHS JICKAPCTBCHHBIX
IpenapaToB U OPOPMIICHHUS PELIETITOB
u TpC6OBaHHI>'I-HaKHa,Z[HbIX,
yTBepxkaeHHOM [Ipukazom
MunzapaBconpazButusa Poccun
ot 12 ¢espans 2007 r. N 110
(B pen. [Ipukasza Munsnpascoupazsurusa Poccun ot 20.01.2011 N 131)
AKT
00 YHUUTOXeHUM TpeOOoBaHMNM-HAKJIAOHEIX IJIS [NOJIYyUeHUS
HAaPKOTUYECKMX CPpenCTB M IICUXOTPOIIHEIX BeUeCTB
IO MCTEYEHMM CPOKOB UX XpaHeHusa <*>
or " " 200 . N
KoMmmccua B cocraBe:
[lpencenaTernb
(mommxHOCTE M ©.M.0O. MOJIHOCTLIO)

UJIeHBEl KOMMCCUMN &

npomsseya " "

200 r.

(momxHOCTE M ®.M.O.

IIOJIHOCTBIO)

(momxHoCcTe M ®.M.O.

MIOJIHOCTBIO)

(momxHOCTE M ®.M.O.

IIOJIHOCTBIO)

n3BATVIE M YHUUTOXEHME B

Tpe@OBaHMﬁ—HaKHaHHHX IOJIA TIOJIYYEeHUA

(HamMeHOBaHUE OpPaHMBaHMM)
HAPKOTUUYECKHMX CPenCTB " ICUXOTPOIIHEIX BeENEeCTB 3a
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(mecsaw, rTom)

N HammvenoBaHme Enmuumnna Homep m maTa | KojmuecTrBO
n/n JIEKAPCTBEHHOTI'O 3MEPEeHUA TpeOoBaHUA— | TPeOOBAHUNI—
npernapara, IO3MPOBKa, HakKJIaIHOM HaKJIaIHEIX
BUI JIEKaPCTBEHHOM (QOPMEL
1 2 3 4 5
WToro IO aKTy YHMYTOXEHH IyTeM CXUTaHMA WIM pPaspelBa U
nociyenymomero 3aMadMBaHMA B pPacTBOpPe XJIOPHOM UM3BeCTM (HYXHOe
IIOOYEPKHYTH) TpeOOBaAHUN~HAKJIAOHBIX .

(kommuecTBO LMdpPaMM M IPOIMCHIO)

[lpencenmaTesib KOMMCCUM X

(momnmceo)

UJjieHBE KOMUCCUMU :

(momnmce)

(momnmco)

(momnmce)

<*> AKT 0pOpMJISICTCS €KEMECSIUHO.

[Tpunoxenue N 4

K MHCTpyKIIMK O nIOpsIKe
BBINMCBIBAHUS JIEKAPCTBEHHBIX
npenapaToB ¥ 0QOPMIICHHS PEIIETITOB
U TpeOOBaHUN-HAKIIQAHBIX,
yTBepxkaeHHoU [Ipukazom
Munsapascoupassutus Poccun

ot 12 ¢espans 2007 r. N 110

AKT
00 YHMUTOXEHMUM TpeOOBaHMM-HAKJIaOHBIX
OJI HOJIydeHUS MHEX JIEKAPCTBEHHEIX CPEeICTB, NOIJIeXalMx
NpeIMEeTHO-KOJIMYECTBEHHOMY Yy4YeTy, I[10 MCTEUEHUM CPOKOB
"X XpaHeHua <*>

or " ™ 200 . N

KomMmccuma B cocrase:

[IpencenaTernb

(mosmxHOCTE M ©.M.0O. MOJIHOCTHLIO)

UJjieHBl KOMUCCUN :

(moymxHOCTE M ©.M.0. MOJIHOCTLIO)

(mommxHOCTE M ©.M.0O. MOJIHOCTHLIO)

(mommxHOCTE M ®.M.0O. MOJIHOCTLIO)
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npouseena " " 200 1. M3BATME M YHUUTOXEHME B

TpeGOBaHVH\/'I—HaKJ'[aJIHBIX IOJIA TIOJIYyYEeHUA

(HaMMeHOBaHMEe OpIraHM3alUMn)
VIHBIX JIeKapCTBEHHHBIX CpeInCcTB, IMNOAJIEeXAallMX MNPeIMETHO-KOJIMUECTBEHHOMY
yuery, 3a B KOJIMUECTBE MTYK .
(mMmecsu, rom) (umdpaMm M OPONMUCHI)

TpeboBaHMA-HaKJIAOHEE YHUUTOXEHH IIyTeM CXUI'aHMS MM pa3pblBa U
nocyenymoimero 3aMauyBaHMA B PAaCTBOPE XJIOPHOW M3BEeCTM (HYXHOE
IOOYEPKHYTH) .

[lpencenaTesyib KOMUCCUM:

(momnmce)

YJIeHB KOMMCCUM :

(momnmce)

(momnmce)

(momnmceo)

<*> AKT 0pOpMIISICTCS €KEMECIIHO.

[Tpunoxenue 14 ne npumensiercs ¢ 1 urosist 2013 roga Kk TpaBOOTHOIICHUSAM, CBI3aHHBIM C
Ha3HAYCHHEM U BBIITUCHIBAHUEM JICKAPCTBEHHBIX MpErapaToB U MeauIMHCKUX u3aenuit (Ilpukas
Munzapasa Poccun ot 26.02.2013 N 94n).

[Tpunoxenue N 14

K [Ipukasy
Munsapasconpassutus Poccun
ot 12 ¢espans 2007 r. N 110

NHCTPYKIUA
O MOPSAJIKE HASHAYEHW A U BHINUCHIBAHUA U3IEJTAN
MEJUIWUHCKOI'O HABHAYEHMUSA U CIIEUAJIN3UPOBAHHBIX ITPOAYKTOB
JEYEBHOI'O IMNTAHMS JJISI JETEA-UHBAJIUI0OB

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

1. V3pgenus MEAMLIMHCKOIO HAa3HA4Y€HUS U CIEUUAIU3UPOBAHHBIE MPOAYKTHI JIEUEOHOTO
NUTaHUs I JeTeW-WHBAIMIOB HA3HA4YalOTCS W BBINMCHIBAIOTCS B paMKax IPEJOCTaBICHUS
OTJIENIbHBIM KaTEropusiM TIpakJaH TOCYAapCTBEHHOM cOIMalbHOM MoMmoluM B BUAE Habopa
COLIMAJIbHBIX YCIIYT.

(m. 1 B pen. [Ipuxaza Munzapasconpassutus Poccun ot 20.01.2011 N 13#n)

2. Wznenusi MEIMIMHCKOTO Ha3HAYeHHWs] HA3HAYalOTCAd U BBIUCBHIBAIOTCS BpadaMu
(penpamiepamMu) METUIIMHCKUX OPTaHU3ALMMA, OKA3bIBAIOUINX MEPBUUYHYI0 MEIUKO-CAaHUTAPHYIO
IIOMOIIb.

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

Crnenuanu3upoBaHHble  MPOJAYKTHI  JIEYeOHOro  MHHUTAaHUS A JIeTei-MHBAJIHMIOB
Ha3HA4yaloTCs BpadyaMH MEIUIIMHCKUX OpraHHu3alfii, OKa3bIBAIOUINX MEAUKO-T€HETHYECKYIO
IIOMOIIb, W BBINMCHIBAIOTCA BpauyaMU MEIMLMHCKMX OpraHM3allMi, OKa3bIBAIOIIMX MEIHKO-
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TEHETHYECKYI0 TOMOIb, WM BpadaMU-CHEIUAIACTAMU (B ClIy4ae WX OTCYTCTBHSI JieHallluM
BpauoM) MEIWLMHCKUX OpraHM3alfii, OKa3bIBAIOIIUX MEPBHUYHYIO MEAMKO-CAaHUTAPHYIO
IIOMOIIb.

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

3. Penenthl  BBINUCHIBAIOTCS  Ha  M3JEIUSA  MEAWLIMHCKOTO  HA3HAYEHUS H
CHEUAIM3UPOBaHHbIE MPOIYKTHl J€UeOHOTr0 MUTAHUS AJSl JeTe-MHBAIUIOB, BKIIOYEHHBIC B
NEePeYHN M3JeIUH MEIUIIMHCKOTO Ha3HAUCHHs M CIEHUAIN3UPOBAHHBIX MPOAYKTOB JICYEOHOTO
MUTAHUS IS IeTeH-MHBAIUI0B, YTBEPKAAEMbIE B YCTAHOBIIEHHOM TOPSIJIKE.

4. PeuienThl BBIKMCHIBAIOTCA HA pelienTypHbIX OmaHkax ¢opmbl N 148-1/y-04 (1) u N 148-
1/y-06 (J1) B COOTBETCTBUH C TPEOOBAHUSAMH, ITPpeAYyCMOTpeHHBIME pazzaenamu [ u |l MacTpykimm
0 TIOPSJIKE BHIMHMCHIBAHUS JICKAPCTBEHHBIX MPETapaToB U 0(pOpMIICHHUS PEIENITOB U TPeOOBaHMIA-
HakJIagHbIX (puioxenue N 13).

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

5. Ilpu BBIMHUCHIBAHUM XPOHMYECKUM OOJBHBIM pEUENTOB Ha CIENHUaIN3UPOBAHHBIC
IPOAYKTHI JIEYeOHOTO MUTAHUS JJIS IeTeH-NHBAINIOB BpayaM pa3peliaeTcsi yCTaHaBIUBATh CPOK
JEICTBUS pelenTa B npejenax 10 0OJAHOro roja.

[Ipy BHIMHMCHIBAHWM TAKUX PELENTOB Bpad JOJDKEH CHENaTh MOMETKY '"XpOHHYECKOMY
O0onpHOMY", yKa3aTh CPOK JEHCTBUS pelenTa U MepUOJIUYHOCTh OTIYCKA CleHaTIn3uPOBAHHBIX
IOPOAYKTOB JICUEOHOTO THMTAaHUS ISl JETeH-WHBAIMIOB W3 alTEYHOTO  YUPEIKIACHUS
(opranuzanuu) (€XKeHeIeNbHO, XKEMECSIYHO U T.I1.), 3aBEPUThH 3TO YKa3aHUE CBOEU MOJIMUCHIO U
JUYHOM MeYaThI0, a TAKXKE MeYaThI0O MEIUIIMHCKON opranu3anuu "Jljis penentos".

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

[Ipunoxenue 15 ne npumensiercs ¢ 1 urosist 2013 roga kK TpaBOOTHOIIEHUSAM, CBI3aHHBIM C
XpaHEHUEM PELENTYPHBIX OJAHKOB Ha JICKAPCTBEHHBIC IMpenapaTbl U MEAUIIMHCKUE HW3JETUs
(ITpuka3 Munszapasa Poccun ot 26.02.2013 N 94H).

ITpunoxenne N 15

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

NHCTPYKIUA
O HOPAAKE XPAHEHHWSA PELEIITYPHbIX BJIAHKOB

(8B pen. [IpukazoB Munzapascorpassutus Poccuu ot 25.09.2009 N 7944,
ot 20.01.2011 N 13n)

1. MenuuuHcKkue opraHU3alMy MOJy4alOT HEOOXOAMMBIE pPELENTypHble OJaHKU yepes
TEPPUTOPUANIBHBIE  OpPraHbl  YOPABJIEHUS  3ApAaBOOXPAaHEHHMEM  WIM  OpTraHU3allUH,
YIIOJIHOMOYEHHBIE Ha JTO OpraHaMHM HCIIOJIHUTENBHOW BIAacTH CyOBekToB Poccuiickoit
denepanuu.

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

3amac peuenTypHbIX OJIAaHKOB B MEAMIIMHCKHX OPraHU3alMsAX He JOJDKEH IMPEeBbIIIATh
MOJYrOZ0BOM, a CHEeIHMaJbHBIX pEHEeNnTypHbIX OJaHKOB Ha HApKOTHYECKHE CpEACTBAa U
ncuxoTtponHsle BeniectBa Crmcka Il - MecsuHol moTpeGHOCTH.

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

YacTHONPAKTUKYIOIME Bpayl CaMOCTOSTENbHO 3aKa3blBalOT OJIaHKKM pelentoB (3a

UCKJTIOUEHHEM CHEIHMAJIbHBIX PELENTYpPHbIX OJIAHKOB Ha HApKOTHYECKOE CPEACTBO U
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MICUXOTPOIMTHOE BEIIECTBO) C YKa3aHHEM THUMOTpaCKUM CIOCOOOM B BEPXHEM JICBOM YIIIY
ajgpeca Bpadya, HOMEpA, JAaTbl M CpOKa JEHUCTBHS JIMUEH3MHM, HAUMEHOBAaHWsA OpraHa
roCyJapCTBEHHOM BJIACTH, BBIJIABIIETO JOKYMEHT, OATBEPKAAIOIIUN HATUYHUE JTULICH3UH.

2. B xaxJI0il MEIMUMHCKOM OpraHu3alid MPUKAa30M PYKOBOJWTENS HA3HAYAEeTCs JIULO,
OTBETCTBEHHOE 3a MOJYYCHHE, XpaHEHUE, YIET U BhIJJa4y BCEX BUJIOB PELETITYPHBIX OJIAHKOB.

(B pen. ITpukaza Munsznpascorpa3sutus Poccun ot 20.01.2011 N 13H)

3. PenentypHble ONaHKM JOJDKHBI XPAHUTHCS OTBETCTBEHHBIM JIUIIOM TOJI 3aMKOM B
MeTaJimyeckoM mkady (cefide) UIM MeTaNIMYECKOM SIIMKE, a CIElUalbHbIE PEIEenTypHbIE
0JIaHKH Ha HApPKOTUYECKOE CPEJICTBO U MICUXOTPOITHOE BEIIECTBO - B ceiide.

YacTHONPAKTUKYIOIMKA Bpad JOJKEH XPaHUTh pelenTypHble OJIaHKU IOJ 3aMKOM B
MeTAITMYeCKOM IKady (ceiide) umm simuke.

4. VYder pelenTtypHbIX OJIAHKOB IO BHJIaM BEIETCS B JKypHajaX, MPOHYMEPOBAaHHBIX,
MPOILIHYPOBAHHBIX M CKPEIUICHHBIX TOJIMUCHI0 PYKOBOIUTENSI M IEYaThI0 MEAUIIMHCKON
OpraHu3alliy [0 YCTaHOBICHHBIM (Gopmam (mprtoskenus N 10 u N 11).

(B pex. [Tpuka3zor Munznapasconpassutus Poccun ot 25.09.2009 N 794H, ot 20.01.2011 N 13h)

5. IlocTostHHO nEWUCTBYIOIIAsE KOMHUCCHUA, CO3[aBaeMas B MEIULMHCKOW OpraHu3aluu,
MPOBEPSET COCTOSIHME XPAHCHUS, ydeTa, (PakTUUecKoe HAIMYUE W PACXOJl CIEIHAIBHBIX
pelenTypHbIX OJaHKOB Ha HAPKOTUYECKOE CPEICTBO M TMCUXOTPOMHOE BEIIECTBO OJUH Pa3 B
MECSI] ¥ IPYTHX PEIENTYPHBIX OJIAHKOB - OJJUH pa3 B KBapTall.

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

B ciydyae HecoBmajeHHs KHI)KHOTO OCTaTKa PELENTYPHBIX OJIAHKOB C (aKTHICCKUM
HaJM4YMEM JIMLO, OTBETCTBEHHOE 3a IMOJy4Y€HUE, XPAHEHHE, Y4YeT M BbIJayy pELENTYypPHBIX
0JIaHKOB, HECET OTBETCTBEHHOCTb, IPEAYCMOTPEHHYIO 3aKOHOJATeNbCTBOM Poccuiickoit
®enepanuu.

6. Opranbl ympaBjieHHs 3JIpaBOOXpaHeHHEeM CyObekTOB Poccuiickoin denepanuu mnpu
o0cJeI0BaHUM MEIUIMHCKUX OpTaHu3aluid KOHTPOJUPYIOT HCIONIb30BaHHE U OOecreueHue
COXPAHHOCTH PEIENTYPHBIX OJTaHKOB.

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

7. PenentypHple ONaHKM B KOJMYECTBE 2-HEACIHBHOW MMOTPEOHOCTH  BBIJAOTCS
MEAMIIMHCKUM pPa0OTHHUKAM, MMEIOIIMM IIPaBO BBINKUCHIBAHUS PELENTOB, MO PACHOPSIKEHHIO
[JIaBHOTO Bpaua WIN €ro 3aMEeCTUTEIS.

8. Jlewamemy Bpauy paspemniaercs BblJaBaTh €AMHOBPEMEHHO He Ooyee aecsaTH
CIEIUATFHBIX PELENTYPHBIX OJIAHKOB HA HAPKOTHYECKOE CPEJICTBO M MCUXOTPOITHOE BEIIECTBO
YCTaHOBJIEHHOTO oOO0pa3lia Ui BBHIMHCHIBAHUS HAPKOTHUYECKUX CPEACTB M TCHUXOTPOIHBIX
BeniectB Crncka II.

9. TlonyyeHHble pelenTypHble ONAHKU MEIUIMHCKHE DPAOOTHHUKH JOJDKHBI XPAaHWUTh B
MOMEMICHUIX, 00ECTICUNBAIONIUX UX COXPAHHOCTD.

CornacoBaHo

PykoBoauTens (3aMecTuTeNb
pykoBoauteins) ®CKH Poccun
O.H.XAPUYKUH

12.02.2007
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