IIpuxa3 Munzapasconpassutust Poccun ot 12.02.2007 N 110
(pen. ot 26.02.2013)
"O nopsKe Ha3HAYCHNS U BBIICHIBAHUS JICKAPCTBE. ..

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

MWUHUCTEPCTBO 3APABOOXPAHEHUA N COLINATIBHOIO PA3BUTUA
POCCUNCKOU PEOEPALIUN

NMPUKA3
ot 12 dbeBpansa 2007 r. N 110

O NOPAAKE
HA3HAYEHWUA U BbINMMUCbIBAHUA NNEKAPCTBEHHbIX NMPEMAPATOB,
W3OENUA MEOUUMHCKOIO HASHAYEHUA U CNELUANTM3UPOBAHHbBIX
NMPOAYKTOB NEYEBHOIO NMUTAHUA

Cnucok U3MEHSIFOIINX TOKYMEHTOB
(B pexn. ITpukazoB Munszapascorpa3sutus Poccun ot 27.08.2007 N 560,
oT 25.09.2009 N 794H, ot 20.01.2011 N 134,
[IpuxazoB Mun3apaBa Poccun ot 01.08.2012 N 54H,
o1 26.02.2013 N 94n)

B cootBerctBUM cO craTthelr 6.2 DenepanbHoro 3akoHa ot 17 wuronsg 1999 r. N 178-®d3 "O
rocynapcTBeHHol couuanbHoi nomomu" (Cobpanue 3akoHonarenscTBa Poccuiickoit ®denepauun, 1999,
N 29, c1. 3699; 2004, N 35, c1. 3607; 2006, N 48, ct. 4945; 2007, N 43, ct. 5084; 2008, N 9, cT. 817; N
29, ct. 3410; N 52, ct. 6224; 2009, N 18, ct1. 2152; N 30, cT. 3739; N 52, c1. 6417; 2010, N 50, ct. 6603)
U B LEMIX oOecleyeHus: rpakaaH, B TOM YHCJIE€ MMEIOIIMX MPaBO Ha IMOJIyYE€HHE TroCyIapCTBEHHOMH
COLIMAJbHOW MOMOLIM, IO peuentam Bpaya (Qenpamiepa) HEOOXOAUMBIMH JIEKAPCTBEHHBIMU
IpernapaTamy, H3ICIUAMA  MEIUIUHCKOTO HA3HA4YeHMsT M CHEHUAIM3UPOBAHHBIMU  IPOLYKTaAMH
Je4e0HOr0 MUTAHUS AJIs IeTel-UHBAINIOB, IPUKA3bIBAIO:

(mpeam6Gyna B pen. [Ipuka3za Munznpasconpassutus Poccun ot 20.01.2011 N 13h)

1. YTBepauTh:

1.1. ®opmy "CrnenmanbHblii pelienTypHbIN OJaHK HAa HAPKOTUYECKOE CPEICTBO M MCUXOTPOIHOE
BEIEeCTBO" corytacHo npuioxkenuto N 1;

(mpunoxkenue N 1 yrpatwiio cuiy ¢ 1 utong 2013 roga. - Ilpukaz Munsnapasa Poccun ot 01.08.2012 N
54n)

1.2. UHCTpyKIMIO 10 3anoiHeHuto ¢popmel "CriennaabHbIA PElenTyYpHBIN OJlaHK Ha HAPKOTUYECKOE
CPEACTBO U MCUXOTPOMHOE BEIIECTBO" COMIACHO MPUIIOKEHUIO N 2;

(npunoxenue N 2 yrpatuno cuiy ¢ 1 utons 2013 roxa. - Ilpukas Munsnpasa Poccun ot 01.08.2012 N
54n)

1.3. ®opmy N 148-1/y-88 "PenentypHslit 01aHK" cornacHo npuioxeHuto N 3;
(npunoxenue N 3 yrpatuio cuiy ¢ 1 utons 2013 roxpa. - Ilpukas Munsnpasa Poccun ot 26.02.2013 N
94n)
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IIpuxa3 Munzapasconpassutust Poccun ot 12.02.2007 N 110
(pen. ot 26.02.2013)
"O nopsKe Ha3HAYCHNS U BBIICHIBAHUS JICKAPCTBE. ..

1.4. Hnucrpykuuio mo 3amonHeHuto ¢opmbl N 148-1/y-88 "PeuentypHsbiii OmaHK" coriiacHO
npusioxeHuto N 4;
(npunoxenue N 4 yrpatuno cuiy ¢ 1 utons 2013 roaa. - Ilpukas Munsnpasa Poccun ot 26.02.2013 N
94H)

1.5. @opmy N 107-1/y "Peuentypuslii 61ank" cornacHo mpuioxenuto N 5;
(npunoxxerue N 5 yrpatuino cuny ¢ 1 urons 2013 roga. - [Ipukaz Munsapasa Poccuun ot 26.02.2013 N
94H)

1.6. Huctpykumro mno 3anonHeHuto ¢opmbel N 107-1/y  "Penenrtypssiii OiiaHkK" cOTJIacHO
npuioxeHuto N 6;
(npunoxxeraue N 6 yrpatuio cuny ¢ 1 urons 2013 roga. - [Ipukaz Munsapasa Poccuun ot 26.02.2013 N
94n)

[Ipunoxenue 7 He npumensercs ¢ 1 wurons 2013 roga K MNPaBOOTHOLICHHSM, CBSI3aHHBIM C
HAa3HAUYCHHEM M BBIMHCHIBAHUEM JICKAPCTBEHHBIX IMpernapaToB WM meaunuHckux usnenuit (Ilpukas
Munzapasa Poccun ot 26.02.2013 N 94#).

1.7. ®opmy N 148-1/y-04 (1) "Penent" cormacHo npunoxenuto N 7;

[Ipunoxenue 8 He mnpumensercs ¢ 1 wurona 2013 roma K NPaBOOTHOUIEHHUSIM, CBSI3aHHBIM C
HAa3HAYCHHEM M BBINMHCHIBAHUEM JICKAPCTBEHHBIX IMpernapaToB ¥ meaunuHckux usnenui (Ilpukas
MunzapaBa Poccun ot 26.02.2013 N 94n).

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

[Tpunoxxenne 9 He mnpumensiercs c¢ 1 wutons 2013 roga K NPaBOOTHOIIEHUSIM, CBS3aHHBIM C
Ha3HAUYE€HUEM U BBIIUCHIBAHMEM JIEKAPCTBEHHBIX IpernaparoB M MeauuuHckux wusaenuit (IIpukas
Mumnznpasa Poccuu ot 26.02.2013 N 94n).

Koncynprantlntoc: npumedanue.
B odunmanbHOM TeKCTe NOKYMEHTa, BUAMMO, JIOMYyIIEHA ONEYaTKa: B MPHIOKEHUH 9 colepKUTCs
WNucrpykius mo 3anonHeHuto popm N 148-1/y-04 (1) "Penrent” u N 148-1/y-06 (1) "Penent".

1.9. Unctpykuuto no 3anonHenuto popmsl N 148-1/y-06 (1) "Peuent" u popmer N 148-1/y-06 (1)
"Penent" cormacuo npuinoxennto N 9;

[Tpunoxxenne 10 He npumensercs c¢ | wmrona 2013 roma K NPaBOOTHOIIEHUSIM, CBSI3aHHBIM C
Ha3HAYeHHEM U BBINHCHIBAHUEM JIEKAPCTBEHHBIX MpenapaToB W MeaunuHckux wuzgenuid (Ilpukas
Munsapasa Poccun ot 26.02.2013 N 94n).

1.10. ®opmy N 305-1/y "XypHan yuera B MEAMIMHCKMX opranuzaunusx (opmsr N 148-1/y-88
"PenientypHslit 6mmank", popmbl N 148-1/y-04 (1) "Peuent", dopmer N 148-1/y-06 (;1) "Peuent", popmsr
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IIpuxa3 Munzapasconpassutust Poccun ot 12.02.2007 N 110
(pen. ot 26.02.2013)
"O nopsKe Ha3HAYCHNS U BBIICHIBAHUS JICKAPCTBE. ..

"CrnienuanbHBIA PENEenTyPHBIN OJIAaHK Ha HAPKOTUIECKOE CPEIICTBO M IICUXOTPOITHOE BEIIECTBO" COTIIACHO

npusioxenuto N 10;
(8B pen. [Ipukaza Munznpascoupassutus Poccun ot 20.01.2011 N 13H)

[Tpunoxenue N 11 yrparuno cuiy ¢ 1 uronsg 2013 roga. - [lpuka3z Munszapasa Poccuu ot 26.02.2013 N
94n.

1.11. ®opmy N 306-1/y "Xypnan ydera B MeAMIMHCKHUX opraHuzamusx (opmer N 107-1/y
"PenentypHsiii 61aHk" cornacHo npuioxenuto N 11;
(B pen. ITpukaza Munznpascorpazsutust Poccun ot 20.01.2011 N 13H)

[Tpunoxxenue N 12 yrparuno cuny ¢ 1 utons 2013 roaa. - Ilpukas Munsapasa Poccun ot 26.02.2013 N
94n.

1.12. HCTPYKIMIO O MOPSAKE Ha3HAYEHUS JIEKAPCTBEHHBIX MPEMapaToB COMIACHO MPUIOKEHUIO N
12;
(B pen. ITpukaza Munznpascorpa3sutus Poccun ot 20.01.2011 N 13H)

1.13. VHCTpyKIMIO O MOpPSAKE BBIIMCHIBAHUS JIEKAPCTBEHHBIX IpenapaToB U odopmieHus
penenToB U TpeOOBaHMI-HAKIAIHBIX COTJIACHO MpuiiokeHuo N 13;
(B pen. ITpukaza Munznpascorpazsutust Poccun ot 20.01.2011 N 13H)

[Ipunoxenue 14 He npumensiercs ¢ 1 wurons 2013 roga K MNPaBOOTHOUIEHUSIM, CBSI3aHHBIM C
HAa3HAUYCHHEM M BBIMUCHIBAHUEM JICKAPCTBEHHBIX MpenapaToB U MmeaunuHckux uzaenun ([Ipukas
Munszapasa Poccun ot 26.02.2013 N 94n).

1.14. MHCTpYKIMIO O MOPSAKEe HA3HAYEHUS U BBIMTUCHIBAHUS U3ACIIUNA MEIUIIMHCKOTO Ha3HAYCHUS U
CHEIHATM3UPOBAHHBIX MPOAYKTOB JIEYeOHOTO MUTAHUS TS IETeH-MHBAIUOB COTIACHO MPUIOKEHUIO N
14;

[Ipunoxenue 15 He npumensiercs ¢ 1 uronst 2013 roga k MpaBOOTHOLIEHUSIM, CBA3aHHBIM C XpPaHEHUEM
pelenTypHbIX OJJAaHKOB Ha JIEKAPCTBEHHBIE TIpenaparsl U MeaunuHckue uzaenus ([Ipukaz Munzapasa
Poccun ot 26.02.2013 N 94n).

1.15. MHCTpYKIUIO O MOPSIIKE XPAHEHUS PELIENITYPHBIX 0JIaHKOB coriacHo nmpuiioxkenuto N 15.

2. QenepanbHON ciyx0e MO Haa30py B cdepe 3IpaBOOXPAaHEHHs M COIMAJIBHOTO DPAa3BUTHUSA
o0ecneunTh KOHTPOJb 3a COONIIOJIGHHEM TMOpsAKa Ha3HA4YeHHs, BBIMHCHIBAHUS JIEKAPCTBEHHBIX
MpenaparoB, HM3AEIHA MEIUIIMHCKOIO HA3HAUYEHUS U CIEHHATU3UPOBAHHBIX IPOJYKTOB JEUEOHOTOo
MUTAHUS 1715 1eTel-UHBAINIOB.

(8 pen. Ilpukaza Munznpascorpassutust Poccun ot 20.01.2011 N 13#1)

3. IIpu3Hath yTpaTUBIIMMU CUITY:
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IIpuxa3 Munzapasconpassutust Poccun ot 12.02.2007 N 110
(pen. ot 26.02.2013)
"O nopsKe Ha3HAYCHNS U BBIICHIBAHUS JICKAPCTBE. ..

ITpuxa3z MunucrepcrBa 3apaBooxpanenus Poccuiickoit @enepauuu ot 23 asrycra 1999 r. N 328
"O paunOHaIbHOM Ha3HAUYEHHUH JIEKAPCTBEHHBIX CPE/ICTB, IPAaBUIIAX BBINHUCBIBAHUSA PELENTOB HAa HUX U
MOPSAJIKE UX OTIIYCKa allTEUHBIMU YUPEKACHUAMHU (OpraHu3anusaMu)" (3aperucTpupoBad MUHHCTEPCTBOM
rocturu Poccuiickoit @enepanuu 21 okts6ps 1999 r. N 1944);

ITpuxa3 MunucrepctBa 31paBooxpaneHust Poccuiickoit @enepanuu ot 9 suBaps 2001 r. N 3 "O
BHECEHUM W3MEeHeHU u jonoiaHeHuid B Ilpukaz MwunznpaBa Poccun ot 23.08.99 N 328 "O
palMOHaIbHOM Ha3HAUEHUU JIEKapCTBEHHBIX CPEJACTB, MPaBWJIAX BBIIMCHIBAHUS PELENTOB HAa HUX U
HOpsAAKE UX OTIYCKA aTEYHBIMU YUPEXKJIECHUAMU (OpraHu3anusamMu)" (3aperucTpupoBad MUHUCTEPCTBOM
toctuumu Poccuiickoit @enepaunu 23 suBaps 2001 r. N 2543);

[Ipukaz MunuctepctBa 3apaBooxpanenusi Poccuiickoit @enepamuu ot 16 mag 2003 r. N 206 "O
BHECEHMM U3MeHeHudM u gonosnHeHud B [lpukas MunsapaBa Poccum or 23.08.99 N 328"
(3apeructpupoBan MunuctepcTBoM roctuiinu Poccutickoit @eneparuu S utons 2003 r. N 4641);

[Tpuxa3 MunuctepctBa 31paBooxpaHenust Poccuiickoit @enepanuu ot 19 nexadbps 2003 r. N 608
"O BHecenuun wu3MeHeHumid B IIpukaz MwunzapaBa Poccum ot 23.08.99 N 328" (3apeructpupoBaH
MunuctepctBoM octuninu Poccuiickoit @enepanuu 21 ssaBaps 2004 r. N 5441);

[Tpuka3z MuHucTepcTBa 31paBOOXPAHEHUS U COLIMATBLHOTO pa3BuTHs Poccuiickoit @eneparuu ot 22
HOs10pst 2004 . N 257 "O BHecenun nononaenuid B [Ipukas Munsapasa Poccun ot 23 aBrycra 1999 rona
N 328 "O pauvoHaIbHOM Ha3HAYEHHUH JICKAPCTBEHHBIX CPEJCTB, NMPABUJIAX BBIMCHIBAHUS PELENTOB HA
HUX M TIOpAJKE UX OTIyCKa AanTEeYHBIMH YUYpeXKACHUSIMHU (OpraHuzanusiMu)’ (3aperucTpupoBaH
MunucrepctBoM roctuninu Poccuiickoit @eneparuu 30 Hosops 2004 1. N 6148);

[Tpuxa3z MuHucTepCTBa 3/[paBOOXPAHEHUS U COLMANBLHOTO pa3BuTHs Poccuiickoit @enepanuu ot 16
Mmapta 2005 r. N 216 "O BHecenun uzMeHenus B IIpukaz Munucrepcrsa 3apaBooxpanenus Poccuiickon
®enepanun ot 23 aprycta 1999 roma N 328 "O panuoHaibHOM HAa3HAUYEHUM JICKAPCTBEHHBIX CPEJCTB,
IIpaBWJIax BBIIACHIBAHUS PELENTOB HAa HUX U NOPAIAKE HUX OTIYCKAa ANTEYHBIMH YYPEXKICHHUAMH
(opranmzanusimMu)" (3apeructpupoBan MunucrepctBoMm tocturiuu Poccuiickoit @enepanuu 8 ampens
2005 r. N 6490);

[Tpuxa3z MuHucTepcTBa 3[paBOOXPAHEHUsS U COLIMANBbHOTO pa3BuTHs Poccuiickoit @enepanuu ot 29
anpens 2005 r. N 313 "O BHeceHun u3smMeHeHU B IHCTpYKIMIO O MOPsIKE HA3HAYEHUs JIEKapCTBEHHBIX
CPEICTB M BBINHUCHIBAHUS PELIETITOB Ha HUX, YTBEPKIeHHYI0 [Iprkazom MuHucTepcTBa 3paBOOXpaHEHUS
Poccuiickoit ®eneparnuu ot 23 asrycra 1999 r. N 328" (3apeructpupoBaH MUHHCTEPCTBOM HOCTHLIUU
Poccuiickoit ®eneparuu 20 mast 2005 r. N 6607);

nyHkT 2 [lpukaza MuHHCTEepcTBa 3ApaBOOXpAaHEHHUS U COLMAIbHOrO pa3BuTus Poccuiickoit
Oenepaniun ot 14 nmexabps 2005 r. N 785 "O mopsiake OTHycKa JEKapCTBEHHBIX CpeacTB"
(3apeructpupoBan MunucrepctBoM roctuinu Poceniickoit @enepanuu 16 ausaps 2006 r. N 7353);

IIpuka3z MuHHCTEpCTBA 3APaBOOXPAHEHHS U COLMAIIBHOTO pa3BUTHs Poccuiickont @enepanyu ot 13
ntoHs 2006 r. N 476 "O BHecenun usmenenuit B Ilpukas Munucrepcrsa 3qpaBooxpanenust Poccuiickoi
®enepanun ot 23 aBrycra 1999 r. N 328 "O pauvoHaJIbHOM Ha3HAYEHUHU JIEKAPCTBEHHBIX CPEICTB,
[IpaBWJIax BBIIACHIBAHUS PELENTOB HAa HUX U TNOPAAKE HUX OTIYCKAa ANTEYHBIMH YUpEXKICHHUIMHU
(opranmzanusimn)" (3apeructpupoBad MunHucTepcTBoM foctuiinu Poccuiickoit @enepauuu 13 urons 2006
r. N 8044);
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IIpuxa3 Munzapasconpassutust Poccun ot 12.02.2007 N 110
(pen. ot 26.02.2013)
"O nopsKe Ha3HAYCHNS U BBIICHIBAHUS JICKAPCTBE. ..

[Tpuxa3z MuHucTepcTBa 3[paBOOXpaHEHUs U COLMANIbHOTO pa3BuTHs Poccuiickoit @enepanuu ot 17
deppans 2006 r. N 97 "O nopsiake BBITUCHIBAaHUS PELETITOB Ha JICKAPCTBEHHBIC CPEJICTBA OTACIHHBIM
KAaTeropusiM TIpak[JaH, MMEIOIIMX IpaBO Ha IOJYyYEHUE TOCYAAPCTBEHHOM COIMAIBHOM IOMOIIM, B
pamMKax  pealuM3allud  JIONOJHUTEIBHOTO  JIEKAPCTBEHHOro  obecreueHus”"  (3aperucTpupoBaH
MunuctepctBoM roctuniuu Poccuiickoit denepanuu 6 mapra 2006 r. N 7561).

Bpuo Mununcrpa
B.N.CTAPO/JIYEOB

[Tpunoxenue N 1

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

Koncynprantllntoc: npumeuyanue.
[Tpukazom Munsapasa Poccun ot 01.08.2012 N 54u yrBepxnena @opma N 107/y-HIT "CnenuanbHblit
peLenTypHbIil O1aHK Ha HAPKOTUYECKOE CPEJICTBO MIIM IICUXOTPOITHOE BEIECTBO".

POPMA
CNEUMANBbHOIO PELUENTYPHOI'O BJIAHKA HA HAPKOTUYECKOE CPELCTBO
N NMCUXOTPOINHOE BELLECTBO

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

[Ipunoxenue N 2

k [Ipuka3zy
Mun3sapasconpassutust Poccun
ot 12 ¢espans 2007 r. N 110

Koncynsrantlntoc: npumedanue.

[Tpukazom Munszapasa Poccun ot 01.08.2012 N 54n yrBepxxaens! [IpaBuna odopmienus popmer N
107/y-HIT "CrneuuanbHblii pelenTypHbI ONaHK Ha HAPKOTHYECKOE CPEACTBO MJIM TICHUXOTPOIHOE
BEILIECTBO".

MHCTPYKLMA ]
MO 3AMOMHEHWIO ®OPMbI "CMELMAMNBHbIN PELENTYPHBIN BNAHK
HA HAPKOTUYECKOE CPECTBO W NCUXOTPOMHOE BELLECTBO"

VYrparuna cuity ¢ 1 urong 2013 roga. - [Ipuka3z Munszapasa Poccuu ot 01.08.2012 N 54H.
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IIpuxa3 Munzapasconpassutust Poccun ot 12.02.2007 N 110
(pen. ot 26.02.2013)
"O nopsKe Ha3HAYCHNS U BBIICHIBAHUS JICKAPCTBE. ..

[Tpunoxenue N 3

k [Ipuka3zy
Munsnpagscoipazsutus Poccun
ot 12 ¢deBpans 2007 r. N 110

Koncynprantllntoc: npumeyanue.

[Tpukazom MunzapaBa Poccun ot 20.12.2012 N 11758 yrBepkneHa HoBas ¢opma N 148-1/y-88
"PenentypHsiii O1aHK".

PELENTYPHbIWA BNAHK

Yrparun cuny ¢ 1 urons 2013 roga. - Ilpukasz Munsapasa Poccun ot 26.02.2013 N 94h.

[Ipunoxenue N 4

K [Ipukasy
Mun3apasconpassutus Poccun
ot 12 depamns 2007 r. N 110

Koncynsrantlntoc: npumedanue.

[Tpukazom MunzapaBa Poccum ot 20.12.2012 N 11758 yrBepxknaeHn [lopsmox odopmieHus
peLenTYpHBIX OJIAHKOB, UX y4€Ta U XpaHEHUS.

MHCTPYKLUUA
MO 3AMNONMHEHMIO ®OPMbI N 148-1/Y-88 "PELLENTYPHbIA BJIAHK"

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

[Ipunoxenne N 5

K [Ipukaszy
Mun3sapasconpassutust Poccun
ot 12 ¢espans 2007 r. N 110

KoncynprantlIntoc: npumeyanue.

[Tpukaszom MunznpaBa Poccum ot 20.12.2012 N 11758 yrtBepxkneHa HoBas ¢opma N 107-1/y
"PeuenTtypHslii 61aHK".

PELENTYPHbIW BNAHK

Yrparun cuny ¢ 1 nrons 2013 roga. - Ilpukasz Munsapasa Poccun ot 26.02.2013 N 94n1.
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IIpuxa3 Munzapasconpassutust Poccun ot 12.02.2007 N 110
(pen. ot 26.02.2013)
"O nopsKe Ha3HAYCHNS U BBIICHIBAHUS JICKAPCTBE. ..

[Tpunoxenue N 6

k [Ipukazy
Munsnpascoipazsutus Poccun
ot 12 ¢eBpans 2007 r. N 110

Koncynprantllntoc: npumeyanue.
[Tpukazom MumsapaBa Poccum ot 20.12.2012 N 11758 ytBepxknaeH Ilopsmox odopmieHus
peLEenTypHbIX OJIAHKOB, UX Y4€Ta U XPaHEHUS.

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

VYrparuna cuny ¢ 1 utons 2013 roxa. - Ilpuka3 Munzapasa Poccuu ot 26.02.2013 N 94H.

[Tpunoxxenne 7 He mnpumensiercss ¢ 1 wutons 2013 roga K NpPaBOOTHOIIEHUSIM, CBS3aHHBIM C
Ha3HAUYEHUEM U BBIIUCHIBAHHEM JIEKAPCTBEHHBIX MpenapaToB M MeauuuHckux uznenui (IIpuxas
MumnznpaBa Poccun ot 26.02.2013 N 94n). IIpukasom Munszgpasa Poccun ot 20.12.2012 N 1175H
yrBepxkaeHa HoBasi popma N 148-1/y-04 (1) "PeuentypHsiii 61ank".

[Ipunoxenne N 7

k [Ipuka3zy
Mun3sapasconpassutust Poccun
ot 12 ¢espans 2007 r. N 110

Crnycok N3MEHSOMUX TOKYMEHTOB
(B pexn. IIpukaza Munsnpasconpassutus Poccun ot 20.01.2011 N 13n)

MMHMCTEPCTBO 3OPAaBOOXPAHEHUSI
¥ COLMaJIbHOTO pPa3BUTUA
Poccurickon demepaumm

YTBEPXIEHA
[lpuxkaszoM MuHMCTEpCTBAa
30PaBOOXPAaHEHUS M COLMaJIbHOTO
pa3BuTHa Poccumckom dermepalum
lTam or 12 derpamns 2007 . N 110

Konm MeIMUMHCKOM OpITaHM3aluu

Kon ¢opmer mo OKYI 3108805

dopma N 148-1/y-04 (i)
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Ipuxa3 Munzapasconpassutus Poccnu ot 12.02.2007 N 110
(pen. or 26.02.2013) Jokyment npenoctasier Koncynsrantlmoc

" Jara coxpanenns: 02.01.2019
O nopsiake Ha3HAYCHUSI M BBIIMCHIBAHMUS JICKApPCTBE...

Kon Kon Ho3omornueckon | Mctounmk % oIIaTHhI: Kon nekapcTBeHHOrO npemnapara
KaTeropuu ¢dopmsl (mo MKB-10) | bunancupoBanus: (mOq4epKHYTD) (3amoJHsETCS B alTEKe)
rpaKJIaH (mOTYEPKHYTH)
1. ®enepanbHbIN 1. becutatao
2. Cyonekt PO 2.50%
S|S|S|L|L|L}| . | L |3 MyHuuunaibHbi
PELEIT Cepusa N IlaTa BBIIMCKU: 200 .
®.1.0. naumeHTa JaTa poxmeHusa
CHMJIC
N cTpaxoBoro
MEIUITUHCKOTO
noiuca OMC:

Anpec mam N MeIMUMHCKOM KapTH aMOyJIaTOPHOTO HalLMeHTa
(ncTopma pasBuUTHA pebeHKa)
®.11.0. Bpaua

Py6. | Kom. | Rp:
\ \ 5 S [eeveeeon. [ et \
| | SigNa: e et i ittt e e e e [ eeeeee [ eeeeee e |
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Ipuxa3 Munzapasconpassutus Poccnu ot 12.02.2007 N 110
(pen. ot 26.02.2013)
"O nopsKe Ha3HAYCHHS U BBIMCHIBAHHS JICKAPCTBE...

Jokyment npenoctasier Koncynsrantlmoc
Jara coxpanenns: 02.01.2019

(kom Bpaua, oGesnbmmepa)
loonuche M JMYHadA IedaTb Bpauda (besbmmepa) M.II.

PeuenTt mOerCTBUTEJIEH B TeueHMe 1 Mecsdua, 3 MecsdueB (HeHYXHOoe
3aUEPKHYThH)
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IIpuxa3 Munzapasconpassutust Poccun ot 12.02.2007 N 110
(pen. ot 26.02.2013)
"O nopsKe Ha3HAYCHHS U BBIICHIBAHUS JICKAPCTBE...

Joxyment npenoctasien Koncynsrantllmoc
Jara coxpanenus: 02.01.2019

OTnyuieHo no penenTy:

TOpl"OBOG HAanMCHOBAHUC U JO3UPOBKaA:

Mara orniycka: " " 200 .

KonnuectBo:

[IpuroroBui:

[Iposepun: Otnyctu:

Kopemok peuentypHoro OiaHka

Jo3upoBka:

HaumeHnoBaHue 1exkapcTBEHHOIO IIpernapara:

Crnioco0® mpuMeHEeHHS:
[IponoIKUTENBHOCTh JHEN
KosmmuecTBo mpueMoB B iIeHb:  pa3
Ha 1 npuem: el.

[Ipunoxenue 8 He npumensercs ¢ 1 wurons 2013 roga K MNpaBOOTHOIICHUSIM, CBSA3aHHBIM C
HAa3HAUYCHHEM M BBINMHCHIBAHUEM JIEKAPCTBEHHBIX IMpernapaToB ¥ meaunuHckux usnenuit (Ilpukas
MunzapaBa Poccun ot 26.02.2013 N 94n). [Ipukazom MunszapaBa Poccun ot 20.12.2012 N 11751
yTBepkieHa HoBast popma N 148-1/y-06 (1) "PeuentypHsiii O1aHk".

[Ipunoxenne N 8

k [Ipuka3zy
Mun3sapasconpassutust Poccun
ot 12 ¢espans 2007 r. N 110

Crnycok 3MEHSIOIUX JOKYMEHTOB
(B pexn. IIpukaza Munsnpasconpassutus Poccun ot 20.01.2011 N 13n)

MMHMCTEPCTBO 30pPaBOOXPaHEHUA
M COLMaJIbHOTO pPas3BUTUA
Poccurickon demepauum MECTO IJIA

WTPUX-KOIA

MenuumMHCKasa opraHM3aumsa

[TTTT]

YTBEPXIEHA
[lpukasoM MuHMCTEpCTBAa
30PaBOOXPAaHEHU M COLMaJIbHOTO
pa3BuTHa Poccumckom dernepalum
or 12 derpang 2007 . N 110

Koncyabrantllitoc
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IIpuxa3 Munzapasconpassutust Poccun ot 12.02.2007 N 110
(pen. ot 26.02.2013)
"O nopsKe Ha3HAYCHHS U BBIICHIBAHUS JICKAPCTBE...

Joxyment npenoctasien Koncynsrantllmoc

Jara coxpanenus: 02.01.2019

I N N |
MTamm
Kon OT'PH
Kon dopmer mo OKYI 3108805
dopma N 148-1/y-06 (J1)

Kon Koo HozOJOTHM- |MCTOUHMK OMHAHCHU-— % omJyaTeH u3|Peuent
KaTeropmy uyeckom GOopMH POBAHUA : VUCTOUHMKA nemcT-
rpaxnaH (no MKB-10) 1) denepasnpHBE OKOIXET | PMHAHCHUPO— |BUTE-

2) OomxeT cybbekTa BaHUA: JIeH B
Poccumickom demepaumum |[1) 100% Teue-
3) MYHMLMIIAJbHEBI 2) 50% Hue 1
BrmxeT (HyXHOe TIo-|Mecsla
(HyXHOE€ MNOOYEPKHYTH) OUEPKHYTh)

PELEIIT Cepusa N oT

®..0. naumeHTa

OaTa CHUIJIC

POXIOeHMA .

N cTpaxoBOTO

MeIULMHCKOTO
noJsmca
N MeIULVHCKOMN KapThl aMOyJIaTOPHOTO OOJIBHOTO (MCTOPMS Pa3BUTUS
pebeHka)
®.1.0. Bpaua (benbnuepa)
Kon Bpaua (denbnumepa)
BeIMMCaHoO : (3amoOJIHAETCA CHEeLMaJIMCTOM
AnTeuHOT'O yuUpexXIeHUd)
Rp: OTnymeHO IO PeLenTy:
DaTa oTnycka
Kon sexapCTBEHHOTO
D.t.d. npenapaTa
HosupoBKa TopTroBOE HAMMEHOBAHUE
KommnuecTBO enmHNMI]
Signa
lNoponuce Bpada (dernbrmepa) KommuecTBO

M JIMMUHAa4d TIedYaThb Bpaqa
(benboumepa)

Ha ofbmyn cyMmy

M.II.

PelenT IOeMCcTBUTEJIEH B TeueHue 1 Mec4dla,

3 Mecsauer (HeHYXHOe

3a4YEepPKHYTH)

Koncyabrantllitoc
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IIpuxa3 Munzapasconpassutust Poccun ot 12.02.2007 N 110
(pen. ot 26.02.2013)
"O nopsKe Ha3HAYCHHS U BBIICHIBAHUS JICKAPCTBE...

Joxyment npenoctasien Koncynsrantllmoc
Jara coxpanenus: 02.01.2019

Kopewoxk PEINEITA Cepusa N oT

Cnocob NpMMEHEHNH:

[IpOOOJIXUTEJIBHOCTD nHelr HawuMeHOBaHME JIEKAPCTBEHHOTIO
KonmnuecTBO NpPMEMOB B IEHb: pas npernapara:

Ha 1 npuewm: en. JosupoBKa:

[Tpunoxxenne 9 He npumensercs c¢ 1 wurons 2013 roma K NpPaBOOTHOLIEHUSIM, CBSI3aHHBIM C
Ha3HAUYEHUEM U BBIIMCHIBAHMEM JIEKAPCTBEHHBIX IpernaparoB M MeauuuHckux usgenuit (IIpukas
Mumnznpasa Poccun ot 26.02.2013 N 94n).

ITpunoxenne N 9

K [Ipukazy
MunzapagcoipaszButusi Poccun
ot 12 ¢eBpans 2007 r. N 110

MHCTPYKUUA
No 3ANOJIHEHUIO ®OPMbI N 148-1/Y-04 (11) "PELIENT"
N ®OPMbI N 148-1/Y-06 (I1) "PELUENT"

Cnucok U3MEHSIOMUX JOKYMEHTOB
(B pen. ITpukazoB Munznpascorpazsutust Poccun ot 25.09.2009 N 7944,
ot 20.01.2011 N 13n)

1. B Bepxuem neBom yriy ¢popmbl N 148-1/y-04 (1) "Peuent” u ¢popmer N 148-1/y-06 (;1) "Penent"
(nanee - peuenTypHbI OJaHK) MPOCTABISAETCS IITAMII MEIWLMHCKOW OpraHU3alM C yKa3aHHEM ee
HauMEHOBaHMs, ajpeca, TeaedoHa, a TAKXKe YKa3bIBaeTCs KO MEAUIIMHCKON OpraHu3aluu.

(8 pen. Ilpukaza Munsnpasconpassutus Poccun ot 20.01.2011 N 13#n)

B Bepxueit wactu dopmbr N 148-1/y-06 (1) "Pement" o003Haue€HO MECTO JUIsl HAHECEHUS
HITPUX-KOJIA.

2. Odopmienue peuentypHoro OyiaHka BKIIIOYaeT B ce0s HMU(PPOBOE KOAMPOBAHHE U 3alOIHEHHE
OnaHka.

3. ludpoBoe kogupoBaHue perenTypHOro 01aHKa OCYIECTBIISETCS M0 CIEYIONIEH CXeMe:

OpU M3TOTOBJICHUU pPELENTYpHbIX OJaHKOB IeyaTaeTcss KOJ MEAMLMHCKOM OpraHu3aliu B
COOTBETCTBUH ¢ OCHOBHBIM I'OCYIapCTBEHHBIM perucTpaunoHHbiM HomepoM (OI'PH);
(8 pen. IIpukasza Munsnpascoupazsurusa Poccun ot 20.01.2011 N 13H)

Bpau (¢enpamiep) Ha aMOyJIaTOPHOM MpUeMe BHOCHUT KOJ KaTteropuu rpaxiaH (SSS), umerommx

Koncyabrantllitoc
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IIpuxa3 Munzapasconpassutust Poccun ot 12.02.2007 N 110
(pen. ot 26.02.2013)
"O nopsKe Ha3HAYCHHS U BBIICHIBAHUS JICKAPCTBE...

Joxyment npenoctasien Koncynsrantllmoc
Jara coxpanenus: 02.01.2019

MpaBO Ha EXEMECAYHYIO JEHEXKHYIO BBIIIATY M OOECredYeHUe JIeKapCTBEHHBIMHU IIpenaparaMu B
COOTBETCTBUU CO cTaTbsiMu 6.1 u 6.7 ®enepanpHoro 3akoHa or 17 wurons 1999 r. N 178-®3 "O
rocynapcTBeHHo# connanpHoi nmomommu" (CoOpanue 3akoHoxarenbcTBa Poceniickoit @enepannu, 1999,
N 29, ct. 3699; 2005, N 1, c1. 25; 2006, N 48, ct. 4945), u kox HO30s0THUecKoi ¢Gopmbl (LLLLL) mo
MKB-10 myTem 3aHeceHus Kaxa0i Hupbl B IMyCThIE SYSHKH, TOUKA MPOCTABIISIETCS B OTACIBHOM sTUCHKeE.
(B pen. ITpukaza Munznpascorpazsutust Poccun ot 20.01.2011 N 13H)

Wctrounuk ¢unancupoBanus (denepanbubiii Oromker [1], Oromker cyObekra Poccuiickoi
Oenepauuu  [2], MyHununanbHeiii Oromker [3]) u mpoueHt omnartel (OecmmatHo [1], 50% [2])
yKa3bIBAIOTCS MTOAYEPKUBAHUEM.

[Ipu ormycke JIeKapCTBEHHBIX IpenaparoB, BeIMUCcaHHBIX Ha (Gopme N 148-1/y-04 (1) "Penent”, B
anTEeYHOM OpPraHU3aIluy POCTABISAETCS KOJI JIEKapCTBEHHOTO MIpenapara.
(B pen. ITpukaza Munznpascorpazsutus Poccun ot 20.01.2011 N 13H)

4. 3aroHeHNE PelEenTYPHOTO OIaHKa.

PenenTypHbiii ONlaHK BBIMUCBHIBACTCS B 3-X JK3EMIUISPaX, UMEIOIIUX €IUHYI0 CEPHUI0 M HOMED.
Cepus peuentypHoro OjaHka BKJIIOYaeT KoJ cyOwbekTa Poccuiickoit ®denepanuu, COOTBETCTBYIOLIUN
JIBYM MIEPBBIM udpam OO61mepoccuiickoro Kiaccudukaropa 00BEKTOB
aAMHUHHCTpaTuBHO-TeppuTOopHaiibHoro aeiaeHus (OKATO). Homepa npucBauBaroTcst o MOpsIKy.

[Ipu odopmieHnn peuenTypHOro OJlaHKa YKa3bIBAIOTCS IMOJHOCTHIO (paMHIIUs, UMs, OTYECTBO
OOJIBHOTO, JaTa pPOXKICHHS, CTPAXOBOM HOMEP HHIMBUAYAJbHOTO JIMIIEBOTO CYeTa TpaKIaHMHA B
[Tencuonnom ¢oune Poccuiickoit @enepanun (CHUJIC), HOMEp cTpaxoBOro METUIIMHCKOTO IMOJIHCA
OMC, anpec unu HOMEp MEIUIMHCKON KapThl aMOyJIaTOPHOTO MallMeHTa (MCTOPUU pa3BUTHUSL peOEHKA).

B rpage "®.1.0. Bpaua (penpamepa)" ykazpiBaroTcs (haMuiins U MHUIMATBI Bpaya ((enpamepa).
B rpade "Rp:" yka3biBaroTcs:

- Ha JIATUHCKOM f3bIKE€ HAaMMEHOBaHHE JIEKAPCTBEHHOrO TMpemnapaTra (MeXIyHapOoIHOe
HETMAaTeHTOBAHHOE WJIM XUMHUYECKOE, TMOO TOProBOE), 3aperucTpupoBanHoro B Poccuiickoit denepannu,
€ro JI03UpPOBKa U KOJIMYECTBO;

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

- Ha PYCCKOM WM PYCCKOM M HAllMOHAJIBHOM f3BIKaX CHOCOO MPUMEHEHHUS JIEKapCTBEHHOI'O
mpemnapara.
(B pen. Ilpukaza Munznpascornpassutust Poccun ot 20.01.2011 N 13#n)

3amnperiaercss orpaHMYMBATHCA OOUIMMU yKazaHusmu: "Buytpennee", "M3BecTHO" U T.11.

Pa3pematorcsi TOJIBKO NPHUHSATHIE MPAaBUIAMU COKpaIleHuss 0003HAueHW; TBepAble U CHITy4YHe
(bapmaneBTHUeCKre cyOcTaHIIMU BbIMUCKIBatOTCs B rpammax (0,001; 0,5; 1,0), xkunkue - B MUJUTHIIUTpPAX,
rpaMMax M Karisx.

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

Penent mnopmnuceiBaeTcs BpauoM ((I)CJ]L,Z[I_HCPOM) H  3aBCpsACTCA €TI0 JUYHOM TEYaThlo.
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IIpuxa3 Munzapasconpassutust Poccun ot 12.02.2007 N 110
(pen. ot 26.02.2013)
"O nopsKe Ha3HAYCHHS U BBIICHIBAHUS JICKAPCTBE...

Joxyment npenoctasien Koncynsrantllmoc
Jara coxpanenus: 02.01.2019

JIOTIOTHUTENBHO PELIETIT 3aBePSETCs MeUaTbio MEAUIIMHCKON opranu3anuu "J1jis peuentos".
(B pen. ITpukaza Munznpascorpazsutust Poccun ot 20.01.2011 N 13H)

Kox B rpade "Kox Bpaua (denpainepa)” yka3piBacTcsi B COOTBETCTBHH C YCTAHOBICGHHBIM OPTaHOM
yOpaBJeHHUs 3lpaBooXpaHeHHeM cyObekTa Poccuiickoit ®enmepanuu mnepeyHeM KOAOB Bpadei
(penpaniepoB), UMEOIIUX MPABO HA BBIMUCKY JIEKAPCTBEHHBIX TPENApaToB B IIENSAX MPEIOCTABICHUS
roCy/1apCTBEHHON COLIMAIBLHOM MOMOIIH B BUI€ HA0Opa COI[MAIbHBIX YCIYT.

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

[Ipu BbIMHCKE JEKAPCTBEHHOIO Mpernapara MO peUIeHHI0 BpadyeOHON KOMHCCHU Ha 000poTe
perenTypHoro OJlaHKa CTaBUTCS CIICUAIbHAs OTMETKA (IITaMI).
(B pen. ITpukaza Munznpascorpazsutust Poccun ot 20.01.2011 N 131)

5. Ilpu oTIycKe JIEKapCTBEHHOTO Tperapara B alNTeUYHOW OpraHW3allid Ha PEIenTypHOM OJaHKe
YKa3bIBAIOTCS CBeIEHUSA O (PAaKTUYECKH OTIYIICHHBIX JIEKAPCTBEHHBIX Mpemnaparax (MeXIyHapoIHOEe
HEMAaTeHTOBAHHOE WJIM XHUMHYECKOE, MO0 TOProBOo€ HAMMEHOBAaHHE, J03MPOBKA, KOJUYECTBO) U
MIPOCTaBJISIETCS aTa OTIyCKa.

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

6. Ha peuentypHoMm OnaHKe BHU3Y MMeEeTCS JTUHUS OTPBIBA, Pa3Aelisionias pelenTypHbli OJaHK U
KOPELLOK.

Kopemok ot peuenra Bbliaercs Oo0JbHOMY (JIMIy, €ro MpeACTaBISIONIEMY) B aNTeYyHOU
OpraHu3alyy, Ha KOPEILKE JIEJIaeTCsl OTMETKA O HAMMEHOBAaHMHU JIEKAPCTBEHHOI'O IIpenapara, J103UpOBKE,
KOJINYECTBE, CII0COOE NPUMEHEHHUS, U OH OCTaeTCs y OOJIBHOIO (JIUIA, €ro MpeICTaBISAIOLIETO).

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

7. PenentypHblii ONaHK 3amOJHSETCS NMPU BBINMCHIBAHMM JIEKAPCTBEHHBIX MpenapaToB, W3JAEIUN
MEIUIIMHCKOTO HAa3HAUY€HHs M  CHEUMATU3UPOBAHHBIX IPOJYKTOB JIEYEOHOrO MUTAHUS  JUId
JETEU-NHBAJINI0B, BKIIOYEHHBIX B IEPEYHM JIEKAPCTBEHHBIX IPENaparoB, H3AEIUN MEIUIIMHCKOTO
Ha3HAYeHUs] M CHEUMAIU3UPOBAHHBIX MPOAYKTOB JIe4YeOHOrO MHUTAHUA JUIsl  JIeTel-MHBAIMJIOB,
YTBEPKAAEMBIX B YCTAaHOBJICHHOM IIOPSJIKE, a TAK)KE MHBIX JIEKAPCTBEHHBIX IIPENApaTOB, OTIIYCKAEMBIX
0€eCIUIaTHO WJIM CO CKUJAKOM.

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

8. TpebOoBanus, npeabsBIsSeMble K BBINUCHIBAHUIO M3ACIUNA MEIULMHCKOTO Ha3HauYeHUs |
CMELUANN3UPOBAHHBIX TPOAYKTOB JICUEOHOTO NHUTAHUS Ul JEeTel-MHBAJIUAOB B paMKaxX OKa3zaHUs
roCy/1apCTBEHHON COLIMAJILHOM MOMOIIM, aHAJIOTUYHBI TPEOOBAHUAM, NMPEABSIBISIEMbIM K BBIITUCHIBAHUIO
JIEKapCTBEHHBIX MPENapaToB (3a UCKIIOYEHUEM OTMETKH BpaueOHOI KOMUCCHN).

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

9. Opran ympasieHHs 37paBooXpaHeHHeM cyObekTa Poccuiickoit denepannn MOXKeT pa3pelnTh
M3TOTOBJIEHHE PEIENTYPHBIX OJTaHKOB B METUIIMHCKUX OpPraHU3alUsAX C CIOJIb30BAHNEM KOMIIBIOTEPHBIX
TEXHOJIOTUM.

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

10. domyckaercst ohopMIIeHHE BCEX PEKBU3UTOB pelenTypHBIX OaHKoB Gopmbl N 148-1/y-06 (i)
"Penent" ¢ ncnosib30BaHNEM KOMIIBIOTEPHBIX TEXHOJIOTHM.
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IIpuxa3 Munzapasconpassutust Poccun ot 12.02.2007 N 110
(per. o1 26.02.2013) Joxyment npenoctasien Koncynsrantllmoc
"O nopsKe Ha3HAYCHHS U BBIICHIBAHUS JICKAPCTBE... Hara coxpanenus: 02.01.2019

11. Ha obopotHoii ctopone peuentypHoro Onanka ¢opmbl N 148-1/y-06(i1) meyaraercs tabnuia

CIICAYIOIIETO COJCPKAHMS:
(B pen. IIpukaza Munznpascorpazsutust Poccun ot 25.09.2009 N 794H)
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Ipuxa3 Munzapasconpassutust Poccun ot 12.02.2007 N 110
(pen. ot 26.02.2013)
"O nopsKe Ha3HAYCHHS U BBIMCHIBAHHS JICKAPCTBE...

Jokyment npenoctasier Koncynsrantlmoc
Jara coxpanenus: 02.01.2019

[TpuroToBun

[Iposepun

Otnyctun

KouncyabrantIlinroc
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IIpuxa3 Munzapasconpassutust Poccun ot 12.02.2007 N 110 Jloxkyment npenocrasnen KoncymsrantlTmioc

.01 26.02.2013
S})Oe:ﬂ or ) Jlara coxpanenus: 02.01.2019
HOpsIZIKE Ha3HAYCHHUS M BBIIIMCHIBAHUS JIEKApCTBE...

12. Ha penentypubix Omankax ¢opm N 148-1/y-04(1) u N 148-1/y-06(1) BBIUCHIBAETCA OJIHO
HAaMCHOBAaHME  JICKQPCTBEHHOTO  Npemaparta,  M3AeiIHs  MEOUIIMHCKOTO  Ha3HAueHWsl  HIU
CHEHATM3UPOBAHHOTIO IPOAYKTA JI€YeOHOrO MUTAHUS.

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

VcnipaBiieHus ipy BHITUCHIBAHUH PELICTITOB HE JIOMYCKAOTCH.
(n. 12 BBenen Ipukazom Munszapascoupazsutus Poccuu ot 25.09.2009 N 794H)

13. Cpox neiictBus penenta (1 Mecsir, 3 Mecsiia) yka3plBaeTcs IMMyTEM 3a4epKUBAHUS.
(n. 13 BBeneH IIpukazom Munsnpascoupassurus Poccun ot 20.01.2011 N 13H)

[Ipunoxenue 10 He npumensiercs ¢ 1 wurons 2013 roga K MNPaBOOTHOUICHUSIM, CBSI3aHHBIM C
HAa3HAUYCHHEM M BBIMHCHIBAHUEM JICKAPCTBEHHBIX IMpernapaToB WM meaunuHckux usnenuit (Ilpukas
Munzapasa Poccun ot 26.02.2013 N 94#).

[Ipunoxenne N 10

K [Ipukasy
Mun3apascoupassutus Poccun
ot 12 despams 2007 r. N 110

Cnucok N3MEHSIOIUX JOKYMEHTOB
(B pexn. IIpukaza Munsnpasconpassutus Poccun ot 20.01.2011 N 13#n)

Kon ¢dopmel mo OKY[
Kon yupexnenmsa no OKIIO
MenmuumHCKass IOOKYyMeHTalMsa

MMHMCTEpPCTBO 3OPaBOOXPaHEHUA dopma N 305-1/y
M COLMaJIbHOTO pPas3BUTUA YrBepxneHa lIpukasoM
Poccurickon demepauum MyHMCTEepCTBa 30PaBOOXPaHEHUS
Y COLMAaJIbHOT'O Pa3BUTUSA
(HaMMeHOBaHMEe MeOUMLMHCKOM Poccurickoy denmepauum
opraHM3almun) or 12 deBpana 2007 r. N 110

Kypran <*>
ydeTa B MEIUUMHCKUX OpTaHM3alLMAaX
bopmer N 148-1/y-88 "PeuenTypHuli OjaHkK",
bopmer N 148-1/y-04 (m;) "Peuent", odbopmer N 148-1/y-06 (i)
"Peuent", ¢opwmel "CneumrasibHBI PeLEeNTYyPHBE OJIaHK Ha
HApPKOTUYECKOE CPEeICTBO M IICUXOTPOIIHOEe BelmecTBO"
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Ipuxa3 Munzapasconpassutust Poccun ot 12.02.2007 N 110

(pex. ot 26.02.2013)

"O NOPAAKE Ha3HAYCHU W BBIITMCBIBAHUS JICKAPCTBE...

Jokyment npenoctasier Koncynsrantlmoc
Jara coxpanenns: 02.01.2019

N [Tpuxon Pacxon
/1
narta N u gara oOmee CepUU U | KOJIMYECTBO OHUO. u narta cepus 1 KOJINYECT d.N.0. O]
perucrpan | JOKyMEeHTa, OT | KOJIMYECTBO | HOMEpa | OJaHKOB IO MOAITHUCH BBIJIAYH HOMED BO OTBETCTBEHHOT | OTBETCT]
u KOT'O IMOCTYIIJI | TOCTYIUBII | PEHEOTYPH cepusm OTBETCTBEHHOTO | PEIENTYp | PEUENTYPHO | BBIJAHHBI 0 ro
MPUXOTHOT HX BIX OJIAHKOB MEIHUIITHCKOTrO HBIX ro OjaHKa X MEIHIMHCKOTO | METUIIH
0 pelentypH pabOTHHKA, 0JIaHKOB pernentyp | pabGoTHHKA, | O paboT
JIOKyMEHTA BIX OJIAaHKOB MOJTYYUBIIETO HBIX MOJIYYUBIIETO | OJTYYHE
perenTypHbie OJIaHKOB | PElENTypHBIE | pELenT}
OJaHKH OJaHKH Oman
1 2 3 4 5 6 7 8 9 10 11 12
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<*> XKypHan gomkeH ObITh MPOHYMEPOBaH, MPOLTHYPOBAH M CKPEIUICH MOIMUCHI0 PYKOBOAUTEINS U
[1€YaThI0 MEIULIMHCKON OpraHu3aluu.

CormnacoBaHo

PykoBonurens (3amecTuTenb
pykoBoautens) PCKH Poccun
O.H.XAP1UYKMH

12.02.2007

[Tpunoxenue N 11

k [Ipukazy
MunzapagcorpaszButusi Poccun
ot 12 ¢eBpans 2007 r. N 110

XypHan
yyeTa B MeAULIMHCKUX OpraHM3aumsax
c¢dopmbl N 107-1/y "PeuenTypHbin 65naHK"

Yrparun cuny ¢ 1 urons 2013 roga. - Ilpuka3z Munsapasa Poccun ot 26.02.2013 N 94H.

[Ipunoxenne N 12

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

Koncynprantlntoc: npumedanue.
[Tpuxazom MunzgpaBa Poccunm ot 20.12.2012 N 11758 yrBepxkneH Ilopsanox HazHaueHUs U
BBIMHICHIBAHUS JIEKAPCTBEHHBIX MIPETapaToB.

MHCTPYKUUA
O NOPAAKE HASHAYEHUA NNIEKAPCTBEHHbIX NMPEMNAPATOB

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

[Ipunoxenne N 13
k [Ipuka3zy
Mun3apasconpassutust Poccun
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ot 12 ¢deBpans 2007 r. N 110

MHCTPYKUUA
O NOPAAKE BbINMUCbIBAHUA NEKAPCTBEHHbIX MPEMNAPATOB
N OPOPMJIEHNA PELIENTOB U TPEBOBAHUUN-HAKITAOHbIX

CHmcoK M3MEHSIOIINX IOKYMEHTOB
(8B pea. IlpukazoB Munzapasconpassutus Poccun ot 27.08.2007 N 560,
ot 25.09.2009 N 794H, ot 20.01.2011 N 131,
[Ipukaza Munzapasa Poccuu ot 26.02.2013 N 94n)

I. O6uue TpeGoBaHus BBIUCHIBAHUS JIEKAPCTBEHHBIX MIPENApaTOB
(8B pen. Ilpukaza Munznpascoupassutust Poccun ot 20.01.2011 N 13n)

Ilynkter 1.1 - 1.2 He mpumensitorcs ¢ 1 umrons 2013 roga K NpaBOOTHOIICHMSIM, CBSI3aHHBIM C
HAa3HAUYCHHEM M BBINMHCHIBAHUEM JICKAPCTBEHHBIX IMpernapaToB ¥ meaunuHckux usaenuit (Ilpukas
Munzapasa Poccun ot 26.02.2013 N 94n).

1.1. Ilpy HaTM4YMU COOTBETCTBYIOUIMX IOKA3aHHWH Tpa)kJaHaMm, OOpaTHUBIIMMCS 332 MEIUIIMHCKOW
IIOMOILbI0O B aMOYJIaTOPHO-NOJUKIMHUYECKOE YYpPEXKICHHE, a TakkKe B CIydasxXx Heo0XOIUMOCTH
NPOJOIDKEHHS JICYEHUS] TIOCJIE BBIMMCKH OONBHOTO W3 CTAallMOHAapa Ha3HA4YalOTCs JIEKapCTBEHHBIC
IIpenapaTsl ¥ BBIIUCHIBAIOTCS PELIENITHI HA HUX.

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

1.2. 3anpeniaeTcsi BEINUCHIBATh PELIEHTHI:

Ha JIEKapCTBEHHbIE IperapaThl, HE pa3pElICHHbIE B YCTAHOBJIEHHOM MOPSAJIKE K MEIUIMHCKOMY
IIPUMEHEHHIO;
(8 pen. [Ipukaza Munznpascoupazsutus Poccun ot 20.01.2011 N 13H)

IIpUu OTCYTCTBUH MCAUIUHCKUX HOKaSaHHﬁ;

Ha JIEKApCTBEHHBIE IIperaparbl, HCIOJb3yEMbIE TOJBKO B MEIUIIMHCKUX OpraHuzanusx (3pup
HApKO3HBIA, XJIOpATUJI, (DeHTaHWT (KpoMe TpaHCAEPMaIbHOU JEKapCTBEHHOH (oOpMbI), COMOpPEBHUH,
KaJIUICOJI, PTOPOTaH, KETaMHH U Jp.);

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

Ha HapKOTHUYECKHE CpPEACTBAa M IICMXOTPOIHBIE BemiecTBa, BHeceHHble B Cnmcok II Ilepeuns
HAapKOTUYECKUX CPEICTB, IICUXOTPOIHBIX BELIECTB M HMX MPEKypCOPOB, MOMIEKAIIUX KOHTPOIK B
Poccuiickoit @enepanun, yreepxaeHHoro [loctanosnennem [IpaBurensctBa Poccuiickoit denepaunu oT
30 urons 1998 r. N 681 (nanee - HapKOTHUECKUE CPEICTBA U MCUXOTponHble BemmecTBa Crincka II) - ams
JIeYeHUs] HAPKOMaHUU;

Ha HapKOTHUYECKUE CPEACTBA U NCUXOTponHble BemecTBa cruckoB 11 u 11l - yacTHONpakTHKYyOIIMM
Bpavam.
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IIynkter 1.3 - 1.4 He mpumensitorcss ¢ 1 urons 2013 roma K NpaBOOTHOIICHUSIM, CBSI3aHHBIM C

HAa3HAUYCHHEM M BBINMHCHIBAHUEM JIEKAPCTBEHHBIX IMpernapaToB M meaunuHckux usaenuit (Ilpukas
Munzapasa Poccun ot 26.02.2013 N 94#).

1.3. 3yOnble BpauH, QenpAmepbl, aKyIIepKH BHIUCHIBAIOT OOJBHBIM PELENThl Ha JEKapCTBEHHbIC
Ipenaparsl 3a CBOEH MOJANUCHI0 M C yKa3aHHMEM CBOEr0 MEAMLMHCKOIO 3BaHMSA TOJBKO B CIYyYasX,
yKa3zaHHbIX B II. . 3.3, 3.6, 3.7.2 WUHCTpyKuu O NOpsAIKE HA3HAUEHUS JIEKAPCTBEHHBIX IPENapaToB
(mpunoxenue N 12).

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

1.4. PenieniTbl 601bHBIM JJOJKHBI BBIMHCHIBATHCS C YKa3aHUEM BO3pacTa MalUeHTa, MOPSIKa OILUIAThI
JICKaPCTBCHHBIX TIPEIapaToB W C YYCTOM JCHCTBUS BXONSAIIMX B WX COCTAaB HHIPEIUCHTOB HA
penentypubix OnaHkax, (OpPMBI KOTOPBIX YTBEpKIEHbl MUHUCTEPCTBOM 3APaBOOXPAHEHUS] W
conanbHOro pa3sutus Poccutickoit @enepanuu (npunoxenns N 1, 3,5, 7 u 8).

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

[Tynkt 1.5 He npumensiercs ¢ 1 utonsa 2013 roga Kk NpaBOOTHOLLIEHUSM, CBSI3aHHBIM C HA3HAYEHUEM U
BBINKCBIBAHUEM JIEKAPCTBEHHBIX IMpenaparoB U MeauuuHckux usnenuid (Ilpuxaz MunszapaBa Poccun
0T 26.02.2013 N 94n).

1.5. Peuentypubsie Omanku ¢opmbl N 148-1/y-88 (mpunoxenue N 3) mpenHa3HaueHbl Ui
BBITIMCHIBAHUS U OTITyCKa:

- TCHXOTPONHBIX BelecTB, BHeceHHbIX B Cnmcok III Ilepeuns HapKOTHYECKUX CpEACTB,
IICUXOTPOIIHBIX BEIIECTB M HMX MPEKYypCOpPOB, IOJUIEKAUX KOHTpoOIt0 B Poccuiickont Penepannu,
yrBepxaeHHoro IlocranosnenneM IlpaBurensctBa Poccniickoit @enepanuu ot 30 urons 1998 r. N 681
(manee - mcuxotponuble BemectBa Crnucka II), 3aperncTpupoBaHHBIX B YCTaHOBJIIEHHOM IOpSIKE B
KAaueCTBE JIEKAPCTBEHHBIX IIPENapaToB;

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

- MHBIX JIEKapPCTBEHHBIX CPEJCTB, MOJIEKAIINX NPEAMETHO-KOJIMUYECTBEHHOMY YUETY;
(8B pen. [Ipukaza Munznpascoupazsutus Poccun ot 20.01.2011 N 13H)

- aHAOOJIMYECKUX CTCPONIOB.

J5is BBITUCBHIBAHUS U OTIYCKa JIEKAPCTBEHHBIX IMPENApaToB Uil aMOyJaTOPHOTO JICUSHHsI TpakaH
B paMKaXx OKa3aHHUs TOCYIapCTBEHHOM COIMAbHON MOMOIIM U TpakJaH, UMEIOIINX PaBO Ha MOIy4YeHUe
JIEKapCTBEHHBIX MPEMapaToB OECIIATHO M CO CKUJKOH, peaHa3HaueHBbl penenTypHble 0JaHKu (Gopmbl N
148-1/y-04 (;1) u peuentypublie 6anku ¢popmbl N 148-1/y-06 (1) (mpunoxenust N 7 u 8).
(8B pen. [Ipukaza Munznpascoupazsutus Poccun ot 20.01.2011 N 13h)

Bce ocranbHble JIeKapcTBEHHBIE MTpenapaThl BHITUCHIBAIOTCS Ha pelenTypHBIX OmaHkax (Gopmer N
107-1/y (mpunoxenue N 5).
(B pen. Ilpukaza Munsnapascorpassutust Poccun ot 20.01.2011 N 13#1)
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IIynkter 1.6 - 1.7 He mpumensitorcss ¢ 1 umrons 2013 roma K NpaBOOTHOIICHUSIM, CBSI3AHHBIM C
HAa3HAUYCHHEM M BBINMHCHIBAHUEM JIEKAPCTBEHHBIX IMpernapaToB M meaunuHckux usaenuit (Ilpukas
Munzapasa Poccun ot 26.02.2013 N 94n).

1.6. HapkoTtuueckue cpeactBa U mncuxorponHbie BemiectBa Crnucka I, 3apeructpupoBaHHbIE B
KauecTBE JIEKAPCTBEHHBIX CPEJICTB B YCTAaHOBJIECHHOM 3aKOHOAAaTenbCcTBOM Poccuiickoit ®Denepauuu
MOPSJIKE, JIOJDKHBI BHIMMHCHIBATHCS HA CIICIIMATBHBIX PEIENTYPHBIX OJIaHKaX Ha HAPKOTUUYECKOE CPEICTBO
Y TICUXOTPOIHOE BemiecTBo (mpunoxkenue N 1).

1.7. Ilpu BBIMKMCBHIBAHUM pELENTa HA JEKAPCTBEHHYIO MPOMKUCh UHAMBUAYATHLHOTO W3TOTOBJICHHUS,
COZIEpXKAIlYl0 HApKOTHYECKOE CpPEACTBO WM IncuxoTrponHoe BemecrBo Chnucka I, m  apyrue
(hapMaKoJIOTHYCCKUE aKTUBHBIC BEIISCTBA B JI03€, HE MPEBBIMIAONICH BBICIIYIO PAa30BYIO J03Y, M IPU
YCIIOBUH, YTO 3TO KOMOMHUPOBAHHOE JIEKAPCTBEHHOE CPEICTBO HE SIBISETCS HAPKOTHUECKUM CPEICTBOM
WIM TICUXOTpONHbIM BemecTBoM Crucka I, ciemyer mcmonb30BaTh peunenTypHbId OnaHk ¢Gopmbl N
148-1/y-88.

O1H PCUCIITBI OOJDKHBI OCTAaBaTbCs B anTeYHOM opraHu3anv i NpeaAMETHO-KOJIUMYCCTBECHHOI'O

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

Ilynkter 1.8 - 1.10 He nmpumensitorca ¢ 1 wuronsgs 2013 roga K NpaBOOTHOLIEHUSM, CBSI3AHHBIM C
HAa3HAYCHHEM M BBINMHCHIBAHUEM JICKAPCTBEHHBIX IMpernapaToB ¥ meaunuHckux usnenui (Ilpukas
MunzapaBa Poccun ot 26.02.2013 N 94#).

1.8. HpI/I BBIITMCBIBAHWHN pCUCHITa HAa JICKAPCTBCHHYIO IMPOMNUCH MHAWBUAYAJTIBHOTI'O H3TOTOBJICHHUA
Ha3BaHUA HAPKOTHYCCKUX CPCACTB U MCHUXOTPOIIHBIX BCHICCTB CIIMCKOB II u IH, HWHBIX JICKAPCTBCHHBIX
CpCACTB, NOAJICKAIINX MPEAMCTHO-KOJIMUYCCTBCHHOMY YYCTY, MUIOYTCA B Ha4daJIC pCUCIITA, 3aTCM - BCC
OCTAJIbHBIC MHT'PCAUCHTHI.

1.9. BeinuceiBasi HAPKOTUYECKOE CPEACTBO WJIU MCUXOTporHoe BemecTBo cruckoB Il u III, uHbIe
JICKapCTBEHHBIE CPEACTBA, IOJIEKAIIUE IPEIAMETHO-KOJIUYECTBEHHOMY  YYETYy, J03a KOTOPBIX
MPEBBIIIAET BBICIINI OJTHOKPATHBIN MPHUEM, Bpad JOJHKEH HANMCATh 103y 3TOrO CPEACTBA WIIM BEIIECTBA
MPOIKCHIO U MOCTABUTH BOCKIMLATEIIbHBIN 3HAK.

1.10. He paspemaeTcst BBIMUCHIBATh ONpEAEIEHHbIE JIEKAPCTBEHHbBIE IIPENapaTshl B OJHOM pELenTe
6oJiee TOro KOJIMYECcTBa, KOTOpoe yKazaHo B mpuiioxkeHuu N 1 k Hacrosieit UHCTpyKumy.
(8B pen. [Ipukaza Munznpascoupazsutus Poccun ot 20.01.2011 N 13h)

ITynkter 1.11 - 1.12 He npumenstorcs ¢ 1 utons 2013 roga kK MpaBOOTHOIIEHUSIM, CBSI3aHHBIM C
Ha3HAYeHHEM U BBINHCHIBAHWEM JIEKAPCTBEHHBIX MpernapaToB W MmeaunuHckux wuzgenuid (Ilpukas
Munsapasa Poccun ot 26.02.2013 N 94n).

1.11. HopMmbl BbeIIMCBHIBaHMS W OTIyCKa HapkoThdeckux cpenacts Crnucka II, mpon3BoaHBIX
6apOUTYpOBOIl KMCIIOTHI, MHBIX JIEKAPCTBEHHBIX CPEJCTB, MOAJESKAIMINUX HPEIMETHO-KOJIMUYECTBEHHOMY
yUeTy, JUIsl HHKYpaOeIbHbIX OHKOJIOTHYECKUX U FeMaTOJIOIMYECKUX OONMBbHBIX MOTYT ObITh YBEJTUYEHBI B 2
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pa3a o0 CPaBHEHUIO C KOJIMYECTBOM, YKa3aHHbIM B puiioskeHuu N 1 k HacTosdmei MHcTpykiuu.

1.12. CoctaB 1eKapcTBEHHOIO Npenapara (B ciaydae KOMOMHUPOBAHHOTO Ipernapara), 0003HaYeHHue
JIeKapCTBEHHON (OopMBI M OOpalieHue Bpaya K (apMamneBTUYECKOMY paOOTHHKY 00 HM3TOTOBICHHH H
BbIJIa4€ JIEKAPCTBEHHOTO IIpenaparTa BhITUCHIBAIOTCS HA JIATUHCKOM SI3bIKE.

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

He pomyckaercst cokpamieHre 00O3Hau€HUM OJNM3KUX [0 HAUMEHOBAHUSM WHIPEIUEHTOB, HE
MO3BOJISIIOIINX YCTAHOBUTH, KAKOW MMEHHO JIEKaPCTBEHHBIN IIpenapar BhIITUCAH.
(B pen. ITpukaza Munznpascorpazsutust Poccun ot 20.01.2011 N 13H)

Hcnonb30BaHue JATUHCKUX COKpAIEHHH ATUX 0003HAUCHHH pa3pemaeTcs TOIbKO B COOTBETCTBUU
C COKpALIEHUSMH, NMPUHIATHIMU B MEIULUHCKOW U (apMalleBTUYECKON NMpaKTHKE, MPelyCMOTPEHHBIMU
npuioxkenueM N 2 k Hacrosiiedt Mactpykumm.

Ilynkter 1.13 - 1.15 He npumenstorcs ¢ 1 utons 2013 roma Kk NpaBOOTHOILUEHUSAM, CBSI3aHHBIM C
HAa3HAUYCHHEM M BBINMKHCHIBAHUEM JICKAPCTBEHHBIX IMpernapaTtoB u meauiuHckux wiaenui ([Ipukas
Munzapasa Poccun ot 26.02.2013 N 94#).

1.13. Cioco6 nmpuMeHeHHs JICKapCTBEHHOTO Tperapara 0003HauaeTcs ¢ YKa3aHUeM JI03bI, YaCTOTHI,
BPEMEHH TpUEMa U €ro JUIMTEIbHOCTH, a JUIs JICKAPCTBEHHBIX IPENapaToB, B3aHUMOJCHCTBYIOIIUX C
MUIICH, - BpeMEHHU UX YIOTPEeOJICHHS OTHOCUTEIBHO IIpHEeMa UK (10 €/IbI, BO BPEMsI €JIbI, ITOCIIC SIbI).
(B pen. ITpukaza Munznpascorpazsutust Poccun ot 20.01.2011 N 13H)

1.14. IIpn HEOOXOAUMOCTH SKCTPEHHOT'0 OTIYyCKa JIEKAPCTBEHHOIO NpernapaTa 00JIbHOMY B BEpXHEH
YaCTH pelienTypHOro 6JaHKa MpocTaBisIoTes 0003HaueHus "cito" (cpouHo) uiH "statim" (HeMeJIeHHO).
(8 pen. [Ipukaza Munznpascoupazsutus Poccun ot 20.01.2011 N 13H)

1.15. Tlpum BBINUCHIBAHUM peleNTa KOJMYECTBO JKUIAKUX (papMaleBTUUECKUX CyOcTaHIMH
YKa3bIBaeTCs B MUJUIMJIUTPAX, TpaMMaXx WJIM KaIllsX, a OCTAIbHBIX (papMaleBTUUYECKUX CyOCTaHIUH - B
rpammax.

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

ITynkt 1.16 He npumensercs ¢ 1 urons 2013 roga k TpaBOOTHOLIEHUSIM, CBSI3aHHBIM C Ha3HAYEHUEM U

BBIMMCHIBAHUEM JIEKAPCTBEHHBIX IpenapaToB ¥ MeaunuHckux usgenuit (IIpuxaz Munsapasa Poccun
ot 26.02.2013 N 94n).

1.16. CnenuanbHple peHenTsl Ha HAPKOTHYECKOE CPEICTBO M IICHUXOTPOITHOE BEIIECTBO
JIeCTBUTENBHBI B TEUEHHE 5 JHEH CO JHS BBINUCKU; PELENTHI, BHITUCAHHBIE HA PELENTYpHBIX OJaHKax
¢dopmbl N 148-1/y-88, - B Teuenue 10 nueit.

Penentsl Ha JIEKapCTBEHHBIE IpenapaTsl (3a UCKIIIOYEHHEM MOIJIEKALUX
MIPeIMETHO-KOJIMYECTBEHHOMY Y4Y€TY), BBIITMCAHHBIE HAa pelenTypHbIX Onankax ¢opmbl N 148-1/y-04 (i)
u ¢opmbl N 148-1/y-06 (11), U1 amOy1aTOPHOTO JIEUEHUS TPaXKJaH B paMKaX OKa3zaHHs roCyIapCTBEHHOM
COLIMAJILHONW MOMOLIM M TpakJaH, HMMEIONIMX IPaBO Ha IOJyYeHHUE JIEKAPCTBEHHBIX IIperapaTroB
0eCIUIaTHO U CO CKUIKOM, NeMCTBUTENbHBI B TeUeHHe 1 Mecsa co THS BBIIUCKHU, a B CIy4ae BBIITHCKH
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TaKUX PELENTOB YKa3aHHBIM KaTETOPUsIM I'pak[aH, JOCTUTIINM IIEHCMOHHOIO BO3pPAcTa, CPOK JAEUCTBUS
pelenTa cocTaBisieT 3 Mecsala cO AHs BBIMMCKU. J{JIs JIedeHus 3aTSDKHBIX M XPOHMUYECKUX 3a00J1eBaHUM
rpaXx<1aHaM IEHCUOHHOT'O BO3PacTa MOTYT BBIIMCBIBATHCS PELENTHI HA JEKApCTBEHHBIE NpenapaThl Ha
KypC JIe4eHHUs 10 3-X MECSILEB.

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

PenienTel Ha Bce OCTaJIbHBIE JIEKAPCTBEHHBIE MPENapaThl AeUCTBUTEIbHBI B TEUEHHE 2-X MECSIEB CO
JTHSI BBITIUCKH.
(B pen. ITpukaza Munznpascorpazsutust Poccun ot 20.01.2011 N 13H)

Penientel Ha npou3BoHBIE 6APOUTYPOBOM KUCIOTHI, dEeNPHH, IICEBAOIPENPHH B YUUCTOM BUJE U B
CMECHU C IPYTMMHU JIEKaPCTBEHHBIMHU CPEICTBAMH, aHAOOJIMYECKUE CTEPOMbI, KJIO3alluH, TUAHENITUH JUIs
JedeHusi OOJIBHBIX C 3aTSHKHBIMH M XPOHHYECKMMH 3a00JI€BAHUSMH MOTYT BBINHCHIBATHCS HA KypC
neuenust 1o 1 mecsna. B stux cioywasx Ha peuentax aopkHa ObiTe Haanuck "Ilo cnenumanbHOMY
Ha3HAYEHUI0", CKpEIUIEHHAs OJIMCHIO Bpaya U MeyaThio MEAUIIMHCKON opranu3anuu "Jlns peuentos".
(B pen. ITpukaza Munznpascorpazsutus Poccun ot 20.01.2011 N 13H)

[Tyt 1.17 He npumensiercs ¢ 1 uronst 2013 roga Kk TpaBOOTHOLIEHUSIM, CBSI3aHHBIM C Ha3HAYEHUEM U
BBINKCBIBAHUEM JIEKAPCTBEHHBIX IpenaparoB U MeauuuHckux uznenuit (Ilpukas Munzapasa Poccun
0T 26.02.2013 N 94n).

1.17. Ilpu BBHINHUCBIBAHUM XPOHUYECKUM OOJBHBIM pELENTOB HAa TOTOBBIE JIEKAPCTBEHHbIC
npernapaTsl U JIEKapCTBEHHbIE IpernapaThl WHIUBUIYalIbHOI'O M3TOTOBJIEHUS BpadyaM pasperiaercs
yCTaHaBJIMBaTh CPOK JEHCTBUS peLenTa B Ipeesax A0 OAHOI0 rojia, 3a HCKIIOUEHUEM:

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

- IEKAPCTBEHHBIX CPEJICTB, MOMAJIEKAITUX MTPEIMETHO-KOIMUYECTBEHHOMY YUETY;
- JIEKapCTBEHHBIX MIpenapaToB, 001a1a0IKX aHA00INYECKOW aKTUBHOCTBIO;

- JIEKapCTBEHHBIX IPENaparoB, OTIYCKAEMbIX M3 aNTEYHBbIX OpraHU3alui 10 penentaM A
aMOyJIaTOpPHOTO JIEUEHUs TpaXJaH B paMKax OKa3aHUs TOCYIapCTBEHHOW COIMAIbHOM MOMOIIU U
rpakJiaH, UMEIOIUX [IPABO HA MOJYYEHUE JIEKAPCTBEHHBIX CPEJICTB OECIIaTHO U CO CKUJKOI;

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

- CIIUPTOCOIEPKAIINX JIEKAPCTBEHHBIX MPENapaToB UHANBUIYATbHOIO U3TOTOBJICHHUS.
(B pen. Ilpukaza Munznpascorpazsutust Poccun ot 20.01.2011 N 13n)

[Tpy BBIMUCBHIBAHUM TAKUX PELIETITOB Bpau JIOJDKEH CAeNaTh MOMETKY "XpoHHYeckoMy OoiabHOMY",
yKa3aTh CPOK JIEHCTBUS pelenTa ¥ NepUOAMYHOCTh OTIyCKa JIEKApCTBEHHBIX MPENnaparoB W3 alnTeyHOU
OpraHu3alyy (eXKeHeIeNbHO, eKEMECSYHO U T.I1.), 3aBEPUTh ITO yKa3aHHE CBOCH MOIMMCHIO M JIMYHOM
MeYaThlo, a TAKKE NMEYAThIO MEIUIIMHCKOW opranu3anuu "Jist perentos'.

(B pen. Ilpukaza Munznapascorpassutust Poccun ot 20.01.2011 N 13#1)

ITynkr 1.18 He npumensiercs ¢ 1 urons 2013 roma k MpaBOOTHOWIEHUSM, CBA3aHHBIM C HA3HAYEHUEM U
BBINMCBHIBAHUEM JIEKAPCTBEHHBIX IpenapaToB M MeauuuHckux usaenuit (Ilpukaz MunsnpaBa Poccun
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0T 26.02.2013 N 94n).

1.18. Penenit, He OTBEYAIOMIMIA XOTSI OB OTHOMY M3 TIEPEUNCIICHHBIX TPEOOBAHUN I COJIEPIKAIIUI
HECOBMECTHMBIE JIEKapCTBEHHbIE CPEJCTBA, CUNTACTCSA HEIEHCTBUTEIbHBIM.
(8B pen. [lpukaza Munznpascoupassutus Poccun ot 20.01.2011 N 13H)

B ciiyuae BO3MOKHOCTH YTOUHEHMS y Bpada WM APYroro MeIUIMHCKOr0 pabOTHHUKA, BBIMHUCABIIETO
pelenT, HauMEHOBAHUS JIEKAPCTBEHHOTO Tpernapara, ero J03UPOBKH, COBMECTUMOCTH U T.II., PAOOTHHUK
anTe4HO! OpraHu3aluy MOXET OTIIYCTUTh JIEKapCTBEHHBIH Mpenapar NalueHTy.

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

II. [TopsAOK BEIMMCBHIBAHUS PELIETITOB
Ha JIEKapCTBEHHbIE Mpenaparsl sl aMOyJIaTOPHOIO JIEYEHU s
IPaXKJaH B PaMKax OKa3aHHUs IOCYIapCTBEHHON COLMAIbHOU
IIOMOIIY U IPAXKIAH, UMEIOLINX IIPABO HA IOJIYyYCHHE
JIEKapCTBEHHBIX CPE/ICTB OECIIATHO U CO CKUJIKON
(B pen. Ilpukaza Munszapascomnpa3sutus Poccun ot 20.01.2011 N 13H)

[Tyt 2.1 He npumensiercs ¢ | uronsa 2013 roga Kk NpaBOOTHOLLIEHUSM, CBSI3aHHBIM C HA3HAYEHHUEM U
BBINKCBIBAHUEM JIEKAPCTBEHHBIX IpenaparoB U MeauuuHckux usnenuid (Ilpuka3z Munszapasa Poccun
0T 26.02.2013 N 94n).

2.1. CaMOCTOATENBHO JIEYallUM BPayoM MJIM BPauyOM-CIELMATUCTOM JIe4eOHO-NIPOPUIAKTHIECKOTO
YUpEXKJIEHUSI BBITUCBHIBAIOTCS PELENThl Ha JIEKApCTBEHHbIE Mpenaparbl A aMOyJaTOPHOrO JIEUEHHUS
IpaXkJaH B paMKaxX OKa3aHMs IOCyJapCTBEHHOM COLMAJIbHOM NOMOIIM M Tpak[JaH, UMEIOIIMX NpaBO Ha
MOJIyY€HUE JIEKapCTBEHHBIX CpEACTB OECIUIaTHO M CO CKUAKOW, B COOTBETCTBUM CO CTaHAApTaMU
MEIUIMHCKOW ITOMOIIY, 3a MWCKIIOUYEHUEM CIIydaeB HA3HAYEHUS, ONPEIENIECHHBIX NyHKTOM 2.4.1
Hacrosuen MHcTpykiuy.

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

[TynkT 2.2 He npumensiercs ¢ | uronsa 2013 roga Kk NpaBOOTHOLIEHUSM, CBSI3aHHBIM C Ha3HAYEHUEM U
BBINKCBIBAHUEM JIEKAPCTBEHHBIX IMpenaparoB U MenuiuHckux uzaenui (Ilpuka3 Munsnpasa Poccuu
0T 26.02.2013 N 94n).

2.2. IlpaBO caMOCTOSITENIBHO BBINHMCHIBATh PELENTHI JJIs IOJY4YEHUs B alTeYHOM OpraHu3aluu
JIEKapCTBEHHBIX CPEACTB I'pakJlaHaM B MOPAJIKE, YCTAHOBIEHHOM II. 2.1 HacTosimel MHCTpyKInu, UMEOT
TaKxe:

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

2.2.1. B mpexaenax cBO€il KOMIETEHIMHM BpayH, padOTaroliMe B MEAMLIMHCKOW OpraHu3aliu 0
COBMECTUTENIBCTBY;
(B pen. Ilpukaza Munsnapascorpassutust Poccun ot 20.01.2011 N 13#1)

2.2.2. Bpauu CTalMOHAPHBIX YUPEKICHUM COLMAIBHON 3aIUTHI U MUCIPABUTEIBHBIX YUPEKIACHUN
HE3aBUCUMO OT BEJOMCTBEHHOM ITPUHAIIEKHOCTH;
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2.2.3. BpauuM BEIOMCTBCHHBIX IMOJIHKIMHUK QeaepaibHoro (cyobekTa Poccuiickoit deneparm)
MOTYUHEHHUS:

- TpaKJaHaMm, UMEIONIMM CTaTyC MO MpOopeCcCHOHAILHOMY IPHU3HAKY, PacXoibl Ha OecIuIaTHOE
JIEKapCTBEHHOE 00ECIeYeHnEe KOTOPhIX B COOTBETCTBHHU C 3aKOHOIATENbCTBOM Poccuiickoit denepanuu
MMOKPBIBAIOTCS 32 CUET CPEACTB (heepanbHOro OrIKeTa;

- MHBIM KaTeropusM Ipa)</laH, pacXojbl Ha OecIJaTHOE JIEKAPCTBEHHOE 00ecleYeHue KOTOPhIX B
COOTBETCTBHUH C 3aKOHOAATENbCTBOM Poccuiickoit denepannu MOKPhIBAIOTCS 32 CYET CPEICTB OIOIKETOB
pa3UYHbIX YPOBHEH M 0053aTENBbHOIO0 MEIMIMHCKOIO CTPaxOBaHMs I10 COIJIACOBAHUIO U B IOPSJIKE,
OTIpeNIeNIIEMOM OpraHaMHU HCIOJHUTENbHONW BiacTH cyObekTa Poccuiickoit depepanuu, ecau B
Or0JKeTax COOTBETCTBYIOUIMX (heepalbHbIX OpPraHOB HCIOJHUTEIBHOW BIACTH HE BBIJEICHBI
(buHAHCOBBIE CPECTBA HA 3THU LIENH;

2.2.4. 4acTHONpPAKTHUKYIOILME Bpaud, padoTarolye MO JOroBOpY € TEPPUTOPUAIBHBIM OPraHOM
VIIpaBJICHUSI 3APABOOXPAHCHUEM W/WIM TEPPUTOPUAIBGHBIM (OHIOM 00S3aTEIBHOTO MEIUIITHCKOTO
CTpaxOBaHMs W OKa3bIBAIOIIME MEIMLUHCKYIO IMOMOIIb IpaXkJaHaM B paMKax HpPOTrpaMMbl OKa3aHUs
roCy/1apCTBEHHON COLMAIbHON MOMOIIM U Ipa)<JaHaM, UMEIOIUM IPaBO Ha MOJyYEHHUE JIEKAPCTBEHHbIX
IpenaparoB OECIIaTHO U CO CKUAKOH.

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

[Tynkr 2.3 He npumensiercs ¢ 1 urong 2013 roga Kk IpaBOOTHOIIEHUSIM, CBA3aHHBIM C Ha3HAYEHHEM U
BBIIMCHIBAHUEM JIEKAPCTBEHHBIX IpenapaToB M MeaunuHckux usaenuit (IIpuxaz Munsapasa Poccun
o1 26.02.2013 N 94H).

2.3. B 0co0bIx ciyuasx (TpoKMBaHHUE B CEITLCKOW MECTHOCTH, T/I€ HAXOAUTCS TOJIBKO MEIUIIMHCKAS
opraHmzaiys win ee 060co0JeHHOe MOoApa3eieHne, He UMEIoIee Bpaya) pelenThl Ha JIeKapCTBEHHbBIC
mpermapaTsl i aMOyJIaTOPHOTO JICYCHHS TPaXJIaH B paMKax OKa3aHHUS TOCYJAapCTBEHHOW COIMAILHOM
MOMOIIM U TPa)xaaH, UMEIIIUX MPAaBO Ha TOIy4YeHHE JIEKAPCTBEHHBIX MpenapaTroB OECIUIaTHO U CO
CKHJIKOM, MOTYT OBITh BBIMTMCAHBI CAMOCTOSATEIHHO BEIYIIUM TIpHEeM (DeITbIIepoM UiTH aKyImepKol Takon
MEIHUIIMHCKOW OpraHu3aIlii B COOTBETCTBUU C 1. 2.1 HacTosAmei MHCTpyKIu.

[lepeyeHp MEOUIIMHCKUX OpraHM3allMii M MOPSAJOK JIEKapCTBEHHOIO 00ECleUYeHMs] yKa3aHHBIX
rpaxkJaH ONpEeNSIOTCs OpraHOM MCHOJIHUTENBbHOM BiacTu cyobekra Poccuiickoit denepannu B chepe
3JIpaBOOXPAHEHMS.

(m. 2.3 B pen. [Ipuxaza Munzapascoupazsutus Poccun ot 20.01.2011 N 13h)

ITynkr 2.4 ve npumensiercs ¢ 1 urona 2013 roga Kk NpaBOOTHOIIEHUSAM, CBA3aHHBIM C Ha3HAYEHHEM H
BBINMCBHIBAHUEM JIEKAPCTBEHHBIX IpemnapaToB U MeaunuHckux usgenuil (ITpuxaz Munsapasa Poccun
0T 26.02.2013 N 94n).

2.4. BeinuchIBaHUE PELENTOB Ha JIEKapCTBEHHbIE MPenapathl g aMOyJIaTOPHOTO JISUEHUs TPaKIaH
B paMKax OKa3aHUs rOCyJapCTBEHHON COLMaIbHON MOMOIIYU U FPpayKAaH, UMEIOIIMX IPAaBO Ha MOJTy4yeHHe
JIEKapCTBEHHBIX MPENapaToB OECIIaTHO U CO CKUAKON, OCYIIECTBISIETCS:
(8B pen. [Ipukaza Munznpascoupazsutus Poccun ot 20.01.2011 N 13h)

KOHchIbTaHTHJIIOC www.consultant.ru Crpanuna 27 u3 47

HaJeKHasl IpaBoBasi NOAIEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/

IIpuxa3 Munsapasconpassutus Poccun ot 12.02.2007 N 110
(pen. ot 26.02.2013)
"O nopsKe Ha3HAYCHHS U BBIICHIBAHUS JICKAPCTBE...

Joxyment npenoctasien Koncynsrantllmoc
Jara coxpanenus: 02.01.2019

2.4.1. BpauaMu-CIIeIUATUCTAMU:

- Ha HApKOTHYECKHUE cpexncrtsa " MIPOTHBOOITYXOJICBBIC npenapaTsl
(OHKOJIOTHYECKHM/TEMAaTOJIOTUIECKUM  OOJIbHBIM) - OHKOJIOTOM W/WJIM TE€MaToJIOTOM, He(dpoJIorom,
PEBMATOJIOTOM U JIp.;

- HA UMMYHOMOJYJIATOPHI - T€MaTOJIOTOM H/WIIM OHKOJIOTOM (TIOCI]Ie MPOBEACHUS JIy4€BOH W/WIN
XUMUOTEpANnU, Nepecajku KOCTHOrO Mosra), umMmyHosioroM (OosnenHeiM CIIMoM wim apyrumu
TSOKEJIBIMU HApYLIEHUSIMM UMMYHUTETA), TPAHCIJIAHTOJIOrOM (IIOCie IEpecajkd OpPraHoOB U TKaHEH),
PEBMATOJIOTOM U MHBIMU CHELIMAINCTaMH;

- Ha IPOTUBOTYOEPKYJIe3HbIE MIpenapaTsl - (HTU3UATPOM;

- Ha npoTuBojguabeTHyeckue (OOJBHBIM CaxapHbIM Jua0eTOM) M IpOYUe JIEKapCTBEHHbIE
IpenapaTsl, BIUSIOUIME HA SHIOKPUHHYIO CHCTEMY, - SHJOKPUHOJIOIOM, B HOPSAJKE, ONpPEAEICHHOM B
nyHkTe 2.4 UHCTpyKIMK 0 MOpsAKE Ha3HAYEHUs JIEKAPCTBEHHBIX MpenaparoB (mpuioxkenue N 12).

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

HpI/I OTCYTCTBHUU YKa3aHHBIX CIICIUAIMCTOB BBIIIMCBIBAHUC JIBI'OTHBIX PCHCITOB B 3THX ClIydasX
IMPOU3BOJUTCA JICHAIIUM BpadoOM IO PCIICHHUIO Bpaqe6H0171 KOMUCCHH ITOJIMKIINHUKHU,

2.4.2. neyamuyM BpauyoOM WU BPavyOM-CIEIUAIUCTOM TOJIBKO MO PEIIEHUI0 BpaueOHOW KOMHUCCHH
MEIULUHCKOW OpraHU3aluu:
(B pen. ITpukaza Munznpascorpa3sutus Poccun ot 20.01.2011 N 13H)

- Ha ncuxoTtponHsie BemecrBa cnuckoB Il u III, uHbIEe JIeKapCTBEHHBIE CpPENCTBa, MOJJIEKAIIUE
MPEeIMETHO-KOJIMYECTBEHHOMY y4eTy, aHaOOIUYECKHe CTEPOUIbI;

- Ha Hapkotudeckue cpenctBa Crnucka Il OonbHBIM, HE CTpaJalOMIUM OHKOJOTUYECKUM
(remaTonoruyeckuM) 3ab0IeBaHUEM;

B cBs3u ¢ gomymieHHO#M omeuyaTkod muUcbMoM MuHznpascorpa3sutusi Poccun ot 24.05.2007 N
4185-BC, kotopoe He Mpoxoauio perucrpauuio B MunHtocre Poccun, yrouHeHo, 4To "Bpad MOMKET
CaMOCTOSITEIIEHO BBHIMTMCHIBATH OJHOMY OOJLHOMY He 0oJiee 5 HAMMEHOBAaHUH JICKAPCTBCHHBIX CPEICTB
€MHOBPEMEHHO (B TeueHHe CyTok) M He Ooinee 10 nHammeHoBaHmii B TeueHue 1 wmecsma. [lpum
BBITMIMCHIBAHUY OOJIBIIIETO KOJMYECTBA JICKAPCTBEHHBIX CPEICTB Bpad 005S3aH COTIACOBATh Ha3HAUCHUE
¢ BpaueOHON KOMHUCCHEH JeueOHO-MPOGUIAKTHIECKOTO YUpEeKIeHus" .

- Ha JIGKapCTBEHHBIC Iperaparhl, Ha3HAYaeMble JICYANIMM BpPAa4OM M BpavyaMH-CICIAATHCTAMH,
OJTHOMY OOJIbHOMY B KOJMUYECTBE MATH HAMMEHOBAHUH U O0Jiee OJJHOMOMEHTHO (B TE€YEHHE OJHUX CYTOK)
WM CBBIIIE JIECATH HANMEHOBAHUH B TEYCHUE OHOTO MECSIIa,

(8B pen. IIpukazo Munzapascoupassutus Poccun ot 25.09.2009 N 7944, ot 20.01.2011 N 13H)

- Ha JIEKapCTBEHHbIE NpenapaTrbl B CiIy4asX HETUIUYHOTO TeueHUs OOJIe3HM, MpU HaJIUYUU
OCJIO)KHEHUH OCHOBHOT'O 3a00JieBaHMsI W/MIM COYETAaHHBIX 3a00JIeBaHUI, MpPU HA3HAUYEHUHM OIACHBIX
KOMOMHAIM JIEeKapCTBEHHBIX CPEJICTB, a TAK)KE MPU UHIUBUAYATbHON HEMEPEHOCUMOCTH.
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2.5. Yrparuin cuny. - [lpukaz Munszapascoupassutus Poccun ot 27.08.2007 N 560.

[TynkT 2.6 He npumensiercst ¢ 1 uronst 2013 roga Kk NpaBOOTHOIICHUSAM, CBSI3aHHBIM C Ha3HAYEHUEM U

BBIIMCBHIBAHUEM JIEKAPCTBEHHBIX IIpenapaToB M MeauuuHckux usaenuit (Ilpuxaz Munsapasa Poccun
0T 26.02.2013 N 94n).

2.6. He nomyckaercst BBIMMCHIBAHUE PELIETITOB HA JIEKAPCTBEHHBIE MpPEMapaThl s aMOyJIaTOPHOTO
JIeYeHUs TpaXKJaH B paMKaxX OKa3aHUs T'OCYJApCTBEHHOW COLMAIbHOW MOMOIIM W Tpa)KaaH, UMEOIIUX
MpaBO HA TMOJYYCHHWE JICKAPCTBEHHBIX IMpEmapaToB OECmIaTHO W CO CKUIKOH, Bpadamu
CaHATOPHO-KYPOPTHBIX YUPEXKACHUN, BpadyaMH CTAllMOHAPHBIX YYPEXKACHWUH, B T.4. JHEBHBIX (3a
HCKJIIOYEHUEM CTallMOHAPHBIX YUPEXKIACHUN COLMAIBHOM 3alllMTHI), a TAaKXKe BpauyaMHU MEAUIIMHCKHUX
OpraHM3alii B MEpPUOJA HAXOXACHHUS OOJbHBIX Ha CTAllMOHAPHOM JIEYEHUH B COOTBETCTBHH C
JICACTBYIOLIUM MOPSAIKOM.

(B pen. ITpukaza Munznpascorpa3sutust Poccun ot 20.01.2011 N 13H)

YacTHONPAKTUKYIOIKMM BpadyaM 3alpeliacTcs BHIIUCHIBATD PELIENTHI Ha JIEKAPCTBEHHbIE IIPEraparhbl
Ui aMOyJIaTOPHOTO JIeYeHHs IpakJaH B pPaMKax OKa3aHUS roCylapCTBEHHOM COLMAJbHOM MOMOIIM U
rpa)x<1aH, UMEIOLUX MPaBO Ha IOJY4YEHHE JIEKAPCTBEHHBIX IPEnapaToB OECIUIATHO M CO CKHUJKOH, 3a
HCKJIFOYEHHUEM CIIy4aeB, YKa3aHHbIX B MyHKTE 2.2.4 Hactoswmed MHcTpykiuu.
(B pen. [Ipukasza Munznpascoupassutus Poccun ot 20.01.2011 N 13H)

[Tynkr 2.7 ve npumensiercs ¢ 1 urona 2013 roga Kk IpaBOOTHOIIEHUSM, CB3aHHBIM C Ha3HAYEHHEM U

BBIIMCHIBAHUEM JIEKAPCTBEHHBIX IpenapaToB M MeauuuHckux usaenuit (IIpuxaz Munsapasa Poccun
ot 26.02.2013 N 94n).

2.7. Ha3zHauyeHHe JIEKapCTBEHHBIX IpenapaToB A aMOyJaTOPHOTO JIEUEHHUs TpaXKIaH B paMKax
OKa3aHUsl TOCYJApCTBEHHOW COLMAJIBHOM IIOMOUIM M TpaXJaH, HMEIIUX IpaBO Ha IMOJIy4E€HUE
JIEKapCTBEHHBIX IIpernapaToB OECIJIaTHO M CO CKUAKOM, oOTpaxaercs B MEIUIIMHCKOM KapTe
amMOynaTOpHOro OOJBHOTO B TMOPSJIKE, MPEeayCMOTpEHHOM NyHKToM 1.6 MHcTpyknum o mnopsake
Ha3HAYeHMUs JIEKapCTBEHHbIX mpemnaparoB (mpwiokenne N 12), mynkramu 1.2 - 1.10 Hacrosmeit
WHcTpykuuu, ¢ ykazaHMeM HOMepa pelenTta M B TajloHe aMOyJaTOpHOrO MAalMeHTa, YTBEPXKIEHHOM B
YCTaHOBJICHHOM MOPSJIKE.

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

[Ipy BBIMUCBIBAHMM PELENTOB Ha JIEKAPCTBEHHBIE IIpemapaTsl g aMOyJaTOpPHOIO JIeUeHUs
IpaXkJaH B paMKaxX OKa3aHHUs IOCyJapCTBEHHOM COLMAIBHOM MOMOIIM M IpakJaH, UMEIOIIMX IPaBO Ha
MOJTyYeHHE JIEKApCTBEHHBIX IPENapaToB OECIUIATHO M CO CKUJAKOHM, 00S3aTENBbHO YKa3bIBAE€TCS HOMEP
TenedoHa, Mo KOTOpOMYy pabOTHHMK amnTEeYHOH OpraHu3ali MOXET COIJacoBaTh C JIEYallldM BpauoM
(BpauoM-crierMaIicToM, BpaueOHON KOMHCCHENH MEIUIIMHCKON OpraHu3alui) CUHOHUMHYECKYIO 3aMEeHY
JIEKapCTBEHHOI'O IIperapara.

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

[Tynktel 2.8 - 2.9 He mpumensitorca ¢ 1 umrons 2013 roga kK IpaBOOTHOLIEHMSIM, CBSI3aHHBIM C
Ha3HAYCHHEM WU BBINHCHIBAHUEM JIEKAPCTBEHHBIX IpernaparoB W MeaunuHckux uzaenuit (ITpuxasz
Munsapasa Poccun ot 26.02.2013 N 94n).
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2.8. Penenit Ha penentypHom 6nanke popmber N 148-1/y-04 (;1) u N 148-1/y-06 (;1) BeITUCHIBaeTCA
BpauoM ((enpaiiepoM) B 3-xX 3K3eMIUIIpax, ¢ ABYMS SK3EMIUIIpaMH KOTOPOro O0JIbHOW oOpaluaercs B
anTeuHyro opraHuzauuio. IlocmeaHuil sKk3emIuIsip peuenta IOAKJIEUBAETCS B aMOYNAaTOPHYIO KapTy
00JIbHOTO.

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

2.9. Hapkotuueckue cpeacTa u rncuxoTporHbie BemectBa Crmcka 1 jyst amOGynaropHOro jgedeHust
TPpaXJaH B paMKax OKa3aHUs rOCYJapCTBEHHON COIMAIbHOM MOMOIIM M Tpa)aaH, UMEIOIIUX MPaBO Ha
MOJIy4eHUE JIEKaPCTBEHHBIX IPernapaToB OECIJIaTHO M CO CKUIKOM, BBINKCHIBAIOTCS Ha CIELHUaIbHOM
pelenTypHoM OlaHKe Ha HApKOTHUYECKOE CPEICTBO M ICHXOTPOMHOE BEUIECTBO, K KOTOPOMY
JIOTIOJTHUTEIHLHO BBIMMCHIBAIOTCS PEIIENTHI Ha perenTypHoM Onanke ¢popmbl N 148-1/y-04 (1) wuu popmbl
N 148-1/y-06 ().

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

[lcuxotponubie BemectBa Cnucka I, wHBIE JEKapCTBEHHBIE CPENCTBA, MOJICKAIINE
IIPEIMETHO-KOJIMYECTBEHHOMY Y4eTy, aHa0OJIMYeCKHUe CTEPOU/Ibl, IPeIHA3HAYEeHHbIE 17151 aMOyJIaTOPHOTO
JIeYeHHs TPaXJaH B paMKaxX T'OCYAApCTBEHHOM COIUAILHOW TOMOIIM M TpaXKIaH, UMEIOIIUX IpaBo Ha
NIOJIyYeHHE JICKApCTBEHHBIX MpenapaToB OECIIaATHO U CO CKUAKOHM, BBINHCBIBAIOTCS HA PELENTYPHOM
omanke N 148-1/y-88, k KOTOpOMY JAONOJHHUTEIBHO BBHIUCHIBAIOTCS PELIENTHl HA PEeUENTYpHOM OJaHKe
¢dopmbl N 148-1/y-04 (1) unu popmbt N 148-1/y-06 (11).

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

ITynkt 2.10 He npumensietrcs ¢ 1 urons 2013 rona k mpaBOOTHOLIECHUSIM, CBA3aHHBIM C HA3HAYEHUEM U
BBIIMCHIBAHUEM JIEKAPCTBEHHBIX IpenapaToB U MeaunuHckux usaenuit (IIpuxaz Munsapasa Poccun
oT 26.02.2013 N 94n).

2.10. Ins obecrnieueHuss HAPKOTUUECKUMH CPEICTBAMU M IMCUXOTPOIHBIMU BeUIeCTBaMH OOJIbHbBIE
MPUKPEIUIAIOTCA K KOHKPETHOM MEIUIMHCKOM M alTeYyHOW OpraHm3alusM 10 MECTy >KUTEIbCTBA B
TOPSI/IKE, OMPEEIISIEMOM OPraHOM UCIIOJIHUTENbHOM BiacTH cyobekTa Poccuiickoit denepanuu B chepe
3IpaBOOXPAHEHHUS.

(m. 2.10 B pen. [Ipuxaza Munzapasconpassutus Poccun ot 20.01.2011 N 13H)

Koncynprantllntoc: npumeuanue.

C 1 wrons 2016 roma Ha H3rOTOBJIEHHWE W OTHYCK JIEKAPCTBEHHBIX MPENapaTroB anTEeYHBIMU
OpraHu3alMsiMM M WHAMBUIYalIbHBIMM  MpeANpUHUMATEIsIMM, B  TOM  YHCIe  TIO
TpeOOBaHUSAM-HAKIAIHBIM MEIULMHCKUX OpraHu3anuil pacrnpoctpanstorcs [IpaBuna M3roroBneHus u
OTIIYCKa JIEKapCTBEHHBIX IIpenaparos, yTB. [Ipukazom Munsapasa Poccun ot 26.10.2015 N 7514.

II1. TTopsinox opopmieHus
TpeOOBaHUI-HAKIIAIHBIX B alITEUHYIO OPraHU3aLUIO Ha MOJTyYeHHe
JIEKapCTBEHHBIX MPENapaToB JUIsl MEAUIIMHCKUX OpraHu3alui
(B pexn. IIpukaza Munznpascomnpassutust Poccun ot 20.01.2011 N 13#n)

3.1. Jlns obecrieuenust Jie4eOHO-IUArHOCTUYECKOTO TpoIlecca MEIUIMHCKUE OpraHu3alud
MOJTy4aroT JICKAPCTBEHHBIE TMperapaThl W3 AanTeYHOW OpraHU3aluu 10 TpeOOBaHUSIM-HAKIATHBIM,
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YTBEPKJICHHBIM B YCTAHOBJICHHOM MOPSIKE.
(B pen. ITpukaza Munznpascorpazsutust Poccun ot 20.01.2011 N 13H)

TpeOoBaHue-HaKIIaHAS HA TOJTYYCHHE U3 ANTCYHBIX OPraHMU3AIMKA JICKApPCTBEHHBIX IPErapaTroB
JOJKHA UMETh HITaMII, KPYTIIYIO Me4aTh MEIUIIMHCKON OpraHu3alnu, NOANICh €€ PYKOBOAUTENS WU €r0o
3aMEeCTUTES 110 JIe4eOHOM YacTH.

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

B TpebGoBaHMU-HAKIAAHOW YKa3bIBa€TCS HOMEp, JaTa COCTABICHHS IOKYMEHTA, OTIPABUTEIb H
HoJryyarenib JIEKapCTBEHHOI'O IpernapaTra, HaMMEHOBAHUE JIEKapCTBEHHOIO IpenapaTta (C yKa3aHUEM
J03UPOBKH, (POPMBI BBITTyCKa (TaOJIETKH, aMITyJIbl, Ma3H, CYIIO3UTOPUU U T.I1.), BUJ YIIAKOBKHU (KOPOOKH,
(GnakoHbl, TYObl M T.I.), CIIOCOO NMPUMEHEHUs (V11 MHBEKLMH, AJS HAPYXKHOrO IPUMEHEHHUs, Ipuema
BHYTpb, IVIa3HbIE KAIJIM U T.II.), KOJMYECTBO 3aTpeOOBaHHBIX JIEKAPCTBEHHBIX IPENapaToB, KOJIUMUYECTBO U
CTOMMOCTb OTIYIIEHHBIX JIEKAPCTBEHHBIX IIPENapaToB.

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

HanmeHoBaHuUs 1I€KapCTBEHHBIX MPENapaToB MUIIYTCS Ha JJATUHCKOM SI3bIKE.
(B pen. [Ipukasza Munsnpascoupazsutus Poccun ot 20.01.2011 N 13Hn)

TpeGoBanus-HaKIIaHbIE HA JIEKAPCTBEHHBIE CPECTBA, MOUICKAIINE TPEAMETHO-KOINYECTBEHHOMY
y4eTy, BBINUCBHIBAIOTCS Ha OTICIBHBIX OJIAHKAX TPEeOOBAHWW-HAKIAAHBIX JUIS KaKIOW TPYIIITHI
MpernapaToB.

MeauuuHCKUE OpraHu3allid  IPU  COCTaBICHUM 3asiBOK Ha HApKOTHYECKHE CpEeACTBA U
ncuxotponHsle BeuiectBa cnuckoB Il m III 1omKHBI PyKOBOJCTBOBATBHCS pacueTHBIMH HOpPMAaTHBAMH,
YTBEP’KIACHHBIMU B YCTAaHOBJIEHHOM IOPSIJIKE.

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

3.2. TpeOGoBaHusA-HAKIAHbIE CTPYKTYPHOTO TIOJApA3ACICHUS MEIUIIMHCKOW  OpraHu3aiiu
(xabuHeTa, OT/IETICHHS | T.I1.) Ha JIGKAPCTBEHHBIE MPEMapaThl, HAIIPABISIEMbIE B alITEYHYIO OpraHU3aIHUIo,
opOpMIISIOTCSL B TIOpAJZIKE, OmMpeaesieHHOM TyHKTOM 3.1 Hactosimei WHCTpyKIMU, MOAMHCHIBAIOTCS
PYKOBOJUTENEM COOTBETCTBYIOIIETO TOApa3AeNeHUusT U OQOPMISIOTCS IITaMIOM  METUIIUHCKOM
OpraHu3alyy.

[Tpu BBIMUCBHIBAHUU JIEKAPCTBEHHOTO Mpernapara Uil WHIUBUAYATbHOTO OOJIBHOTO JOTOTHUTEIHHO
YKa3bIBaeTCs €ro (haMIiis 1 MHUITHAIIBI, HOMEp UCTOpUU OOJIe3HHU.
(m. 3.2 B pen. IIpukaza Munzapascoupasputus Poccun ot 20.01.2011 N 13n)

3.3. Cromaronoru, 3yOHbI€ Bpaud MOTYT BBIITUCHIBATH 32 CBOCH MOMANKCHIO TPEOOBAHUSI-HAKIIATHBIE
TOJILKO Ha JIEKApCTBEHHBIC INpenapaThl, MPUMEHseMble B CTOMAaTOJIOTMYECKOM KabuHere, Oe3 IpaBa
BBIJIAYX UX MAIIMEHTaM Ha PyKH.

(8 pen. Ilpukaza Munznapascorpassutust Poccun ot 20.01.2011 N 13#1)

3.4. TpeOoBaHus Ha SJIOBUTHIE JIEKAPCTBEHHBIE CPEJCTBA, KPOME IOJIUCU CTOMATOJIOra WIIU
3yOHOTro Bpaya, JOJKHBI UMETh OJANHUCh PYKOBOAUTEINS YUPEKICHUS (OT/IEIEHUS) WIN €r0 3aMEeCTUTENsS
U KPYIUIYIO IIe4aTh MEAUIIMHCKOW OpraHu3aIiu.

(8B pen. IIpukasza Munsnpascoupazsutus Poccun ot 20.01.2011 N 13H)
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3.5. TpeOoBaHUS-HAKIAJAHbIE Ha OTIYCK YaCTHONPAKTUKYIOIIMM BpadaM JIEKapCTBEHHBIX
MpernapaToB (3a UCKIOYEHHUEM HApKOTUYECKUX CPEACTB U MCUXOTPOIHBIX BemiecTB cruckos I u III, a
TaKXXe JIEKAPCTBEHHBIX MPEMapaToB, COJEPKAIIUX ITH CPEICTBA U BEUIeCTBa) 0(OPMIIIOTCS B MOPSIIKE,
onpeaeneHHoM 1. 3.1 - 3.4 Hactosimeit MHCTpyKIMKM, HA OCHOBaHUHU JI0TOBOpPa KYIUIA-TIPOJIAKU MEXKITY
YaCTHONPAKTUKYIOIIMM BpauoOM U alTEUHOM OpraHu3aluei 1 JULEH3UN Ha MEJULMHCKYIO AEATEIbHOCTb,
BBIIAHHOH B YCTAHOBJIEHHOM TIOPSIJIKE.

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

3.6. B anreynbIx opranuzanusax TpeOOBaHUSA-HAKIAAHbBIC JIEYeOHO-TPOPUIAKTHUECKUX YUPEKIACHUN
Ha OTIMYCK HAPKOTHYECKUX CPEACTB M MCUXOTpoIHbIX BemecTB cruckoB II u Il xpausarcs B teuenue 10
JIET, HAa OTIYCK MHBIX JIEKAPCTBEHHBIX CPEICTB, MOMJIEKAIIMX MPEIMETHO-KOJINYECTBEHHOMY YYETy, - B
TE€YEHHUE 3-X JIET, OCTAIbHBIX TPYIIN JICKAPCTBEHHBIX MIPENAPATOB - B TEYEHUE OJIHOTO KAJICHIapHOTO Toja.
(B pen. ITpukaza Munznpascorpazsutus Poccun ot 20.01.2011 N 13H)

3.7. TpeOoBaHUs-HAKIAJAHBIE MEIUIMHCKUX OpPraHU3AMK JOJKHBI XPAHUTHCA B aANTEYHOU
OpraHM3aliy B YCJIOBUAX, 00€CMEeUNBAIOIINX COXPAHHOCTh, B COPOILIIOPOBAHHOM U OIEYATAHHOM BUJIE U
oopMIATECA B TOMA C YKa3aHUEM MECSIIIa U To/1a.

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

3.8. Ilo wucreyeHuu cpoka XpaHEHHUs TpeOOBaHMS-HAKIAIHBIE TMOMJIEKAT YHUUYTOXKEHHUIO B
MIPUCYTCTBUU WICHOB CO3JaBAaE€MOil B alTEYHOM OPraHu3aluyd KOMHCCHH, O YE€M COCTAaBIISIOTCS AKTHI,
(opMBI KOTOPBIX MPeAyCMOTpeHbI puioxkeHussMu N 3 u 4 k HacTosmei MHCTpyKIu.

(B pen. ITpukazor Munsznpascorpa3sutust Poccun ot 25.09.2009 N 7944, ot 20.01.2011 N 13H)

IV. KoHTpOJIb 3a BBIMMCHIBAHUEM PELIEITOB
1 TpeOOBaHM-HAKIIQAHBIX Ha JIEKapCTBEHHBIE MpenapaThl
(B pexn. IIpukaza Munznpascoupazsutus Poccun ot 20.01.2011 N 13#n)

4.1 - 4.4. Yrpatunu cuny ¢ 1 urons 2013 rona. - [Ipukas Munsnpasa Poccun ot 26.02.2013 N 94n.

CornacoBaHo

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

12.02.2007

[Ipunoxenne N 1

K MHCTpyKIIMM O mTopsiike
BBIIIMCBIBAHUS JIEKAPCTBEHHBIX
npenaparoB 1 0(hOPMIICHHSI PELICTITOB
U TpeOOBaHU-HAKIIAHBIX,
yTBepxkaeHHou [Ipukazom
Munsapascoupassutus Poccun

Koncyabrantllitoc
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ot 12 ¢deBpans 2007 r. N 110

I[MPEAEJIBHO AOITYCTUMOE KOJIMYECTBO
JIEKAPCTBEHHBLIX CPEJICTB JJI1 BBIIIMCBIBAHMA HA OJIUH PELIEIIT

Cnucok U3MEHSIIOIINX TOKYMEHTOB
(B pen. IIpukazoB Mun3znpascorpazsutust Poccun ot 25.09.2009 N 7944,
ot 20.01.2011 N 13#n)

Koncyabrantllitoc
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N HanmenoBanue jeKkapCTBEHHOTO dopma BbIITyCKa U KomnuectBo
n/m cpeacTBa J03MPOBKA
1. Bynpenopdun Tabnerku s 50 tabu.
CyOJIMHIBaJIBLHOTO MpUEMa
200 mxr u 400 MKT
2. bynpenopdun PacTtBop Mg unbEKIIUH,
aMITyJIbI
300 mxr/mi 1 mi 30 ammyn
300 Mkr/mi 2 M 15 ammyn
3. bynpenopdun TpancaepmanbHast
TepaneBTUYECKasi CUCTEMaA
35 MKr/4 20 macr.
52,5 MKr/4 8 miacr.
70 MKT/4 5 mnacr.
4. Hurunpokoaenn-perapa (AI'’K Kontunyc) TabneTku ans npueMa
BHYTPb
60 Mr 40 Tabm.
90 mr 30 Tabm.
120 mr 20 Tabm.
5. Junuaonop(mupuTpaMu) PactBOp M1 HHBEKIUH, 50 ammyn
amnyisl 0,75% 1o 2 M
6. Mopduna runpoxnopun PacTtBop 11 nHBEKIUH, 20 amnyn
ammynsl 10 mr B
1 M
7. OmHomnoH PactBOp mi1 HHBEKIUH, 10 ammyn
amiyissl 1% u 2% no 1 mn
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Ipuxa3 Munzapasconpassutust Poccun ot 12.02.2007 N 110

ior 63301 Rompucr npesceraner Koneymruel s
NOPAAKE Ha3HAYCHU W BBIITMCBIBAHUS JIEKAPCTBE...
8. [Ipomenon (TpuMeniepuIuHa THAPOXIOPUT) TabyeTku a1 npuema 50 Tabu.
BHYTpB 25 Mr
9. [Ipomenon (TpuMenepuuHa THAPOXIIOPUT) PactBop a1 UHBEKIUH,
amiynsl 1 u 2% no 1 mn 10 amnyn
mmpuil-Tioouku 1 u 2% mo 1| 10 mmpui-Tio6uKoB
MIT
10. Mopduna cynsdpat (MCT koHTHHYC WK TabneTku U Kancymbl
JPYTHE aHAIOTH MPOIOJKUTEIIEHOCTHIO MIPOJUICHHOTO JICUCTBUS JJIsI
neiicTBUS He MeHee 12 JacoB) npremMa BHYTpb
10 mr 160 Taba.
30 mr 60 Tabm.
60 mMr 20 tabm.
100 mr 20 Tabm.
200 mr 20 tabm.
11. [Tpocunon Tabnerku s OyKKaJIbHOTO 50 Tabu.
npuema 10 mr u 20 mr
12. IIpocumon PactBop mis uabEKIUN, 50 amnyn
amnynsl 10 mr B 1 M
13. DeHTaHun TpancnepmanbHas
TepaneBTUYECKas CUCTeMa
12,5 MKr/9ac 32 miacr.
25 mxr/4ac 16 mnacr.
50 Mkr/49ac 8 mtacr.
75 MKr/4ac 5 mnacr.
100 mkr/49ac 4 macr.

(m. 13 B pen. IIpukaza Munzapascornpazsutus Poccun ot 25.09.2009 N 794H)
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14. Koneun (kogenna ¢ocdar) [Topormox 021
15. KoMOnHUpOBaHHEIE JIEKApPCTBEHHBIC TabeTku, KarncyJibl, He Oonee 0,2 T <*>
Ipernaparsl, CoAepKalIre KOAeuH (KoJenHa pacTBOpPHI U T.1.
docdar)

(B pen. ITpukaza Munznpascorpazsutus Poccun ot 20.01.2011 N 13H)
16. OtunmopduHa TUAPOXIOpU (TUOHKH) [Topormox 0,2 T <**>
17. Amdenpamon (hernpaHoH) Tabnerku, npaxe 25 mr 50 Tabu.
18. XanbplHoH (TprazoiiaM) Ta6mnerku 250 Mkr 30 Tabm.
19. Hatpus okcubyrupar PactBop 114 ipuema BHYTpPb

66,7%, cuporn 11 mpueMa 2 ¢nakoHa

BHYTPb 5%
20. Odenpuna ruAPOXIOPUA U IpYTUE COIH ITopomox 0,6 T
adenpuna
21. Teodenpun, Teopenpun-H, Heo-teodenpun Tabnerku 30 tabu.
22. Conyran PactBop 50 mn 1 pnaxon
23. Cna3smosepanrus, Cnazmosepanrua-Heo Tabnerku 50 tabu.
24. Jlpyrue KoMOMHUPOBaHHBIE JIEKAPCTBEHHBIC TabneTku, TOPOIIKU U T.1I. 1 ynakoBka
TperapaTsl, CoAepIKamue dpeapruHa
THJIPOXJIOPH]L U TTO/JIeKAIINe
PEIMETHO-KOJIMIECTBEHHOMY YUETY

(B pen. ITpukaza Munznpascorpazsutust Poccun ot 20.01.2011 N 13H)
25. KoMmOnHUpOBaHHEIE JIEKApPCTBEHHBIC Kancynsl, mopomiku, cuport, 1 ymakoBka
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mpernaparsl, cofepxalire nceBaoddeapruna TaOJIETKU, )KUJIKOCTh JJIs
TUAPOXJIOPU U TOJIIEKAIIHE rpueMa BHYTpPb U T.]I.
PEIMETHO-KOJIHMUYECTBEHHOMY YUETY

(B pen. ITpukaza Munznpascorpa3sutus Poccun ot 20.01.2011 N 13H)
26. Kiodenun Tabnerku 0,075 mr, 0,15 mr 1 ymakoBka
27. [TaxukapnuHa ruipoRoaug [Topomox 1,21
28. AHa00IMYEeCKUE TOPMOHBI: Tabmerku, pacTBOp st 1 ynakoBka

Mertanapocrenoison, Oxcaniposnon Perabomm, UHBEKUUHN U T.J.

Hanpaponon, ®enobonumn, CuinaboauH u apyrue
29. KomOuHupoBaHHbIe JeKapCTBEHHbIE Karncynsl, TabneTku, cupor, 1 ynmakoBka

npemnaparsl, cofepxaiire GeHuInponaHoIaMUH KaruieThl U T.1I.

Y TIO/JIeXkKAIINE MPEIMETHO-KOIMYECTBEHHOMY

ydery
(8B pen. [Ipukaza Munznpascoupassutus Poccun ot 20.01.2011 N 13h)
30. denobapouTan Tabnerku 50 mr, 100 mMr 10 - 12 Tabnerok
31. ben3obapoutan (benzonan, berzobamir) Tabnerku 50 mr, 100 mMr 1 ymakoBka
32. [Tpumunon (I'ekcamunun, Muconus) Tabnetku 125 mr, 250 mr 1 ynakoBka
33. Byropdanon (Ctamon, Mopanon) PactBop a1t unbexuuit 2 10 ammyn
Mr/mi 1 Mo
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<*> [Ipu BBIMHMCHIBAHUU U OTITYCKE JIEKAPCTBEHHOTO MperapaTa MpOU3BOIUTCS MEPECUYET HA YUCTOE

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

<#*> B a3HpIX KallIiX M Ma3sx JUOHUH MOJKET BBINMCBHIBATBCSA B KOJIMYECTBaX A0 1 r mpu
HaJIMYUU yKa3aHus Bpada Ha peunente "llo cnenuanbHOMY Ha3Hau€HUIO', 3aBEPEHHOTO MOANKCHIO U
JINYHOM TeYaThiO Bpaya, MevaTblo MEIUIIMHCKOM opranu3auuu "{ns penentos".
(8B pen. [Ipukasza Munsnpascoupazsurus Poccun ot 20.01.2011 N 13H)

IIpumeyanue:

[Ipy BBINHCHIBAHUM HAPKOTHYECKHUX JIEKAPCTBEHHBIX MPENapaToB, HE MPEIyCMOTPEHHBIX
HACTOSIIUM MPHIOKEHUEM, UX TPEJICTBHO JIOMYCTUMOE KOJIMUECTBO JJISI BBIMUCHIBAHUS B OJHOM PELEIITEe
MOXET B ISATh pa3 MPEBbINIATh Pa30BYIO 103y, YKA3aHHYI0 B HHCTPYKIHMH IO MEAUIMHCKOMY
MIPUMEHEHUIO BHIMUCHIBAEMOTO JIEKAPCTBEHHOTO Iperapara.

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

[Tpunoxenue N 2

K MHCTpyKIIMM O TTopsiike
BBINIMCHIBAHUS JIEKAPCTBEHHBIX
npenapaTroB U 0(hOPMIICHHSI PELICTITOB
U TpeOOBaHMI-HAKIATHBIX,
yTBepxkIeHHou [Ipukazom
Munsapascoupassutus Poccun

ot 12 ¢eBpans 2007 r. N 110

BAXHEWIINUE PELIEIITYPHBIE COKPAIIIEHUS

Coxkpaienune ITosmHOE HanucaHue IlepeBon
aa ana 110, TIOPOBHY
ac.acid. acidum KHCJIOTa
amp. ampulla ammyJa
aq. aqua BOZA
aq. destill. aqua destillata JUCTUJUIMPOBAHHAs BOJA
but. butyrum Macyo (TBEpIoe)
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IIpuxa3 Munzapasconpassutust Poccun ot 12.02.2007 N 110

(pen. ot 26.02.2013)

"O MOPAAKE Ha3HAYCHU W BBIIIMCBIBAHUS JICKAPCTBE...

Joxyment npenoctasien Koncynsrantllmoc
Jara coxpanenus: 02.01.2019

comp., cps compositus (a, um) CJIOKHBIN
D. Da (Detur, Dentur) Brinaii (mycTh BBIZIaHO, ITYCTh OYJIET BBIJAHO)
D.S. Da, Signa Detur, Signetur Brigaii, 0003Ha4b
ITycth Oynet BrlgaHO, 0003HAYEHO
D.t.d. Da (Dentur) tales doses Beinaii (ITycts OyayT BbIIaHBI) TAKHE J03bI
Dil. dilutus pa3BeICHHBIN
div.in p.aeq. divide in partes aequales paszienu Ha paBHBIC YaCTH
extr. extractum 9KCTPAKT, BBITSKKA
f. fiat (fiant) [Tyctb 06pazyercs (0O6pazyroTcs)
qtt. qutta, guttae KaIuIs, Kamjiau
inf. infusum HacTOM
in amp. in ampullis B aMITyJ1ax
in tabl. in tab(u)lettis B Ta0JIeTKax
lin. linimentum JKUJIKas Ma3b
lig. liquor KUJKOCTh
m. pil. massa pilularum MUIIOJIbHAS Macca
M. Misce, Misceatur Cwmemaii (ITycts OyneT cmeriano)
N. numero YHCIIOM
ol. oleum Macyo (KUIKOE)
past. pasta nacra
Ppl. pilula MTUJIIOIIS
p-aeq. partes aequales paBHBIC YacTU
ppt., praec. praecipitatus OcaxxeHHBIN
pulv. pulvis ITopomok
g.s. quantum satis CKoJIbKO MOTpedyeTCsl, CKOIBKO HAO0
r., rad. radix KOpEHb
Rp. Recipe Bossmu
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IIpuxa3 Munzapasconpassutust Poccun ot 12.02.2007 N 110

(pen. ot 26.02.2013)

"O MOPAAKE Ha3HAYCHU W BBIIIMCBIBAHUS JICKAPCTBE...

Joxyment npenoctasien Koncynsrantllmoc
Jara coxpanenus: 02.01.2019

Rep. Repete, Repetatur [ToBTopu (ITycTh OyIeT MOBTOPEHO)
rhiz. rhizoma KOPHEBHIIIE
S. Signa, Signetur O603Hnausb (IIycte Oynmer 0603HAYEHO)
sem. semen cemst
simpl. simplex MIPOCTOMN
Sir. sirupus cupon
sol. solutio pacTtBop
supp. suppositorium cBeua
tabl. tab(u)letta TabyeTka
t-ra, tinct. tinctura HACTOMKa
ung. unquentum Ma3b
vitr. vitrum CKJISIHKA

[Tpunoxenne N 3

K MHCTpyKIIMM O TTOpsiike
BBIIIMCBIBAHNUS JIEKaPCTBEHHBIX
npenapaTroB U 0(hOPMIICHHSI PELICTITOB
U TpeOOBaHUN-HAKIIAHbIX,
yTBepxkIeHHou [Ipukazom
Munsapascoupassutus Poccun

ot 12 ¢espamns 2007 r. N 110

Cnucok 3MEHSIMUX JOKYMEHTOB
(8B pen. Ilpukaza Munznapascoupassutust Poccun ot 20.01.2011 N 13H)

AKT

00 YHUUTOXeHMM TpeOOoBaHMM-HaKJIQOHEIX OJIsA [NOJIyYeHUS
HAPKOTUYECKUX CPEeICTB M IICUXOTPOIIHEIX BeLEeCTB
IO MCTEUYEHMM CPOKOB MX XpaHeHusa <*>

or " " 200

Kommccusa B cocTaBe:

lpencenaTensb

IT.

Koncyabrantllitoc
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IIpuxa3 Munzapasconpassutust Poccun ot 12.02.2007 N 110
(per. ot 26.02.2013) Joxyment npenoctasien Koncynsrantllmoc

" Jlara coxpanenus: 02.01.2019
O nopsake Ha3HAYCHUS M BBIIMCHIBAHUS JICKApCTBE. ..

(momxHOCTE M @.M.0. IMOJHOCTBIO)

UJIeHEl KOMUCCUMN :

(momxHOCTE M @.M.0. IMIOJHOCTBLIO)

(momxHOCTE M @.M.0. IMOJHOCTBLI)

(momxHOCTE M @.M.0. IIOJIHOCTHLIO)

npouseejya " " 200 1. uU3BATUE U YHUUTOXEHNE B
TpeOOoBaHM/~HaKJIAOHLHX IJIA TOJIydeHUS

(HaMMeHOBaHMEe OopI'aHM3aLuM)
HAapPKOTUUECKUX CPEICTB U INCUXOTPOIIHBEIX BEIEeCTB 3a :
(Mmecsu, Tom)

Koncyabrantllitoc
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Ipuxa3 Munzapasconpassutust Poccun ot 12.02.2007 N 110
(pen. ot 26.02.2013)
"O nopsKe Ha3HAYCHHS U BBIMCHIBAHHS JICKAPCTBE...

Jokyment npenoctasier Koncynsrantlmoc

Jara coxpanenus: 02.01.2019

N HanmenoBanue jeKkapCTBEHHOTO Eanununa Howmep u nara KomanuectBo
n/m npemnapara, J03UpOBKa, BU U3MEpeHus TpeOoBaHUA-HAKIAA | TpeOOBaHUN-HAKIIA
JIEKapCTBEHHOM (POPMBI HOM JTHBIX
1 2 3 4 5
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IIpuxa3 Munzapasconpassutust Poccun ot 12.02.2007 N 110
(pen. ot 26.02.2013)
"O nopsKe Ha3HAYCHHS U BBIICHIBAHUS JICKAPCTBE...

Joxyment npenoctasien Koncynsrantllmoc
Jara coxpanenus: 02.01.2019

UToro IO aKTy YHUUTOXEHE IIyTeM CXMUTaHMsS WM paspelBa U
[IOCJIENYyIUET O 3aMauMBAaHMSA B PAaCTBOPEe XJIOPHOM WM3BECTU (HYXHOe
INONUYEPKHYTH) TpeBOBaHUM~HAKJIANHEIX .

(konmnyecTBO UMdpPaMM ¥ OPOIUCHI)

[lpencenaTesyib KOMUCCUM :

(momnmce)

UJIeHEl KOMUCCUMU :

(momnuce)

(momnmce)

(momnmce)

<*> AKT 0(pOpMIISETCS €KEMECTIHO.

[Ipunoxenue N 4

K MHCTpyKIIMM O nTopsiake
BBIIIMCBIBAHUS JIEKAPCTBEHHBIX
npenaparoB U 0(h)OPMIICHHSI PELICTITOB
U TpeOOBaHUN-HAKIIAHBIX,
yTBepkaeHHoU [Ipukazom
Munsapascoupassutus Poccun

ot 12 ¢espamns 2007 r. N 110

AKT
00 YHUUTOXEHMM TpeboBaHMM-HaKJIaOHBIX
OJIA TIOJIyYEeHMA MHBEIX JIEKAPCTBEHHEIX CPEeICTB, I[IOOJIeXAallMX
NpeIMeTHO-KOJIMUECTBEHHOMY ydeTy, [0 MCTeUYeHUM CPOKOB
X XpaHeHusa <*>

or " " 200 1. N

Kommccusa B cocTase:

[lpencenatTesib

(mosmxHocTe M ©.M.0. MOJIHOCTLIO)

UJIeHBE KOMMCCUU :

(mosmxHOCTE M ©.M.O. TMOJIHOCTBI)

(mosmxHocTe M ©./M.0. MOJIHOCTHLIO)

(mosmxHOCTE M ©.M.O. TMOJIHOCTHI)
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IIpuxa3 Munzapasconpassutust Poccun ot 12.02.2007 N 110
(pen. ot 26.02.2013)
"O nopsKe Ha3HAYCHHS U BBIICHIBAHUS JICKAPCTBE...

Joxyment npenoctasien Koncynsrantllmoc
Jara coxpanenus: 02.01.2019

npouseejya " " 200 1. uU3BATUE U YHUUTOXEHNE B
TpeOOBaAHUM-HAKJIAOHEIX IJIA [OJIyYeHNA

(HaMMeHOBaHMEe OopI'aHM3aluM)
VIHBIX JIEKapPCTBEHHEIX CpenCcTB, NOoIJexXallMx NpelIMeTHO-KOJIMUeCTBEHHOMY
yueTry, 3a B KOJIMUECTBE MTYK .
(mecsaw, rTom) (umbpaMy M MNPONMCHIO)

TpeboBaHMA-HaKJIAOHEE YHMUTOXEHE I[IYyTEM CXUI'aHUS UM pa3pblBa U
nocyienymomero 3aMaurBaHMg B PAaCTBOPE XJIOPHOM M3BEeCTU (HYXHOE
MIOOUYEPKHYTH) .

[lpencenaTesyib KOMUCCUM :

(momnuce)

UJjieHBE KOMMUCCUM :

(momnmce)

(momnmce)

(momnmce)

<*> AKT 0OopMIISETCS €KEMECIIHO.

[Tpunoxxenne 14 He npumensercs ¢ | wmrona 2013 roma K NPaBOOTHOIIEHUSM, CBSI3aHHBIM C
Ha3HAYCHHEM U BBIINMCHIBAHUEM JIEKAPCTBEHHBIX NpenapatoB W MmeauuuHckux wuzgenuid (Ilpukas
Munszapasa Poccun ot 26.02.2013 N 94n).

[Ipunoxenne N 14

k [Ipuka3zy
Mun3sapasconpassutust Poccun
ot 12 ¢espans 2007 r. N 110

MHCTPYKUUA
O NOPAAKE HA3BHAYEHUA U BbINMUCbIBAHUA U3OENUA
MEOUUUHCKOIO HASHAYEHUA U CNELUWATIM3UPOBAHHbIX MPOAYKTOB
NEYEBHOIO NUTAHUA OANA OETEN-UHBANUAOOB

Cnucok 3MEHSIOMUX JOKYMEHTOB
(8B pen. Ilpukaza Munznapasconpassutust Poccun ot 20.01.2011 N 13H)

1. I/ISILCJ'II/IH MCIUIMHCKOTO HA3HAYCHUA U CHCHUAIIU3UPOBAHHBIC MPOAYKTHI JeYCOHOTO MUTAHUS
JJIA JleTeI\/’I—I/IHBaJ'II/IJIOB Ha3HA4YarOTCA W BBIINHUCBIBAIOTCA B paMKaxX MIPE€AOCTaBJICHUA OTACIbHBIM
KaTCropusiaM rpaxxaaH FOcyﬂapCTBCHHOﬁ COHH&HBHOﬁ IIOMOIIIH B BUAC Ha60pa COMAJIBHBIX YCIIYT.
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IIpuxa3 Munzapasconpassutust Poccun ot 12.02.2007 N 110
(pen. ot 26.02.2013)
"O nopsKe Ha3HAYCHHS U BBIICHIBAHUS JICKAPCTBE...

Joxyment npenoctasien Koncynsrantllmoc
Jara coxpanenus: 02.01.2019

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

2. V3nenust MEIMIMHCKOTO Ha3HAUYEHUS HA3HAYAIOTCS M BBITUCHIBAIOTCS Bpadamu ((enbamepamu)
MEIUIUHCKUX OPTaHU3aMi, OKA3bIBAIOIINX MEPBUYHYIO MEAUKO-CAHUTAPHYIO TTOMOIIb.
(B pen. ITpukaza Munznpascorpazsutust Poccun ot 20.01.2011 N 13H)

Crenuanu3upoBaHHbIe TPOAYKTH JIEUEOHOrO0 THUTAHUS IS JIETCH-MHBAIUIOB HA3HAYAIOTCS
BpayaMy MEIUIIMHCKUX OpraHu3aluii, OKa3bIBAIOIIUX MEIUKO-TEHETUYECKYIO TTIOMOIIlb, U BBIIHCHIBAIOTCS
BpayaMd  MEIMIIMHCKUX OpTraHM3alui, OKAa3bIBAIOIIMX MEIUKO-TEHETUYECKYI0 TMOMOIb, WIH
BpauyaMHu-CHeIaICTaMu (B cllydae HMX OTCYTCTBHS JieHallldM BpauoM) MEIULHUHCKHUX OpraHHu3alluil,
OKa3bIBAIOIINX MMEPBUYHYIO MEIUKO-CAHUTAPHYIO TTOMOIIIb.

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

3. PGHGHTBI BBIIIUCBIBAIOTCA Ha HU3ACIUA MCIUIHUHCKOIO HA3HAYCHHA U CIHCHUAIM3UPOBAHHBLIC
IIPOAYKTHI JIEYEOHOI0 MUTAHUS JJIA ﬂeTeﬁ-HHBaﬂHHOB, BKIFOUCHHBIC B IICPCUHU H3,Z[CJII/II>'I MCOULMHCKOI'O
Ha3HA4YCHUA W CIHCHHUAIM3UPOBAHHBIX IIPOAYKTOB JIe4eOHOTO  IHTaHMS JUIA ILGTGI‘/JI-I/IHBaJII/IIIOB,
YTBCPIKAACMBIC B YCTAHOBJICHHOM ITOPSAAKE.

4. PerienThl BBIMUCHIBAIOTCS HA pelenTypHbIX Omankax ¢popmbl N 148-1/y-04 (;1) u N 148-1/y-06 (1)
B COOTBETCTBUU C TpeOOBaHUAMH, NpeaycMoTpeHHbIMU pazaenamu [ u II MHcrpyknum o nopsake
BBINMCHIBAHUS JIEKAPCTBEHHBIX MPENapaToB M OQOPMIICHHS pPELUenToB M TpeOOBaHUK-HAKIIATHBIX
(mpunoxxenue N 13).
(8B pen. [Ipukasza Munznpascoupassutus Poccun ot 20.01.2011 N 13H)

5. Ilpu BBIIMCHIBAHUM XPOHMYECKUM OOJIBHBIM PELENTOB Ha CHEIMAIU3UPOBAHHbBIE MPOIYKTHI
Je4eOHOro MUTAHUS 7S AeTeH-UHBAJINI0B BpauaM pa3peliaeTcs yCTaHaBIUBATh CPOK JEHCTBUS peLenTa
B IIpeJeIax 10 OAHOrO roja.

[Ipu BBIMUCBHIBAHUYU TaKUX PEIENITOB Bpay JOKEH cleNaTh MOMETKY "XpoHUdYecKkoMy OoibHOMY",
yKa3zaTb CpOK JEHCTBUS peleNnTa M MNEPUOAUYHOCTh OTIYCKAa CIEHHUAIM3UPOBAHHBIX IPOAYKTOB
Je4e0HOro MUTaHUS Ul JeTel-UHBAIUIOB U3 allTE€YHOro y4pexkaeHus (opraHusainuu) (€KeHEIeNbHO,
€XKEMECSIUHO U T.II.), 3aBEPUTh 3TO yKa3aHHE CBOEH MOANMUCHIO M JIMYHOM IMEYaThIo, a TAKXKE MeYaThio
MEIUIIMHCKOUW opranmu3aruu "J{ns pementos".

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

ITpunoxenne 15 ve npumensiercs ¢ 1 urons 2013 roga k MpaBOOTHOIIEHUSIM, CBA3aHHBIM C XPAHEHHEM
peLenTypHbIX OJAHKOB Ha JICKApCTBEHHbIE Mpenaparbl  MeauiuHckue usaenus ([Ipuka3 Munsapasa
Poccum ot 26.02.2013 N 94n).

[Ipunoxenne N 15

K [Ipukazy
Munsapascoupassutus Poccun
ot 12 ¢eBpans 2007 r. N 110
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IIpuxa3 Munzapasconpassutust Poccun ot 12.02.2007 N 110
(pen. ot 26.02.2013)
"O nopsKe Ha3HAYCHHS U BBIICHIBAHUS JICKAPCTBE...

Joxyment npenoctasien Koncynsrantllmoc
Jara coxpanenus: 02.01.2019

MHCTPYKUWUA
O NOPAAOKE XPAHEHUA PELUENTYPHbIX BJIAHKOB

CIUCOK N3MEHSIONINX TOKYMEHTOB
(B pen. ITpukazos Munsznpascoipazsutust Poccun ot 25.09.2009 N 7944,
ot 20.01.2011 N 13n)

. MenuuuHCKHE OpraHu3alUy MOJY4YalOT HEOOXOJUMBbIE pELENTypHble OJaHKU uepes
TeppUTOpUAIbHBIC OpraHbl YIPABIECHUS 3APAaBOOXPAHEHUEM WJIM OpraHHU3aIMH, YIIOJIHOMOYEHHbIE Ha 3TO
OpraHaMy UCIIOJTHUTENIBHOM BiIacTu cyObekTOB Poccuiickoit deneparuu.

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

3anac peuentTypHbIX OJIAHKOB B MEIMIIMHCKUX OPTaHU3aALUAX HE JOJKEH MPEBBIIIATH MOIYTOI0BOM,
a CHelHalIbHBIX PEIEeNTYPHBIX OJaHKOB HA HAPKOTUYECKHE CPEACTBA M IICUXOTpONHbIe BelecTBa Crincka
II - MmecsunO# TOTPEOHOCTH.
(B pen. ITpukaza Munznpascorpazsutus Poccuu ot 20.01.2011 N 13H)

YacTHONPAKTUKYIOIIME BPayd CaMOCTOATEIbHO 3aKa3blBalOT OJIAHKH PELENTOB (32 UCKIIOUEHUEM
CIELUANBHBIX PELENTYpHBIX OJAaHKOB Ha HAPKOTUYECKOE CPEACTBO U ICHUXOTPOIIHOE BEIIECTBO) C
yKa3zaHHUEeM THUIOTpa(CcKUM CrocoOOM B BEpXHEM JIEBOM YIJIy ajpeca Bpada, HOMEpa, ATkl U CPOKa
JEeUCTBUS JIMLEH3UM, HAUMEHOBAHMS OpraHa TOCYJapCTBEHHOW BJIACTH, BbIJABLIETO JOKYMEHT,
MIOATBEP>KIAIOIIUIN HATMYKUE JTULECH3UU.

2. B KaxooW MEIMIMHCKOM OpraHW3alud IPHUKa3oM pPYKOBOJAWTENsS Ha3Hadaercs JIULO,
OTBETCTBEHHOE 3a MOJIY4YEHHE, XpaHEHUE, YUET U BblJ1ady BCEX BHJIOB PELENTYPHBIX OJIAHKOB.
(8 pen. Ilpukaza Munznpascorpassutust Poccun ot 20.01.2011 N 13#n)

3. PeuentypHble ONaHKM JOJKHBI XPaHUTbCS OTBETCTBEHHBIM JIMIIOM IO 3aMKOM B
MeTaJuIndeckoM ImKady (ceiide) win MeTaiIndeckoM sIUKe, a CHelHaIbHble pelenTypHble OJaHKU Ha
HapKOTHYECKOE CPEICTBO M ICUXOTPOITHOE BEIIECTBO - B celie.

YacTHOMPAKTUKYIONUH Bpad JODKEH XPaHUTh pELENTypHble OJaHKH TOJ 3aMKOM B
MeTayumueckoM mkady (ceride) umm sumke.

4. VYuer peuenTypHbIX OJaHKOB 1O BHJAM BeJeTcd B JKypHajlaX, I[POHYMEPOBAHHBIX,
MIPOLIHYPOBAHHBIX M CKPETJIEHHBIX MOJMUCHI0 PYKOBOJIUTEINS U MI€YaThi0 MEAUIIMHCKON OpraHu3aiuy 1mno
ycTaHOBJIEHHBIM (popmam (mpuitoskeHust N 10 u N 11).

(8 pen. [IpukazoB Munsznpascoupazsutus Poccun ot 25.09.2009 N 7944, ot 20.01.2011 N 13H)

5. IlocTosiHHO nelcTBYOIIAass KOMHUCCHUS, CO3AaBacMasi B MEIMLMHCKON OpraHM3allH, NPOBEpSET
COCTOSIHME XpaHEeHMs, yueTa, (aKTHYeCKOoe HaJIMuue U PacXo]l CHeIHalbHbIX PEeLEeNTYypHbIX OJIaHKOB Ha
HapKOTHYECKOE CPEJCTBO U MICUXOTPOITHOE BELIECTBO OJMH pa3 B MECALl M IPYTUX PELeNTypHBIX OJIaHKOB
- OJIUH pa3 B KBapTall.

(B pen. Ilpukaza Munznapascorpassutust Poccun ot 20.01.2011 N 13#1)

B cnydae HecoBmazeHMs] KHHXKHOTO OCTaTKa pPEUENTYpPHBIX OJIAHKOB C (PaKTUYECKUM HaJIM4HheM
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IIpuxa3 Munzapasconpassutust Poccun ot 12.02.2007 N 110
(per. o1 26.02.2013) Joxyment npenoctasien Koncynsrantllmoc

" Jlara coxpanenus: 02.01.2019
O nopsiake Ha3HAYCHUS M BBIIMCHIBAHUS JICKApCTBE...

JIMIO, OTBCTCTBCHHOC 3a IIOJYUYCHHUC, XPAHCHUC, YUCT U BblAa4y PpCUCHTYPHBIX 6J13,HKOB, HECCT
OTBCTCTBCHHOCTD, ITPEAYCMOTPCHHYIO 3aKOHOAATCIILCTBOM Poccuiickoit q)ez[epauHH.

6. Opraspl ynpaBleHUs 37paBOOXpaHEHHEM CYObekTOB Poccuiickoit ®enepanuu mpu
o0cie10BaHUN MEIULIMHCKUX OPTaHU3alMi KOHTPOIUPYIOT UCIOIb30BaHUE U 00ecTIeYeHIEe COXPAHHOCTU
pElenTYPHBIX OJTaHKOB.

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

7. PeuentypHble OJIaHKM B KOJMYECTBE 2-HEACTBHOW MOTPEOHOCTH BBIIAOTCS MEIUIIUHCKAM
paboTHUKaM, MMEIOIIUM IPAaBO BBIMHUCHIBAHUS PELENTOB, MO PACIOPSHKEHUIO TVIABHOTO Bpaya WU €ro
3aMECTUTEII.

8. Jlewamemy Bpauy paspeliaercs BbIJAaBaTh €IUHOBPEMEHHO HEe Oojiee AECATH CIelHaTbHBIX
pEelEenTypHbIX OJaHKOB Ha HAPKOTHYECKOE CPEACTBO M TICHUXOTPOIHOE BEIIECTBO YCTAHOBIIEHHOTO
oOpasia Ajs BBIMUCHIBAHUS HAPKOTUYECKUX CPENICTB U MCUXOTPONHbIX BemecTB Crucka 1.

9. I[Moy4eHHBIE penenTypHbIC OJJAHKA METUIIUHCKHE PAOOTHUKHU JOJIKHBI XPAHUTh B TIOMCIICHHUSIX,
00ecreunBarIIUX UX COXPAHHOCTD.

CornacoBaHo

PykoBonuTens (3amecTuTenb
pykoBoautens) ®CKH Poccun
O.H.XAPUYKWH

12.02.2007
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