OO0 «KPKA-PYCx

Paspemenne Ha BbINyCK M BBOJ B rPaskiaH CKHI o0opor
~1L-040000864536 /2020 -2
F HaumenoBanue nexapersennoro npenapara s MeAHIIHCKOT0 NPHMEHeHH T : 2
Hoabnasza® (Manronpazon) tabaerku KHIIEYHOPACTBOPHMBIE, IOKPLIThIE MVIEHOYHOH 060/104KOiT,
40 mr (6ymacrep) 14x2 (mavka kapronuas)

Cepusi: I"osen po: Poinok: Koanuectso ynakopoxk:
B 32821119 11.2024 | RU 39.037 wr.

Cepusi 1eKapCTBEHHOTO Npertapara Obijia MPOU3BE/IeHa B COOTBETCTBUM ¢ MHICHMHelH Ha IPOH3BOACTBO
JICKApCTBCHHBIX  CPE/ICTB, TPEOOBAHMAMH — PErMCTPALMOHHOIO [0Che, TpeGoBaHusMu  [IpaBui
HaJlIexallen MTPON3BOJCTBEHHOH IIPaKTHKH (YTBEpXK/I€HEI Ilpukazom  MunucrepeTBa
[IPOMBILINICHHOCTH K TOProBiau P® or 14 uions 2013 1. NeS16), a Tamke HHBIMHU TpebOoBaHHsIMH,
YCTaHOBIEHHBIMH HOPMATHBHBIMH IIPABOBEIMK akTamu Poccuiickoii desiepaliny u cTpaHbl 3KCopTepa.

Hopmarusnas nokymenrauus:  JICP-009049/08-280918

[Tacnopr N2: 040000864536 ot 13.01.2020 1.
040000864536/2 o1 25.02.2020 r.

IIpoaykuma paspemena K BbIYCKY U BBOIY B IPAKIAHCKHIL obopor 14.01.2020 [T( i |
JA HET

Jara

Ynonnomouennoe auo

Hara BHecenus ucnpasienus: 25.02.2020 r.
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HaHMEHOBaHHﬁ HPOAYKIIHH;

Ynakoska
Koua:

Homep cepuu:
Komuyecrro:

No cepun akTHBHOTO KOMIIOHeHTA:
Jara usrorosienus:

Iogen no:

AHaU3 BBIIONHEH T10:

Hcrpa, 25.02.2020 r.
Crp.173

IMacmopt Ne 040000864536/2

Hosbnasza® (Ilanronpason) rabnerku KHIIEYHOPACTBOPUMEIE,

ITOKPBITHIE TUICHOYHOH 060109K0ii, 40 Mr
(Oaucrep) 14x2 (nayka kapronnas)

7C8017

32821119

39.037 wr.

K64147

11.2019

11.2024
JICP-009049/08-280918

( HanmenoBanue TpeboBanus HopmaTHBHOIH JOKYMEHTAIHH PesyawTars: ananuzos
‘ nokKaszare/iei
‘ Onucanue OsanbHble, cnerka ABOSKOBBITYK/Ible [ OpanbHble, cnerka
' Ta0JIETKH, TOKPBITBIE IIEHOYHON 060104KOE | JIBOSIKOBBINYKJIbIE rabnerky,
; CBCTJIOr0 JKEeNTOBATO-KOPHYHEBOTO 1{BETA, MOKPbIThIE MJIEHOYHO#H
| Bua na usnome: wiepoxosaras Macca or 000104KOH CBETNIOrO
- Benoro 10 cBeTI0r0 KENTORATO-KOPHUHEBOTO JKEJITOBATO-KOPHUYHEBOIO [BETA.
| LUBeTa ¢ MIIeHOYHON 0GO/I0MKOH CBETIOr0 Bux wa wuanome: wepoxoraras
KEITOBATO-KOPHIHEBOIO LIBETA, macca  Benoro  upera ¢
TUIEHOYHOH obonoukoi
CBETIIOrO AKENTOBATO-
. KOpHUHEBOro 1BeTa.
Homnuunocts Bpems ynepxuanus ocHoBHOTO nuka Ha [Toareepskneno
XpOMAaTOrpaMMe UCTIBITYEMOIO pacTBOpa
JIOJIKHO COOTBETCTBOBATh BPEMEHH
YIEPKUBAHUA OCHOBHOIO MMHKA Ha
XPOMATOrpamMMe CTaHAapTHOrO pacTBopa
o | TIAHTOMNpPa30J1a HATPHA CECKBUIHADATA.
Pacnagaemocts | Tabnerkn ne nomskHe! pacnanatses 8 0,1 M Coorsercrayer
PacTBOpPE XJIOPHCTOBOLOPOAHOH KHCAOTHI B
'l‘e‘lgeHHe 2 L]' A0 000t0000000000000000000000000000mfceieitn S—
Tabaerkn nomxHbl pacnanatecs B pocharsom 13 mumn.
Gydepe pH 6,8 8 Teuenne 60 Mun. -
Pacrropenue: He Gonee 10 % nantonpasona or 3asenesHoro 0%-0%

- KHCJIOTHAA CTaaus

KOJIMYECTBA vepes 2 4.

cpeanee 0 %

Pacrropenue:
- Oytepnas cragus

He menee 75 % (Q) nanronpasona or
3aABJICHHOrO KOJHYECTRA Yepes 45 MHH.

97 % - 101 %
cpenHee 99 %

Poacreennble npumecn INanTonpazona cynsdon — ne Gosnee 0,3 % <=0,10%
l“IaHTonpasona cynedun — ve Gonee 0,2 % <=0,10%
I'[amonpaaona N-okenz — He Gonee 0,2 % <= 0,10% ]
l Jhobas apyras eAMHHUHAR npumecs — He Goaee | <= 0 10% W
' 0.2 % '
} o Cymma npumecei — He Gonee 1,5 % <=(,10 %
Tfinxp06u0n0mqecxaa I'® PO, kateropus 3A. CootseTcrsyer
| umcToTa 7 N i
OJ,IHO]DOD.HOCTB [Nokasarens npuemnemoctu (AV) ne Gonee 8.4 %
| IO3HPOBAHHS 15,0 %.
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Hetpa, 25.02,2020 1.
Crp.2/3

Iacoopt Ne 040000864536/2

100,8 %

Komuectrennoe | He menee 95,0 % v He Gonee 105,0 % : ]
onpezenexue |
Ynakoska 4 TabneTok B KOHTYpHYIO sueiikosyio | [To 14 Tabnetok B KOHTYPHOM
YNaKOBKY M3 KOMOHWHHPOBAHHOrO MaTepHaia | A4CHKOBON YIaKOBKe 3
OINA/AR/TIBX u honsru amoMunuesoi. KOMOMHMPOBAHHOIO MaTepuaia |
[o 1, 2, 4 kourypHiie sueiikopbie ynakoskd | OTTA/An/TIBX " hoseru |
BMECTC € HMHCTPYKUMCH 10 NPUMEHEHHIO | ANFOMMHHEBON.
NOMELLAIOT B NAYKY KapTOHHVIO. [lo 2 xourtyphbie sueiikoBbie
YHAKOBKM BMECTE c
HHCTPYKIMEH NO npuMeHeHHIO
: NOMCUIEHDI B NAYKY KAPTOHHYIO,
Mapkuposka Ha KOHMYPHOU AMCUKOBOU ynaroske | Ha  kowmypwou  sveiixosoi
YKAZBIBAIOM.! YRAKOBKE YKAZAHO!
TOprogoe  HAMMEHOBaHME  npenapaTa  C | TOProBoe HAUMEHOBaHHE
MPEAYIPEAHTETLHON MapKHPOBKOH ®, | npenapara ¢
MEK Y HapoIHOe HEMaTCHTOBAHHOE | TIPEAYITPELUTEbHOM
HAUMEHOBAaHHe, JIEKAPCTBEHHYIO dopMmy. | MapkupoBKoii ®,
JO3HPOBKY, TOBaPHLI 3HAK (GupMbI- | MexayHapoaHOe
MPOU3IBOAMTE/IN (HA JIATHHMIIE), HOMEP CEePHH M | HeNATeHTOBAHHOE

S

CPOK I'OMHOCTH.
Ha nauxe kapmonnoi yrasvieaom:

TOPropo¢  HaMMCHOBaHWE  npenapata ¢ 5
NpeaynpeanTenLHON MapPKHPOBKOM ®,
MEHTYHAPOJTHOC HEMATEHTOBAHHOE |
HAHMMEHOBAHHE, NEKAPCTBEHHYIO dopmy,
AO3HPOBKY, KOIH4ECTBO TabJeTOK B ynakoBke, |
Ha3BaHHWE JIeHCTBYIOLIErO BelIECTBA W €ro |
konuyectso 8 [ Tabacrke, «Benomoraresnbhbie |
BELIECTRA; copburomn, MPOHICHIIHKOIb, |
MAHHHTOJI ¥ [IPYTHE, YKa3aHHble B HHCTPYKLHH
MO MPHMEHEHHION, crlocob npuMenenus: «Jlis |
[IPHEMA BHYTPbY», YCIOBHUS XPaHEHHs, YCIOBHS
OTIIyCKa, TOBapHBIH 3HAK DUpMBbI-
NPOM3BOAMTEIA (Ha IATMHMLIE), HA3BAHME, ajIpec,
Teneon  u o dake  GUPMBI-NpOH3BOgHTENS, |
Npe/lyNpeAuTeNbEble  HAANHCH: «XpaHUTh B |
HEAOCTYIHOM A4 JeteH mecTe.», «IlpumensTs
N0 HasHAYCHHIO BPaYa.», pPerucTPallMOHHBIN |
HOMCD, HOMEP CBH/ICTENILCTRA HA TOBAPHBIH 3HAK,
HOMEP CEpHM, CPOK TOMAHOCTH M LUTPHX-KOJI,
[IPOH3BOACTBEHHbIH KoJ VIAKOBOYHOIO |
Martepuaa.

Jlonyckaerca Hanecenue na mauxy KAPTOHHYH)
KOHTPONBHOrO  (MAEHTHHHKAMOHHOTO) 3HAKA
(KH3) C TMOJHbIM HJIH HACTHYHBIM |
AyGmiposannem nHdopmalmK, conepkatuecs |
HEM B BHAE YMTAEMOr0 MEYaTHOTO TEKCTa C
LEJIbHO MOHHTOpPHHra IBHXKEHHS
JICKApPCTBEHHOTO Mpenapara OT NpOM3BOAUTENA |
A0 KOHEYHOro norpebdurens.

| BHYTpPBY,
| yCIIOBHS

HAHMEHOBaHUE, JIeKapCTBeHHAs
hopma, 103MpoBKa, TOBapHbIii
3HAK PHPMBI-NPOH3BOANTENS (Ha

| /IATHHHLE), HOMEP CEPHU U CPOK

FOJHOCTH.

- Ha nauxe xapmonnoii ykasano:

TOProsoe HaUMCHOBaHWe

npenapara ¢

NnpeaynpeanTe/lbHOH
MapKHpPOBKO#
MEX/IYHAPOAHOE
HENaTeHTORAHHOE
HAHMEHOBAHHE, JIeKapCTBEHHAN
dopma, N03MPOBKA, KONHYECTRO
Tab/IeTOK B YIaKoOBKe, HA3ZRAaHMe
ACHCTBYIOINEI'O BELLECTBA H £ro
KoiugecTBO B 1 Tabaerke,
«BcnomoraresnbHele  BeliecTsa:
copburon, NPONUIEHITHKOND,
MaHHHTOJI W JIpYTHe, YKa3aHHble
B MHCTPYKLIMH o
HPHMEHEHHIOY, crocod
npumeHenus:  «/lis  npuema
YCIIOBMA  XpaHeHus,
OTIVCKa,
3HAK QUPMBI-NPOH3BOAMTENA (Ha
JIATUHHUIE), Ha3BaHMe, aapec,
Tenedon M dake  dupMsI-
NIPOU3BOLMTENA,
NpPeJyNpeidTe/ibHbIE  HAMNHUCH:

®,

- «XpaHHTh B HEOCTYMHOM IS

TOBAPHbBIH |
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Hctpa, 25.02.2020 r.

Crtp.3/3
[TacnopT Ne 040000864536/2
- Ha3HaAYCHUIO Bpaya.»,
| PETrHCTPALHOHHBIH HOMED,

! HOMEp CBUIETENLCTRA Ha
TOBAPHBIH 3HaK, HOMep Cepuu,
CPOK TFOOHOCTH M IUTPHX-KOJ,
MPOH3BO/ICTBEHHBIH KO/
YHNAKOBOYHOIO MaTepUaia.

- Hanecen Ha mauky kapToHHyio
| KOHTPOJILHBIH
(MaeHTHHKAIIHOHHBI) 3HAaK
S - - (KH3).
Xpanenue Ilpu Temnieparype He Beie 25 °C, B Cooreercrayer
- | OpMrHHaJLHOH YNakoBKe. '
| Cpox ropHocTH 5 ner. - - 5 ner

Jakmoyenue: COOTBETCTBYET TpeGOBAHMAM HOPMATHBHON JOKYMEHTAIHH,

Hacrosumii nacnopr sisisiercst nenpaeienHoit Bepeueit nacopra or 13.01.2020 .
Hcrpannenns He BIAMSIOT HAa KAYCCTBO NPOAYKIMH.
Hara Beimycka B peanusaumio: 14,.01.2020 r.

Jlata Baecenus usmenenus: 25.02.2020 r.
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