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Paspeurenne Ha BbINyCK U BBOA B rpask1aHcKuil 000poT
IL-040000885396/2020

HanmMeHoBaHHC JCKAPCTBEHHOI0 npenapara s MEJHLIHHCKOI'0 NpUMEHCHHSA

Duan® (Dnananpua) Tabaerku, 20 mr (KOHTypHAH syeiikoBas ynakoska) 10x6 (na4xa KapTOHHAA)

Cepus: I'oaeH ao: PbIHOK: Koan4ecTBO YIIAKOBOK:
| 37750120 01.2023 RU 12.463 mT. |

Cepus J1eKapCTBEHHOIO penapaTa OpL1a IPOU3BEICHA B COOTBETCTBHH C TUueH3uel Ha NIpOH3BOACTBO
NeKapCTBEHHBIX CPEJCTB, TpeGOBAHUAMH  PETHCTPAMOHHOIO nocee, TpeOOBaHUAMHU [IpaBun
pajuiexameif  MPOM3BOJCTBEHHOH  [PAKTHKH (yreepiuennl  I[lpukaszom MuHKCTEPCTRA
IIPOMBIILIEHHOCTH U TOPTOBJIH P® or 14 mous 2013 r. Ne916), a TaxKe HHBIMH TpebOBaHUAMY,
YCTAHOBJIEHHEIMH HOPMaTHBHBIMA [TPABOBEIMU akTamMu Poccuiickoi ®denepaliny 1 CTpaHbl IKCIIOPTEPA.

HopMarHBHas 10KyMEHTALM: 11 N013165/02-260718

Macmopt Ne: 040000885396 ot 07.04.2020 1.
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000 «KPKA-PYCh

HaumeHoBaHHe TIPOOYKITHH:

YnakoBka
Konu:

Howmep cepuu:
KonuuecTtro:

Ne CEPHH dKTHBHOI'O KOMIIOHEHTA.

Jlara H3rOTOBIICHHA:
['onen no:

Jlara BB1J1a4M [1ACIIOPTA:
AHanM3 BEIIOJIHEH I10;

KRKK

Hetpa, 07.04.2020
Crp.1/2

[Macmopt Ne 040000885396

Suan® (Suananpun) Tabnetku, 20 Mr

(xoHTypHas sacHKoBas ynakoska) 10x6 (mayxa KapToHHAs)

7C8096

37750120

12.463 mir.

TE3256

01.2020

01.2023

07.04.2020
IINO013165/02-260718

HarnmenoBanne TpeGoBanna BOPMATHBHOH PesyabTaThl aHA/IH30B
nokasareJied XOKYMEHTANHH

Onucanue TabneTks  CBETNO-OPAHIKEBOrO  LBeTa, | 1abJeTKM CBETJIO-OPAHXKEBOI'O LIBETA,
KpYIJIbl€, MNIOCKOLIMTHHAPHYECKHE, C PUCKOH | KPYTJIBle, TUIOCKOLHIHHAPHYECKHE, C
Ha opfHOH cropoHe H ackoil. Ha | pHckoif Ha odHOH cTopoHE M (acKoH.
noBepxHOCTH M B Macce Tabnerku | Ha moBepxHocTH M B Macce TablieTkH
IomycKaloTea Oelible U KOpHYHEBATO-TEMHO- | OeJiple " KOPHYHEBATO-TEMHO- |
KpacHbIe BKpaIUICHHS. KpacHBIe BKpalIeHHs.

TTonauHHOCTE Bpemsa yAep>XWBaHHA OCHOBHOTO IIHKAa Ha [MonrBepkaeHO
XpOMaTorpaMMe HCIBITYEMOTO PacTBOpa
JOJBKHO COOTBETCTBOBATh BpeMeHH
yOCp)KMBaHHA  [IMKa  SHajalpuna  Ha
XpOMAaTOoTpaMMe CTaHHAapPTHOI'O PacTBOPA.

PacTBOpeHue He menee 80 % (Q) sHanarnpuna maneara oT 94 % —97 %
3asBJICHHOTO KosInyecTBa yepe3 30 MHH. cpeanee 96 %

PoxncTeeHHble NpuMec | DHamanpunat — He Gonee 3,0 %. <=0,10%
Hukeronunepasut — He 6onee 1,0 %. <=0,10 %
Jrobas npyras eavHWYHass NPHMECh — HE <=0,10%
toanee 0,5 %.
Cymma npumeceii — ne Gosiee 5,0 %. <=0,10%

Muxkpo6uonorugeckas | I'® XIIIL, kareropus 3A. CooTBeTcTBYET E

YHCTOTA %

OIOHOPOIHOCTE INokasatens mpuemiemoctu (AV) He Gonee 1,8 % !

AO3UPOBAHHA 15,0 %.

KomuuecTBeHHOE or 92,5 % no 107,5 % »Hananpuna maneata 102,0 %

OIIPEHCIICHHE, % OT 3a4BJICHHOI'O KOJTM4ECTBA.

KonuuecTtBeHHOE or 18,5 mr go 21,5 wmr, 20,4 mMr

| oIpeleJieHHe, MT

VYmakoBka ITo 10 tabnerok B KOHTYpHOM suedkoBoil | [To 10 Tabnetok B  KOHTYpHO#H
yTaKoBKe M3 KOMOMHHPOBAHHOIO MaTepHana | a4eHKOBOM YIIaKOBKE u3
OIIA/An/TIBX H $oIbrd aTIOMHHHEBOM. KOMOHHHMPOBAHHOIO Martepuana
2, 3, 6 wm 9 kKoHTYpHBIX s4eiikoBbix | OITA/An/TIBX H thoneru
YyNaKkoBOK BMeCTe C HHCTpyKUWeH Mo | amOMHHHEBOH.
IPUMEHEHHIO T[OMELIAloT B Mauky M3 | 6 KOHTYPHBIX S4YEHAKOBBIX YIAKOBOK
KapToHa. BMECTE c MHCTPY KLMEH no

NPUMEHEHHIO TIOMELLEHBI B MauKy M3
KapToHa.
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Hcetpa, 07.04.2020
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ITacnopt Ne 040000885396

MapkupoBka Ha  nepsuynon  ynaxosxe  (koumyproit | Ha nepsuunofi vinaikeske (KOHMVPHOL
AYEHKOBOI VIAKOBKE) YKAZbIGAIOM.: AYEUKOGOI VNAKOBKE) YKAIAHO!
TOProBOE HAMMEHOBaHME [peNapara ¢ | TOProBOE HAMMEHOBaHUE Ipenapara ¢
npeaynpeIuTe]bHOH — MapkupoBkoll  ®, | mpeAynpeauTenbHOH MapkUpoBKoH ®,
MEXIyHapoJHOe HernaTeHTOBaHHOE | MEXIYHAPOAHOE  HENATeHTOBAHHOE
HAHMEHOBAaHHWE, JIEKApCTBeHHYH0 (OpMy, | HAMMEHOBaHMHE, NeKapcTBeHHas
DNO3UPOBKY, TOBAPHEIM 3HAK (Ha naTtuHuLe) | GopMa, IO3UPOBKA, TOBAPHEBIH 3HAK |
(bHpPMBI-IPOH3BOIUTEIS, HOMED CepPHH, CPOK | (Ha NIaTHHHLE) upmbI- |
FOIHOCTH. IIPOM3BOJUTENS, HOMED CECPHH, CPOK |
Ha GINOPUYHOT frompedumensexoti) | TOOHOCTH.
VIAKOBKE (Nauke kamnonnol) yeaseleaiom: | Ha_emopuyiioll _(nompedumennekoll)
TOProBoe HAWMEHOBaHHE [pernapara ¢ | VHAKOEKe (hauxe KapIOHHGT)
NpeaynpeauTeNibHoil  MapkupoBkoit  ®, | ykazawuo:
MEXIYHapoIHOe HEIaTeHTOBaHHOE | TOProBoe HAMMEHOBAaHHWE Tpenapara ¢
HAUMEHOBAaHHE, JIEKAPCTBEHHYW (OpMY, | [Ipeaynpe/IMTeNbHON MapKUpORKoi ®,
JO3HPOBKY, KONIHYecTBO TabIeTok B | MeXXOYHapOAHOE  HEMaTeHTOBaHHOE
YIIaKOBKE, Ha3BaHue JEHCTBYIOIIET0 | HAHMEHOBAHHKe, NeKapCcTBeHHAs
BELUECTBA M €0 KoJimuecTBO B 1 Tabnerke, | opma, JO3MpOBKa, KOJIMYECTBO
«BcriomorartesibHble  BelIecTBa:  JIAKTO3BI | TaOJIETOK B YIAKOBKE, HA3BAHHE
MOHOTHApaT M APYLHe, YyKasaHHble B | JeHCTBYIOIIEro BellecTBa H  €ro
MHCTPYKIMH 110 TNPHMEHEHHIO», CI0co0 | KOMHYECTBO B 1 tafnerxe,

E npumeHeHus: «Jlna  [pueMa  BHYTpb», | «BcrmoMoraTesbHble BELECTBA:
YCTIOBHSA OTITyCKa, YCJIOBHA XDaHEHHMS, | JIAKTO3bl MOHOTHIAPaT MW ApYyTIHe,
NpefynpeauTeNIbHble HaIlMHcH: «XpaHUTh B | YKa3aHHBIE B HMHCTPYKUHH 110
HEIOCTYIIHOM  Juid  Jeteid MecTe», | IPUMEHEHHKO», CrIocod TpPUMEHEHHS:
«[IpuMeHATh [0 HasHayeHMro Bpauay, | «1s npueMa BHYTpPb», YCIIOBHA |
TOBApPHBIM 3Hax (Ha JaTHHHMIIE), Ha3BaHHe, | OTMYyCKa, ycnosus XpaHeHHs, |
agpec, TenepoH U dakc  QUPMBI- | NIPeAYIpPEIUTEILHBIE Ha/TTHCH:
MPOM3BOIMTENA, HOMEP CEpHH, CpOK | «XpaHHTh B HEIOCTYMHOM 11a AeTei |
rOAHOCTH, HOMEpD CBHIOSTENBCTBA  Ha | MecTe», «[IpMMERATE 110 Ha3HAYESHHIO
TOBapHEIN 3HaK, perMCTPAlMOHHBIA HOMED, | Bpada»,  TOBapHeId  3HaK  (Ha
LITPHX~-KOA, IIPOU3BOACTBEHHBIH KO | JIATHHHIIE), Ha3BaHHe, aJipec, TeJe(oH
yNaKoBOYHOIO MaTepHala. H Gakc  (QUPMBI-IPOHIBOJMTENA,
HomyckaeTcs  HaHeceHMe  Ha  [AyKy | HOMEp CEpPHH, CPOK IOJHOCTH, HOMEp
KapTOHHYIO KOHTPOJILHOFO | CBHAETENBCTEA Ha TOBApHBIA 3HaK,

| (upedrudukauronHoro) 3Haka (KHM3) c | perucTpalMOHHBIE HOMep, LUTPHX-

i TIOJIHBIM MMM YACTHYHBIM JyGJIMpOBaHHEM | KO, IIPOM3BO/ICTBEHHBIH KOJ
uHdopMaIMy, cofepKaieiica B HEM B BHIe | YIAKOBOYHOIO MaTepHaa,
YYTAEMOI0 MEYaTHOro Tekcra ¢ Lesblo | HaHeceH Ha 1nadyky  KapTOHHYIO
MOHHTOPHHIa [BHXXEHHA JIEKAPCTBEHHOI'O | KOHTPONBHBIH (MACHTH(QHUKALIMOHHEIH)
npenapara oT IIPOH3BOANTENA NO koHeuHoro | 3Hak (KH3).
noTpebuTesL.

XpaHenue ITpu Temneparype He Boie 25 °C, B CooTBETCTBYET.
OpMI'MHATIEHOM yTaKOBKe.

| CpoK roiHOCTH 3 rona. 3 rona.
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