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Paspemenune Ha BBINYCK U BBOJ B I'PaXKAaHCKHI o6opoT
11.-040000869792/2020 - 2
HanMenoBaHHe 1eKapCTBEHHOrO NPENapaTa Visk MeTHIHHCKOr0 NPHMEHEHHS:
Jlopuera® H (Imapoxsiopornasua + Jlozapran) TadiaeTKe, NOKPLITHIE IJIEHOYHOH 060104K0#, 12,5
mr + 50 Mr (koHTypHas s4eiikoBas ynakoska) 10x3 (mayka kapronuas)
Cepusi: I'oxen no: Poinok: Ko/iH4ecTBO YNaKoBOK:
34521219 12.2024 RU 51.437 mr

Cepus 1eKapCTBEHHOrO npenapara Opl1a IpoM3Be/ieHa B COOTBETCTBHH C JIMIICH3HEH Ha IIPOU3BOCTBO
JNIEKAPCTBEHHBIX ~ CPEJCTB, TPeOOBAHUSAMH PETHCTPAIMOHHOrO JI0Che, TpeOoBaHHAMH IIpaBui
Ha/UIeXalled  [POM3BOACTBEHHOM  mpaktvku  (yrsepxaenel  Ilpukasom  MuHmcTepcTBa
IPOMBIIUIEHHOCTH U TOproBad P® or 14 mroms 2013 r. Ne916), a Taxke MHEIMH TpeGOBaHHIMH,
YCTaHOBICHHBIMH HOPMATHBHBIMH IpPaBOBEIMM akTaMH Poccuiickoit @emepauns H  CTpaHEI
JKCIIopTepa.

Hopmatuenas nokymenranus: JICP-001564/08-190318, u3m. No 1 (-050819)

IMacnopr N2: 040000869792 ot 05.02.2020r.
040000869792/2 or 25.02.2020 r.

IIpoayxkuusa paspemena K BBITYCKY H BBOAY B rpaxkaaHckuii oGopor 06.02.2020 X
Hara HA HET

Anastasiya Laeva
Hms n pammians

YnonnoModeHHOe JIHIO

Hara BHecenus ucnpasienus: 25.02.2020 r.
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HauMeHOBaHHE [IPO/IYKIIHH:

YnakoBka
Kox:

Homep cepun:
KoauuecTro:

Ne cepuy aKTHBHOIO KOMITOHCHTA!

JlaTa H3rOTORJIEHHA!
I'onen no:
AHaJIN3 BBIIOJHEH I10:

IMacnopt Ne 040000869792/2

Hcrpa, 25.02.2020
Crp.1/3

Topuera® H (Tuapoxiopotuasun + Jlosapran) TabneTky,
NOKPLITEIC [UIEHOUHOH 06onoukol, 12,5 Mr + 50 Mr
(koHTYpHas s4eiikobas ynakoska) 10x3 (ma4ka KapToHHas)

7D3779

34521219

51.437 .

K64185, K64186, UN2859
12.2019

12.2024

JICP-001564/08-190318, u3m. Ne 1 (-050819)

HanmenoBanne TpeGoBaHHA HOPMATHBHOH JOKYMEHTAUKH PesynbTaThl aHAIH30B
nokKasareJieH
Onucanne | OBasibHbIE, CIIETKA ABOAKOBBINYK/bIE TabNneTkH, | OBajibHble, ClIerka

MOKPBITHIE MIIEHOYHOH 060I0UKOH OT MKeNToro
JI0 JKEJTOro ¢ 3¢/IeHOBATHIM OTTEHKOM IIBETA, C
PHCKOM Ha OHOH CTOpPOHE.

Bun Ha uaiome: Oenas liepoxoBaras Macca C
11eHOYHOH 000I0UKOH OT KEATOro [0 XKeJITOro
¢ 3€JIEHOBATHIM OTTEHKOM IIBETA.

JIBOSIKOBBITTYKJIbIE TAOJIETKH,
NOKPBITHIE IIEHOYHOH
000IOUKOH MeNnToro ¢
3€/1€HOBATEIM OTTEHKOM
L[BET4, C PHUCKOH Ha OJHOH

CTOpPOHE.

Bung Ha usnome: Genas
niepoxoBaras Macca c
MJIEHOYHOH ofonoukoit
JWENTOr0 € 3e/IeHOBATHIM

OTTEHKOM 1IBETA.

IToanuHHOCTE: Bpems yaepKHBaHHA MHKA FMAPOXJIOPOTHA3HAA [NoaTeepaxacHO
- THapOXJ1I0pOTHA3HIL Ha XPOMATOrpaMMe MCIMBITYEMOrO pAacTBOpa
(SaS) JO/DKHO  COOTBETCTBOBATH  BPEMEHH
yAep:KHBAHHA TMKA THPOXJIOpOTHA3HAA HA
XpOMATOIpaMMe CTAHIAPTHOTO pacTBopa (SS).
- JlozapraH Bpems yaepxuBaHWs [HKa Ji03apraHa Ha TonTeepAaeHO
XpoMaTorpamMme HerbiTyemoro pacrsopa (SaS)
JIOJIKHO COOTBETCTBOBATh BpeMeHH
yAEPICHBAHUA nuka nozapraHa Ha
XPOMATOrpaMMe CTaHIAPTHOro pacTBopa (S8S).
PacTBOpeHHe: He menee 70 % (Q) ruipoxiopoTHas1ia 4epes 90%-97%
- 'mppoxnoporuasni 45 MHH. cpenHee 93%
- JlozapraH KaJiHs He menee 70 % (Q) nozaprana kamnus depes 45 88%-100%
MHH. cpeanee 95%
PoncTBeHHbIE TPHMECH: Ipumecs B (RH) — ne donee 1,0 % <=0,10%
- TuapoxnopoTHasKa I[Tpumecs A - He 6onee 0,5 % <=0,10%
[Tpumecs C - ne 6onee 0,5 % 0,15%
Jliobas apyras eAHHHYHas NpuMech - He Gonee <=0,10%
0,2%
Cymma npumeceii - He Goaee 2,0 % 0,15%
- JlozapraH Kajuus Jliobas equuuunas npumecs — He Gonee 0,2 % <=0,10%
Cymma npumeceii - He 6onee 1,0 % <=0,10%
MukpobHonoruueckas I'd XIII, kateropus 3A. COOTBETCTBYET
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IMacnoprt Ne 040000869792/2

Hctpa, 25.02.2020
C1p.2/3

YHCTOTA

Onnoponnocts aosuposanus: | Ilokaszarens npuemsiemoctd (AV) ne Bonee 1,6%

- M'uapoxsopoTHazun 15,0 %.

- JlozapTaH Kanus [Mokasarenes npuemiacmoctu (AV) He Gonee 2,1%
15,0 %.

KonuuectBeHHOE He menee 92,5 % wu He OGomee 107,5 % 98,1%

ornpejieNicHHe: FHAPOXI0POTHA3H A oT 3aABJIEHHOTO

- MuapoxiopoTHasHi KOJIHYECTBA.

- JlozapraH xanus He menee 92,5 % wu ue Oonee 107,5 % 99,7%

JI03apTdaHa Kalus OT 3asBJIEHHOI'O KOJIMYECTBA.

KONIMYeCcTBO TabNeToK B YNAKOBKE, Ha3BaHHe
JIEHCTBYIOMIMX BCLICCTB M HX KOAHYecTBO B |
Tabnerke, «BcmomorarenpHble  BEILECTBA:
JIAKTO3bl MOHOTHAPAT H IpYrHe, yKa3aHHble B
HHCTPYKLIMH 110 JIPHMEHEHMIO»,  Crocod
npuMeHeHHA: «[14 mpueMa BHYTPb», YC/IOBHA
OTITYCKa, YCIIOBHS XpaHEHH,
npe/lynpeMTebHble HAIMUCH: «XPaHHTh B
HEJOCTYNHOM JUld neTeit MecTe», «IIpHMEHATH
10 HA3HAYEHMIO Bpaua», TOBApHEIA 3HaK (na
NATHHHLE), HasBaHue, ajgpec, TenedoH M Qakc
(UPMBI-IPOH3BO/IUTENA, HOMEP CEpHH, CpOK
rOJHOCTH, HOMEP CBHICTENbCTBA HAa TOBApHBIH
3HAK, PETHCTPALHOHHBIA HOMEp, LWITPHX-KON,

VYnakoBka Mo 7, 10 wm 14 tabnerok B koutypHoii | Ilo 10 Tabnerox B koHTYpHO#H
sueHKoBOH yrnakoBKe (6mmcTepe) u3 | s4cHKOBOH VIIAKOBKE
xomBunuposatHoro marepxaia IIBX/TIBJ/IX u | (Gaucrepe) n3
bosbrH aTIOMHHHEBOH. KOMOHHHPOBAaHHOTO
Mo 2, 4, 8, 12 wnn 14 xoHTYpHBIX AdeiikoBeix | Marepuana [IBX/IIBAX #
ynakosok (6nncrepos) 1o 7 tabaerok, wnu 1o 3, | goneru amoMHHHEBOH.

6 wiu 9 KOHTYpHBIX sueiikoBeix ynakoBok | [To 3 KOHTYpHBIX SueHKOBBIX

(6nuctepor) no 10 tabnerok, wim no 1, 2, 4, 6 | ynakosku (6nucrepa) mo 10

WK 7 KOHTYPHBIX A4elKOBBIX YMakoBOK | TabieTok BMECTE c

(bnmctepor) mno 14 Tabnerok BMecTe C | HHCTpPYKIMeH o

HHCTPYKIHEH [0 TIPUMEHEHHIO MOMEMAIOT B | MPUMEHEHHIO [MOMEUIEHBl B
s [lAYKY U3 KapTOH4. TMMavuKy U3 KapTOH4.

MapkupoBka Ha nepsuunoll ynarxogre (konnyproti aveiikogoti | Ha __ nepeuurnoil  ynaxoexe

VIAKOGKE) VKA3BI8aiom. (KoHmMypHot AUelKOGON
TOProsoe HAMMCHOBAHHE npenapara Cc WTHKOGK'(.’} VRA3ano.
npeynpenHTelbHOR MAapKHPOBKOH ®, | Toprosoe HaHMEHOBaHHe
CPYNIIHPOBOYHOE HaHMEHOBaHHe, | Npenapara c
NeKapcTReHHY (opMy, [03MPOBKY, TOBAPHBIH | PETyNpPENHTEIBHOM
3HAK (Ha JIATHHHMLE) (UPMBI-TPON3BOJUTENS, | MAPKUPOBKOH ®,
HOME] CEPHH, CPOK I'OJIHOCTH. CPYHIMPOBOYHOE
Ha smopuynoil ynaroexe (nayke Kapmonioti) | HAHMEHOBAHUE,
VKA3618QI0m. neKapcTBEHHas thopma,
TOProBOE  HaMMeHOBauue  [perapaTa ¢ | JO3WPOBKA, TOBAPHBIH 3HAK
npeaynpeanTebHOH MapKHpOBKOH ®, | (ua  jaruauue)  GHpMbI-
rPYNITHPOBOYHOE HAWMEHOBAHHeE, | TIPOH3BOAMTES, HOMEp
TeKapCTBEHHYIO thopmy, LIO3HPOBKY, | CEPHH, CPOK TOJHOCTH.

Ha __amopuynoit  YRaxkogke

(nauxe KAPMOHHOU) YRAZAHO.!

TOProBoOe HAUMEHOBaHHe
npenapaTa c
MpeaynpeaHTeNbHOH
MapKHPOBKO#H ®,
IPYIITHPOBOYHOE
HAMMEHOBaHHE,
neKapcTBeHHas topma,
JO3MPOBKa, KOJHYECTBO
Tabnerox B YIaKOBKe,
Ha3BaHHE JeHCTBYIOIIMX

BEIIECTB U UX KOIHYECTBO B 1
TabaeTke,
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Hcrpa, 25.02.2020
Crp.3/3
IMacnopTt Ne 040000869792/2
[IPOM3BOJCTBEHHEIH Kon ynakoBcyHoro | «BernomorarensHeie
MarepHana. BEILlECTBA! JaKTO3BI
JoryckaeTcs HaHeceHHe Ha TIAYKY KAPTOHHYIO | MOHOTHAPAT H JpyrHe,
KOHTPONBHOrO  (MAeHTHOHKALHOHHOrO) 3HAKa | yKasaHHBIE B MHCTPYKUHH MO
(KM3) ¢ mnoaHBIM  WIM  YACTHUHBIM | [IPHMEHEHHUION, crocob
nyGnmpoBaHkeM WHOpMalmM, conepxkalleiics | npumeHenus: «is npuema
B HEM B BHJIE YWUTAEMOro TMNe4YaTHOro TeKCTa C BHYTpB», YCIIOBHA OTITYCKa,
LIEIIbKO MOHHTOPHHIA JABHXKEHHS | YCIIOBHA XpaHeHHH,
JIEKAPCTBEHHOIO MNPEnapara OT IPOH3BOIHTENS | [IPe/lyIpeHTeIbHbIE
[0 KOHEUHOro norpeburens. HaITHCH: «XpaHHTE B
HEJOCTYIIHOM  Ona  jereld
mecren, «[lpumenate 1mo
HA3HA4YeHHIO Bpa4a»,
| TOBapHBIH 3HAK (Ha
JlaTHHHLIE), Ha3BaHHe, aapec,
TenepoH M dakc (QHpPMBI-
[IPOM3BO/HTEIH, HOMep
CEpHH, CPOK IOLHOCTH, HOMEpP
CBHU/ICTE/IbCTBA Ha TOBApPHBIA
3HaK, PerHCTpalHOHHEIR
Homep, LUITPHX-KO/,
NPOH3BOACTBEHHBLH KOX
YIaKOBOYHOI0 MaTepuaa.
Hanecen Ha nayKy
KapTOHHYIO KOHTPOJIBHBIHA
(MocHTHOHKALMOHHEIH) 3HAK
(KH3).
XpaneHue [lpu Temneparype ne Boiue 25 °C, & Cooreercrryer
OpHIHHAJIEHOH YNakoBKe.
Cpox rogHocTH 5 ner. 5 ner
3akmoyenue: CooTBeTcTBYCT TPeOOBAHHAM HOPMATHBHOMN JOKYMEHTALHH.
Hacrosmmi macnopt sABIAeTCs HCIPaBIEHHOR Bepcrei nmacnopra ot 05.02.2020 T
Hcnpasiennst He BIMSIOT HA KAYECTBO IIPOJIYKIHH,
Jata Boimycka B peanuszanuio: 06.02.2020 r.
JlaTa BHeceHHs H3MeHenus: 25.02.2020 r.
s
Hauansuuk OKK Q,W ' Xeunena K.O.




