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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

CEPTUDOUKAT AHAITU3A
Mpoaykr : JivoTtoH® 1000, rens gna HapyxHoro npuMmeHeHus 1000
ME/r
Koa npoaykra : F157633
Ne cepum : 5108A
[JaTta narotoBneHus : 15/05/2025
Hara ncreveHns cpoka rogHocTH : 30/04/2030
HaTta Beinycka cepum : 20/06/2025
HopmaTueHasa goKyMeHTauumsa : M N012107/01-130722, Nam. Ne1,2
[encTByiollee BelWEecTBo : lenapuH HaTpus
MpouseoanTens AeRCTBYOLEro BellecTea - Changzhou Qianhong Bio Pharma Co.Ltd, Kutaii
O6bem cepum (KONMYECTBO YNAaKOBOK) : 19551
Mokazatens Cneuudimkauuns PesynbTarthl
Onucanune BecuseTHbI UK CO Cnerka XXenToBaThlM OTTEHKOM, NoYTH BecueeTHbIN, NOYTK
NPO3pPaYHLIi renb BA3KOW KOHCUCTEHUWY © Npo3paydHblii rent BA3KOW
XapaKTepHbIM 3anaxom. KOHCUCTEHUNU C
XapaKTepHbIM 3anaxom
MoanuHHoCcTh
- l'enapuH Hampus MpenapaT gomxeH obnajatb aHTUKOAryNAHTHLIM 4edcTBreM MNonoxuTensHo
- MemunnapaeudpokcubeHzoam u B3OXX: BpemeHa yaepKUBaHUA OCHOBHLIX NMKOB Ha [NonoXuTeNsHO
nponunnapasudpokcubeHzoam XPOMAaTOrpamMme MCnbITYeMoro pac-Teopa A 0MKHbI

COOTBETCTBOBAThL BPEME-HaM YAEpPXMBaHWA NUKCB METUNNapa-
FL‘{,D,}JDKCM6EH303TH n npcnmnnaparmn-pomm6eHaoaTa Ha
XpomMmarorpaMmme CTaHAapTHOro pacrteopa.

Y®-cnexktpochorometpus AOM: Makcumymsl Y®-cnekTpos nukoe  [onokuTenbHoO
meTunnaparuspokcubeHsoara u nponunnaparuapokcubersoara

Ha XpOMaTorpammax WCnbITYEMOro U CTaHAapTHOrO pacTBopos

BOMKHBI COBNaAaTh.

Macca cogepXumMoro ynakoexiu He meHee HOMWHANEHOro 3Ha4YeHuA 101 r

Onsa Ty6 maccor menee 601 (30 ru 50 r): CooTBeTcTBYET
10 Ty6 > 90 % wnu

30 Ty6 =90 % (makcumym 1 Tyba moxeT bbiTh < 90 % Ho 2 85

%)

Ans Ty6 maccoii Gonee 60 r (100 r):

10 Ty6 > 95 % unn

30 Ty6 > 95 % (makcumym 1 Ty6a moweT BbiTh < 85 % Ho 2= 90

%)
pH O155p06,0 5,8
KonwdecTeeHHoe onpenenexme
KOHCEDBAHTOB
-MeTunnaparugpok-cubeHsoar ot 0,108 r o 0,132 r meTunnapa-ruapokcubersoara s 100 r 0,120r
npenapata (o1 90 % a0 110 % OT 3a8BNEeHHOro COASPXaHus)
-[ponunnaparugpok-cubeHacar o1 0,027 r go 0,033 r nponunnapa-rugpokcubersoatas 100 0,030r ’

npenapata (0T 90 % A0 110 % OT 3aABNEeHHOro CoaepXaHus)
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

Mukpobuonorudeckan Yucrora

OKAM He Gonee 102 KOEB 11
(OBLee konu4ecTBo aapobHbIX

MUKPOOPraHu3mMos)

oKanr He Bonee 10" KOEe 11

(OBLee KONMYECTBO APONCKEBLIX 1
nnecxesbIx rpubos)

- Pseudomonas aeruginosa
- Staphylococcus aureus

oTcyTcTB. B 1T
OTCYTCTB. B 1T

KonuuyecTeeHHoe onpegenexve
lenapux Hampusi

Ot 90000 ME a0 105000 ME renapuxa HaTpua 8 100 r

0 KOE/r

0 KOE/r

CooTseTcreyeT

CooTeeTcTBYET

99023 ME/100r

npenapata (0T 90 % o 105 % OT 3aABNEHHOrC CogepXaHus)

CooTeeTCcTRYET

VYnakoeka Mo 100 r npenapaTa B anOMUHWEBYIO TyDY, NOKPLITY U3HYTPW
BNOKCWAHOW CMOSION, C HEBUHYMBAOLMMCA KONNa4YKoM-
nepcdopaTopoM (NONUaTUNEH/NONUNPONUNEH).

Mo 1 Ty6e ¢ UHCTPYKUMEl N0 NPUMEHEHMIO B KAPTOHHOR Naqke.
MapkupoBka

1) MepBUYHAaA ynakoBKa NeKapcTBeHHOro npenapara
Ha Ty6e Ha pyccKom s3blKe YKasblBaoT:
-HauMeHoBaHue HUPMbLI-NPOU3BOAUTENSA, CTPEHY

- HaMMeHoBaHue hUPMbI-AUCTPUBLIOTOPE, CTPaHY

- norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
- TOproeoe HauMeHoBaHue npenapaTta®

- MEXAYHapoAHOE HENaTEHTOBaHHOE HauMeHoBaH e

- nexkapcTBeHHyo dopmy, aktusHocTe (ME/T)

- KONWYECTBO NpenapaTa B yNnakosKe

- cogepxanue geicreywulero sewectsa B 100 rrens

- YCNOBUA XpaHeHUs
«MpoTueOTPOMBOTUYECKOE AEHCTBUED

«MpoTuBOBOCNANUTENEHOE AEACTBUEY
«[poTnBoOTEYHOE AEeiCTBUEY

«Cobniogats NPUNOXEHHY0 UHCTPYKUUIO NO NPUMEHEHNID
npenapara»

«[lexapcTeeHHOe CPeACcTBO XPaHUTL B HELOCTYNHOM ANnA geTel
mecrte!»

- yCnosus 0Tnycka

Ne cepuu:

logeH po:

- NPOM3BOACTBEHHLIN KOJ,

2) BropuyHas ynakoska

Ha KkapToHHOW Nayke Ha PYCCKOM A3blKe VKa3biBAKOT:

- HaUMeHOoBaKue UPMBbI-NPON3BOANTENS, CTPaHY

- HauMeHoBakHue hUupMbI-AUCTPUBLIOTOPA, CTPaHY

PesynbTaThl

A. MeHapuHu MaHiogexyepuHr
NoaxwucTuke aHg Cepsucuz C.p.n., Utanua
Bepnun-Xemu Al, Mepmanun

BERLIN-CHEMIE/MENARINI

NuoToxw® 1000

lenapux HaTpus

Menk 4ns HapyXKHOTO npumeHerus 1000 ME/r

100r

B 100 r rens cogepxutcs renapuHa Hatpus — 100000 ME

XpaHuTh Npu TEMNepaType He sbiwe 25°C
yKa3aHo

yKasaHo
yKasaHo
yKasaHo

yKasaHo

Bes peuenta
5108A

04/2030
WNmeetca

A. MeHapuxn Masodekqepunr Jloaxuctuke ana Cepsucus
C.p.n., Utanus
BepnuH-Xemu Al, Mlepmanus
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

- norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)

- TOprogoe HaumeHosakue npenapara® (Ha pycckom u
AHrMACKOM A3bIKE)

- MEXAYHapoaHoe HenaTeHToBaHHOe HaumeHoBaHue (Ha pycckom u

2HrNUACKOM s3kike)
- NeKapcTeeHHy dopmy, aktusHocTb (ME/T)
- KONWYECTBO Npenapara B yNnakoBKe

- cofepxanue geicteyrlero sewectea B 100 r rens

- YCNOBUA XpPaHEeHUs
«MpoTusoTpomBoTU4ECKoe AeiicTBUEY
«MpoTUBOBOCNANWTENBHOE JeicTBUEY
«MNpoTnBOOTEYHOE [eiCTBUEN

«CofnioaaTs MHCTPYKLMIO MO NPUMEHEHMIKD Npenapara, koTopas
HaXO4UTCS BHYTPYU YNaKOBKU»

«JlexapCTBEHHOE CPeACTBO XPaHUTL B HEAOCTYNHOM ANA AeTeil
mecTe!»

- PEFUCTPALIMOHHEIA HOMEDP

- cnocob npuMeHeHus

YCNOBWA OTMycKa

Ne cepuu:

[aTa naroToBneHruns:

[oaeH po:

LUTPUX-KOA,

- HEBUAWMMBIN 3HAK 3aLUThI

- NPOU3BOACTBEHHBIA KOA

- 3TUKETKa KOHTPOMS NepBoro S8cKpbITUA

- CpeACTBa UASHTUDUKALIMK CUCTEMbI MOHUTOPUHIA ABKEHMS
NeKapCTBEHHbLIX NPENapaTos

XpaHeHue
Cpok rogHocTH

BERLIN-CHEMIE/MENARINI
JnoToH® 1000, Lioton® 1000

enapuH HaTpus, Heparin sodium

[ens Ans HapyxHoro npumexenns 1000 ME/r
100 r

B 100 r rens cogepxuTcs renapuHa Hatpus - 100000 ME

XpaHuTb npu Temneparype He Beiwe 25°C
yKa3aHo
yKasaHo
yKasaHo
yKa3aHo

ykasaHo

M N012107/01
ANS HAPYKHOr0 NPUMEHEHUs
Bes peuenta
5108A
05/2025
04,2030
umeeTca
uMeeTcs
umeeTcs

HE UMEETCSH
umeerca

Mpu TemnepaType He Bblwe 25°C
5 net

CepTtudukat: BoileykasaHHas cepus oTeeyaeT TpebosaHuaM HOPMaTUBHON AOKYMEHTaLuu.

YnonHomoueHHoe nuuo

A.Menarini Manufacturing
Logistics & Services S.r.l.

[-p Wakono BepTuxn

Sito Produttivo
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M 00O beprnnH-Xemn/A. MeHapmHmn

MNOATBEPKIAEHHUE COOTBETCTBUA

Ne TIC-5108A
ToproBoe HaMMEHOBaHUE JInoron® 1000
MextyHapoHOE HETaTeHTOBaHHOE HAUMEHOBAaHUE ['enapun Hatpus
(TpynnMpOBOYHOE MM XMMHYECKOER)
JlexapcTBenHas popma relib JUIs HAPYKHOTO MPUMEHEHHUS
Jo3upoBka 1000 ME/r
®dopma BhIITyCKa 100 T, TyOBI, TAaYKH KApTOHHBIC
Howmep cepunu (naprun): 5108A
O0Bem cepun(mapTun) 19 551
JlaTta mpou3BocTBa 15.05.2025
['ogen o 30.04.2030
HaumenoBanwe wu azmpec  mpousBomutens  (cC IMpousBoaurens I'J1D
yKa3aHHUEM CTaJuil TPOU3BOJICTBA) (Bce cragum, BKITIOUast BBITYCKAIOIITUI

KOHTPOJIb KauecTBa)
A.Menapunu MaHw(peK4YepuHr
Jlomxucrukce 3u1 Cepucus C.p.i,
Hranus
(Via Sette Santi 3,50131, Florence, Italy)

Howmep u nara peructpalilnoHHOTO y10CTOBEPEHUS ITNO012107/01 ot 16.09.2011
JlaTta nepeodopmiernst PV 25.04.2024

Howmep 1 nara HOpMaTUBHOW TOKYMEHTALIMHU ITN012107/01-130722, uzm. Nel,2

HanmenoBanue u azpec nepxarensa | A.Menapuau UHycTpud

PErucTpaliMOHHOTO YAOCTOBEPEHUS ®apmaueytukd Puynurs C.p.u., Utanus
(Via Sette Santi 3, 50131, Florence,
Italy)

Hacrosimumii 10KyMeHT NOATBEP:KAAeT:

-TaHHBIA JIEKAPCTBEHHBIA Tpenapar cooTBeTcTBYeT 61-D3 «OO6 olpaleHuu JeKapCTBEHHBIX
CPEICTB...»;

-cepusi JIEKApPCTBEHHOT'O IMperapaTa COOTBETCTBYET TpeOOBaHMSIM, YCTAHOBJICHHBIM IPU €ro
roCyJapCTBEHHOM perucTpanuu

x ,,/>
eNenapuumy <= Cokonos BJI.  17.02.2026
(TIoIrHCh) (marta)

Heprt M MeHaprHI

000 “BepnuH-Xemu/A. MeHapuHK"

HOpuauyecknia agpec: Poccus, 123317, . Mockea, MNpecHeHckas HabepexHas, 4. 10
lMouTtosbin agpec: Poccua, 123317, . Mockea, lNMpecHeHckas HabepexHas, a. 10
TenedpoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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