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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

CEPTU®UKAT AHAJTU3A
Mpoaykr : JInoTtoH® 1000, renb AN HapyxHoro npumeHeHus 1000 ME/r
Kop npoaykra : F163538
Ne cepuu : 6022A
[aTta n3rotToBnexus : 28/01/2026
[aTta ucreyeHus cpoka rogHoCTH : 31/12/2030
[aTta Bbinycka cepuun - 13/03/2026
HopmaTueHas JokyMeHTaums : JM-Ne(010030)-(Pr-RU)-300425
[JenicTeylollee BeLecTso 5 [enapuH HaTpus
MpoussoanTENb AEUCTBYIOWEro BelecTea - Changzhou Qianhong Bio-Pharma Co.Ltd, Kurait
Obbem cepum (KONUYECTBO YNaKOBOK) : 39204
MNoxkasarens Cneuudukauus Pezynerarhbl
OnucaHve BecuBeTHbIN Unu Co Cnerka XenToBaTbiM OTTEHKOM, NoYTH BecuBeTHbI, No4TH
npo3payHbli rent BA3KOW KOHCUCTEHLMUYU C NPO3payHbIll renb BA3KON
XapaKkTepHbIM 3anaxom. KOHCUCTEHLMN C XapaKTepHbIM
3anaxom
MoanuHHOCTL
- l'enapuH Hampusi MpenapaT AomkeH 06NaaaTh aHTUKOArYNAHTHLIM AEACTBUEM MonoxuTensHo
- MemunnapazaudpokcubeH3zoam u B3XXX: BpemeHa yaepxuBaHUA OCHOBHbIX NUKOB Ha MonoxuTensHo
nponunnapazudpokcubeH3oam XpomaTorpamme WUCNbITYEMOro pac-Teopa A05KHbI

COOTBETCTBOBaTL BPEME-HAM YAEPXUBaHUA NUKOB MEeTunnapa-
ruapokcubeHsoara u nponunnaparuj-pokcubeHsoara Ha

XpoMaTtorpammMe CTaHAapTHOro pacTeopa.

Y®-cnektpototomeTpus AOM: Makcumymbl YO-cnekTpos nukoB  onoxuTensHo
mMeTunnaparuapokcubeHsoaTa v nponunnaparnapokcubensoara

Ha XpoMarorpammax UCrbITYeMOoro U CTaHAapTHOro pacTeopos

LOMKHbI coBnagarh.

Macca coaepXumMoro ynakoskiu He meHee HOMWHaNbHOro 3HaYeHus 51 r
Ons Ty6 maccoit mexee 60 r (30 ru 50 r): CooreercrayeTr
10 1y6 > 90 % unu
30 Ty6 290 % (makcumym 1 TyBa moxeT BbiTb < 90 % Ho 2 85
%)
[ns Ty6 maccoii 6onee 60 r (100 r):
10 Ty6 > 95 % nnu
30 Ty6 > 95 % (makcumym 1 Ty6a moxeT BbiTb < 95 % HO 2 90

%)
pH O15,506,0 58
KonuyecrteeHHoe onpeaenexue
KOHCEDBAaHTOB
-MeTunnaparuapok-cubeHsoar o7 0,108 r go 0,132 r meTunnapa-ruapokcudeHsoara s 100 r 0,120 r
npenapata (0T 90 % A0 110 % OT 3asABNEHHOr0 COAEPXaHUS)
-Mponunnaparnapok-cubexaoar o1 0,027 r go 0,033 r nponunnapa-rugpokcubersoara s 100 r 0,030r

npenapara (0T 90 % 40 110 % OT 32s8BNEHHOr0 COASPXaHUsA)

MukpoBuonoruyeckas YncToTa
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

OKAM He Gonee 102 KOEB 11
(ObLwee konuyecTso a3pobHbix

MUKPOOPraHnamos)

oKanr He Gonee 10" KOEB 11

(ObLee KONUYECTBO APOXOKEBbLIX U
nnecHesbix rpubos)

- Pseudomonas aeruginosa
- Staphylococcus aureus

oTCyTCTB. B 1T
oTcyTcTB. B1T1

KonuuyectseHHoe onpesenexmne
lenapuH Hampusi

OT 80000 ME po 105000 ME renapuHa HaTpusi 8 100 r

0 KOE/r

0 KOE/r

CootseTcrByeT

CooTtBeTcTBYET

100758 ME/100r

npenapata (o1 90 % Ao 105 % oT 3asBNEeHHOro CoAEpPXKaHus)

YnakoBka

Mo 50 r npenapara B antoMUHUEBYIO TyOY, NOKPbLITYIO U3HYTPU

CooTBeTcTBYET

3MOKCUAHON CMOMOW, C HEBUHYMBAIOLLMMCS KOMNaukom-
neptopaTopom (NonuaTUNEH/NONUNPONUNEH).
Mo 1 Ty6e ¢ MHCTPYKUMEN NO NPUMEHEHUIO B KAPTOHHON navke.

Mapkuposka

1) MepBuYHan ynakoBKa NeKapCTBEHHOro npenapara
Ha Tybe Ha pycCcKOM Si3blKE YKa3blBaloT:

-HauMeHoBaHue PUPMbI-NPOU3BOAUTENS, CTPaHY

- HauMeHoBaHue hupmbl-gUCTpUbLIOTOPA, CTPaHy

- norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
- TOpProBoe HaumeHosaxue npenapata®

- MeXAYHapOAHOe HENATEHTOBAHHOE HauMeHoBaHue

- NeKapcTBEHHY thopmy, akTusHocTb (ME/r)

- KONMYECTBO Npenapara B ynakoske

- coaepxanue aeiicTeytowero Bewecrtsa B 100 rrens

- YCNOBURA XpPaHeHUs
«lMpoTusoTpoMBoTUyECKOE AeiicTBUE»

«MpoTusoBOCNANUTENLHOE 4ENCTBUEY
«MpoTuBoOTEYHOE AENCTBUED

«CobnoaaTh NPUNOXEHHYO UHCTPYKUMIO NO NPUMEHEHUIO
npenapara»

«JlekapCTBEHHOE CPEACTBO XPaHUTbL B HEAOCTYNHOM ANS aeren

mecre!»
- YCnoBusa oTnycka

Ne cepuu:
opeH po:
- NPOU3BOACTBEHHbIA KOZA
2) BropuyHas ynakoska

Ha kapTOHHOW Nayke Ha PYCCKOM S3blKE YKa3blBaloT:
- HaUMEeHoBaHNe (UPMbI-NPOUIBOAUTENSR, CTPAHY

- HAaUMEHOBaHue OUpMbI-gUCTPUBLIOTOPA, CTPaHy

A. MENARINI MANUFACTURING LOGISTICS AND SERVICES S.R.L. CON SOCIO UNICO - SEDE LEGALE: VIA ROSOLINO PILD 4 - 50131 FIRENZE - TEL. +39 055 56801 - FAX: +39 055 582771

PesynbTarth!

A. MeHapuHu MaHoheKkyepuHr
TNopgxwuctuke aHg Cepeucus C.p.n., Utanus
Bepnun-Xemu Al, l'epmanus

BERLIN-CHEMIE/MENARINI

JlnoToH® 1000

[enapuH HaTpus

lenb Ans HapyxXHoro npumeHeHus 1000 ME/r

50r

B 100 r rens cogepxuTcs renapuHa Hatpus — 100000 ME

XpaHuTb Npu TEMnepaType He Beilwe 25°C
yKasaHo

yKasaHo
yKasaHo
yKasaHo

yKasaHo
Bes peuenTta

6022A

12/2030
NmeeTtca

A. MeHapunu MaHiodekdepunr JlogxucTuke aHa Cepsucus
C.p.n., Utanus
Bepnux-Xemu Al, Nepmaxus
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

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

- TOproBoe HauveHosaxue npenaparta® (Ha pycckom u
HrNUIACKOM A3bIKE)

- MEXAYHapoAHOEe HeNnaTeHToBaHHoe HauMeHoBaHue (Ha pycckom u

2HrNUIACKOM R3bIKE)
- NEKapCTBEHHYK dopmy, akTueHocTb (ME/T)
- KONUYECTBO npenapara B ynakoske

- cogepxanue geictaytoulero sewecrsa 8 100 r rens
- YCNOBUSA XpPaHeHus

«MpoTusoTpomboTu4eckoe gencreves
«MpoTusoBocnanuTensHoe aecTanes
«lMpoTuBoOTEYHOE AeiicTBUE»

«CoBnioaaTh UHCTPYKLUMIO NO NPUMEHEHUIO NpenaparTa, Kotopas
HaXOAUTCS BHYTPU yNakoBKU»

«JlekapcTBEHHOE CPEACTBO XPaHUTL B HEAOCTYMHOM ANS AETeil
mecre!»

- PErUCTPaLMOHHbIV HOMEpP

- cnoco® npumMeHeHus

ycnosus otnycka

Ne cepuu:

[aTta usrotosneHus:

lFoaeH go:

LUTPUX-KOZ,

- HEBUAUMbBIN 3HAK 3aLLMThI

- NPOU3BOACTBEHHBIN KOA

- 3TUKETKA KOHTPOIIS NEPBOro BCKPLITUSA

- cpeacTea NAEHTUUKALUYN CUCTEMbBI MOHUTOPUHIE 4BUMKEHUS
nekapcTBeHHbIX NpenapaTos

XpaHexue
Cpok rogHoCTU

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

enapux HaTpus, Heparin sodium

lenb Ans Hapy)xHoro npumeHeHus 1000 ME/r
50r

B 100 r rens coaepxuTcst renapuHa Hatpusa - 100000 ME

XpaHuTb nNpu TemnepaType He Bbiwe 25°C
yKasaHo
yKkasaHo
yKasaHo
yKkasaHo

yKasaHo

M N012107/01
ANSA HAPYXXHOr0 NPUMEHEHUS
Bes peuenTta
6022A
01/2026
12/2030
umeeTcs
nmeercs
nmeeTcs

HE UMeeTCs
nmeercs

Mpu Temneparype He Bbiwe 25°C
5 ner

Ceptudukar: BoilueykazaHHas cepusi oTBeyaeT TpeboBaHUsAM HOPMaTUBHOM AOKYMEHTaLUN.

YrnonHoMo4YeHHoe nuuo

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

Sito Produttivo

[O-p‘Uakono BepTuHu

Via Sette Santi, 3 - 50131 Firenze

-
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MNOATBEPKIAEHHUE COOTBETCTBUA

Ne TIC-6022A
ToproBoe HaMMEHOBaHUE JInoron® 1000
MextyHapoHOE HETaTeHTOBaHHOE HAUMEHOBAaHUE ['enapun Hatpus
(TpynnMpOBOYHOE MM XMMHYECKOER)
JlexapcTBenHas popma relib JUIs HAPYKHOTO MPUMEHEHHUS
Jo3upoBka 1000 ME/r
®dopma BhIITyCKa 50 1, TyOBI, TAYKHU KApPTOHHBIE
Howmep cepuu (naptun): 6022A
O6wem cepun(apTum) 39204
Jlata npousBoacTBa 28.01.2026
l'onen o 31.12.2030
HanvenoBanne w® ampec mpousBoaurtens  (C IpousBoaurenn I'JID
yKa3aHUEM CTaJuil IPOU3BOJICTBA) (Bce ctaguu, BKItOUast BBITYCKAIOITUI

KOHTPOJIb KQ4eCTBA)
A.Menapnan M3H10(peKYepuHT
Jlomxuctukce 301 Cepucus C.p.i,
HUranus
(Via Sette Santi 3,50131, Florence, Italy)

Howmep u nara perucTpalilnoHHOTO y10CTOBEPEHUS JIII-Ne(010030)-(PT-RU) ot 30.04.2025

Howmep u nata HopMaTUBHOM JOKYMEHTAIIUU JIIT-Ne(010030)-(PI'-RU)-300425

HanmenoBanue u azpec nepxarensa | A.Menapuau UHycTpus

pErucTpalMOHHOIO 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 oOpalieHuu JIeKapCTBEHHBIX

CPEICTB...»;
-cepHsl JIEKApCTBEHHOI'0 IIpenapaTa COOTBETCTBYET TPeOOBAHUSAM, YCTAHOBJICHHBIM IIPU €ro
roCyJJapCTBEHHOMN pEerucTpanuu

.v/>

S == Coxomo BJ.  15.05.2026
(monmuce) (mara)

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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