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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

CEPTU®UKAT AHATTU3A

Mpoaykt

Koa npoaykra

Ne cepwun

Hata usrotosneHus

[aTta ncredeHns cpoka roaHocTy

[ata sbinycka cepun
HopmaTtuBHas JoKyMeHTaums
[JelicTyOLLEE BEWECTEO

[Mpon3BoAMTENL AEACTBYOLLENC BELLECTBa
Ob6bem cepun (KONMMHYECTBO YNaKoBOkK)

INnoToH® 1000, rens Ana HapyxHoro npumMmeHeHust 1000 ME/r

F157632

5118A

13/06/2025

31/05/2030

06/08/2025

M N012107/01-130722, Uam. Ne1,2
[enapuH HaTpusa

38394

Changzhou Qianhong Bio-Pharma Co.Ltd, Kutan

Mokazarens

Onucauue

MopnuHHoCcTs

- lenapuH Hampus

- Memunnapazudpokcubexsoam u
nponunnapazudpoxkcubeHsoam

Macca cofepxumoro ynakosxu

pH

KonuyecTeeHHoe onpeaeneHue
KOHCEDBaHTOB
-MeTtunnaparuapok-cubeHsoar

-Mponunnaparnapok-cubeHsoat

Mu KQOﬁMOJ’IGI‘MHBCKaH HuCcToTZ2

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

Cneumdmkaumsa

becuBeTHbIN UNK CO CNerka XenToBaThlM OTTEHKOM, NOYTH
NPO3paYyHsIi rens BA3KON KOHCUCTEHLUMW C
XapakTepHbIM 3anaxom.

Mpenapat gomkex obnagaTe aHTUKOAryNAHTHBIM AeACTBUEM

B3XX: BpemeHa yaepxuBaHus OCHOBHBIX NUKOB Ha
XpPOMaTOrpamMmMe UCMLITYEMOro pac-Teopa AoMmKHbI
COOTBETCTBOBATL BPEME-HAM YAEPXKWBEHWUSR NUKOB MeTUnnapa-
ruapokcubeHsoaTa v nponunnaparna-pokcubeHaoara Ha
XPOMaTOrpamMmMe CTaHAapTHOro pacTeopa.
Yd-cnekrpocdotomeTpua O0M: Makcumymsl YP-CnekTpos NuKoe
meTunnaparngpokcubensoaTa u nponunnaparupoxcubersoata
Ha XpOMaTorpamMmMax UCNLITYEMOro U CTaHAapTHOTO PacTEOPOB
[LOMKHEI COBNaAaTh.

He meHee HOMUHaNLHOro 3HavYeHua

Ong Ty6 maccoit meree 60 r (30 ru 50r):

10 Ty6 > 90 % unu

30 Ty6 =90 % (makcumym 1 Ty6a moxeT BbiTb < 90 % Ho 2 85
%)

[Ons Ty6 maccoin Gonee 60 r (100 r):

10 Ty6 > 95 % unu

30 Ty6 > 95 % (makcumym 1 Tyba moxeT Beis < 95 % Ho = 90
%)

OT15,5806,0

ot 0,108 r ac 0,132 r meTunnapa-ruapokcubensoata s 100 r

npenapata (0T 90 % A0 110 % OT 3asABNEHHOr0 COAEPKaHmua)
ot 0,027 r ao 0,033 r nponunnapa-rugpokcubersoata e 100 1
npenapata (o1 90 % A0 110 % OT 3aABNEHHOrO COAEPXaHUA)

PesyneTarst

BecuseTHbIN, NOYTH
NpPo3padHbIil renk BA3KOR
KOHCUCTEHUMY C
XapaKTepHbIM 3anaxom

MonoxurensHo

MonoxutensHo

MonoxutensHo

51 F
CooTBeTcTayeT

58

0,118r

0,029 r
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

OKAM He Bonee 102 KOEe 11
(ObLyee konu4ecTeo aspobHbIX

MWUKPOOPraxusMos)

oKkgnr He Bonee 10" KOEe 11

(OBLlee KONUYECTBO APOXOKEBLIX U
nnecHeeslx rpuboB)

- Pseudomonas aeruginosa
- Staphylococcus aureus

oTcyTcTB. B 1T
orcytcte.B1r

KonuyecreeHHoe onpeaenexue
lenapuH Hampus

Ot 90000 ME a0 105000 ME renapuHa Hatpus 8 100 ¢

0 KOEIr

0 KOE/r

CooTtBeTcTByeT
CoorsetcrayeT

99977 ME/MQ00 r

npenapara (0T 90 % 8o 105 % oT 3asBNEHHOro CoAemxaHns)

CooTeeTcTayeT

Ynakoska Mo 50 r npenaparta B aniomMrHWEBYI0 TyDBy, NOKPLITYIO U3HYTPH
3NOKCUAHON CMONON, C HaBUHYUBAKLLMMCA KONNavykom-
nepchopatopoM (NoNuaTuneH/nonunponunes).

Mo 1 TyBe ¢ MHCTPYKUME N0 NPUMEHEHUIO B KEPTOHHOR Nadke.
MapkupoBka

1) Mepeu4Hasn yNakoBKa NekapCTBEHHOro npenapara
Ha Ty6e Ha DYCCKOM S3bIKE YKa3bIBaKOT:

-HauMeHoBaHue MUPMbI-NPOU3BOLUTENS, CTPaHY

- HaUMEeHoBaHWe PUPMbI-ANCTPUBLIOTORE, CTPaHY

- noroTun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
- TOprosoe HaumeHosaHue npenapara®

- MEXAYHaPOAHOe HENaTeHTOBaHHOE HauMeHoBaHue

- NeKapcTBeHHY0 hopmy, akTusHocTs (ME/T)

- KONUYECTBO NpenapaTa B ynakoske

- copepxanue aelcteyrolero sewectsa B 100 rrens

- YCNOBUS XpPaHEHUA
«MpoTusoTpoMBOTUHECKOE ASUCTBUEY

«MpoTHBOBOCNANUTENBHOE AeicTBuEY
«lMpoTusooTEYHOE AeicTBUE»

«CoBnioaaTe NPUNOMKEHHYHK WHCTPYKUMIO NO NPUMEHEHWIO
npenapara»

«JlexapcTBeHHOE CPEACTE0 XPaHUTL B HEAOCTYNHOM ANA neTen
mecTel»

- YCNOBUS OTNycKa

Ne cepuu:

[opeH po:

- NPOV3BOACTBEHHbIN KOA

2) BropuyHas ynakoska

Ha xapToHHON Nayke Ha PYCCKOM A3bIKE YKa3blBaloT:

- HAUMEHOBaHWE (OUPMbI-NPOU3BOAUTENS, CTPaHY

- HaumeHoBaHue hupMbl-gucTpubsioTopa, CTpaHy

A. MENARINI MANUFACTURING LOGISTICS AND SERVICES S.R.L. CON SOCIO UNICD - SEDE LEGALE: VIA ROSOLIND PILD 4 - 50131 FIRENZE - TEL. +39 055 56801 - FAX: +38 055 582771

PesyneTathl

A. MeHapuHu M3aHhekYepuHr
TNopgxuctukc 3vg Cepeucua C.p.n., Utanus
Bepnun-Xemu Al, Tepmadus

BERLIN-CHEMIE/MENARINI

TNnoToH® 1000

lenapuH HaTpus

lenb gns HapyxHoro npumexerus 1000 ME/r
50r

B 100 r rens cogepxutca renapuHa Hatpua — 100000 ME

XpaHuTb Npy TEMMNEPETYPE He Bhiwe 25°C
yKasaHo

yKazaHo
yKasaHo
yKazaHo

yKa3aHo

Bes peuenta
5118A

05/2030
WNmeeTcs

A. MeHapuru MaHiodekiepurr JlogxucTuke aHg Cepancua

C.p.n., Wtanua
BepnuH-Xemu AT, Fepmanus
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

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

- TOProsoe HaumeHosaHue npenapaTta® (Ha pycckom u
2HrNUACKOM S3bIKE)

- MeXAYyHapoAHOEe HENATEHTOBAHHOE HauMeHoBaHue (Ha PycCKOM U

HIMUACKOM A3bIKE)
- NEKapCcTBEHHYIo hopmy, akTusHocTs (ME/T)
- KONU4ecTso npenapaTa B ynakoeke

- coaepxaHue seicreyrollero sewecTsa 8 100 r rens
- YCNOBUS XpaHeHUs

«lpoTuBoTPOMBOTHHECKOR ASACTBUEY
«poTusoBOCNANUTENLHOE gelicTBUEY
«[poTUBOOTEYHOE AENCTBUEY

«CobnoaaTe MHCTPYKUMIO NO NPUMEHEHUIO Npenapara, KoTepas
HaxOAUTCS BHYTPU YNaKoBKu»

«JlekapcTBEHHOE CPEACTBO XPaHWTb B HELOCTYNHOM ANA AeTel
mecre!»

- PEFUCTPALMOHHBLIA HOMEpP

- cnocob NpUMEHEHWS

YCNOBWA oTNyCKa

Ne cepuu:

[aTa naroToBneHus:

[oaeH po:

LUTPUX-KOA

- HEBUAMMbIA 3HEK 38LWNTbI

- NPOU2BOACTBEHHEIN KOZ

- 3TWKETKA KOHTPONS MEPBOro BCKPLITUSA

- CPEACTBa UABHTUMKALMM CUCTEMbEI MOHUTOPUHTE ABUKEHMS
NeKapCTEEHHbIX NPENnapaTos

XpaHenue
Cpok rogHoCTH

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

Il'enapuH HaTpus, Heparin sodium

lens AN Hapy»HOro npumeHerus 1000 ME/r
50r

B 100 r rens cogepxuTcs renapuHa Hatpus - 100000 ME

XpaHuTb Npy TEMNepaType He Belwe 25°C
yK23aHo
YyKa3aHo
yKasaHo
yKasaHo

ykasaHo

M N012107/01
ANA HAPYXKHOTO NPUMEHEHUA
Bez peuenta
5118A
06/2025
05/2030
UMEETCR
umeeTcs
nMeeTca

He umeeTcs
umeeTcs

Mpu TemnepaTtype He Beiwe 25°C
5 net

Ceprudiukar: Builleyka3zaHHan cepus oTeeqaeT TpeboBaHWAM HOPMaTUBHON AOKYMEHTaLMK.

YNnonHomMouYeHHOoe Nuuo

A.Menarini Manufacturing
Logistics & Services S.rl.

p Wakono BepTtu
Sito Produitivo

Via Sette Santi, 3 - 50131 Firanze
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M 00O beprnnH-Xemn/A. MeHapmHmn

MNOATBEPKIAEHHUE COOTBETCTBUA

Ne TIC-5118A
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): 5118A
O0beM cepun(mapTun) 38 394
Jlata npousBoacTBa 13.06.2025
l'onen o 31.05.2030
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 ITNO012107/01 ot 16.09.2011
JlaTta nepeodopmiernst PV 25.04.2024

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

HanmenoBanue u azpec nepxarensa | A.Menapuau UHycTpud

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

Hacrosimumii 10KyMeHT NOATBEP:KAAeT:

-IIaHHBIN JIEKapCTBEHHBIN Ipemnapar cooTBeTcTByeT 61-P3 «OO6 obpaiieHuH JeKapCTBEHHBIX
CPEICTB...»;

-cepHsl JIGKApCTBEHHOT'O IIpenapaTa COOTBETCTBYET TpPEeOOBAHUSAM, YCTAHOBJICHHBIM IIPU €ro
roCyJJapCTBEHHOHN perucTpanuu

.v/>

000 s Menapurn»y £ ——<=— Cokono B.Jl.  17.02.2026
" " (romHch) (mara)
Josep 0 'I/I’Jﬂfﬁﬁ’éﬁwy /g lenapuHu»

h 1;2 7

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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