=
T
<
=
w

A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

CEPTU®UKAT AHATIU3A

MpogykT

Kon npoaykta

Ne cepuu

[aTta uaroTosneHua

[aTta ncreveHunss cpoka roaHocTH

[aTa Bbinycka cepuu
HopmaTusHas JokymeHTauus
[eicTByOUlEE BELWECTBO

MpounssoanTens AeACTBYIOLLEND BELLECTBA
O6bem cepum (KONUYECTBO YNaKOBOK)

TNuoton® 1000, rens Ansa HapyXHoro npumexHedus 1000 ME/r

F157632

5116A

12/06/2025

31/05/2030

06/08/2025

M N012107/01-130722, Mam. Ne1,2
[enapuH HaTpus

38232

Changzhou Qianhong Bio-Pharma Co.Ltd, Kutan

Mokazarens

Onucaxue

MNoaANWUHHOCTE

- Menapun Hampusi

- MemunnapazudpokcubeHsoam u
nponunnapazudpokcuberzoam

Macca cofepXumoro ynakoBku

pH
KonuyectseHHoe onpejeneyue

KOHCEDPBaHTOB
-MeTunnaparuapok-cubersoar

-Mponunnaparugpok-cubeHsoat

MukpoBuonoruyeckas Yyucrora

A. MENARINI MANUFACTURING LOGISTICS AND SERVICES SR.L. CON SOCIO UNICO - SEDE LEGALE: VIA ROSOLIND PILO 4 - 50131 FIRENZE - TEL +38 055 56801 - FAX: +38 055 582771

Cneuudmnkaumns

BecuBeTHBIf UMW CO CNErka XenToBaThbIM OTTEHKOM, NOHTY
Npo3paYHblil renb BR3KON KOHCUCTEHUWUK C
XapakTepHbIM 32anaxom.

MpenapaT gomkeH 0Bnasate aKTUKOATYNAHTHEIM AeicTBUEM

B3OXX: BpemeHa yaepKuBaHs OCHOBHBIX NKOB Ha
XpOMaTOrpamMmMe MCnbITYEMOro pac-TBopa AoMmKHb
COOTBETCTBOBATbL BPEME-HAM YAEPXWBaAHUA NUKOB METUNNapa-
ruapokcubeHsoaTa v nponunnaparuj-pokcubersoara Ha
XpOMaTorpaMmme CTaH4apTHOro pacTeopa.
Y®-cnektpodorometpua OOM: Makcumymel YO-cnekTpos NUKos
meTunnaparugpokcubersoara u nponunnaparugpokcubeHsoara
Ha XpoMaTorpamMmmax MCNeITYEMOro U CTaH4apTHOro pacTBopoB
AOMX¥HBI COBNAAaTL.

He meHee HOMUHAMNLHOMO 3HaYEeHUs

[ns Ty6 maccoi mernee 60 r (30 rn 50 r):

10 Ty6 > 90 % unu

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

Ons Ty6 maccoi 6onee 60 r (100 r):

10 Ty6 > 85 % unu

30 Ty6 > 95 % (makcumym 1 Ty6a moxeT Bbite < 95 % Ho 2 90
%)

01550060

o1 0,108 r go 0,132 r meTunnapa-rugpokcubersoara s 100 r

npenapaTa (o1 90 % fo 110 % 0T 3aABNEHHOro CoAepXaHus)
o1 0,027 r go 0,033 r nponunnapa-rugpokcudeHsoara s 100 r
npenapata (o7 90 % A0 110 % OT 3asABNEHHOr0 COAEPKaHIA)

Pe3ynbrarht

BecuseTHbIN, NoYTY
NPO3PaYHbIA rens BA3Kon
KOHCUCTEHLMK C
XapaKTepHbIM 3anaxom

MonoXuUTENbLHO

MonoxuTensHo

MonoxuTensHo

51 r
CooTBeTcrByeT

5,8

0,120r

0,030r

PEC: manufacturing@legalmail.it - CAPITALE SOCIALE €42.650.000 IV. - C. F. / P. VA E REG. IMPRESE 05006670482
STABILIMENTI DI PRODUZIONE: VIA SETTE SANTI 3, 50131 FIRENZE - VIA DI SCANDICCI 37, 50143 FIRENZE - VIA CAMPO DI PILE 57100 L'AQUILA

SOCIETA" SOGGETTA ALLATTIVITA" DI DIREZIONE £ COORDINAMENTO DI A. MENARINI INDUSTRIE FARMACEUTICHE RIUNITE SR.L. - VIA SETTE SANTI 3 -50131 FIRENZE - P. IVA 00395270481

A. Menarini Manufacturing Logistics and Services S.r.. & un‘azienda del Gruppo Menarini. Visita il sito internet WWW.MENARINL.COM



=
[
<
2
]
=

A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

OKAM He Bonee 10 KOE s 1 r 0 KCE/r
(OBLuee konuyecTso aapobHbix

MWKPOOPraHuamMoe)

oKkanr He Bonee 10" KOE g 1+ 0 KOE/r

(ObLee KONMUECTBO 4PONOKEBLIX U
nnecHeebix rpubos)

- Pseudomonas aeruginosa oTcyTeTB. B 1T

CootBeTcTBYET
- Staphylococcus aureus oTcyteTB. B 1T

CooTBeTCcTBYET

KonuyecTeeHHoe cnpesenexve

MenapuH Hampusi Ot 90000 ME go 105000 ME renapuHa HaTtpus B 100 1 98780 ME/M00Tr
npenapata (o1 90 % go 105 % oT 3asABNEeHHOro CoAepXaHus)

Ynakoska Mo 50 r npenapaTta B anomMmuHuesyto TyBy, NOKPLITYH U3HYTPK CooTtBeTcTBYET
3MNOKCUAHOW CMOSON, C HABUHYNBAKOLLMMCA KONNEYKoM-
nepopaTopoM (NONUITUNEH/NONUNPONUNEH).
Mo 1 TyBe ¢ MHCTPYKUWER NO NPUMEHEHWIO B KEPTOHHOM Nauke.

Mapkupoeka PesyneTatsl

1) NMepBuYHan ynakoBKa NexkapcTBeHHOro npenapara
Ha Tyfe Ha pyCCcKOM A3bIKE YKA3LIBAHT:

-HaUMeHoBaHNe hUpMbI-NPOIBOAUTENS, CTPaHY A. MeHapuHy MaHohekyepuHr
NogxucTure 3Hg Cepsucus C.p.n., Wtanus

- HauMeHoBaHwe hupmbl-aucTpubsoTOpa, CTPaHy Bepnun-Xemu AT, l'epmanus

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

- TOProBoe HavmeHosaHue npenapaTta® TNuoTon® 1000

- MEXAYHApoAHOe HENaTeHTOBaHHO. HauMeHoBaHue lenapuH HaTpwA

- NEKapCTBEHHYIO dopMmy, aktueHocTs (ME/T) [enes Ans HapyxHoro npumexenus 1000 ME/r

- KONWYECTBO NPENapaTa B YNaKkoBKe 50r

- cogepxwaHue gefctaylowero sewecrea B 100 r rens B 100 r rens copepxutcA renapuda Hatpus — 100000 ME

- YCNOBUA XpaHeHUs XpaHuTb nNpu TEMnepaType He Bbiwe 25°C

«MpoTuBOTPOMOOTUYECKOE fENCTBUEY yKasaHo

«[poTveOBOCNANUTENbBHOE AEACTBUEN yKa3saHo

«IpoTMBOOTEYHOE AENCTBUE» yKkasaHo

«CobniogaTth NPUNOXEHHYIO UHCTPYKUUIO MO NPUMEHEHUIO yKkasaHo

npenapara»

«JlekapCTEEHHOE CPEACTEO XPaHUTL B HEAOCTYNHOM ANA ASTEl yKa3aHo

wmecTe!»

- YCNOBUA OTNyCKa Bea peuenTa

Ne cepuu: 5116A

lozeH po: 05/2030

- NPOU3BOACTBEHHbLIN KOQ WmeeTcs

2) Bropu4Has ynakoeka
Ha KapTOHHON nayke Ha PYCCKOM A3bIKE YK33biBaKT:

- HAMMEHOoBaHuWe OUPMbI-NPOU3BOAUTENS, CTPEHY A. MeHnaputu MaHrodekyepuHr NogxucTuke aHg Cepsucus
C.p.n., Uranus
- HAaUMEHOoBaHue hUpMbI-4UCTPUbLIOTOPA, CTPaHy BepnuH-Xemu AT, F'epmaHus

A. MENARINI MANUFACTURING LOGISTICS AND SERVICES S.R.L. CON SOCIO UNICO - SEDE LEGALE: VIA ROSOLIND PILO 4 - 50131 FIRENZE - TEL. +39 055 58801 - FAX: +39 055 582771
PEC: manufacturing@Iegzlmail it - CAPITALE SOCIALE £42.650.000 IV, - C.F./ P. VA E REG. IMPRESE 05008670482
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

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

- TOProBOE HauMeHoBaHve npenapata® (Ha pycckom u
HIIUACKOM A3blKe)

- MEXYHapOAHOE HENaTeHTOBaHHOE HaWMEHOBaHUe (Ha PYCCKOM U

SHrMUNCKOM R3bIKE)
- NEKAPCTBEHHYW thopmMy, akTueHocTe (ME/T)
- KOMUYECTBO NPenapaTa 8 ynakoake

- cogepxanue aelicteyoulero sewecrsa 8 100 r rens
- YCIIOBUSA XpaHeHus

«MpoTueoTpomBoTUYECKOS ARCTBUED
«MpoTuBoBOCNanwTENbHOE AelicTBUE
«MpoTusooTe4Hoe 4encTeue»

«Cobnoaarth MHCTPYKLUMIO N0 NPMMEHEHWUIO NPENapaTa, KoTopas
HaXOAWTCH BHYTDM YNaKoBKu»

«JlexapCTBEHHOE CPEACTE0 XPaHUTL B HEAOCTYNHOM ANA AeTel
mecTte!»

- PEFMCTPALMOHHBIA HOMEpP

- cnocoB npUMEHEHWA

YCIOBUA OTNycKa

Ne cepuu:

[ata uaroToBnEHUR:

lopeH po:

LUTPUX-KOA

- HEBUAWMBIN 3HEK 3aLUUTh!

- NPOU3BOACTBEHHbLIN KOA

- 3TUKETKa KOHTPOMNA NepPBOra BCKPLITUSA

- cpeacTea WaeHTUDUKaUUM CUCTEMBI MOHUTOPUHIA ABMKEHUA
NexapcTBEHHbIX NpenapaTos

XpaHeHue
Cpok rogHocTu

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

enapwH HaTpua, Heparin sodium

lenk ANs HapyxHoro npumererna 1000 ME/r
50r

B 100 r rena cogepxuTtca renapuHa Hatpusa - 100000 ME

XpaHuTb Npu TemnepaTtype He Bbiwe 25°C
yKkasaHo
yKasaHo
yKasaHo
ykasaso

yKa3aHo

M N012107/01
ANA HAPYXKHOTO NPUMEHEHUA
Bes peuenTta
57116A
06/2025
05/2030
umeercs
UMEETCH
UMEEeTCs

HE UMeeTcs
uMeercs

Mpyv Temneparype He Biwe 25°C
5 net

Ceprudmkar: BoilueykasaHHan cepns oTeeyaeT TpebosaHunsm HopMaTUBHON AOKyMEHTaLUN.

YnonHoMo4YeHHoe nuuo

A.Menarini Manufacturinc

O- MBKW

Sito Produttivo

A. MENARINI MANUFACTURING LOGISTICS AND SERVICES SR.L. CON SOCIO UNICO - SEDE LEGALE: VIA ROSOLINO PILO 4 - 50131 FIRENZE - TEL. +39 055 56801 - FAX: +38 055 582771

Logistics & Services S.r.l.

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

MNOATBEPKIAEHHUE COOTBETCTBUA

Ne TIC-5116A
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): 5116A
O0beM cepun(mapTun) 38232
Jlata npousBoacTBa 12.06.2025
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

L QIBETCTRL )
a 5

000 JINH-XEMU A

e

HAapUHW) £ Cokonos B.A. 17.02.2026
(monmucek) (mata)

oY

N
MeHnapunmw»

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


SOKOLOVA
Печать

SOKOLOVA
Соколов Василий


