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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

CEPTUOUKAT AHAITU3A
Mpopykr : JinoToH® 1000, rens gns HapyxHoro npumeHenus 1000
ME/r
Kog npoaykTa : F157630
Ne cepum : 5145A
[aTa usrotoBneHus : 04/09/2025
[ata ncreueHus cpoka roaHocTu 4 31/08/2030
[aTa ebinycka cepumn : 22/10/2025
HopmaTueHas AokymeHTauus : M N012107/01-130722, WNam. Ne1,2
[HelcTeyollee BeLLECTBO : "enapuH HaTpus
MpoussoguTens AeRCTBYIOLWEND BELLECTBA Yantai Dongcheng Biochemicals Co.Ltd, Kutan
Obvem cepuu (KONUYECTBO YNaKOBOK) ; 62352
[lokasatens Cnegugﬁgnxaguﬂ PESEDbTaTbI
Onucaxue BecuseTHbIN UMK CO CRErka XenTOBaTbIM OTTEHKOM, NOYTH BecuseTHbIN, NoyTH
NpPo3payKbli renk BA3KON KOHCUCTEHLUKN C NPo3payHbli renb BA3IKON
XapaKTepHeIM 3anaxom. KOHCUCTEHUUN C XapaKTepHsiM
3anaxom
NoanuHHOCTE
- Menapux Hampus MNpenapaTt gomxeH obnagarte aHTUKOAryNAHTHLIM AeiCTBUEM MonoxutensHo
- Memunnapazudpokcuber3aoam u B3XX: BpemeHa yaepxuBaHna OCHOBHbIX NMUKOB Ha MonoxutensHo
nponunnapazudpokcubexHzoam XPOMaTOrpamme UCNbITYEMOro pac-Teopa JomKHb

COOTBETCTBOBATL BPEME-HAM YAEPHKUBAHUA NMUKOB METUNNapa-
rugpokcubeHsoaTta u nponunnaparug-pokcubeHsoaTa Ha

XpOMaTorpamme CTaHAapTHOro pacTeopa.

Y®-cnekrpocdoromeTpus JOM: Makcumymsl Y®-cnektpos nukoe  MonoxuTenbHo
meTunnaparuipokcubersoaTa u nponunnaparuipokcubeHsoara

Ha XpomaTorpammax WCNbITYEMOro i CTaH4apTHOro pacTeopos

AOMXHbI COBNaAaTh.

Macca CORepUMOro YNakoBKy He meHee HOMUHANBLHOrO 3HaYeHUs 81 F
[na 1y6 maccoit menee 60 r (30 ru 50 r): CooTBeTcTBYET
10 Ty6 > 90 % unu
30 Ty6 290 % (maxcumym 1 Tyba moxeT Buite < 90 % Ho = 85
%)
IOns Ty6 maccoit 6onee 60 r (100 r):
10 Ty6 > 95 % unun
30 Ty6 > 95 % (makcumym 1 Ty6a moxeT 6biTh < 85 % Ho = 90

%)
pH Or554806,0 58
KonwyecTBeHHoe onpeseneHve
KOHCEPBAHTOB
-Metunnaparuapok-cubensoar oT 0,108 r go 0,132 r meTunnapa-ruapokcudeHsoara e 100 r 0121 r
npenapata (o1 90 % Ao 110 % OT 339BNEHHOrO COAEPXKaHUR)
-Mponunnaparuapok-cubeHsoar ot 0,027 r ao 0,033 r nponunnapa-rugpokcuberaocata s 100 r 0,030r

npenapara (o7 90 % Ao 110 % OT 3aRBNEHHOro CoAepXaHun)
MukpoBGuonaruyeckan Yyucrora

OKAM He Gonee 102 KOE B 11 0 KOE/r
(OBLee konuyecTso a3pabHeIx

MWKDOOPIaH1u3moB)

oKkanr He Gonee 10T KOE & 1T 0 KOE/r

(ObLLEee KONVYECTBO JPOMOKEBLIX U
nnecHesbix rpuGos)

- Pseudomonas aeruginosa oTcyTcTB. B 1T CootseTCcTBYET
- Staphylococcus aureus oteyTerB. B 11 CooTseTcTBYET
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

KonuyecTteeHxoe onpegenexue
lenapu+x Hampusi

OT 80000 ME ao 105000 ME renapuxa Hatpus 8 100 1

103005 ME/M00r

npenapata (o7 90 % Ao 105 % OT 338BNSHHOrD COAEpKaHNS)

Ynakoska

Mo 30 r npenapata B anMUHWEBYIO TyBY, NOKPLITYIO MSHYTPY

CooTseTcTByeT

3MOKCUAHON CMOMOW, C HABUHYMBAIOLNMCSH KONNaYKOM-
nepdopaTopom (NONUaTUNEH/NoNUNPONUEH).
Mo 1 TyBe c MHCTPYKUMEl No NPUMEHEHUIO B KAPTOHHOR nayke.

Mapkupoeka

1) MNepBUYHER YNaKOBKA NEKapcTBEHHOrO npenapara
Ha Ty6e Ha pvCcCcKOM A3bIKE YKA3LIBEKIT:

-HauMeHoBaru1e hupMbl-NPONIBOAUTENS, CTPAHY

- HaUMeHoBaHue thupmbl-a4UCTpUbLIOTOPA, CTPaHY

- norotun «BERLIN-CHEMIE/MENARINI» (Ha naTtuxuue)
- TOProBOE HZUMEHOBAHWE NpenapaTa®

- MeXAYHapo4HOe HEeNaTeHTOBaHHOE HaUMEHOBaHNE

- NeKapcTBEHHY opmy, akTusHocTb (ME/T)

- KONUYECTBO MPEnapara B ynaKkoBKke

- cogepxanue geicrayiolero sewecrsa 8 100 rrens

- YCMOBUA XpPaHEeHUA
«lMpoTueoTpoMBoTUYECKOE LEACTBUEN

«lpoTUBOBOCNZNUTENBHOS feliCTBIEY
«[poTuBOOTEYHOE JeiicTBUEY»

«CoBnioaaTh NPUNOKEHHYO WHCTRYKLUMK MO NPUMEHEHWIO
npenapara»

«JleKkapcTBEHHOE CPeACTEO XPaHUTL B HEAOCTYNHOM ANS AeTeil
mecre!»

- YCNOBMWA OTNyCKa

Ne cepuu:

loged ao:

- MPOW3BOACTBEHHLIA KOZ

2) BropuyHas ynakoska

Ha kapToHHO! Nayke Ha PYCCKOM A3bLIKE YKa3biBaoT:

- HaUMEHOBaHe UPMbI-NPOU3BOANTENS, CTPAHY

- HaUMEHOBaHVE UpMbl-aUCTpuBbloTOPa, CTPaHy
- norotun «BERLIN-CHEMIE/MENARINI» (Ha natuxuue)

- TOProeoe HaumeHoBaHue npenapata® (Ha pycckom u

HINUACKOM A3LIKE)

- MEX/AYHapOoAHOE HEMaTEHTOBaHHOE HAUMEHOBAHUE (Ha PYCCKOM U
aHrnuiAcKoM S3bIKE)

- NeKkapcTBEHRY dopmy, akTueHocTs (ME/T)

- KONWYECTBO NpenapaTa B YNakoske

- coaepxaHue geicTeyloliero Belectea B 100 r rens
- YCNOBUA XpaHEHUR

«MNpoTusoTpomBoTUHECKOE ABHCTBUEN
«lMpoTuBOBOCNANUTENBHOS ABCTBMEY
«lpoTuBCOTEYHOE AEACTBUEN

Pesynwrars!

A. Menaputn MaHiodekiepuHr
NogxucTure aHg Cepencus C.p.n., Utanus
BepnuH-Xemu AlN, Nepmanus

BERLIN-CHEMIE/MENARINI

JlnoTor® 1000

lenapuH HaTpus

lenb anA HapyxHoro npumernenus 1000 ME/r

30r

B 100 r rens copepxutca renapuHa Hatpus — 100000 ME

XpaHuTb Npu TEMNeEpaType He Boilwe 25°C
yKasaHo

yKa3aHo
yKazaHo
yKa3aHo

yKa3aHo

Bes peuenTa
5145A

08/2030
WmeeTca

A. MeHapuxu Marwodekdepunr MogxucTuke aHa Cepsucua
C.p.n., Utanus
BepnuH-Xemu Al', TepmaHus

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

lenapwH Hatpusa, Heparin sodium

lenk Ans HapyxHoro npumexeHns 1000 ME/r

30r

B 100 r rens coaepxuTca renapuHa Hatpusa - 100000 ME
XpaHuTb Npu TeMnepaType He sblwe 25°C

yKasaHo

YKa3aHo
yKasaHo
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

«CobnoaaTe MHCTPYKUMIO N0 NPUMEHEHWIO NPenapara, KoTopas ykasaHo

HaxoaWTCA BHYTPU YNaKoBKU»

«JlexapcTBeHHOE CPeACTBO XPaHUTL B HEAOCTYMHOM AN AeTeil yKasaHo

mecrel»

- PErUCTPALIMOHHLIA HOMEp M N012107/01

- cnocob npuMeHeHUus ANS HEPYXHOTO NPUMEHEHWS
yCrosusa oTnycka Bes peuenta

Ne cepun: 5145A

[aTa naroToBneHus: 09/2025

loaeH po: 08/2030

WITPUX-KOq uMeeTes

- HEBUAMUMBIA 3HAK 3aLUMThI UMeeTCs

- NPOWU3BOACTBEHHBIN KOZ uMeeTca

- aTUKETKa KOHTPONS NEPBOro BCKPLITUSA HE umeeTcs

- CPEACTBa WASHTUMWKAUMYA CUCTEMBI MOHUTOPUHIE ABUKEHUS! uMeerTcsa

NEeKapCTBEHHLIX NPenapaTos

XpaHeHue Mpu Temnepartype He Bbille 25°C
Cpok rogHoCcTH 5 net

Ceprudmkar: BellleykasaHHas cepua oTeeyaeT TpebosaHnam HopmaTUsHON AOKYMEHTALMY.

YNonHoMO4YeHHOoE NuLo

-p Wakono BepTurm A.Menarini Manuracturing
Logistics & Services S.r.l.
Sito Produttivo
Via Sette Santi, 3 - 50131 Firenar
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M 00O beprnnH-Xemn/A. MeHapmHmn

MNOATBEPKIAEHHUE COOTBETCTBUA

Ne TIC-5145A
ToproBoe HaMMEHOBaHUE JInoron® 1000
MextyHapoHOE HETaTeHTOBaHHOE HAUMEHOBAaHUE ['enapun Hatpus
(TpynnMpOBOYHOE MM XMMHYECKOER)
JlexapcTBenHas popma relib JUIs HAPYKHOTO MPUMEHEHHUS
Jo3upoBka 1000 ME/r
®dopma BhIITyCKa 30 r, TyOBI, TAYKU KaPTOHHBIE
Howmep cepuu (naptun): 5145A
O0beM cepun(mapTun) 62 352
Jlata BbImycka 04.09.2025
l'onen o 31.08.2030
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
JlaTa nepeodopmnenus PY 25.04.2024

Howmep u nara HOpMaTUBHOW TOKYMEHTALMH 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/>

aapunny ___£——== Coxonos BJI.  17.02.2026

(monmucek) (mata)
o[ eHapUHI»

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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