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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

CEPTUOUKAT AHATIU3A
Mpogykr : JinoToH® 1000, renb ansa HapyxHoro npumedexus 1000
ME/r
Koa npogykta : F1567633
Ne cepun : 57129A
[aTa u3roToeneHus g 23/07/2025
[ata ucteyeHnsa cpoka roaHocTy : 30/06/2030
[arta Bbinycka cepuu g 16/09/2025
HopmaTueHas goKyMeHTauus : M1 N012107/01-130722, Wam. Ne1,2
[encTByollee BELWECTBO 2 [enapuH HaTpus
lMpoussognTens OENCTBYIOWErNO BEWLECTBE Yantai Dongcheng Biomedicals Co.ltd, Kutai
Obvem cepun (KOMUMYECTBO YNaKoBOK) 2 19502
[Mokazarens Cneuuncbukaums Pe3ynsrath!
Onucaxue BecUBETHLIA UMW CO CNErka XenToBaTkiM OTTEHKOM, NOYTH BecuBeTHbIi, NoYTH
NPO3payHblil renk BA3KON KOHCUCTEHLMK C npo3paYHblil renk BAIKON
XapakTepHbIM 3anaxom. KOHCWCTEHUMUMN C XapaKTepHbIM
3anaxom
MopnunHocTs
- [enapuH Hampus Mpenapat gomkeH 0bnagaTte aHTUKOArYNAHTHBIM AEACTBUEM MonoxwutensHo
- MemunnapazudpokcubeHzoam u  B3XX: BpemeHa yAepXUBaHUA OCHOBHbBIX NUKOB Ha MonoxuTensHo
nponunnapazudpoxcubeHsoam XpOMaTOrpamMme UCMEITYEMOro pac-TBopa A0MKHbI

COOTBETCTBOBATL BPEME-HaM YAEPXUBAHWUA NUKOB METUNNapa-
rugpokcubeHsoaTa M nponunnaparua-pokcnbersoara Ha
XpPOMaTOrpaMmMe CTaH4apTHOro pacTeopa.

Yo-cnekrpodoromerpus AOM: Makcumymsl Y®-cnektpos nukoB  [MonoxuTensHo
meTunnaparugpokcubeHsoarta v nponunnaparngpokcubersoata

Ha XpOMaTOrpamMmax UCMbITYEMOro U CTaHAEPTHOro PacTsopos

LA OMKHbBI COBNaaaTh.

Macca coaepMmMoro ynakoeku He mMeHee HOMUHaNLHAro 3HavyeHus 101 r

[nsa Ty6 maccoi meHee 601 (30 ru 50r): CooTBETCTBYET
10 Ty6 > 90 % unu

30 Ty6 290 % (makcumym 1 Ty6a moxer Buims < 90 % Ho 2 85

%)

Ansa Ty6 maccoit 6onee 60 r (100 r):

10 Ty6 > 95 % wunu

30 Ty6 > 95 % (makcumym 1 Ty6a moxeT BT < 85 % Ho = 90

%)
pH OT55p806,0 58
Konu4ecTseHHoe onpenenexme
KOHCEDBAaHTOB
-MeTunnaparuapok-cubeHaoar o7 0,108 r ao 0,132 r meTunnapa-rugpokcubersoara s 100 1 0122r
npenapata (ot 90 % g0 110 % OT 3a9BNEHHOro COAePXKaHUs)
-Mponunnaparuapok-cubeHsoar or 0,027 r ao 0,033 r nponunnapa-rugpoxkcutendsoata s 100 r 0,030 r

npenapata (o1 90 % g0 110 % OT 3aABNEHHOro CoAepXKaHus)
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

Mukpobuonoruyeckas uMcTora

OKAM He Gonee 10° KOEB 11
(OBLwee konUYecTs0 a3pobHbIX

MWKPOOPraHu3Mos)

okanr He Gonee 10" KOE &g 11

(OBLuee KoNUYECTBO APOXOKEBLIX U
nnecHessIx rpubos)

- Pseudomonas aeruginosa
- Staphylococcus aureus

KonuvecTteeHHoe onpegensxve

oTcyTeTe. B 11
otcytera. B 1r

0 KOE/r

0 KOE/r

CooreeTcTByeT
CooTeeTCcTBYET

102225 ME/MQOTr

CooTBeTcTBYET

lenapux Hampus OT1 90000 ME a0 105000 ME renapuHa Hatpua B 100
npenapara (o7 90 % A0 105 % 0T 32RBNEHHOr0 COAEPKAHNR)
VYnakoBka Mo 100 r npenapaTa B anioMUHUEBYIO TYBY, NOKPLITYIO U3HYTPW
3MNOKCUAHOW CMOMOWM, C HEBUHYWBAKLWMUMCS KOMNa4KoM-
neptopaTopomM (NONMaTUNEH/NONUNPONUNEH).
Mo 1 TyBe ¢ MHCTPYKLMEH NO NPUMEHEHWUIO B KAPTOHHOR nauke.
Mapkupoeka

1) NepBuyHas ynakoeska NekapcTBeHHOro npenapara
Ha TyBe Ha pvccKkoM A3bIKe YKA3bIBAKT:
-HaUMEHOBaHUE (DUPMBI-NPOUSBOAUTENS, CTPaHY

- HaumeHoBakue upmMbl-guCTpubbioTOpa, CTPaHy

- noroTun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
- TOproBoe Haumexoeanue npenapaTta®

- MEXAYHaPOAHOE HenaTeHTOBaHHOS HauMeHoBaHue

- nlekapcTeeHHy dopmy, akTuesHocTs (ME/T)

- KONMYECTBO npenapara B ynakoeke

- copepxaHrue aefcrayowero sewecrea &8 100 r rens

- YCNOBUS XPaHEHWR
«MpoTusoTpomBoTH4ecKoe AeiicTBuE»

«MpoTuBOBOCHANUTENEHOE AEWCTBUER
«MpoTUBOOTEYHOR JeiiCTBIEY

«CoBnoaaTs NPUMOKEHHYIO UHCTPYKLMIO NO NPUMEHEHMIO
npenapara»

«JlexapcTeeHHOe CPeACTBO XPaHUTb B HEAOCTYNHOM ANA AETEN
mecrel»

- ycnosusa oTnycka

Ne cepuu:
loaeH go:
- NPOU3BOACTBEHHLIA KOA
2) BropuyHas ynakoeka

Ha KapToHHOA Navuke Ha PYCCKOM A3bIKE YKa3bIBaIOT:
- HauveHosaHve UPMbI-NPOV3BOAUTENS, CTRPaHY

- HanMeHOoBaHWE hupMbl-ancTpuBeloTOpa, CTPaHyY
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PezyneTatsl

A. MeHapuHu MaHothekdepuHr
Nogxuctukc ang Cepsucuz C.p.n., Utanus
Bepnuk-Xemu Al', MlepmaHus

BERLIN-CHEMIE/MENARINI

NuoTor® 1000

lenapuH HaTpus

lenb AnNA HapyxHoro npumeHexua 1000 ME/r

100r

B 100 r rens cogepxuTcsa renapuHa Hatpua — 100000 ME

XpaHuTb Npu TEMNEPATYPE He Bbilwe 25°C
yKasado

yKasaHo
ykaaaHo
yKazaHo

yKasaHo
Bes peuenra
5129A

06/2030
Wmeetca

A. MeHapuxn MaHiodekdepuHr NlogxucTuke aHa Cepsucus
C.p.n., Utanus
Bepnun-Xemu Al, FepmaHus
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

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

- TOprosoe HaumeHoBaHwe npenapata® (Ha pycckom u
aHrMWACKOM A3bIKE)

- MEX(YHapOAHOE HENAaTEeHTOBaKHOE HAaUMEHOBaHUE (Ha PYCCKOM U

SHrNUACKOM [3blKe)
- NexapcTeeHHy dopmy, aktusHocTs (ME/T)
- KONWYECTBO Npenapara B Ynakoske

- copepxanue geicteyrowero sewectsa g 100 rrens

- YCNOBNS XpaHeHus
«poTusoTpOMBOTHYECKOE AEHCTBUEN
«MpoTusoBOCNANUTENLHOS ASHCTBUED
«[poTusooTEYHOE AelicTBuEY

«CoBniogaTe UHCTPYKLMIO MO NPUMEHEHWIO Mpenapara, koTopas
HaXOAMTCH BHYTPW YNaKoBKU»

«JlekapCTBEHHOE CPeACTBO XPaHUTh B HEAOCTYMHOM ANS AETeil
mecte!»

- PErMCTPaLMOHHbIA HOMEP

- cnocob npuMeHeHrus

YCNOBWUA OTNycka

Ne cepuu:

[aTta u3roToBneHus:.

[oaeH po:

LUTPWX-KOA

- HEBUAUMBIA 3HaK 3aLLMThI

- NMPOW3BOACTBEHHbIA KOA

- 3TUKETKa KOHTPONS NEP8oro BCKPLITUA

- CpeACTBa UAEeHTUUKALMUY CUCTEMBI MOHUTOPWUHTE ABUXEHUA
NeKapcTBEHHbLIX NpenapaToe

XpaHeHue
CpoK rogHocTH

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

lenapuH HaTpwa, Heparin sodium

[ene ANA HapyxHoro npumeHexsus 1000 ME/r
100 r

B 100 r rens coaepxuTtcs renapuHa Hatpus - 100000 ME

XpaHuTb Npu TeMmnepaTtype He Boile 25°C
yKasaHo
yKasaHo
yKasaHo
yKasaHo

yKa3aHo

M N012107/01
LANA HADYXXHOr0 NPUMEHEHUA
Bes peuenTta
5129A
07/2025
06/2030
umMeeTcs
umeeTcs
umeeTca

He umeeTca
umeeTcs

Mpu TemnepaTtype He Boilwe 25°C
5 net

CepTudvkar: BoilleykasaHHas cepus oTeeqaeT TpebosaHusm HOPMAaTUBHOW JOKYMEHTauuu.

YnonHomo4YeHHoe nuuo

A.Menarini Manufacturinc
Logistics & Services S.r.l.
Sito Produttivo
Via Sette Santi, 3 - 50131 Firenze

D
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M 00O beprnnH-Xemn/A. MeHapmHmn

MNOATBEPKIAEHHUE COOTBETCTBUA

Ne TIC-5129A
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): 5129A
O0Bem cepun(mapTun) 19 502
JlaTta mpou3BocTBa 23.07.2025
['ogen o 30.06.2030
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 u nara HOpMaTUBHOW TOKYMEHTALMKU 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

.v/>

apummy £ <= Coxonos B.Jl.  02.03.2026
(TIoIrHCh) (marta)

BaPay/ V= IM eHaprHID)

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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