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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

CEPTUDUKAT AHAIU3A
MpogykT ! JlnoTon® 1000, rens ans HapyxHoro npumeHerus 1000
ME/r
Koa npoaykra : F163539
Ne cepuu ¢ 6030A
[HaTa uarotosneHus : 19/01/2026
[lata ucteyeHns cpoka rogHoCcTK : 31/12/2030
HaTa Boinycka cepun : 11/03/2026
HopmaTtueHas gokymeHTauus : JIM-Ne(010030)-(Pr-RU)-300425
[HelicTayolulee BelecTso : enapwH HaTpus
MpownssoguTens gefcTeyLero BellecTea  © Changzhou Qianhong Bio-Pharma Co.Ltd., Kutai
Obvem cepuu (KOMYECTBO YNaKOBOK) : 19404
MNokazatens Cneundukaums PezyneTarth!
Onucaxue EQCLlBeTHbIIﬁ WK CO Cnerka XXenToeartblM OTTEHKOM, NOYTH EECLLBETHblI?I. noYTKn
NPO3pasHblii renb BA3KOR KOHCUCTEHLIUK ¢ NPO3PaYHbIN rent BA3KOW
XapakTepHkliM 3anaxom. KQHCUCTEHUMKW C XapaKTepHbIM
3anaxom
MoanuHHOCTb
- Menapux Hampusi Mpenapat nomkex obnagare aHTUKOArYNAHTHLIM AgficTBUEM MonoxutensHo
- Memunnapazaudpokcubensoam u  B3XX: BpemeHa yaepuBaHUs OCHOBHbIX MWUKOB Ha MonoxutensHo
nponunnapazudpokcubeHzoam XpPOMaTorpaMme UCNLITYEMOro Pac-TBOpa 4okHEI

COOTBETCTBOBATL BPEME-HaM YAEPHKUBAHWS NUKOB METUINapa-
ruapokcuberzoarta 1 nponunnaparua-pokcubeHsoaTta Ha
XpomaTorpaMme CTaHA2pTHOro pacTeopa.

Y®-cnektpochoTomerpus OOM: Makcumymsl Y®-cnekTpos nukoe  [onoxuTensHo
meTunnaparuipokcubeHsoara u nponunnaparugpoxkcubersoara

Ha XPOMaTorpaMmax UCMbITYEMOro U CTaHAaPTHOrO PacTBOPOE

[AOMKHLI COBNaAaTL.

Macca cogepXumoro ynakoBKu He meHee HoMUHANLHOrO 3HaYeHUN 101 r

[na Ty6 maccoit meHee 60 (30 ru 50 r): CooTBeTCTBYET
10 Ty6 > 90 % unu

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

%)

Onsa Ty6 maccoit Gonee 60 r (100 r):

10 Ty6 > 95 % unu

30 Ty6 > 95 % (makcumym 1 TyBa moxeT BbiTh < 95 % Ho = 80

%)
pH OT55806,0 58
KonuuyecTeeHHoe onpeaeneHue
KOHCEDBAHTOB
-MeTunnaparuapok-cubeHsoar or 0,108 r go 0,132 r meTunnapa-rugpokcnbexsoara s 100 r 0,120r
npenapara (o1 90 % Ao 110 % OT 32RBNEHHOI0 COAEPKAHNR)
-Mponunnaparugpok-cubexsoar or 0,027 r go 0,033 r nponunnapa-rugpokcuberscara e 100 r 0,030r

npenapara (o1 90 % A0 110 % OT 3aaBNEHHOrO COAepXaHus)
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

He Bonee 102 KOEB 11

He Bonee 10' KOE B 11

(OBLee KONMYECTBO APONOKEBLIX 11

nnecHesblx rpuBos)

- Pseudomonas aeruginosa

- Staphylococcus aureus

KonuyectsexHoe onpenensHue

Menapur Hampus

oTCyTCTB. B 1T
oTCyTCTB. B 1T

Ot 90000 ME g0 105000 ME renapuHa HaTpua s 100 r
npenapara (o1 80 % A0 105 % OT 3aABNEHHOr0 COAEPXaHNA)

0 KOE/r

0 KOE/r

CooteeTcTByeT
Coortsetcrayer

100559 ME/100r

CooTteeTcTeyeT

Ynakoeka Mo 100 r npenapata 8 anioMUHUEBYIO TyBY, NOKPLITYIO U3HYTPH
3NOKCUAHON CMOMON, C HABUHYMBAIOLLUMCA KONNAUYKOM-
nepcopaTopom (MoNnU3TUNEH/MONUNPONKUAEH).

Mo 1 TyBe ¢ MHCTPYKLMER N0 NPUMEHEHMIO B KAPTOHHOR Nadke.
Mapkupoeka

1) NepeuyHas ynakoBka NekapcTBEHHOro npenapara

Ha Tvbe Ha pYCcCKOM A3bIKE YKa3kIBaIoT:

-HauMeHOoBaHUe (PUPMbI-TPOM3BOAUTENA, CTPAHY

- HaMMEHOBaHWE (PUpMbI-ANCTPUBLIOTOPA, CTPaHy

- norotun « BERLIN-CHEMIE/MENARINI» (Ha naTtuxuue)
- TOProBoe HaumeHoBaHue npenapata®

- MEXYHAPOJAHOE HENAaTEHTOBaHHOE HaUMEHOBaHNe

- NEeKapcTBeHHYIo hopmMy, akTusHocTs (ME/T)

- KONIMYECTBO NpenapaTa B ynakoske

- cogepxaHue geicreyiollero sewectsa B 100 r rens

- YCNOBUR XpaHeHus
«poTuBOTpOMBOTUYECKDE ABHCTBUEY

«poTusoBocnanuTensHoe AeicTeune»
«poTusooTeyHoe AeicTBMEY

«Cofniogats NPUNOKEHHYIO MHCTPYKUMKD MO NPUMEHEHNIO
npenapara»

«JlekapCTBEHHOE CPEACTBO XPaHUTL B HEAOCTYNHOM ANS AeTel
mecte!»

- YCNOBUA OTNyCKa

Ne cepuu:

loaeH ao:

- NPOU3BOACTBEHHLIA Kop

2) BropuyHas ynakoBka

Ha kapTOHHOW NaYyke Ha PYCCKOM S3bIKEe YKa3bIBAKIT:

- HaumeHoBsaHue (hupmbi-nponssoanTens, CTpaHy

- HauMeHoBaHVe PUPMBI-aUCTPUBLIOTOPE, CTPaHy

Peayneratel

A. MeHapuHu MaHohekdepuHr
NoaxwveTuke aHa Cepsucua C.p.n., Utanus
Bepnur-Xemu AN, Mepmanus

BERLIN-CHEMIE/MENARINI

JinoToH® 1000

[enapuH HaTpus

lens Ans Hapy»xHoro npumerexus 1000 ME/r

100 r

B 100 r rens cogepxutcs renapuHa Hatpua — 100000 ME

XpaHuTb npu TemnepaTtype He Boilwe 25°C
yKasaHo

yKa3aHo
yKa3aHo
yKasaHo

ykasaHo
Bes peuenta
6030A

12/2030
WNmeetcs

A. MeHapuHu MariodekuepuHr NlogxucTuke aHs Cepsucus
C.p.n., Utanus
Bepnun-Xemu Al, Mlepmanus
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

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

- TOproBoe HaumeHosaHue npenapata® (Ha pycckom u
aHrMUIACKOM A3biKe)

- MeXAYHapoAHOE HenaTeHTOBaHHOE HaUMEHOBaHME (Ha PYCCKOM 1

SHIMUIACKOM A3bIKE)
- NexapcTBeHHY dopmy, akTusHocTs (ME/T)
- KOMMYECTBO Npenapara B ynakoske

- coaepxanue peicTeylowero sewectea 8 100 r rens
- YCIIOBUA XpPaHEeHUs

«poTueoTpoMBoTUYECcKoe geicTBuey
«[poTUBOBOCNANUTENLHOE ASHCTBUEY
«[poTuBOOTEYHOE AelicTBuEY

«lepes NpUMEHEeHUEM 03HaKOMBLTECh C NUCTKOM-BKNE bILLEMS
«XpaHuTL B HEAOCTYNHOM ANs aeTel mecrel»

- cnocob npumMeHeHus

YyCNoBWS OTnycKa

Ne cepuu:

[aTa uaroToBnerus:

loaen po:

LUTPMX-KOZ,

- HEBUAUMBIA 3HAK 33LUNTHI

- NPOW3BOACTBEHHLIA KOZ

- 3TUKETKa KOHTPONs NEPBOro BCKPLITUA

- CPEACTBa MABHTUMUKALUN CUCTEMbI MOHUTORUHIA A BUKEHUS
NeKapcTBEHHbLIX npenapartoe

XpaHeHue
Cpok rogHocTu

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

lenapuH Hatpus, Heparin sodium

lenk aAns HapyxHoro npumeHexus 1000 ME/r
100 r

B 100 r rens copepxutca renapuHa Hatpus - 100000 ME

XpaHuTe Npu TemnepaTtype He ebile 25°C
YyKa3aHo

ykazaHo

yKa3aHo

yKa3aHo

yKa3aHo

ANSA HAPYXHOrO MPUMEHEHUS
Bes peuenta

6030A

01/2026

12/2030

nmeeTcs

umeeTcs

vmeeTcs

He uMeeTcH

umeercs

Mpy Temnepatype He abile 25°C
5 ner

Ceprudpmkar: BoilweykasanHas cepua oTeeuaeT TpeO0BaHNAM HOPMETUBHOR AOKYMEHTALIMN.

YNonHoMo4YeHHOe nuLo
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A.Menarini Manufacturing
Logistics & Services S.r.l.
Sito Produttivo
Viia Seite Santi, 3 - 50131 Firenze

[-p Cumona MartpyHo
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M 00O beprnnH-Xemn/A. MeHapmHmn

MNOATBEPKIAEHHUE COOTBETCTBUA

Ne TIC-6030A

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): 6030A

O0Bem cepun(mapTun) 19 404

JlaTta mpou3BocTBa 19.01.2026

['ogen o 31.12.2030
HaumenoBanwe wu azmpec  mpousBomutens  (cC IMpousBoaurens I'J1D

(Bce cragum, BKITIOUast BBITYCKAIOIITUI
KOHTPOJIb KauecTBa)
A.Menapunu MaHw(peK4YepuHr
Jlomxucrukce 3u1 Cepucus C.p.i,
Hranusn
(Via Sette Santi 3,50131, Florence, Italy)

yKa3aHHEM CTaJIMii MPOU3BOJICTBA)

Howmep 1 nara perucTpalliOHHOTO YAOCTOBEPEHUS

JII-Ne(010030)-(PT-RU) ot 30.04.2025

HowMmep 1 1ata HOpMaTUBHOM JOKYMEHTAIUU

JITI-Ne(010030)-(PT-RU)-300425

HaumenoBanue u azpec JepKaTens
PErHCTPalMOHHOIO YIOCTOBEPEHNUS

A.Menapunu Unnyctpud
®apmaueytuks Puynurs C.p.i1., Utanus

(Via Sette Santi 3, 50131, Florence,
Italy)

Hacrossumii JOKyMeHT NOATBEPKAAET:

-IIaHHBIN JIEKapCTBEHHBIN Ipemnapar cooTBeTcTByeT 61-P3 «OO6 obpaiieHuH JeKapCTBEHHBIX

CPEICTB...»;
-cepusi JIEKAPCTBEHHOTO TMperapaTa COOTBETCTBYET TPeOOBAHHSIM, YCTAHOBJICHHBIM IPHU €TrO
roCy/AapCTBEHHOW PETUCTpaLUU

=

——<— CoxoxaoB B./I.

16.06.2026
(mata)

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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