OO0 Bbepnnn-Xemmn/A. Menapurm

MNOATBEPKJIEHHUE COOTBETCTBUS

Ne [1C-2046A
Toprosoe HanMeHOBaHME Hexcanrua®
MexayHapoHOe HeNaTeHTOBAHHOE HAUMEHOBAHHKE Hexckeronpoden
(TpyNnHpOBOYHOE HIIH XMMHYECKOE)
JlekapcTBeHHas ¢opma PacTBOp Il BHYTPUBEHHOTO H
BHYTPHMBIIIEYHOTO BBEIECHHS
Jlo31poBKa 25 mMr/mn
®opMa BhIITycKa 2 ma , amnynsl (10 wr.) , mayku
KapTOHHBIE
Homep cepuH (maptum): 2046A
O06beM cepun(napTim) 22 680
JlaTa npousBoacTBa 03.2022
['oneH no 02.2027
HanmenoBanwe u anpec mpousBomutens (c IIpon3zsoauTens,Boinckaomuii
yKa3aHHEM CTaJHil IIPOU3BOACTBA) KOHTPOJIb:
A.MeHapuau M3HIOpeKUepHHT
Jlomxuctuke 3ux Cepercus C.p.i,
Hranus
(Via Sette Santi 3, 50131 Firenze, Italy)
Homep u ata perucTpannoHHOro yaocToBEpeHHS JICP-002674/08 ot 10.04.2008
Mara nepeodopmienns 17.12.2019
Homep ¥ 1aTa HOpMaTHBHOH JOKYMEHTALHU JICP-002674/08-171219, u3m.Nel
HaumeHoBaHue H azpec Aepxarens | Bepnun-Xemu/Menapuan @apma 'm6X,
PETHCTPALHOHHOTO YIOCTOBEPEHHS I'epmanus,
Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosimmi J0OKyMeHT MOATBEPKIAET:

-NaHHBIH JICKapCTBEHHBIH Ipernapar cooTBeTcTBYeT 61-®3 «O6 obpameHun JIEKapCTBEHHBIX
CPElCTB...»;

-CEpHs JICKApCTBEHHOTO Iperapara COOTBETCTBYET TpeGOBAHMSAM, YCTAHOBIEHHBLIM MPH €ro
rocyapcTBEHHOH perucrpanuu
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000 «Pepefun-Xem/ AN
(moamuce) (nata)

000 "“BepnuH-Xemu/A. MeHapuHu”

FOpuaudecknia anpec: Poccus, 123317, . Mockea, MNpecHeHckan HabepexHan, 4. 10
MoyToselin agpec: Poccus, 123317, . Mockea, MNpecHexckan HabepexHas, 4. 10
TenecpoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

CEPTUOUKAT AHAJITU3A
Mpoaykr Dexkcanrun®
pacTsop ANs BHYTPMBEHHOrO U BHYTPMMbILLEYHOro BBEAeHUs 25 Mrim
Koa: F132627
Ne cepum: 2046A
HEITE WU3roToOBNEeHWUA: 03/2022
[aTa ncreueHun cpoka roaHocTy: 02/2027
Narta BbiNvCKa cepuu: 10/05/2022

HopmaTtueHas nokymeHTauus:
[eiicTBviOLLEE BELLECTBO:

MpoussoAUTENs ASHCTBYIOLLErD BELLecTRa:

NCP-002674/08-171219 c uam.Ne 1 ot 17.02.2020

[ekckeronpodeHa TpomeTamon
Nysokumuka C.n.A., Utanun

Ob6vem cepuy (KONMYECTBO YNaKOBOK): 22.680
DNapameTp TpeGosanun Pesynurar
Onucanue MpoapauHblii GecyseTHbIR pacTeop co cnabbim CootseTcrByeT
XapaKTepHbiM 3anaxom cnupra
MoaNUHHOCTD Bpema yaepXuBaHWA OCHOBHOrO Nuka Ha CooTBercreyer
Hexcketonpoder (B3MX) XpOMETOrpammMe UCNBITY8MOro pacTeopa AOMKHO
COOTBETCTBOBATH BPEMEHU YASPXMBAHUA OCHOBHOMO
NUKa Ha XpoMmaTorpamme CTaHAAPTHOrO pacraopa
JAekckeTonpodeHa TpoMeTamona
pH Or7,0408,0 7.4
Mpoapa4HocTs Mpenapar gomxeH BeiTs NPO3PaYHBLIM CooTsercrayer
LipeTHOCTL Mpenapar pgomked GbiTe BecUBeTHbIM Cooteercreyer
MexaHnyeckne BKNYEHUR
Budumbie vacmuup! B coorseTcTBuM ¢ TpebosaHuAMU Coorsercrayer

Hesgudumbie vacmullbl

> 10 mkm - He Gonee 6000 yacTuu/amn. (2 mn);
> 25 mkm - He Bonee 600 yacTuw/amn. (2 mn)

47 yvacTuy/2 mn
3  vacruw/2 mn

R-(-)-anantuomep (BIMX) He Gonee 1.5 % 06 %
Poacreentbie npumecu (BINX)
Mpumecs A He Gonee 0,2 %; 01%
NioBas upeHTuuuMpoearHan npumecs  He Gonee 0,1 %:; 0,0%
(8,C, 11, 1L IV, V)
EAvHWIHARA HEMAeHTUDUUMPOBaHHARA He Gonee 0,1 %,; 0,0%
npumecs
Cymma npumeceit (3a uckmovequem R-  ne Gonee 0,6 % (0T ykaaaHHOro cogepiaHna 01%
(-)-aHaHmuoMepa) Aexckeronpocena)
Wasnekaemblii ofbem B cooTteercTanm ¢ TpeGoOBAHNAMMU 11 mn
BakTepuanbHuie aHROTOKCUHDI He Gonee 58,1 E3/mn <12,0 E3/mn
CrepunbHOCTL Mpenapar AomkeH BbiTk CTEPUNbHLIM CrepunbHbiit
KonusecTeexHoe onpeaenexue (BOMX) ot 47,5 Ao 52,5 Mr pekckeTonpocpeHa B 48,9 mr/2 mn

1 amnyne (2 mn)

(95 -105 % OT 3aABNEHHOrO COAEPHaHMNA) 98 %
Ynakoeka Mo 2 mn npenapara B amnynsl TemHoro crekna (tun l) ¢ CoorsevcreyeT

FAX +30 085 562771
SERVICES s.r.l. - SOCIETA' CON SOCIO UNDCO SEDE LEGALE. A ROSOLINO PILO 4 - 50131 FIRENZE - TEL. +39 055 56801 -
i MMUFAOTUW?!&E&PHGEEANDMFWALE SOCIALE € 42.650.000,00 L.V. - A IVAE FIEGLSTR !MPHESE DSW -
50131 FIRMIVIADI SCAN ICCF 37 - 50143 VIA CAMPO DI PILE - 67100 L'AQU

k STABILIMENT] DI PR
SOCIETA SOGGETTA ALLATTIVIT

MALESCI - Firenze, F.LA.M.A. - Firenze, CODIFI - Firenze, A. MENAHIN! FARMACEUTICA NTERNAZQNAL'EP Firenze. e N e M.ﬁ.'

!dIENABB{} MANM;T&:IU;I‘!:E LEEISTIHC:S AND SERVlCES
lano, SOC @
MENARINI NE‘W‘I"ECH . ““EE Fir-mn. RﬂJFE

Bun AHMEN!A
%ns SNIA- ERZEGOV\NA Sara) BULCARIA - snhah
EL SALVAD

OR - San Salvador, EST IA Tallinrl FIUPPIN Mlnlll.

IRA| DIA Ahmedabad. Mumbal @ Nuova , INDONESIA - Bclmi ] Jakarta, .
dmdngﬁﬁ's"ﬂaﬁﬁgﬁr?gx ErToRiA uTUANIA vmu- uss"gmau - Lussambuirgo, MALESIA - Kuala MESSICO mmﬁn.mtgé&a TE! o
NICARAGUA - Ma ua, OLANDA PQLQNIA-VMM& ALLO I.llbo GNO UNITO - Londrl. REPUBBLICA T MP"I»BI TAILANDIA - wﬂ “‘ L) AlWAh
Mosca, SERBIA - , SINGAPORE - € pm ax.ov . Bratisiava, SLOVENIA - M'"n'} PAGNA - Barcel SVUDA.FR HnmNZZERA g0, anghok,
- Taipel, TURCHIA - O tanbui, TURKMEN mmucaum Kiav, umnenu\ kent, VIETNAM -  Hane Minh. % Sl S

Plagnostica: AUSTRIA » WQN'I.BEI.GIO m FRANCIA - Parigl, GERMANIA - Berlino, GRE‘.G%A - Alene, ITALIA - Firenze, OLANDA -

Med, 01720211

DI DIH.IO'?ENE GOl‘éHDlNAMEﬂTd la)t A. MENARINI INOUSTRIE Fi FAHMACEUTEGHE HIUNITE S.H.L VIA SETTE SANTI, 3 - 50131 FIRENZE - P, 00395270481

L-:Nemeemﬂ ; Flpu?'mcz 'SERVIGES - Pomezia, LODICHEM - Firenze e Casalefta
AZERBAIGIAN - Baka, BELGIO

COREA DEL SUD - Saul @ Y GOBTAHIGA
nm'"ﬂ-mm. FRANOIA - Parig, o G AL AMANIA = armo .

6enoil TOMKOW B BepXHeR YacTh amnynel.

Mo 10 amnyn B KOHTYPHOR NNACTUKOBOIl ynakoske
(NOAAOH) C MHCTPYKLMEHR N0 NPUMEHEHUIO Npenapara &
KapTOHHON naqke.

MENARINI RICERCHE -

& NUOVA ZELANDA -

ENAR MACEUTICHE - Firenze,
MENA T Fomah, GUIDOTT] « F!ﬂ. LUBOFAﬂMACO

LO), VAXYNETHIC - Rapolano Teme (S), A.
- Bruxefies, 8|ELOHU$SIA



A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

MapkupoBka
1) MNepBuYHaRA ynakoBKa NeKapCTBEHHOro npenapara
02 amnyne +a pYCCKOM A3bIKe YKa3bIBAKT,

- TOprosoe HauMeHoBaHWe npenaparta ¢ npesynpeauTensHol
Mapkuposkoi ®
- MEXAYHEPOAHOE HENATEHTOBAHHOE HAMMEHOBAHNE

- KONMMECTBO Npenapara 8 amnyne B (MunnunuTpax),
nexkapcTeeHHYo hopmy
- KOHUEHTpauuw

Jlata uarorosneHus:
Ne cepuu:

loaeH po:
- HEBUAUMBIT 3HAK 3aLYNTB!

2) Bropu4Has ynakoBka

Ha xapTOHHOW Nauke Ha PYCCKOM A3LIKE YKa3LIBAIOT;

- HAUMEHOBAHUE PUPMbI-NPONIBOAUTENS, CTPAHY

= HAUMEHOBaHWe (PupMbl-aucTpubeioTopa, CTpaHy

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

- TOProBoe HauMeHoBaHWe Npenapara ¢ NPeayNpPeauTensHoM
Mapkuposkoit ®

- MEXQYHAPOAHOE HeNareHTOBaHHOe HaUuMEeHOBaH1E

- NeKapcTeeHHyI0 hopMy, KONUYECTBO npenapara
8 1 amnyne B (MunnunuTpax),

- KOHUEHTpauuio
- KONMYECTBO aMNyN B ynakoBKke

- HAUMEHOBaHUE W CoAepXanue AEﬁC‘I’BWOLHBI‘O Beujecrea s
CAHOW amnyne

- HaUMeHOBaHWe BCNOMOraTenbHbiX BeLlecTa

= YCNOBWA XpaHeHUA

«CobnioaaTh UHCTPYKLMIO NO NPUMEHEHMIO Npenapara, kKoTopas

HaxXO0AWTCSH BHYTPU YNaKOBKU»

«JlekapcTBEHHOE CPEACTBO XPaHUTL B HEAOCTYNHOM ANA AeTei

mecre!»
perucrpauucHHeIn Homep
- YCNOBUA OTNYCKa

Ne cepuu:

[aTta uaroTosneHun:
loaex go:

- WTPUX-KOA

- cnocob npumeHeHun
«CTepunsHoy

- HEBUAUMBINA 3HAK 3aLNTB
- NPOU3BOACTBEHHBIA KOA

Peaynbrarsl

Aexcanrvn®
AeKckeTonpogeH
2 Mn pacTBOpa ANA B/B U B/M BBEAEHUA

25 mr/mn

03/2022
2046A

02/2027
HE UMEeeTCR

A. MeHapuHu MaHiohekdepuHr JIOAXKUCTUKS 3HA
Cepeucua C.p.n., Uranua
Bepnun-Xemu AT, Fepmanus

BERLIN-CHEMIE
MENARINI
Aexkcanrux®

HexcketonpocbeH

No 2 Mn pacTeopa ANA BHYTPUBEHHOTO U
BHYTPVMBILIEYHOrO BBEACHUA

25 mr/mn
10 amnyn

DNexckeronpocheHa Tpomeramon 73,8 mr
(B nepecuyere Ha aekcketonpoden) 50,0 mr

SraHon 96%, HaTPUR XNOPUA, HATPUA MMAPOKCHA, Boga
ANA MHBEKLWA

XpaHuTb Npu Temnepartype He Bbiwe 25°C B
3aWMeHHOM OT CBETa MecTe

yKa3aHo

yKa3aHo

NICP-002674/08

Mo peuenTty

2046A

0372022

0272027

nmeeTcs

[OnA 8/8 1 B/M BBEZEHUR
vmMeeTcA

uMeeTca

vMeeTcA

' RENZE - TEL. +39 055 56801 - FAX +39 055 582771
A. MENARINI MANUFACTURING LOGISTICS AND SERVICES 5.1.l. - BDCIETA CON SOCIO UNICO - SEDE LEGALE: VIA ROSOLINO PILO 4 - Eﬂﬂi FI
A PARTITA IVA E REGISTRO IM E FIRENZE 05008670482
ABwLm N o1 P RE: Via SETIE'S 501 FIRER GODIGEFIM ICCl, 37 - 50143 FIREN, Z!IVIAOAMFOD!PILE 67100 L'AQUILA

NLIT - CAPIT/
ODUZIONE: VIA SETTE smn 3 -50131 FIRENZE/ VIA DI
SOCIETA SOGGETTA Iwm%vrr %ll ';)FI‘HEZIONE £ COORDINAMENTO DI A, MENARINI INDUSTRIE FARMACEUTICHE RIUNITE 8.R.L. - VIA SETTE SANTI, 3 - 50131 FIRENZE - P.1. 00395270481
Azlende del Gruppo Menarinl

CA INTERNAZIONALE - Firenze, A. MENARINI INDUSTRIE FARMACEUTICHE RIUNITE - Firenze,

, CODIFI - Firenze, A. MENARINI FARMACEUTICA

\talla: MALESCI - Firenze, F..R.M.A. - Firenze, s py Finy AHM.&CO-
LOG RVICES - Firenze, L'Aqula ¢ Pisa, MENARIN| RICERCHE - Firenze s Pomezia, MENARIN] BIOTECH - Pomezi LUSOF

m%f'{&‘is"&“é‘# ﬁﬁ”ﬁf, R s mno)semmmznauiéns'__f‘mm & & FINANGE SERVICES - Pomezia, LODICHEM - Firenzs e Casaletto Lodigiano (LO), V. IC - Rapolano Teme (S1), A
MENAH'TL’;ANIA Tlrl l‘ﬂ!‘ RGENTINA 1 Fl ‘- Yeravan, AUSTRALIA @ NUOVA ZELANDA - Sydney, AUSTRIA - AZEHIA.IGlAN ELGIO - M‘. BiELOHUSSMn:
Mingk BOSNIA-ERZE A Sara!m. sumam GINA P-amo e  COREA DEL SUD - Saul 8 vorign, COSTARICA - an Jose:, CROAZIA - m
wVAﬂDR Sll'l aﬁ.l:i lNDIA Ahmm M.l‘nbﬂ [} m hi, INDDNESIA - o Jakarta, IRLANDA - lem ] Sh NEGRD - Almlnn;;.
KRaHastn. mm‘ i Pmm\gml' uss CONIA, Varsavia. n’roam.o mwm% Msss';?g G “P.E.PU cecA Praga, m'hm 1 Pﬁﬁ%s: 2
NICARAGUA - Mnn.:?u. ; ONIA - o T AWAN

Mosca, SERBIA - Balgrailo EINGAPORE - SLOVACGHIA %%ENM - Lublana, SPAGNA anston, & - Zutigo, TAILANDIA - smgm

- Talpel, TURGHIA - Istanbul, TURKMENISTAN » Ashgabat, UGRAINA - Kiav, Budapast, U aT#u %.. - Hanal ¢ i umT o

WQ.AUSTRIA « Vienna, BELGIO - Zaventem, FRANCIA - Parigl, GERMANIA - Berino, GRECIA - Atena,
Mad, 0120281
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

= 3TUKETKE KOHTRONA NepBsoro BCKPLITUA HE UMEeeTCR

- CPeACTBa UABHTU(PUKALMU CUCTEMBI MOHUTOPUHIE ABUKEHN
nekapcreeHHbIX Npenaparos ¢ : H v

XpaHeHue
Mpu Temneparype He sbiwe 25 °C B 3a
csera mecre. s
Mocne pazfasneHus pacTeOp XPaHAT B TeueHne 24
w“acos npu Temnepartype ot 2 40 8 °C B 3awmweHHom oT
cBeTa Mecre.

Cpox rogHocTv 5 ner

CepTudukar: BoileykalanHan cepva oTBeuaeT TpeGoBaHNAM HOPMaTUBHOR AOKyMeHTauN,

YTBE o
Ynanm}]uou 08 NUUO
-p Nyxa/Hannennu A.Menarini Manufa
cturin
Logistics & Services S.r. Ic
Sito Produttivo

Via Sette Santi, 3 - 50131 Firenze

A. MENARINI MANUFACTURING LDGIS'HGS AND SERVICES s.r.l. - SOCIETA' CON SOG!O UNICO - SEDE LEGALE: VIA ROSOLINO PILO 4 - 50131 FIRENZE - - TEL. +38 055 56801 - FAX +39 055 56277
WWW.MEN ALE SOCIALE € 42.650.000,00 LV. - CO FISCALEbPARTITA IVAE Hgﬁ@lm iliiAFHEBE FIRE! o g&% ey 0482

CAPIT, 42.650. DICE
LIMEN’!IDI PHOOUZIONE. ViA SETTE SANT, 3 - 50131 F!HENZE 1 VIA DI SCANDICCI, 37 - 50143 FIRENZE / V/
BOCIETA SOGGETTA ALLA'I'I'MT DI DIREZIONE € COORDINAMENTO DI A. MENARINI INDUSTRIE F UTICHE RIUNITE S.R.L. - VIA SETTE SANTI 3 - 50131 FIRENZE P.l, 00395270481
u%lg. MALESCI - Firenze, F.L.R.M.A. - Firenze, CODIFI - Firenze, A. MENARINI FARMACEUTICA INTERNAZIONALE - Firenze, A. MENARINI INDUSTRIE FARMACEUTICHE RIUNITE - Firenze, |
ARINI MANUFAD‘I’UR‘NG LOGISTICS AND SERVICES - Firenze, LAﬂgl @ Pisa, MENARINI - Firenze @ Pomezia, MENARINI BIOTECH - Pomezla, GUIDOTTI - » Pisa, LUSOFARMACC
INEERI NANCE SERVICES - Pomezia, LODICHEM - Firenze Casalstio Lodiglano (LO), VAXYNETHIC - Rapolano Terme (S1), .

Milano, LUSOGHIMICA Pkl e Lomngﬁ:{ Lecco), POMEZIA ENG
MENARINI NEWTECH - - Firanze, REUFE - Firenze.
1A - Yeravan, AIJSTHAUA @ NUOVA ZELANDA - Sydney, AUSTRIA - Vienna, AZERBAIGIAN - Baku, BELGIO - Bruxelles, BIELORUSSI
COSTARICA - San Jose', CROAZIA - o

H ALBANIA 'nram AﬂG - Buenos ABMEN

A-ERZEGOVINA - n ULGARIA - e & Shangnal. COREA, DEL SUD - Seul @ Yor - Copenha
su. sawma - San Salvador, - Taliinn, FILPPIN m-.nmow isinkd, mm-wstﬁmel ~ Thilisl, GERMANIA + Berlino & Dresda, 1A - Alene, GUATEMALA - Cl

Guatemala, HONDURAS + konu INDIA - Ahmedabad, Mumbal @ Nuova INDONESIA - Bekas| o Jakarta, IRUANDA - Dublino @ Shannon, AN - Alma
mﬂamzsuu Bishkek, LETTONIA - urumu-wmu. « Lussemburgo, MALESIA - Kuala . MESSICO - Cita’ del Messico, unc.mwm-m MONTENEGRO - i
NICARAGUA - us. OLANDA - Amsierdam, PANAMA - Panama, POLONIA -v.nm-hp&‘romu.o-m-. NO UNITO - REPUBBLICA CECA - Praga, HOMANIA - Bucarest, RU:
Mosca, SERBIA - SINGAPORE Wﬂ SLOVACCHIA - Bratislava, SLOVEN mﬁﬁ'ﬁ“@‘m SUD AFRICA - SVIZZERA » Zurigo, TAILANDIA - Bangkok, TAIW,
- Taipel, TURCHIA - Istanbul, TURKMENIST/ ‘Ashgabat, UCRAINA - Kiev, UNGHERIA - - Budapest, ‘AN - Tashkent, VIETNAM - H a Ho Minh.

Firenze, OLANDA -~ - Valkenswaard, PORTOGALLO - Lisbona, REGNC UNITO - Lont

Dlagnostica: AUSTRIA - Vienna, BELGIO - Zaventem, FRANGIA - Parigl, GERMANIA - - Berlino, GRECIA - Atene, ITALIA -

Niad Q1P




