000 Bepnnn-Xemu/A. MeHapHu

NOATBEPXJAEHHE COOTBETCTBHA

<

Ne TIC-0289A

Toprosoe HaHMEHOBaHHE dactym®
MexayHapoaHoe HenaTeHToBaHHOE HaHMEHOBAHHE Keronpoden
(rpYNMUPOBOMHOE WIK XHMHUECKOC)
Jlexapcrsennas ¢dopma renb 1A HapY>XHOro NPHMEHEHHA
Ho3uposka 2,5%
@opma BhINycka 100 r , Tyba , nauka KapToHHas
Homep cepun (napTHi) 0289A
O6neM cepru (napTHK) 19 796

aTa NpoH3BOACTBA 27.11.2020
Tonew no 31.10.2025
HaumeHosaHHe H agpec npoussoautens (¢ Mponssoantens
yKaszaHHeM CTaaHi NPOH3IBOACTBA) A.Meuaprun Mantodexyepuur

Jlomxuctrke 31a Cepsucus C.p.a.
(Via Sette Santi 3, 50131 Firenze, ltaly)
BunyckatoiHit KORTPOAL KayecTea
A .Menapuuu MantodekdepHur
Jloaxuctuke 3ua Cepeucns C.p.a.
(Via Sette Santi 3, 50131 Firenze, Italy)

Homep » nata perucTpauHOHHOrO yA0CTOBEPEHHA 1 N012306/01 ot 21.12.2010

Jlata 3amenst PY 18.02.2020
Howmep ¥ JaTa HOpMATHBHOH JOKYMEHTAUHH M N012306/01-180220
HauMeHoBaHHe aepxaTens perucTpauloHHOro A.Menapuru Huayctpus
YAOCTOBCPEHHS ®apmayeytikd Puynnts C.p.a. Mranus

(Via Sette Santi 3, 50131 Firenze, ltaly)

Hacroawuu# A0KyMeNT NoaTBEpPKIACT:

-NAHHMHA nekapcTBeHHBIA npenapar cootsercTsyeT 61-®3 «06 obpalieHHH NEKAPCTBEHHBIX
CPeAcTs...», :

CEPHA NEKAPCTBEHHOTO Mpenapara COOTBETCTBYET TPeGOBAHHAM, YCTAHOBNCHHBIM NPH €T0
rocynapcTBeHHOH perucTpaunH

m oo™ ~Tokonos BJl.  17.03.2021
: (noanucs) (nara)

RosepeHnocTa Y
Np 6/u o7 07.05

000 “Bepnun-XemwA. MoHapunw™

I0puaudeckua agpec: Poceun, 123317, r. Mocxea, lNpackencxan Habepexnas, A. 10
MoyTosbin anpec: Poccun, 123317, r. Mocxea, Npecetckan naGepexan, A, 10
Tenedow: +7 (4985) 785-01-00, axc: +7 (495) 765-01-01, e-mail: info@b-c.ru
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

cep'rucbuxa'r aHanusa
Npoayxr : Gactym®
Kon : F133107
N2 cepuu : 0289A
Aarta usroroanguna : 27/11/72020
J3Ta HCTUNEHUR CPOXA FOAHOCTH : 3111072025
Jara suinycxa cepun ! 28/12/2020
HopMaTHBHan ROKYMEHTALUNA ; N N012306/01-180220
NexapcreenHas (popma i renb ANA HAPYMHOTO NPUMEBHEHNA 2,5 %
AefcTeyowes seutecTso ] Keronpoden
Nponssogurens aecTeyowlero Bewecras - Zhejiang Jiuzhou Pharmaceuticals Co Lid., Kurai
i_aauep cepuu : 19796 ynaxosox
Ookasavens Cneunduxauma PaaynnIar
Onmucanns GacuseTHul, NONTA NPOIPINKUA rens, BRIXOR GecuseTHYIR, NOYTH
XOHCWCTEHUMN, C XADSKTERHLIM 38NAXOM NROIPENHYA reny,
SA3KOA
KOHCUETEHLMH, ¢
XOPAKTEPHBIM
3anBXOM
NoanusocTs
BINX BpemA ynepauBRHKUA OCHOBHOrO NNKS HA XPOMS. MonoxuTensHo
TOrpaMMe MCNLITYAMOrO DECTEODAE AONKND
COOTBETCTBOBATL BPEMEHN YABPMMUBIHUR OCHOBHOIO
NWKB HA XPOMETOPAMME CTAHOADTHONO PACTBODA
xeronpodena.
YO-cnextpodoTomeTpiun Bropan NPOUIBOANER YD- CNEXTPOS NOTNOLIBNNA NONOXUTENLHO
VCABTYEMOrO W CTAHARPTHORO PACTEOROB
XETONPODBNS B AXANAIOHE ANUN 80NK 0F 230 Ao 350
MM QOMKHE NMETL MBKCHMYM NOTADWIBHKA NPpW 274 £ 1
HM W MHHUMYM (OTAOWIBHUA NPW 284 £ 1 uM,
Maccas CORePIMMOro ynakosxu B cooTeeTcTeun ¢ TpeOosarUAMK 102r
pH 59-64 6.2
PoACTBOHNMNO NDUMECH
3-AusTin-Gensodenon wg Gonse 0.2 % 0.0 %
2-(3-KapBoxcudennn)-NDONHOHOSRA XUCNOTA ug Gones 0,2 % 0,0%
Smvnoswit 3dup xetonpodens (KEE) ne Gonee2,0% 0,0%
Nio6an APYTEAA QLMNWUHAR NPUMECH ne 6onee 0.2 % 0,1%
Cymma npnmeceR (xpome KEE) ne Bonee 1,0 9% 0.1%
MxpoGHONOTHISCKIN YHCTOTE
OBuyea ukcno 3poSiux Baxtepuh we Gones 107KOE & 1 ¢ OKOE/r
u rpnBos Cymapho
GHTBPOSAKTODHY W HEXATOPBIE Apyrue we Gones 10' KOEs 1 ¢ OKOE/r
rPAMOTPUUATENbHLE GaKTEDUM
Psgudomonas aeruginosa OTCYTCTeMOB 1T Cooreercreysr
Staphytococcus aureus orcyrcTones i v Cooreercrayer
KONHYECTeann0e ONPRRBneHne xeToNpodend o1 2,375 a0 2,625 r xevonpodena & 100 r npenapare 2,503r
10795 80 105 % OT 3AABAGKHOTO COABPXANUA)
A MERARNS MANUFACTURNG LOGISTICS AND SERVICES S AL FIRENZE - 8£08 PmO4- mam . 430 058 84341 « FAX +39 053 $827T1
e
MALESCH o 9, FAR MA. - Firgnze, CODIR - Frenge, A MENARINI § « Fuange, A. INDUSTRIE PARMACEUTICHT RIUNITE - Firenze. A,

LOGITICS AND' NI NCERCHE  rence s Pomesis, BIOTEGH + Porarta, GUOOTT) - Pea, LUSOFARMACO -
LA TSN e Pamasis. .o

Mlano, LUSOCHIMI (Laceo),
Wﬁﬁww-wm STRALIA ¢ lﬁvm%m&“” mm m:.‘lpﬂim BELAIO « Bryxales, BIELORUSSIA -
. FRANCIA - hﬁ&". mnwtm m

EL SALVADOR - S Soivadyr, E ¥ FILIPPINE - Manka, FINLANDIA m Bering m

[ o Nuova
YIRGHIZISTAN + Bashksk, + Rasd, LITUANLA « Vs, oL MALESIA - Kuala Lumour, .cnuu mmu-
NICARAGUA - m-&mﬂm-mmm v"uﬁfﬁ%roomn m%o CA- m
N;NW SINGAPORE - SLOVACCHIA - B £1OVENLA + Liblass, SPAGNA suzﬁ TARLANOIA
« Taipes, TURCHIA - Istanbul, TURKMENISTAN - Athgabat, UCRAINA - ICav, RUA - mm.ummrm-rwmvm
; AUSTRIA « Vienna, BELGIO - FRANGHA + Pasgi, GERMANIA - Barling, GRECIA - Ateng, ITAUIA - Firgnze, OLANDA oem.n Lisbons, REGNO UMITO - Loners,

¥ , SYEDIA + Maimd, 5VIZZERA +



A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

Npoayxr i Gdactym®
Koa ) F133107
N? cepuu ; 0288A
Dara warotosnenua T 2T/11/72020
[lara uCTUIBHUA CPOXA FOOHOCTH : 3171072025
Dara eunycka cepun T 2871272020
HopMAaTHBHBA ACKYMENTABUMA ; 1 N012306/01-180220
NexapcreenHan dopma © renbs ANA HAPYXHOTO NPHMBHEBHNA 2,5 %
Lencreywowee sowwecTed : Kevonpodex
NponssoanTens AeNCTBY0WEro BewecTsd : Zhejiang Jiuzhou Pharmaceuticals Co Ltd., Kurain
Paamep copun : 19796 ynaxosox
Mo 100 r npenapaTa 8 TyGbl, U3 MATKOND BNIOMHHHURA, NOKPHITEIG UIHYTIU
INOKCHBDOHONBHHM NBKOM, C HABUNYHEIOWMMCR KOANUKOM ~ nepdIpaTopoM
Frasoaxn (NOAM3TMAGH/NOAMNPONUAGH). 10 1 TYGE C HHCTDYKUMER MO NDUMENE KO NPENapaTa 8 Coomaroriyey
KAPTOHHOR NAYKe.
NepsuyHan yN2KoBKa NGKapCTBEHHOrO NPeNapaTa
Ha Ty5e Ha pyCCKOM A3bIKE YRAIuSBIOT:
HBUMBHOBAHHE GUPMBI-NDOWIBOANTENR, CTPAHY A. MeHapui 4 Manydaxrypuur JIorucTuxc 3na
Cepswcec C.p. /1., Utanun
HAUMEHOBAHUE GUPMbI-AXCTPNEHIOTOPA, CYRARY Bepmun-Xesm A, TepMannn
aorotun «BERLIN-CHEMIE / MENARINI- BERUN-CHEMIE / MENARINI
TOPros0e HaKMBHOBAKUE Npenaparac dacrym®
NPeAYNPEANTENSHOR MADKUPOBKOA ®
M@XOYHAPOAHOE HENATEHTOBBHHO HAMMEHOBIHWY Ketonpoden
NOxagCTeaHHYI0 GOPMY, A0UPOBKY NS AN HEHYIHOTO NPUMEBHBHHA 2,5%
XONUMECTEO NPEenapara 8 ynakooxe 100r
coaepXaHua AGACTEYIOWEro 8ewecTes 8 100 r npenapara B 100 r renn cOABPXMTCA xeTonpodena 2,50 7
YCNOBMA XDAHEBHMA Npw Temneparype He euwe 30°C
«COSMOARTE NDHNOXEHNYIO KHCTPYKUMIO NO NPUMEHEHWIO NpENapaTas yxa3ano
«XPaHKTL 8 HEAOCTYNHOM AN ASTEA MecTels YXa3aHO
«Mpn 60NV ¥ BOCNANBHUK B CNVING, LLIBE, MBILLIAX W CYCTaBAX» yXa3axo
NPeAynPeXAROWMA IHAK HMBETCR
«O6e360NMBAIOWEE, NPOTUBOBOCNANMTENLHOS ABACTEBUE yra3aHo
«Ha BPEMA NDUMEHERHA NDENANATA W 8 TEHBHKE NOCARAYOWIMX ABYX yKa33aHO
HeAens CneayeT wiberars BoANEACTENA NPAMBIX CONHB HX AYHER WA
Y- nyued (COnRpuit) Ma 06paboTaHHLIa YUBCTKY TBNA™
A MENARINS MANUSACTURING LOGISTICS AND SEAVICES S.A.L - FRAENZE - SEDE LEGALE: VIA MO PILO 4 - $0131 FIRE NIZE - TEL. +39 083 52801 - FAX «3 035 382TH

€52.000.90 LV, - CODICE RICALE. PARMITA VA € AEGISTRO

€42 RESE PINENZE 05008570442
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%xwammmwm « Firente, L' Pu%m » Frenp Pormazia, MENA il WPMMW%
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: ALBANTA - Tuana. -w ARMINIA « Yarowdn, AUSTRALIA ¢ NUOVA ZELANDA » Syoney, AUSTRIA - ATEROAIGIAN - BELGID - Beursbas, BELOAUSSIA -
JERZEQOVINA » GARSA « m-m-wumwn-m.mr.cm - 31 Jose’, CROATIA + mm-m&
B SALV, « S0 Savacar, B8 « Tollom, K » Manda, FINLANDIA » urwm-meogg + Todisl, « Borfno ¢ Dreads, » Atang, GUATEMALA -
¢l Guatornaia, HONDURAS - ¥ X M-Wmmcm o - Bgias ¢ Jausta, « Dubing ¢ Shannon, KAZAKISTAN » Almaty,
KIRGHIDIETAN .« Bishkal, . LITUANIA » Vilnast, -wwwmww m.%--%ﬂf;mﬂo-
Nﬂﬂ% OLANDA « PANAMA - Parasny, POLOMIA + - Lisbong, AEGNO UNITO - Londr| PUBRBLICA P R . .
Mosca, . -g’w.wm-mm A-L%.IMA-M AFRICA + Bryz ngion, SVIZZERA « TALANDAA - ATWAN
« Taspi, TURGHIA « |siantud, TURIOMENIST, » Ashgabal, UCRAINA » Kiv, = Budapest. KISTAN « Tashiant, Ho Chi Minh.
AUSTRIA » .uwo-nmm.nuucu.auﬁ.uwm-mmcu-m-rm-m.w.vummmom-mnwoouuno-mm.
Barcafona, SVETIA » Malsd, SVIZZRRA « Durigo.
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

Apoayxr ! dactym®
Koa : F133107
N2 cepwn + 0289a
Dava uaroroanexus 3 27/11//2020
LDaTa UCTUNBHHA CPOXA rOAHOCTH : 3171042025
Qara sunycxa capuu T 28/12/2020
Hopmarnaxran fOKyMeNTaUMA ¢ NIN012306/01-180220
Nexapcreennan dopma , & ra&fb ANR HAPYNXHOrD NPNMBHEHKA 2,5 %
AeAcrayoulee ssulecTso : Kevonpodan
Mpon3soauTens ASACTBOWErO BOWEACTED : Zhejlang Jiuzhou Pharmaceuticals Co Ltd., Kntafh
Paamep capun © ¢ 18796 ynaxosox
yCROBMA OTNYCKA B3 pauenve
HOMEP CEpHM _ 0289A
roaew no 10/2025
NPOU3BOACTECHNLIA KOA “MearTen
BTOPULHAR YNAKOEKa
Ha xapTOHHOA NAYKE HE PYCCXOM R3LIKS YXa3uBAI0T:
HEVMMEBHOBAKKE OVDMBI-NPONSSOANTENA, CTRANY A. Menapunn Manydakyypunr JIOMMCTHKC 3HA
o Cepeucec C.p.N. ranun
HAUMBHOBAHNUE DUPMbI-AHCTPHGLIOTOPE, CTPaMY Bepnus-Xamn AT, FepMaxun
norotun «~BERLIN-CHEMIE / MENARINI» BERLIN-CHEMIE / MENARINI
YOProso@ KaWMEHOBAHKE NPENBPaTa DacTrymd
NPRAYNPEAMTENLHOR MADXHDOBXOR ®
MEXAYHAPOAHOS HENATEHTOBAHHOS HAWMEHOSAHNE Keronpoden
NBKAPCTBERHYIO GOPMY, AOSHPOBKY rens AnA HApYXHOro npumenenns 2,5%
conepxanue AeRCTBYIOWEr0 BawacTea B 100 r npenapava B 100 r rena conepxwrca xetonpogena 2,50 r
KONKMYECTEO NPSNAPATA 8 YNAKORKE 100r
CNocob NPUMEHBHUA LANA MECTHOTO NPHMBHBHUN
YCROBSHA XPAHEHHA Mpw TemnepaTypa wa asiwe 30°C
«CoBMOAATL UHCTRYXIWAI0 NO NDUMBHEHKIO NPENAPaTa, KOTOPAA HBXOAMTCA BHYTDH YyNaxoskus yX83ano
«XPAHWTL B HBAOCTYNHOM ANA AGTER MECTS!» . yKasawno
«Mpwn 60 1 BOCNANEHWAN B CNHKE, WEB, MBILUUAX U CYCTanax» Yka3aHo
«05e350n1BAI0WES, NPOTHOOBOCNANKTENLHOE ASACTBUE YXa38MO
NPBAYNPEXARIOWNMA IHAK WMEBTCA
A MENARDS MANUSACTURRNG LOG . ALE: V1A ROSOLINO PRO 4 - 30131 + TEL. +38 085 58804 « FAX +30 0S8 542771
'{',,m"' o m“%mi?‘,: S FAgh é‘nm o, 3 ﬁ'ﬁfaﬁm umw 5 - P ——
QORDINAMENTT) [EMAF LN : AL : 5L - PR :
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ﬁ'&hm umﬁu"s‘u d‘f‘"* ca iy W A ummu rmmeunna INTERNAZIONALE 5 Fuenze, A, unu% W %m ww‘
anmu Busnes revan, In.lnmow.nuum -aaw ném_ “.
,Wmﬁ S mm:h%%mmm e T SN %ﬁi

. Nyows o Jaharta, IRLANDA - OubEnd & AN -
mmw mv n.w.iua K Loous % m«mmmu "Grings, UGHTENTGRO |
B O R O BN Loriane LOAGIA : Beahons SO APRICA » byaraion %fum Barghak, TAWAN

T TUACHIA - santud, TURIOAEMISTAN - Ashgatal, UCRAINA : Kiev, UNGHERLA « Buctpas!, UZBEXISTAN - Tashiant, VIETNAM « Hancr & Ho CN ALnh,
e Aulm \ﬁma mno bmml Pagl, GERMANIA - Banien0, GAECIA - Aleng, ITALIA « Freats, OLAMOA - vwmroaw.o Lisbona, REGNOD UNTTO - Londrd,
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A MENARINI

MANUFACTURING LOGISTICS AND SERVICES

Npoaycr : dactym®

Kon ! F133107

N? cepun : 0289A

Aava w3roToenennn : 27/11//2020

D873 UCTHYEHUS CPOXA FOGHOCTH 3 31/10/2025

Alata suinycxa cepun ¢ 28/12/2020

Hopmartuenan aoxymentauun . MNO12306/01-180220

fNexapcreennan popma 1 QML ANR HAPYXHOrO NDHMEHEHWA 2.5 %
AeAcTeyiowes seuwecTso . Keronpodiex

MNponasoaurens ABRCTEYIOWEr0 BRWECTEa : Zhejiang Jiuzhou Pharmiceuticals Co Ltd., Kutad
Paamep cepuv . .o 19796 ynaxoaox

«Ha BpEMA NDUMENEHUA NDENAPATA H B TEYBHUE NOCNBAYIOWMX ABYX HEALNS CNRAYET walieraTe yXa3aHo
BOIABACTBHA NDAMbIX CONMBUHLIX MNBA W YD-nyueR (CONAPHA) Ha 08paBOTHHNE YNaIsTKM

Tengs

YCAOBMA OTNYCKA Be3 peuente
PBruCTPaUMOHKBIA HOMBD N ND12306/01
wrpKx-xon’ wMearce
3TUKOTKA KOHTPONA NEPBOTO BCKPLITHA HE KMEBTCA
CPeACcTea HABHTHOUKBUMM CHCTEMB MOHUTODUHIA ABUXEHUA NEXAPCTEOHNLIX NDENAPATIE . HMBRTEA
NPOM3BOACTERHHLIA KOA ‘ ' MEeTCR

HEeBHAUMUIA IHAK SBWMTHI WMBBTCR

HOMEP Cepmn 0289A

N3T3 NPOUABOACTEA 1172020

roaéM 00 1072025

Xpanenune Npu remneparype He suiwe 30°C
Cpox roanocTv Sner

Ceprudnkar: BuiweykadaHHan CBPUR OTBEHAET TPEG0BANNAM HODMETUBHORA ,J0KYMEHTAUUM,

r

Vﬂonuoumeﬂnoq?muo
r
J.'t-p Nyxa Hannemr A.Menariniﬂs:ﬂnuifacn;ﬂnf
Losnﬁ“ m lrl .
; L Sito Produttivo
Dara euinauu cepmpurara 28.12.2020 Via Satte Santi, 3 - 50131 Firanze

Aumwmmtmmmmmwm-rm M! vunmm ‘ somm m.monum FAX +30 088 382771

RENTE 05008870482
N‘IAQI Uﬂmi ds ﬁﬁ.nmum ™ "
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: . . A l FARMACE - anu A
mw‘&um&m Firgnze, CODWI - Firenze, A MENARN! FARMACEBUTICA mmmuu ﬂmn M NAT TN g%
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