A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

CEPTUOWKAT AHATIU3A
Mpogykr Oekcanruy®
PECTBOp ANH BHYTPMBEHHOTO W BHYTPUMBILIEYHOTO BEEASHHA 25 mMifi
Kona: F132627
Ne cepum: 71021A
Jara usrotoenenus: 032021
Lara ucteveHnna cpoka rogHocTu: 0212025
Hata ewinycka cepuy: 05/05/2021
HopmaTuenan pgoxymeHTauus: JICP-002674/08-17121S ¢ uam.Ne 1 o 17.02.2020
DeicTteyiouiee BeleCTRO: Hexcketonpotera Tpometamon
MNpoussogvrens JeficTeyiolero selecTsa: TNysoxmmuxa C.n.A., Utanus
O6vem cepun (konuuecTBo YNaKosok): 21.840
Hapamevp TpeGosanua Peayntrar
Onucarine Mpoapayelii GecusetHyI pacTeop co cnabim Coorsetcreyer
XapakrepHbiM 3anaxom cnupTa
[MoanuHHoCTL Bpems ynepsusakun ocHOBHOrO nuka Ha Coovaercrayer
fAexckeronpoden (BOXX) XPOMaTCIpaMMe UCTILITYEeMOr0 PACTBOPA JOITKHO

COCTBETCTBOBATL BPEMEHN YAEPKMBAHUS OCHOBHOMD
MWKa Ha XpOMaTorpamMe CTaHAApPTHOrO pacTeopa
AekcxeTonpodeHa Tpomeramona

pH Or7,0808,0 7.4
MpozpaunocTs Mpenapar fomxex Buts NAP03payHeIM CooTeercrayer
UseTHocTh Mpenapar AonxeH BbiTb GECUBETHEIM Cootsercreyer
Mexanuueckue BknioueHMs
Budumpie vacmusi B caoteeTeTBUN ¢ TpeGoBanuamy Cooveercrayer
Hesudumsie yacmuys: 2 10 MKM - He Gonee 6000 vacTuw/amn. (2 an); 77 wactuy2 un
2 25 mkm - He Gonee 600 yacTUWamn, {2 mn) 4 yzcruw2 mn
R-{-)-aHanTuomep (BIMHX) He Gonee 1,5 % 05 %
PoacTaentsie pamect (BAMX)
Npumecs A He Gones 0,2 %: 0,1%
TwBan naerTudnunposattas npuMecs  He fonee 0,1 %: 0,0%
(B.C.IL Il Iv, V)
Eautuynan HergaeHTrhuLwposaHHan He Gonee 0,1 %; 0,0%
npumech
Cymma-npumeceit (32 vckmovenuem R- He Gonee 0,6 % {oT yrkasanHoro COAEP#AHKA 01%
(-)-sHasmuomepa) AekckeTonpodieHa)
Wasnexaemelii obbem B cooTeeTCTBUM ¢ TReGoRAHMAMY 11 mn
Bakrepuanthble aHLOTOKCHEHE! He Gonee 58,1 ESMan < 12,0 ES/un
CrepuneHocrs Mpenapar gomxer BLTs creprUnbHLMm CTepunbHbtii
Konmuecreetnoe onpegenexie (BOXX) or47,54052,5 Mr AgkckeTonporheHa B 48,9 mri2 un
1 amnyne {2 mn)
(95 -105 % oT 3assneHHoro COASPXaHWUR) 100 %
Vmakoexa IMo 2 mn npenapara & aMhynw TeMHoro cTexkna (mnl)c  Cocreercrayer

Benoii TouKol B BEpXHel yacTy amnynel.

Mo 10-amnyn KOHTYPHOR NNACTUKOBORA ynaKoske
(nopAoK) c.uHETPYKUMER no NPUMEHEHMIO Npenapara B
KADTOHHOA Rayke.
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Mapkuposka

1) Nepenyxan ynakoska nekapcreeHHoro npenapara

Ha AMAYNS HA PYCCKOM R3bIKE YHAILIBSMOT,

- TOPIOBOE HaMMeHOBAHUE NpanapaTa ¢ NPeaynpeAuTEnsHob
MapKMPOBKOR. @
- MEeXAYHAPOAHOS HENaTEHTOBAHHOE HaUMEHDBaHME

- KON'HEGTBO Npenapara 8 amnyne B (MUNNUAUTRE),
nexapsTeernyo hopmy
- KOHUeHTpaUuio

Hara varoroenexus:
Ne cepuu:

logex go:
- HEBUANMLII 3HEK 3aLuUTHI
2) BropuyHas ynakoBKa

Ha xapToHHoi nauke e pycokom aamike YKasniBaloT;

- HaUMeHOoBaHYE UPME-NPOU3BOAKTENS, CTPaHY

- HaumenosaHue hvpMel-AucTpUBLICTORE, cTpany
- norotun «BERLIN-CHEMIEMENARINI» {Ha naTtuHuUe)

- TOPrOBOE HAUMEHOBAHYE HPenapaTa c NPeAyNpeguTEnLHOM
MapKkupoBkoit ®
= MEXIYHEPLAHCE HENATEHTORAHHOE HAUMEHDBSHYE

- NEHAPCTBEHHYI0 (POPMY, KONMYECTEO Npenapara
8 T amnyne e (MunnMnuTpax),

- KOHLEHTPaLMI0
- KONUMECTBO aMNyN B YNaKkoBke

-~ HAMMEHOBEHHE U CoAepxaHie AeRCTBYIILLERD BelyecTBa B
OAHCIA aMnyne

- HAUMEHOBaHUE BCTIOMOTATENbLHLIX BeLlecTs

~ YCNOBKMA XpaHeHwn

«CofiniogaTs UHCTPYKUMIO NO NpUMEHEHID npenapara, KoTopas
HaX04UTCA BHYTPY YITAKOBKMY

«flekapcTeeHHOE CPEACTBO XPaHUTL B HEAOCTYNHOM A5iA aeTeii
mecrel»

PEMMCTRALUCHHEIR Homep
- YCNoBUA QTnycka

Ne cepun:

Bara uzrotosneuus:
lNoaex po:

- WITPUX-KOZ

- cnocob npumeHenus
«CrepunsHo»

- HEBUAUMBIA 3HAK 3aWMTEI
- NPOW3BOACTEEHHLIA KOg,
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Lexcanrmn®
AEKCKeTonpogeH
2 mn pacTeopa 4ns B/B 1 B/m BBELEHUS
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Cepsucus C.p.n., Utanus
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BERLIN-CHEMIE
MENARINI
Bekcanrun®

Dexcketanpodpen

Mo 2 MN.pacTeopa ANA BHYTPUBEHHOTC K
BRYTPUMBILLEMHOrO BRE/EHUS

25 mr/mn
10 amnyn

Aexcretenpocbena TpomeTamon 73,8 mr
(B nepecyete Ha AekckeTonpocheH) 50,0 mr

3ranon 96%, Havpus XOpUA, HATPUA MUAPOKEHA, BoAA
ANA VHBEKUMI

Xpanuta nph Temneparype He Bhie 25°C B
JallWueHHoM OT CBETa MecTe

YKa3aHo
YKa3aHO

NCP-002674/08

[To peuenty

1021A

03/2021

02/2026

umeeTes

Ans efs v 8/M sBEfEHARA
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CALE, PARTITA IVA E REGISTRO IMPRESE FIRENZE Q5006670482
SANTI, 3 - 50131 FIRENZE 7 VIA DI SCANDICCI, 37 - 50143 FIRENZE /

VIA CAMPO DI PILE - 67100 UAGUILA

STABILIMEN !!
SOCIETA SOGGETTA ALLATTIVITA DI DIREZIONE E CCORDINAMENTO DI A MENARINI INDUSTRIE FARMACEUTICHE RIUNITE S.R.L - VIA SETTE SANTI, 3 - 50131 FIRENZE - P, 00395270481

riende del Gru,
italla; MALESCI - Flrerae, F.

, Fl
MENARINI MANUFACTURING LOGISTICS AND SERVICES - Firenze, L'Aqulla e Pisa, MENARINI RICER

o Menatinl
R.MA. - Firenze, CODIF| - Flrenze, A. MENARINI FARMACEUYICA INTERNAZIONALE ~ Firenze, A. MENARINI INDUSTRIE FARMACEUTICHE RIUNITE - Flrenze, A.
HE - Flrenze @ Pomezla, MENARINI BIOTECH - Pomezia, GUIDOTTT - Pisa, LUSOFARMACO -

Milano, LUSOCHIMICA - Plsa ¢ Lomagna {Lecco), POMEZIA ENGINEERING & FINANCE SERVICES - Portezia, LODICHEM - Flrenze.e Casaletto Ledigiane (LO), VAXYNETHIC - Rapelano Terme (SN, A

MENARINI NEWTECH - Firenze, RELIFE [TALIA » Flrenze, RELIFE - Firenze,

Mondo: ALBANIA - Trana, ARGENTINA - Buencs Alres, ARMENIA - Yergvan, AUSTRALIA & NUOVA ZELANDA - Sydney, AUSTR

Minsk, BOSNIA-ERZEGOVINA - Saralevo, BULGARLA - Sofia, GINA - Peglh;‘n&ﬁ g&mgl-zlal';lcigﬁa DE:;\ SUD - Seul'e Y%’;lgin, COSTARICA - San Jose', CROADBA - Zagabria, DANIMARCA - Co
- HelsInij, FRAN! - ) R

'pa, HONG KONG - Hong Kong, INDIA - m:medabagl. Mumbal e. Num;(a Deinl, INDONESIA - Bekasl e Jakarta, IFII.M‘-IOII)L,%J ;\Dublino-a Shannon, KAZAKISTAN - Almaty,

EL SALVADOR - San Salvador, ESTONIA - Tallinn, FILIPPINE - Manila,
del Guatemala, HONDURAS - Teguciga

KIRGHIZISTAN - Blshkek, LETTONIA - Riga, LITUANIA - Viinlus, LUSSEMBURGG -
HLCAHAGUA = Managua, OLANDA - Amsferdam, F, ‘

g0,
- Panama, POLONIA - Varsavia, PORTOGALLO

IA - Vienna, AZERBAIGIAN - Baky, BELGIO - Brielles, BIELORUSSIA -

U, MONTENEGRO - Podgorica,

1C0O - d ]
Lisbona, REGNO UNITO - Londra, REPUBBLICA CECA~ Praga, ROMANIA - Bucarest, RUSSIA -

, PANAMA - Pan,
Sca; SERBIA - Beigrado, SINGAPORE - Sin, 2pore, SLOVACCHIA - Bratlslava, SLOVENIA - Lublana, SPAGNA - Barcellona, SUD AFRICA = By anston, SVIZZERA - Zurigo, TAILANDIA - Bangkok, TAIWAN

- Talpel, TURCHIA - Istanbud, TURKMENISTAN - Ashgabat, UCRAINA -

» UNGHERIA - Budapesi, UZBEKISTAN - Tashkent, VIETNAM - Hancl e Ho Chi Minn,

‘Blagnostiea; AUSTRIA - Vierna, BELGIO - Zaventem, FRANCIA - Parigl, GERMANIA . Berlino, GRECIA - Atene, ITALIA - Firenze, OLANDA ~ Valkenswaard, PORTOGALLO - Lisbona, REGNO UNITO - Londrs,
Hod DL~



A MENARINE

MANUFACTURING LOGISTICS AND SERVICES

- STUKETKA KOHTPONA NEPROro BCKRLITUA He uMeeTca

- CPEACTBA MACHTUUKALIAN CUCTEMLI MOHUTOPNHIA ABMKEHUR  umeeTes
nekapcTBeHHBIX Npenapares

XpaHenne Tlpy TemnepaType He soiwe 25 °C B 3aLMLEHHOM OT
CBETa MecTe.
Nocne pasbasnequs PAcTBOR XPaHAT B TeYeHue 24
Hacoa npit Temnepatype ot 2 40 8 °C B 3EWMLEHHON OT
CEETa MecTe.

Cpox rogxocTy § ner
Ceprudinkar: Boiweyrazannas cepunA oTBevaET TpeboBannaM HopMaTUBHOR AOKYMEHTAUMM,

i
YTBEPHKOEHO
YnenHomo4érHoe nuue
O-p Ny¥aiHaunennu .
A.Menarini Manufacturine
Logistics & Services S.rl.
Sito Produttivo

Via Sette Santi, 3 - 50131 Firenze
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00O beprnH-Xemu/A. MeHapyuHn

HNOATBEPXKIEHUE COOTBETCTBUS

Ne I1C-1021A

TOpl"OBOC HaNMCHOBaHHC

Jexcanrua®

MexyHapoIHoe HETaTCHTOBAHHOE HANMEHOBAHHE
(rpynImupOBOYHOE MITH XUMHYECKOE)

Hexckeronpoden

JlexapcTBenHas dopma

pacTBOP A7 BHYTPUBEHHOI'O H
BHYTPUMBIIIEYHOTO BBEIEHMS

Hozupoeka 25 mMr/Ma

(DopmMa BEITYCKa 2 mn , ammynst (10 mT.) , mauxu
’ KapTOHHEIE

HowMmep cepuu (maprum): 1021A

Ob6neM cepun(aptin) 21 840

JaTa mpouspoacTea 01.03.2021

Topen mo 01.02.2026

Haumenosanue ® ampec mnpomsBopurens (c IIpousBoauTe s, Boinckawnmii

YKa3aHHeM CTaJuit IPOH3BOICTBA) KOHTPOJIL:

A Menapnau Mamo pexueprur
Jlomxuctuxe amx Cepsucus C.p.1,
Hramus
(Via Sette Santi 3, 50131 Firenze, Italy)

Homep u nara permctpanuonsoro YIAOCTOBEPEHHS

JICP-002674/08 ot 10.04.200
Hara uepeodopmuenns 17.12.2019

Homep H pata HopMmaTuBHOIf JIOKYMEHTAITIH

' _JICP-002674/08-171219, u3m.Nel

Hammenosanue H anpec TIepKaTells
PETHCTPAllHOHHOIO YIOCTOBEPEHHST

Bepmmn-Xemn/Menapunn Gapva I MOX,
I'epmanns,
Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosumuii qoxymenr MOATBEPKAACT:

-JAHHBIH JIEKADCTBEHHBIA Npemapar COOTBETCTBYET
CPEACTB...»;

~CCpUA JICKADCTBEHHOrO IPENapaTa COOTBEICTBYET
TOCYapCTBeHHOH perucTpaluy

Ilpencrasurens
000 «bepmn-Xemu/A.MeHapuuu»
(momiuce)

Josepennocts ot «bepnna-Xemu/A Menapuiuy
Ne 6/n ot 07.09.2020

000 “Bepnun-Xemu/A. Menapuun .

61-03 «O6 obpamennu NIEKApCTBEHHBLIX

TPCOOBaHUAM, YCTAHOBIEHHBIM IOpHA €ro

Coxoinor B.JI. 05.07.2021

(nara}

Opuauyeckuii agpec: Poccus, 12331 7, 1. Mockea, MNpecHeHckas HaGepexHasn, g. 10
MoyToesIt appec: Poccun, 123317, . Mockea, MpecHeHckan HabepexHas, . 10

Tenedou: +7

(495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




DBEAEPAABHAS CAYNBA N0 HAAZOPY
B OPEPE ZAPAROUXPAMEHHA

«CBefieHns o0 BBOAE B rpaxaaHCcKuil obopoT B Poccuinckoin de

CpencTe Nno coctToAHnIo Ha 02.12.2021 09:48»

AepaLnn neKkapcTBeHHbIX

JMara Biecennn B

IIpomsogurens

(10, mauxy kapTonume/ ~

Hranua

. Crenenun o craquax Hopmarupnan Opranusatyus, Hosep Howep, nara
AHC Toprogoe Hanmenopanme (BBmycxawmpii Crpana MpouIB0ICTEA ’ OKYMERTALHA EbIMYCTHEIIAS I cep, palpemenss Ha
Pocanpaenamopa KOHTPOJIb) P a AOKY u rpaxpasckuii obopor NAPTHH HIIII

Hexcanrmn®; pactaop ans A Menapim A MeHapuau

BHYTDHBEHHOTO H H,\H.wmsﬁwxnm - Mamoderyepemr JICP-002674/08-171219; 000

05.07.2021 BHYTPHMBIIGUHOTO BECISHH S . P “Hranua Homxnctke ang Hau. Nel & "Bepmii-Xemuw/A. 1021A -
25 mr/vn 1 mr. (2 ), amn Jlonzuerke sny C c JICP-002674/08-171219 M "
. , AMITYIBY Cepeitcus C.p.n, epevcia C.p.J., eHapHiK




