M OO0 bepnnH-Xemn/A. MeHapuHu

HOATBEPXJIEHUE COOTBETCTBUS
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Toprosoe HaMeHOBaHHE Hexcairun®
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(rpynmypoBo4HOE HIH XHMHYECKOe)
JlexapcTBeHHas popma pacTBOp 1JI BHYTPHBEHHOTO H
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Josuposka 25 Mr/mi
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TenedpoH: +7 (495) 785-01-00, dakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

CEPTUOUKAT AHANU3A
Mpoayxr Oexcanrun®
PacTEOp ANS BHYTPMBEHHOIC W BHYTPUMALILLEYHOTO BBEAGHURA 25 MI/m
Koa: ’ F132627
Ne cepuu: 2030A
[aTa uarotosnenus: 02/2022
[ata uoTevenns cpoka roaHocTH: 01/2027
[arta Buinycka cepuu: 28/04/2022
HopmatusHas aoxymenTaums: JICP-002874/08-171219 c uam.Na 1 ot 17.02.2020
Lewcreyiowee BeujecTeo: [excketonpodeHa Tpometamon
MpoussoanTens AeACTBYIOWEro BeLLecTRE: Jlysokumuka C.n.A., Utanus
- Q6vem cepum (konuuecTso YNaKkoROK): 22.960
Mapamerp ' Tpe6osanun Peaynurar
Onucaxue Mpospaynbii BecyseTHbit pacTsop co cnabbim Cooteevcrayer
XapakTepHbii 3anaxom cnvpTta
MoanuKHOCTL Bpems YAEPHWBEHUA OCHOBHOIO NUKa Ha CooTsBevcrayer
[ekckeronpopen (BANX) XPOMaTOrpamMme HCNbLITYEMOro pacTaopa A0MKHO

CCOTBETCTROBATE BpeMeHu yaepxusaHua OCHOBHOro
NUKa Ha XPOMATOrPaMMe CTaHAAPTHOro pacTeopa
AexckeTonpodeHa TpoMeTamona

pH Or7,0a08,0 7.4
MpoapauxocTs MpenapaTt AomkeH GsiTh NPO3PAYHbLIM CoorsercTByeT
LiseTHocTh Mpenapat AonkeH GuiTh SecuBeTHLIM Cootsetcrayer
1%} ue BKn
Budumsie vacmuibs B coorsercTauy ¢ TpeBosanusmm Coorsercrayer
Hesudumsie yacmuljs! = 10 MM - He Bonee 6000 wacTuyamn, (2 mn); 120 vacTuw?2 mn
> 25 Mk - He Gonee 500 vacruy/amn. (2 mn) 17  uacTuw/2 mn
R-(-)-aHanTuomep (B3MX) He Gonee 1,5 % 06 %
Poncreennbie npumecy (BOMX)
Mpumecs A He Gonee 0,2 %; 01%
TNioGan upeHTuduuMposaHHas pumecs  He Bonee 0,1 Yo, 0,0 %
(8, C, IL L IV, V)
o EaunuuHan HewaenTuduumpoBanas He Gonee 0,1 %; 0,0 %
npumMecs
Cymma npumecedt (3a uckmioveruem R-  we Gonee 0,6 % {oT yrasakHoro coaepianus 0,1%
(-)-sHanmuomepa) AexckeronpogeHa)
Wasnekaembiii o6bem B coorsercrauu c TpeGosaHuAMK 11 mn
BakrepuansHbie 3HAOTOKCUHE! He Gonee 58,1 E3/mn < 12,0 E3/Mn
CrepunsHocTh Mpenapar gonxeH GbiTh CTEPUNLHLIM CrepunbHbii
KonuuecTsexHoe onpeaeneHue (BIMX) oT 47,5 a0 52,5 mr gexckeTonpodheHa 8 50,2 mr/2 mn
1 amnyne (2 mn)
(95 -105 % OT 3aABNEHHOTO COAEPXaHIA) 100 %
Ynakoska Mo 2 mn npenapava B amnyns! TemHora crekna (tun 1) ¢ CooTteercrayer

Genoil Toukoi B BepxHell YacTy amnynbl,

Mo 10 amnyn 8 KOHTYPHOIA NNACTUKOBOMA ynakoBke
(NORACH) C MHCTRYKUMENR MO NPUMEHEHWMIO Npenapara B
KapTOHHOW nauke.
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Menarii

Utalla: MALESCI - Flrenze, F..LR.M.A. - Flrenze, CODIFI - Firenze, A. MENARINI FARMACEUTICA INTERNAZIONALE - Firenze, A. MENARINI INDUSTRIE FARMACEUTICHE RIUNITE - Firenze, A.
MENARINI MANUFACTURING LOGISTICS AND SERVICES - Firenze, L'Aquila @ Pica, MENARINI RICERCHE - Firerza e Pomezia, MENARINI BIOTEGH - Pomezia, GUIDOTTI - Pisa, LUSOFARMACO -
Milano, LUSOCHIMICA - Pisa e Lnrnsgna n{ucco}, POMEZIA ENGINEERING & FINANCE SERVICES - Pomazla, LODICHEM - Firenze & Casalsito Lodigiano (LO), VAXYNETHIC - Rapelano Terme (SI), A.
skon il . R e A S P, NUOVA ZELANDA - S AUSTAIA - Vienna, AZERBAIGIAN - Baku, BELGIO - Bruxelles, BIELCRUSSIA

5 ALBANIA - Tirana, ARGENTINA - Buenos Alres, ARMENIA - Yerevan, AUSTRALIA @ A - Sycdney, - Vienna, + Bakuy, - Bru A -
1insK. BOSNIA-ERZEGOVINA - rajevo, BULGARIA - Sofia, CINA - Peching e Shan: al, COREA DEL SUD - Seul e Yong!n, COSTARICA - San Josa', CROAZIA - Zagabria, DANIMARCA - Capenhagen,
EL SALVADOR - San Salvador, ESTONIA - Tallinn, FILIPPINE Manila, FINLANDIA - Holsinkl, FRANCIA - Parigl, GEORGIA - Thilisl, GERMANIA - Berlino Dresda, GHECIA - Atene, GUATEMALA - Gitta
del Guaternala, HONDURAS - Tegucigalpa, HONG KONG - Hong Kong, INDIA - Ahmedabad, Mumbal @ Nuova Dethl, INDONESIA - Bekasi e Jakarta, IALANDA - Dubling & Shannon, KAZAKISTAN - Almaty,
KIRGHIZISTAN - Bishkek, LETTONIA - Fliga, LITUANIA - Vinlus, ussnguaumo-uusemm 2, MALESIA - Kuala Lumpur, MESSICO - Citta’ dal Messico, MOLDAVIA - Chisinau, MONTENEGRO - Pod rlca,
NIGARAGUA - Managua, OLANDA - Amstergam, PANAMA - Panama, POLONIA - Varsavia, PORTOGALLO - Lisbona, REGNO UNITO - Londra, REPUBBLICA CECA - Praga, ROMANIA - Bucarest, RU -
Masca, SERBIA - Baigrado, SINGAPORE - Singapore, SLOVACCHIA - Bralislava, SLOVENIA - Lublana, SPAGNA - Barcailona, SUD AFRICA - Bryanston, SVIZZERA - Zurlgo, TAILANDIA - Bangkok, TAIWAN
Talpel, TURCHIA - istanbul, TURKMENISTAN - Ashgabat, UCRAINA - Kiev, UNGHERIA - Budapest, UZBEKISTAN - Tashkent, VIETNAM - Hanol & Ho Chi Minh.

BDiagnostica; AUSTRIA - Vienna, BELGIO - Zaventem, FRANCIA - Parigl, GERMANIA - Berlino, GRECIA - Atene, ITALIA - Firenze, OLANDA - Valkenswaard, PORTOGALLO - Lisbona, REGNO UNITO - Londra,
Had, 01720211



A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES
Mapkuposka

Pesynkrare
1) Nepsuynan ynakoska NexkapcTeeHHoro npenapara
AMNYNE HA DYCCKOM H3LIXE YKaIbIBAIOT: -

" TOProBOE HaumenosaKue npenapata c npeAynpeamuTensHoi Dekcanrun®

MapKkupoBKoR @

- MERAYHAPOAHOE HeNaTeHTORaHHO. HaumeHoraHue AekckeTonpoden

= KONMMECTBO Npenapara B amMnyne B (MUNNUNUTREX), 2 mn pacteopa Ans ela u B/m BBEAEHUA

NieKapcTeeHHyo hopmy

- KOHUEHTpaUuio 25 mr/mn

Aara uarorosnenun: 02/2022

Ne cepuu: 2030A

lopex go: 0172027

~ HEBUAUMbIH 3HaK Jalurel HE UMeeTCRA

2) BropuyHas ynakoska

o Ha ¥apronHoi nause CCKOM FIbIKE YKAILIBRIOT:

- HaMMEHOBaHNE PUpPMBI-NpONasoaUTEns, CTpaHy A. Menapunu Maniothexkuepunr TNopxucruke ang
Cepeucua C.p.n., Utanus

- HaMMeHoBaHue hupmul-gucTpubsioTOpa, cTpaHy Bepnun-Xemu AT, Mepuanus

- noroTun «BERLIN-CHEMIE/MENARINI» (Ha natuxuLe) BERLIN-CHEMIE
MENARIN}

- TOProBoE HauMEHOBaHueE npenapara ¢ NpeAynpeanTensHoi Hexcanrun®

Mapkuposkoi ®

= MEXAYHAPOAHOR HENATEHTOBAHHOE HAMMEHOBAHWE Hexckeronpoden

- NEKApCTaeKHYIo hopmy, KONMYECTeo npenapara N0 2 MI PacTROPa ANS BHYTPUBEHHOIS U

8 1 amnyne 8 (Mannunutpax), BHYTPUMbILIEMHOrD BBEAEHUA

- KQHUEHTpauuio 25 mrfmn

= KONUYECTBO aMNyn B ynakoske 10 amnyn

- HauMeHoBaHue U copepxanmne AeficTeyioWero seLecTsa a [ekcketonpocdena Tpomeramon 73,8 mr

OAHOR amnyne (8 nepecueTe Ha AexckeronpodeH) 50,0 mr

- HAMMEHOBAHWE BCNOMOraTenbHLIX BewecTs SraHon 96%, Hatpus XNopua, HaTPUA MAPOKCUA, BOAE
ANA UHBEKUMA

- YCNOBUs XpaHerus XpaHuTb npu Tem nepatype He Bblwe 25°C 8
3aWMLLIEHHOM OT CBETa MecTe

«CobBniwgats MHCTPYKUMIO N0 NpUMEHeRUIo npenapara, KOTOpas  yKalaHo

HaxOAUTCA BHYTPU YNaKkoBKus

Py «JlekapcTeeHHoe CPeACTBO XPaHUTS B HEAOCTYNHOM ANs feTeil  ykasaHo

mecrel»

PErUCTPaLMOHHLIE HoMep NCP-002674/08

- YCNosus ornycka Mo peuenty

Ne cepuum: 2030A

Hara usrotosnenus; 02/2022

lopen ao: 01/2027

- WTPpUX-Ko[ vineeTcn

- CNocob npumMeHeHus Ans s/e v B/M BBEAESHUS

«CrepunsHoy nMeeTcs

~ HEBUAMMbIR 3HEK 3aLLUTb umeercs

= IPOU3BOACTEEHHBIR KOA umeearcs

MENARINLIT - CAPIT, 5
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ll%&; MALESC! - Firenze, F.LRM.A, - Firenze, CODIF| - Firenze, A, MENARINI FARMAGEUTICA INTERNAZIONALE - Firanze, A, MENARINI INDUSTRIE FARMACEUTICHE RIUNITE - Firenza, A,
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v - A - ARG NA - Buenos Alres, ARMENIA - Yeravan, A @ NUGVA ZELANDA - Sydney, AUSTRIA - AZERBAIGIAN - Baku, GIO - Bruxelles, .
Minsk, BOSNIA-ERZEGOVINA - Sa:%eva. BULGARIA - Sofia, CINA « Pechino & Shanghal, COREA DEL SUD - Seurfvm n, COSTARICA - San Jose', CROAZIA - Za abria, DANIMARCA - Copanhagen,
EL SALVADOR - San Salvador, ESTONIA - Tallinn, FILIPPINE - Manila, FINLANDIA Isinil, FRANCIA - Parigl, GEORGIA - Thilisl, GERMANIA - Berling o Dresda, GRECIA - Alene, GUATEMALA - Citta
G la, HOND = Tt Igalpa, HONG KONG - Kong, INDIA - Ahmedabad, Mumbal @ Nuova Ihl, INDONESIA - Bekas! e Jakarta, IRLANDA - Dubliino & Shannon, KAZAKISTAN - Almaty,
KIRGHIZISTAN - Bishkek, IA « Riga, LITUANIA - Vilnlus, ssE»sauaeo - Lussemburgo, MALESIA - Kuala ur, MESSICO - Citta’ dai Messico, MOLDAVIA - Chisinau, MONTENEGRO - Podgosrllia.
UA = Mana a2, OLANDA - Amsterdam, P, - Panama, A - Varsavia, 'OGALLO - Lisbona, GNOUNITD-LMH.REPUBBUCA\CECA-?RQ& ROMANIA - Bucarest, RU -
Mosca, SERBIA - Berg:aoo. SINGAPORE » snh\'gnpm. SLOVACCHIA - Bratisiava, SLOVENIA - Lublana, SPAGNA » Barcellona, SUD AFRICA - Bryanston, SVIZZERA - Zurigo, TAILANDIA - Bangkok, TAIWAN
« Talpel, TURCHIA - Istanbil, TURKMENISTAN - Ashgabat, UCRAINA - Klev, UNGHERIA - Budapest, UZBEKISTAN - Tashkcri VIETNAM - Hanol @ Ho Chi Minh.
Diagnostica; Al - Vienna, BELGIO - Zaventem, FRANGIA - Parigl, GERMANIA - Berling, GRECIA - Atens, ITALIA - Firenze, OLANDA - Valkenswaard, PORTOGALLO - Lishona, REGNO UNITO - Londra,
hlod, 0120211
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A. MENARINI

MANUEACTURING LOGISTICS AND SERVICES

- 3TUKETKA KOHTPONA NEPBOro BCKPLITUA He umeercs

- CPEACTBA UABHTUDMKALMH CUCTEMBI MOHUTOPWHFa ABUXEHUA  umeeTcs
NexapCTBeHHbIX Npenaparos

XpaHeHue MNpu Temnepatype He Boitwe 25 °C g 3aLYKULUEHHOM OT
cBE&Ta MecTe,
MNocne paaBaenenus PacTBOp XpaHsaT B TeueHue 24
“acos npu Temnepatype oT 2 40 8 °C 5 JaumuieHHom oT
cBera Mecre.

Cpok rogHocTH 5 ner

Cepruchukar: Brilueykasannan Cepus oTBevaer rpeﬁosaa!nam HOPMATHBHOIN AOKYMEHTaLMN,

§
£
YTBEPXOEHO
Vnonuomeu){:qﬁ e nuuo
-~ O-p Nyka la JTEHM
|
/:‘- A.Menarini Manufacturing
/ Logistics & Services S.r.|.
Sito Produttivo

Via Sette Santi, 3 - 80131 Firenze
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iende del G enarini
lalla: MALESCI - Firenze, FLAMA. - Firenze, CODIFI - Firenze, A. MENARINI FARMACEUTICA INTERNAZIONALE - Firenze, A. MENARINI INDUSTRIE FARMACEUTICHE RIUNITE - Firenze, A.
MENARINI MANUFACTURING LOGISTICS AND SERVICES - Flrenze Lﬂ!ﬂuﬂa & Pisa, MENARINI RICERCHE - Firenze & Pomezia, MENARIN| BIOTECH - Pomezia, GUIDOTT] - Pisa, LUSOFARMAGO -
ING & FINANCE SERVICES - Pomezia, LODICHEM - Firenze e Casalelto Lodiglano (LO), VAXYNETHIG - Rapelano Temma (S1), A

Milano, LUSOCHIMICA - Pisa & Lomagna (Lecco), POMEZIA ENGINEER
Mo IN'LgAMAECH a m& REJEE e }:F’u Y RE“'TE i F'iﬂ’m.'-am,"'“' NUOVA ZELANDA - & AUSTRIA - Vienna, AZERBAIGIAN - Baku, BELGIO - Bruxelies, BIELORUSSIA
ondo: Al - Thrana, ENTINA - Buenos Alres, ARMENIA - Yer, AUSTRALIA & VA NDA - Sydney, - Vienpa, - 5 = Brux 3 -
Minsk, BOSNIA-ERZEGOVINA - Sarajevo, BULGARIA - Soffa, CINA - Peching e sm%w. COREA DEL SUD - Soul s Ym%fn. COSTARICA - San Jose', CROAZIA - Zagabria, DANIMAFIGA » Co en,
EL SALVADOR - San Salvador, ESTONIA - Talinn, FILIPBIE . Manila, FINLANDIA + Helsinki, FRANCIA - Parigl, GEORGIA Thilisl, GERMANIA - Beriho 8 %u ECIA'- Atene, GUATEMALA -
del Guatemala, HONDURAS -Tegudaa?a, HONG KONG - HnnE INDIA - Abmedabad, Mumbal e Nuova G, INDONESIA - Bekasi & Jakarta, JRLANDA - Dubling e Shannon, KAZAKISTAN - Almaly,
KIRGHIZISTAN - Blshkek, LETTONIA - i 82, LITUANIA - Viinius, (CUSSEMBURGO - mmggo. MALESIA - Kuala Lumpur, MESSICO - Citta’ del Messico, MOLDAVIA - Chisinau, MONTENEGRO - Podgorica,
NICARAG = Amsterdam, PANAMA RTOGALLO - Lisbona, REGNO UNITO - Londra, REPUBBLICA CECA - Praga, ROMANIA - Bucarest, RUSSIA -
Mosca, SERBIA - 0, SINGAPORE - il;?apn:a, SLOVACCHIA - Bratislava, SLOVENIA - Lublana, SPAGNA - Barceliona, SUD AFRICA - Bryanston, SVIZZERA - Zurigo, TAILANDIA - Bangkok, TAIWAN
- Tapal, TURCHIA - [stanbul, TURKMENISTAN - Ashgabat, LICRA LA - Kley, UNGHERIA - Budapest, UZBEKISTAN - Tashkent, VIETNAM - Hard & Ho Chi Minh,
Diagnostica: AUSTRIA - Vienna, BELGIO - Zaventem, FRANGIA - Parigl, GERMANIA - Berlino, GRECIA - Alene, ITALIA - Flrenze, OLANDA - Valkenswaard, PORTOGALLO - Usbona, REGNO UNITO - Londra,




