A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES
CepTtudmxar aHanusa

Mpoaykr: MoxounHkae® peraph
Kon npoayxra: _ F132366
N2 cepuu: 0010A
Iara saroToBneHvA 07/2020
[lara ucteueHun cpoka roAHocTH 06/2023
[lara swinycka cepuu: 13/01/2021 .
HopmaTushan AOKyMEHTaUuA: 1 NO14357/01-280719
NexkapcreexHan dopma: Kancynsi ¢ nponoHrupoBarteiv seiceoboxgexnen, 50 mr
[ehcTeyiouiee peulecTso: n3ccopbupa MOHOHUTRAT
MpouasopuTens AeRcTBYIOWIErO [udpapma ®parcuc C.p.Jl., Wranua
BellecTsa:
Obrem cepum (konuyecrso ynakosok). 35.058
NapamMETP CNELMSUKALIAS PE3YNBTATE!
Teepabie wenatuHosbie kancynst Ne 2 opadxesoro usera. Teepabie XenaTuHoBble Kancynsl N2
Onucanue Copepsumoa kancyn: rpanynb: Genoro usera 2 opawwesoro ysera, Copepxumoe
kaneyn: rpanyns Benoro useTa
FoanuHKocTs (BHMKX) Bpems yaepkuBaHus OCHOBHOIO NUKa Ha Xpomarorpamme T
VCNBITYEMOrO pacTBopa A0MKHO COOTBETCTBOBATL BPEMEHW
YASPHUBAHUA OCHOBHOIO Nka Ha Xpomartorpamme
crangaprroro pacteopa waocopbuaa moHoHuTpaTa
Cpeanxss macca 300mMr+£7.5% 297 Mr
COAEPKKMOro Kancynst
PacnagaemocTs He Gonee 10 mun 4 mur
Pacreopenue 10-30 % vepes 1 4 17 %
45-70 % vepea 4 4 66 %
He meree 70 % vepes By 93 %
PoacraeHHbie Npumech
(BOWX)
- usocopbuda-2-Humpam ~ He bonee 0.2 % 0.0%
- u30COp6Uda -2,5- te Gonee 0,2 % 0.0%
- Qunumpanm
N - nioBas edunuYHas He Gonee 0,2 % 0.0%
HeudenmubuuposanHa
A NpUMech
- cymMma npumeceil ke bonee 0.5 % 0.0%
MukpoBuonoruueckas
4ueToTa
O6uwee uicno aspabrsix < 10°KOEs1r 20 KOE/r
MUKPOOPIaHUIMOB ]
OBujee uucno apodokessix < 10°KOEs 1r 0 KOEfr
W nnecHesblx rpubos
E.coli Orcytcteuen 1r OTtcyTcTayeT / /
OAHOPOAHOCTH MapameTp npuemnemocTn Ana 10 eguHny A03UpoBaHus 4.2 f7/ ]
AO3UPORAHMA < 15,0; napameTp npuemnemocty Ana 30 egunuy 7
Aoavposanua < 15,0 1 HU OAHE U3 8AMHALY JOIUPOBAHKA He j{ ki
meHee 0,75 M 4 He Gonee 1,25 M gi
Konudecreexroe ot 45,0 Mr 10 55,0 mr naccopBupa MOHOHWTPaTa B kancyne 53 mr ]
onpeaenexue {90 % — 110 % OT 328BNEHHOID COAEPKAHUA)
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Azlende del Gruppo Menarin

talia; MALESCI - Firenze, F.LR.M.A, - Firenze, CODIF] - Firenze, A. MENARINI FARMACEUTICA INTERNAZIONALE - Firenze, A. MENARINI INDUSTRIE FARMACEUTICHE RIUNITE - Firanze, A
MENAR!NlMANUF&CTUﬂING LOGISTICS AND SERVICES - Hramu. L'Aquita o Plsa, MENARINI RICERCHE - Firenze e Pomezla, MENARINI BIOTECH - Pomezia, GUIDOTTI - Pisa, LUSOFARMACO -

Milana, LUSOCHIMICA - Pisa @ Lomagna (Lecco), RESEARCH TOXICOLOGY CENTHE - Pomozla,
; ALBANIA - Tirana, ARGENTINA - Buanos Alres, ARMENIA - Yarevan, AUSTRALIA 8 NUOVA ZELANDA - Sydney, AUSTRIA - Vienna, AZERBAIGIAN - Ealm BELGIO Bmxalles BIELOAUSSIA -
ingk, BOSNIA-ERZEGOVINA - Sarajovo, BULGARIA - Sofia, CINA - Peching e Shanghal, COREA DEL SUD - Seul & Yon in, COSTARICA - San Jose', CROAZIA - IMARCA - Gaopenhagen,
EL SALVADOR - San Saivader EST bﬁ « Tallinn FILIPPINF. Ma,nna, FIMLANDIA lsink], FRANCIA - Padgl, G£0FIGI Tbillsi GERMANIA - Barllnonnresds azgfecm Atena, GUATEMALA - Cilla
el Gualemala, HONDUI -3 ncl-pat HONG KON onE Ahmedabad, Mumbal e Nuova Delhl, INI - Bekasl @ Jakarta, IRLANDA - Dubli ng 8 Shannon, KAZAKISTAN - Almaty,

LAAN - Blahiak, LETT ﬁ hﬁumo wssanam

KIRGH, LI'!'UANiA Vllflms go MALESIA - Kuala l.ilm MESSICO Citla' del Messico, MOLDAVIA - Chisinau, MONTENEGRO - Podgoiica,
NICARAGUA - Maj LJ\NDA Amslerdam, PANAMA - Pmma. POLONIA

Mosca, SERHIA - B gmde. SINGAPORE - 8 apnm SLOVACCHIA - Bralislav: SLOUENA - Lubiana, SPAGNA - Ba!neﬂona‘SU{}AFRm ansion, SVIZZERA - Zuvfgo, TAILANDIA - San[;kok TAIWAN
»Ts;pa( TURCHIA - Istanbul, TURKMENISTAN - Ashgabat, UCRAINA - Kiev, UNGHERIA - - Budapest, UZBEKISTAN - Tashkent, VIETNAM - Hanot & Ho Chi Minh.

Dipgnostica: AUSTAIA - Vianna, BELGIO - anmwm rﬁmcm - Parigl, GEF!MANEA Bedino, GREGIA - Atena, ITALIA - Flmmu, OLANDA - Valkenswaard, PORTOGALLO - Lisbona, HEGND UNITO - Londra,
SPAGNA - Batceliona, SYEZIA - Malmd, SVIZZERA - Zurigo.

Mod. 12R6151

HTOGALLO « Lisbona, REGNO UNITO-LGMMEB(!:PUBBUGA CECA - Praga, ROMANIA - Bucaresl, RUSSIA -
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

Ynaxkosia Mo 15 kancyn B KOKTYPHOI sueiikoBoi ynakoske (Bnuctep) Us CooTaercrayer
MBX/donbru aniomuHuesoil, Mo 2 Gnuctepa o WHCTPYKLUeR
110 NpUMEHEHNIc NPernapaTa B KapTOHHOW nauke.

Mapruposka PesynuTaril

1) NepBuyHan ynaKoBKa NexkapcTBeHHOro npenapara

Ha Bricrepe Ha PYCCKOM A3blke YKa3biBaioT:

- TOproBoe HauMeHoBaHne npenapara® MorouuHkse® pertapi

- MEXQRYHApPOAHOE HENETEHTOBAHHOE HauMEHoBaHUe Waocopbuaa MOHOHUTPAT

- NexapcTseHHye hopmy Kancynkl ¢ NPONOHIMPOBakHLIM BLICBOBOXAEHAEM

- [O3UpOBKY 50 mr

Ne cepuu: 0010A

rofieH Jo: 06/2023

. HEBUAUMBIE HAKWA 3ALLATS! UMEHTCRA
' 2) BropuvHas ynakoBka

Ha kapTonHoi nayke CCHOM $i3biKe VKA3bIBAKT.

- HaumeHosaHe (HUpMbI-fIPOUIBOAUTENS, CTRaRY A, Menapnin Maniodexieputr JIoAMUCTUKS 3HA
Cepaucus C.p.n., Wranua

- HaumeHoBanue hupmbl-guctpulbloTopa, cTpaHy Bepriud-Xemu AT, Tepmanus

- noroTun «BERLIN-CHEMIEMENARINI» (Ha natuHuue) BERLIN-CHEMIE
MENARINI

- TOprosoe HauMmeHosanue npenapata® MoHouuHkee® peTaph

- MEXAYHAPOAHOE HENATEHToBAHHOE HaUMEHoBaHWE WaocopBuga MOHOHUTRET

- LOINPOBKY 50 mr

- nekapcTeeHHYI0 (hOpMY, KONWHECTBO Kancyn B yNakoeke 30 Kancyn G NPONOKIMPOBAHHBLIM BLICBOSOXAEHNEM

- coAepKaHue AeicTBYIOUIErs BellecTsa B oAHOIA kKancyne B 1 kancyne ¢ NPONOHFMPOBaHHLIM BhicBOGONABHUEM
COAEPIMUTCA U3CCOpPBUAR MOHOHWTPaTA 50 mr

«COoABPKUT KPACUTEND NyHLoBLIA [MoHco 4 R} (E 124), caxapody» yKa3aaHo

- YCNOBUA XpaHerus XpaHute Npu Temneparype He eile 25°C

«COBNIOAETE MHCTPYKLMIO N0 NPUMEHBHUIO NPENapaTa, KOTopas HAXOAUTCA  YKA3aHD
BHYTPW YNaKkoBiu»

«flexapcTeeHHOS CPEACTBO XPaHUTL B HEAOCTYNHOM ANA AeTel mecrely yKaaaHo

- HOMEp PErUcCTPaLMOHHOMD YAOCTOBEPEHUA 1 N014357/01
e, - YCROBUR OTMYCKA o peuenty

" Ne cepuu: 0010A

Nara U3roToBneHus: 07/2020

rojieH A0: 06/2023

- LLITPUX-KOA, UMEBTCH

«[lna npyemMa BHYTPb» yKasauo

- HEBUAMMBIE 3HAKM 3aLLUThI UMEKTCH

- NPOU3BOACTBEHHBIRA KOA, umeeTca

- 3TUKETKA KOHTPONR NBPBOT0 BCKPLITURA He umesTCs

- cpefcTea WAEBHTUMKALMN CNCTEMb] MOHUTOPUHIE ABWKEHIA WMEETCA

neKapcTBEHHbIX NPenapaTor
XpaHeHue Mpu Temnepatype He eeiwe 25°C

A, MENARINI MANUFAGTURING LOGISTIGE AND SERVICES S.R.L. - FIRENZE - SEDE LEGALE: VIA ROSOLINO PILO 4 - 50131 FIRENZE - TEL, +39 055 56801 - FAX +39 (35 562771
WWW.MENARINLIT - CAPITALE SOCIALE € 42,650.000,00 L.V. - CODIGE FISCALE, PARTITAIVA E REGISTRO IMPRESE FIRENZE 05006670482
STABILIMENT] D! PRODUZIONE: VIA SETTE SANTI, 3 - 50131 FIRENZE / VIA DI BCANDICCH, 37 - 50143 FIRENZE / VIA CAMPO DI PILE - 67100 L'AQUILA
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Azlende del Gruppo Menarlni

talla; MALESCI - Firenze, FLR.MA, - Firenze, CODIF| - Firenze, A, MENARINI FARMACEUTICA INTERNAZIONALE - Firenze, A, MENARINI INDUSTRIE FARMACEUTICHE RIUNITE - Firenze, A,
MENARINI MANUFACTURING LOGISTICS AND SERVICES - Firenze, L'Aqulla e Pisa, MENARINI RICERCHE - Firenze e Pomezia, MENARINI BIOTECH - Pomezia, GUIDOTT! - Pisa, LUSOFARMACO -
Mifano, LUSOCHIMICA - Pisa e Lomagna (Leeca), RESEARCH TOXICOLOGY GENTRE - Pomezia.
mngdg; ALBANIA - Tirara, ARGENTINA - Bueros Alres, ARMENIA - Yerevan, AUSTRALIA & NUGVA ZELANDA - Sydnay, AUSTRIA - Vienna, AZERBAIGIAN - Baku, BELGIO - Bruxelles, BIELORUSSIA -

Insk, BGSNIA»EHZEGOV;NA - Saraé;m, BULGARIA - Solia, CINA « Pechino & Shanghal, COREA DEL 8UD - Seul & ‘l’m‘gln. COSTARICA - San Josa', CROAZIA - Zagabria, DANIMARGA - Cq.x.vanhagen,
EL SALVADOR - San Salvador, ESTONIA - Talinn, FILIPPINE - Manila, FINLANDIA - Helsinki, FRANCIA - Parigi, GEQRGIA - Thillal, GERMANIA - Betlino 8 Drasda, GRECIA - Alene, GUATEMALA - Gilta
del Guatemala, HONDURAS - ngmgm?a. HONG KONG - Hon . INDIA - Ahmedabad, Mumbal e Nuova Deihl, INDONESIA - Bokasi e Jakarla, IRLANDA - Oublino o Shannon, KAZAKISTAN - Almaly,
KIRGHIZISTAN - Bishkek, LETTONIA - , LITUANIA - Vilnius, LU; BURGO - Lussemburgo, MALESIA - Kuala Lum%tg MESSICO - Citta' del Messico, MOLDAVIA - Chisinau, MONTENEGRO - Pedorica,
NICARAGUA - Managus, OLANDA - Amslerdam, PANAMA - Panama, POLONIA - Varsavia, PORTOGALLO - Lisbona, R ND UNITO - Londra, AEPUBBLICA CECA - Praga, ROMANIA - Bucarest, RUSSEIA -
Mosca, SERBIA - Belgrado, 8INGAPORE - SIr‘hgapnm, SLOVACCHIA - Bratislava, SLOVENIA - Lubiana, SPAGNA - Barceliona, SUD AFRICA - ton, SVIZZERA - Zurigo, TAILANDIA - Bangkok, TAIWAN
- Taipel, TURCHIA - Istonbul, TURKMENISTAN - Ashgabal, UGRAINA - Klev, UNGHERIA - Budapest, UZBEKIST AN - Tashkant, VIETNAM - Hanol e Ho Chi Minh.
m"i‘mm" AUSTRIA - Vienna, BELGIO - Zavantem, FRANGIA - Parigl, GERMANIA - Bertino, GRECIA - Atens, [TALA - Firenze, OLANDA - Valkenswaard, PORTOGALLO - Lishona, REGNO UNITO - Landra,
SPAGNA - Barcellona, SVEZIA - Malmd, SVIZZERA - Zurige.
Mod, 12720151
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES
Jroja
CpoK rogHocT#

CepTithukar: BeilueyKasaHHas CEpUs 0TBEYAET TPEGOBAHUAM HOPMATUBHOR ADKYMEHTALIMM,
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A MENARINI MANUFACTURING LOGISTICS AND SERVIGES 5.R.L. - FIRENZE - BEDE LEGALE: VIA ROSOLINO PILO 4 - 50131 FIRENZE - TEL, +38 055 56801 - FAX +30 085 882711
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Aziende del Gruppo Menarini
Ualla; MALESCI . Firanze. FARMA. - Frerzs, COMIPL . Firenze, A, MENARIN) FARMACEUTICA INTEANAZIONALE _ Fienzo, A, MENARIN| INDUSTRIE FARMACEUTICHE RIUNITE - Flranze, A.
NARINI MANUFACTURING LOGISTICS AND SERVICES - F 8

Ummﬁh Pisa, MENARINI RICERCHE - Flronze ¢ Pomezia, MENARING BIGTEGH - Pomezla, GUIDOTTI - Pisa, LUSOFARMACO -
Nt-llm LUSOCHIMICA - Pisa @ Lomagna (Lecco), RESEARCH T Y CENTRE - Pomeria.

: ALBANIA - Tirana, ARGENTINA - Buenos Alres, ARMENIA - Yerevan, AUSTHALIA @ NUOVA ZELANDA - Sydney, AUSTRIA - Vienna, AZEHBAIGIAN Beku BELGIO - Bruxelios, BIELORUSSIA -
Minsk, BOSNIA-ERZEGOVINA - Sarajovo, BULGARIA - SGMECINA - Pechino ¢ Sha nm, COREA DEL BUD - Sewl @ Yongin, COSTARICA - San Jose', GR i‘:ﬂmdl, DANIMARCA - nhagen,
EL MLV«\DQR « San Salvador, NIA - Tallion, FILIPPINE - Manila, FINLANDIA - Halsinid, FRANCM P L GEORGIA - Thilis, GERMANIA - Bedino 8 cmw ECIA Mﬁna GUATEMALA mﬁ
del Guaternala, HONDURAS - Tegucigalpa, HONG KONG - Kongh A - Armmm Mumbal @ Nuowa INDONESIA - Bakasi o Jakata, IRLANDA - Dublino e Shannon, KAZAKISTAN - Nmnly.
KIRGHIZISTAN - Bishkek, LETT IA &LITUANM Wﬁu& LSS BURGQ IMALESIA « Kfmh Lum , MESSICO - C-Nla'dd Messico, MOLDAVIA - Chisinau, MONTENEGRO - Po a,
ﬁw‘ i L NOAPORE - Sginere, BLOVACCHIA-- Eraliiay ” AR ammm? SUD AFHEA  iya U e e T AWAN
fosce, - apore, ansion, « A
alpel, TURCHIA - M.W % UGRAINA - ZBEKISTAN - ngm - Hanol @ Ho Chi Minh,

D%% aventem, FRANGIA - Parigl, QERHAMA Bart’lm GRECM Aene, ITALIA - Firgnze, OLANDA - Valkenswaard, PORTOGALLO - Lisbona, REGNO UNITO - Loadra,
A - rcelma, SVEZM M&mﬁ, SVKZZ&:RA - Zurigo.
Hod, 1230151



M 000 bepsinH-Xemn/A. MeHapmuHu

NOATBEPKIAEHWUE COOTBETCTBUS

Ne TIC-0010A

Toproeoe HanMeHOBaHKE

MoHouuHkBe® peTap

MesxayHapoJHOe HEMAaTeHTOBAHHOE HAMMEHOBAHHE
(TpYNIHPOBOYHOE MIIM XUMHYECKOE)

Hsocopbuna MoHOHHTpAT

Jlexapcteennas gpopma

KarcyJbl ¢ IPOJOHTHPOBaHHBIM
BBICBOOOKIEHHUEM

Jlo3upoBKa

50 mr

®opma BBITTyCKa

15 wrT., 6aucTeps (2 wWT.), MayKH
KaproHHsle (30 wT.)

Homep cepuu (naptun): 0010A

O6beM cepun(naprun) 35058

Jlara npou3sBo/cTBaa 01.07.2020

["oneH a0 01.06.2023
Hanmenosanme wu  agpec mpomseoaurens (c | Ilponssoaurenn-A.MeHapuHu
yKa3aHHeM CTaJuil NpoU3BOICTBA) Mbsnrodexkuepunr  JIomKucTHKC  3HI

Cepsucuz C.pJI.

Beinyckarowmuii kKoHTposb KavdecTBa-
A.Menapunu MbsHnrodekuepunr
Jlomxuctuke s Cepeucus C.p.J1.

Homep u 1ata perucTpaliioHHOTO YAOCTOBEPEHHS

IT NO014357/01 or 22.10.2008 ( pnara
nepeodopmienus 29.07.2019)

Homep u jata HOpMaTHBHOIM TOKYMEHTALIMK

I[1NO014357/01-290719

HaumeHoBauue H aapec
PErHCTPALMOHHOIO Y0CTOBEPEHHS

AcpxKaTena

Hcturyro Jlysopapmako aUranua C.A.
(Milanofiori, Strada 6m Edificio L.,20089
Rozzanj (MI), Italy

Hacrosimumii 10KyMeHT noarBepskaaer:

-NAHHBIA JICKapCTBEHHBIH MperapaT COOTBETCTBYET
CPEACTB...»;

-CEpHsl JICKaApCTBEHHOTO Ipeérnapara COOTBETCTBYET
rOCyJ1apCTBEHHON perucTpaLnum
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61-®3 «O6 obpaleHHH TeKapcTBEHHLIX

TpCﬁOBaHHHM, YCTAHOBJIEHHEIM TIpH €ro

25.02.2021
(nara )

000 “Bepnun-Xemu/A. Menapuuun”

Opuanuecknid agpec: Poceun, 123317, r. Mockea, MpecHeHckan HaBepexHas, n. 10
Moutosein anpec: Poceus, 123317, r. Mocksa, MpecHerckan HabepexHas, a. 10
Tenedbon: +7 (495) 785-01-00, cpaxc: +7 (495) 785-01-01, e-mail: info@b-c.ru



