00O BepnuH-Xemmu/A. Menapurn

MOATBEPX/JEHUE COOTBETCTBHS

Ne [IC-2006A

Toprosoe HaumeHoBaHKe 3okapauc® 30

MesxaynapoHoe HenaTeHTOBaHHOE HAHMEHOBAHHE 3odeHonpun

(TPYTIIHPOBOYHOE HITH XHMHUYECKOE)

JlexapcTBenHas dopma TabJIEeTKH, IOKPHITHIE IIEHOYHOI

0601104KOii
Josuposka 30 Mr
®opmMa BhIyCcKa 14 wr. , 6aucreps! (2 WT.) , mayku
KapTOHHBIC

Howmep cepuu (maprum): 2006A

O6bem cepun(napTim) 25 800

JaTa BelTycka 01.02.2022

T'onen no 01.01.2025

HanmeHoBanne u  ampec  mpousBommtens (¢ | Ipon3soauTenb-A. MeHapuHu

YKa3aHHEeM CTaJHH POH3BOJICTBA) MbHiodexuepunr  JIomKHCTHKC — 3HA
Cepsuens C.p.JI, Utanus, Via Campo di
Pile - 67100 L’ Aquila (AQ), Italy
Boimyckaomuii KOHTpPoaL KayecTBa-
A.MeHapuHH MbsHrodekyepunr
Jlomxuctuke 9HA Cepeucus C.p.JI)
Hranus, Via Campo di Pile - 67100
L'Aquila (AQ), Italy

Howmep 1 nata perucrpanuosHoro ynoctosepenus JIC-000777 ot 23.08.2010
Jata nepeopopmienns 08.05.2020

Homep 1 1aTa HOpMaTHBHOH lokyMeHTaLuH JIC-000777-080520

HaumenoBanune 17| ajgpec Aepxarens | ObmecTso c OrpaHHYEHHOH

PEruCTPallHOHHOTO YI0CTOBEPEHHSA OTBETCTBEHHOCThIO  "Bepnua-Xemu/A.
Menapunn", Poccus
IlpecHeHckas HabepexHas, 1.10

Hacrosimmii noxyment noarsepsxaaer:

-JIaHHbIA JIEKapCTBEHHEIH TMpenapart cooTBeTcTBYeT 61-P3 «O6 oOpalleHHH JIeKapCTBEHHBIX
CpPE/ICTB...»;
~CCpHs JICKapCTBCHHOIO IpenapaTa COOTBETCTBYET TPeGOBAHHSM, YCTAHOBIEHHBIM IpH  €ro
rocyJapcTBEHHOH perucTpaiuu

000 “BepnuH-Xemu/A. MeHapuHu"
Opuauyeckuin agpec: Poccus, 123317, r. Mackea, M
Moytoseld agpec: Poccun, 123317, r. Mocksa,
Tenedon: +7 (495) 785-01-00, chake: +7 (495)

Coxkouos B./I. 10.06.2022

(nata)

pecHeHckan HabepexHas, a. 10

MNMpecHexckan HabepexHasn, 4. 10
785-01-01, e-mail: info@b-c.ru
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A. MENARINI . ®

MANUFACTURING LOGISTICS AND SERVICES

Ceprudukar aHanusa

3okapanc®30

TabneTku, NoKpeITele NNeHoYHok oBonoykon, 30 mr

F134850
2008A

02/2022
01/2025

15/04/2022
NC-000777- 080520

3ocheHonpun Kanbums
«Jlysoxumuka C.n.A», Mtanusa

CA INTERNAZIONALE - Flrenze
F

& NUOVA ZELAN

a. FINLANDIA

unlw HONG HG DIA- Mum
LETTO IA~R uwmlA'-Vﬂrﬂgt. MA\:EmmN blla Lu%
'anama, P ars [;ﬂ na, R O UNITO - Lundrl
ngapore, ACCHIA - Bml[sll BLUV A Lubm A - Bmoﬂo sUD
- Ashgabat, UCRAINA - Kiev, U| El'mﬂc?fm

H!G HE - s
Fdrmnn anﬁil MENA INJ

25.800
Mpepnens: PesynbTath!
Mpoponrosatsie TaBneTkK, NOKPLITLIE NNEHOYHO#H Mpoaonrosatulie TabneTky,
o6onoukoit, Genoro yseTa ¢ ABYCTOPOHHE!N PUCKOA  NOKPLITHIE NNEHOYHOI
AnNA fjeneHus. obonovkoid, Genaro usera ¢
y ABYCTOPOHHE#! puckoit gns
AENeHun.
Bpems yAepKUBaH1A OCHOBHOIO NUKa Ha CooTtseTcrayer
XpOMaTorpaMme UCNbITYEMOro pacTeopa A0MKHO
COOTBETCTEOBATL BPEMEHMU YAEPXUBAHUA
OCHOBHOrO NWKa Ha XPOMaTOrpaMMe CTaHAaPTHOro
pacreopa soceHonpuna.
208.0Mr+7.5% 206,6 Mr
18/20 He Gonee £ 7.5 % CooTeetcTayeT
2/20 ve Gonee £ 15 %
He Gonee 5,0 % 0,6%
He Gonee 10 muH 1 MUH
He menee 75 % (Q) 3odeHonpuna kansuyus 100 %
yepes 45 MuH
174
ouwoo SEDE LEGALE; VIA ROSQLINO P 31 FIRENZE -
£ 42,650, CQDICE FISCA TA IVA E REG DlMP ESE FIRENZE
DI PRODUZIONE: VIA SETTE G osor 2 v
"%anlmfa«ﬁm DIA. ﬂ,qsé,ﬂﬁﬁm my it DIEESF-'%E?A ! sroaemmuﬁrrss a.{_mvm D&':P‘ mou A'gu N

NI INDUSTRIE FARMAGEUT
gIDTEGH Fomull, GUJDOT!?HEL?‘SI,UEUWE fﬂlgﬁm
Igiano (LO), VAXYNETHIG - Rapalano Terme (S0), A.

Pachlnu e st:anqgﬁ COR EA DEL SUPE:%S.:] ) Yo n, oomm ban Ju-:#noamm ggbéh,: oﬂmmm m%fﬁussm 1

e"""%krrm
“W::gﬁ B e e

GEEMANM Bnrlhu GHECM Alﬂm.lTAL[A Hnnze‘DLANDA - Valkenswaand, PORTOGALLO - Lishona, REGNO UNITO - Londra,

139“!8301 FAX 439 055 562771
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A. MENARINI : T

MANUFACTURING LOGISTICS AND SERVICES

Po, EH npumecu

(BIXX):
-8Q 26,333 He Gonee 0.2 % 0.00%
- BeH3otHanA KucnoTa He Gonee 0.2 % 0.00%
-5Q 26,874 He Gonee 0.2 % 0.00%
- cymma
UAEHTUMUMPOBAaHbIX He Gonee 0.3 % : " 0.00%
npumecen
- nibas eAnHUYHAA
HEUABHTUDWUMPOBaHHAA ne Gonee 0.2 % 0.00%
npumech +
- cymma T . ‘
HeWgeHTUUUMPOBaHbIX He Gonee 0.3 % 0.00%
npumecei

MukpoBuondrudeckas y ,
yucToTa:

- OBwee yncno aapoﬁnmx <108 KOE/r 0 KOE/r
MWUKPOOPraHuiMmos

- Obwee yncno < 102 KOE/r 0 KOE/r
[LPONOKEBLIX ¥ NNECHEBLIX .
rpubos ;

- Escherichia coli OrcyTeTBre B 11 CooTeeTcTayeT

OAHOPOAHOCTL AO3upoBaHuA  [lapameTp npuemnemocTv Ana 10 eguHny 3,7
posuposanua < 15.0;
MapameTp npuemnemoctu AnA 30 egnHuY
Bo3upoBaHus < 15.0 U HU OjHA U3 eANHML
Ao3MpoBaHus He mexee 0.75M u He Gonee 1.25M

KonuyecTeernHoe . Ot 28.5 mr a0 31.5 mMr 30eHoNpUna Kanuus B + 29,4 wir
onpeaenernue (BAXX) Tabnerke (95 % - 105 % OT 3aABNEHHOro
COAEPXAHUA)
. Ynakoska -
Mo 14 TabneTok B KOHTYPHOW AYeltkosoR ynakoeke (6nucrep) us CooTrsercrayeT

NBX/MNBAX/donbrit anioMUHUEBO.
Mo 2 GnucTepa ¢ MHCTPYKUMEIA No NPMMEHEHUK NpenapaTa B
KapTOHHOM nadke.

2/4

81 FIRENZE - +39 055 56801 - FAX +38 055 582771

T S Lo SINAzE - P coagsRrOd8t

A MENAEINI mwmunwammsnos wmc&sm -scccsrh‘ 0 UNICO - =
N < GAPIY 30000000 me%‘i‘é'éaﬁ%%‘ﬂmmﬁﬁé

T IIEHEI 2 PHODLZIDN&: WQJGE-,N-E BA#-ITB B EngﬂENAR [ IND! LY[A % C s‘i{}i'iE RIUNITE 8.H. L.w‘\gf[A

SOCIETA SOGGETTA ALL'

WGI - Firenze, F.LA.M.A. - Flrenze, CODIF| - Fll"l‘zl. A NENAFJ 1 FARMACE’T[ CA INTERNAZIONALE H-I‘Nl?-‘li INDUSTRIE FARMACEUTICHE RIUNITE ~ Flrenz:
1NG DGISTICS AND SERVICES AINI HE - Firanze EN 10TEGC! g -
Aaia'n‘d.'EUSOCHIMIGA -z e Lonagna ((eoo) PONEZIA B g«'ai'ﬂ"éaq“ﬁa a F»}ﬂica SERVIGES - Pomezia L OBIGHEM - Fitnze 6 Casaleda Looigand (LO), VAXYNETIC - Rapolano TeMme (89, A

d 1‘\!.3.\!\1]9f AHGENT!M\ Buernos erl! AHM AUSTRALIA e NUOVA ZELANDA - Sydney, AUSTRIA - Vienna, AZERBAIGIAN ELGIO - Bruxelle -
% n%E OSNIA- OVINA - g;r_l% BULGARIA - GiNA Hnn e B{!A OOHEA DEL BU%;‘;:: e Yayonl‘gn, GOSIAF:‘I"C& JWDWW&W&
3 ~ Ul

B
LevRe o “'""‘"‘-H-“"si@“"""ﬁ S e T CopriL o 84
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Lumg.r co-Gila: el Messico | em
IICARAGUA - Managua, OLANDA - 3, POLONIA . Vars a, REG Nc uurm Londr HESURBLIG g t""ﬁ%",
fosca, SERBIA - BsFuau'u.SlNGAPDHE 8in uore.%\l& HIA' - Brafs| v &ﬁ'&"" raga, Buoarest, AUSSIA -
Talpal, TURCHIA - Islanb’lzl TURKMENISTAN - A8 NA - Ki 'w,‘ "“b ég "" % Ef‘w Tdm % Bangkok, TAIWAN
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A. MENARINI .

MANUFACTURING LOGISTICS AND SERVICES

MapkupoBka |
1) NepsuyHan ynakoBKa NeKapCTBEHHOrO npenapara

Ha 6nucTepe Ha PyCCKOM S3biKe YKa3biBaIoT;

- TOProBOe HauMeHoBaHue npenapara ¢ NpesyNpPeauTensHol 3okapauc®30
Mapkuposkoin ®
- NEeKapCTBEHHYIO hopmy TabneTku, NOKPLITHIE NNEHOYHOH OBONONKOH
- HauMeHoBaHWe AeiCTBYIOLIero BeLlecTsa 3ocpenonpun kanbuua
= RO3NPOBKY 30 mr
- noroTun «BERLIN-CHEMIE/MENARINI» (Ha naTutuue) BERLIN-CHEMIE
‘ MENARINI
- Ne cepuu: 2006A
- «rofieH Ao...» 01/2025
- Heamnmug 3HAK 3aLUTHI nwMeeaTcs

2) Bropu4Han ynakoBKa NeKapcTBEHHOro npenapara

OH| 4Ke H
- HaUMEHOBaHUe (PUPMbI-NPOUIBOAUTENS, CTPAHY A. Menapunu ManodekdepuHr JIOAXUCTUKS 3HA ¢
. Cepsucus C.p.n., Wranua
- norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue) BERLIN-CHEMIE
» v MENARINI
- TOProBO@ HaUMEHOBaHWe npenapara ¢ NpeaynpeauTensHoH Sokapanc®30
mapkuposkoi @
- MEXAYHapOAHOE HENAaTEHTOBaHHOE HauMeHoBaHue 3odheHonpun
- NekapcTeeHRyo opmy Tabnerkun, NoKpbLITHIe nneﬂouuoﬁ oGonoukoi .
- AO3UPOBKY 30 mr
- KONWMECTBO TaBNeToK B ynakoexe " 28 Tabnerok nosoparrux rmeaownoﬁ oBonouxoi
OGRS K SOARANS NSHPITD RSN 8 B 1 TabneTxe, NOKpTOl NeHoHOR 060N,
. coaepxuTcA 30 Mr soceHonpuna Kansuma
- ! (axsneaneHTHo 28,7 mr aochexonpuna)
- «CoAEPMAT NaKTO3Li MOHOTMAPAT © YKE38HO
- cnocoB npumeHeHus [ns npuema BHYTPb
- YCNOBUA XPAHEHUR XpaHuTe Npu TemnepaType He Beilue 25°C,

- «Co0niogars MHCTPYKUMIO NO NPUMEHEHUIO NPENapaTa, KOTOPaA  yKa3aHo
HaXoAMTCH BRYTPW YNaKoBKuU»
-«JlexapcTBeHHbIR NPeNapaT XpaHuTe B HeJ0CTYNHOM ANS feTed yKa3saHo

mecrel» i
- PEruCTPAaLMOHHbBIA HOMEp Nc-000777 -
- ycnosus oTnycka OTnyckaioT no peuenty.
- «[inA neveHun ap‘repuanwoﬁ rMNEPTEH3WU U OCTPOro WHGEpKTa  YKasaHo
MWOKapAa» )
- HOMEp Cepuu ' 2006A
- AaTY W3roTOBNEHUA 02/2022
- TOAEH AD...» 01/2025
- WITPUX-KOA, umeercs
- HEBUAUMBIA 3HAK 3au4u'ru UMeeTcA
. - NpOU3BOACTBEHHBIW KO4 -~ umeerca
- 3TUKETKa KOHTPONA NEpBOro BCKPLITUA He umeerca
- CPEACTBA UASHTUCHUMKALIMN CUCTEMEl MOHWUTOPUHIE ABUWKEHUA umeeTcs
NEeKapCTBEHHLIX NpenapaTos -
A. Msmwm MANUFACTURING matsncs D SEAVICES u.l. SOCIETA' CON §0C/0 UNICO - SEDE VIA
e T e el
socieri\ SOGGETTA ALUATTIVIT, Em]\ DI DIREZIONE Ec& INAMENTO DI mem n CHE RIUNITE S.R.L -"\Aru ~ DLP!LE ¥ m&m - P.1. 00395270481

MMW
il MALES: - Frere, FAFMA. - Fianzs, CODIF - Fisnze, A, MENARIN) FARMACETICA INTERNAZI . Firenzs, A MENARIN INDUSTRIE FARMAGEUTIHE RIUNTTE -
ﬁnmrr%'socmusca Flulm%’;c;muﬁmcss gdeméelh?ﬂeamﬂoeamwmam Pomezi Hfo'é?bnzm e 0 mﬁn & (O] VAT %n&“m& Y

AENARINI NI [ALIA
ALB.ANIA-T]N-I\G‘AﬂGEN'ITMﬂ m ARMENIA - \’I’I‘qflﬂ..ﬂ ONUUVAM Sydney, A ELG]! ELORUSSIA -
ERZEGOVINA - Peching e %
:.z’%?r:":i&%”ﬂ‘ums& fa’“‘"ﬁ-mi@gsﬂﬁs@ i e i Rt Mm”* e LA
ICARAGUA omm DA Amslerdam, PANAKA. Pararia, POLONIA - Vamaia I L"%ko To- Loreract % m knrugm-'
Taﬁ,nmcﬂm Stanbi, TORMAENTS AN ’mmu'SLt.ucmm Kiov, UNGHERA - Budapest, UZBEXIST: Bmm m‘:&lemm‘ 1 Minh. w»

;ﬂmﬂnmsmm-wmmo Zavenlem, FRANCIA - Faﬂgi,GERMANIA Berlino, GRECIA - Atene, ITALIA - Firenze, OLANDA - Valkenswaard, PORTOGALLO - «Lisbona, REGNO UNITO - Landra,
binoz14
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A. MENARINI .

MANUFACTURING LOGISTICS AND SERVICES

XpaHeHune Mpv TemnepaType He Bbilue 25 C

Cpox rogHocTH 3ropa

Ceprtutbukar: BeilueykasaHHas cepus oTeevaeT TpebosaHnAM HOPMATUBHON JOKYMEHTaLMK,

‘ 9 ‘ m zm YnonHomouerHoe nuyo «Menarini M. L. & S»

A. MENARINI MAL.
‘ OFFICINA FARMACEATICA di L'AQUILA

QUALIFIEY PERSON
Dr. Giusel

CES ' GON . "
A. uew.ezm MANUFACTURING ma::lncs ?.:_; SERVICES 8.~ am:msrt A’ o L%?wa%os%‘% 4;.rm Pﬂfg:m naﬂg%E +39 055 56801 - FAX +39 055 582771
SOCIETASOGGE'H'AALLA DI DIREZIONEE EEINAMENTG DI ME&WN [IND % 31%25 P.I. 00395270481
A:Im.ﬂ:l_ammmmﬂm
‘ MA. - CODIFI - Flrerz NTERNAZIONALE - Firsnze, A M lNuusrm mnmmnm Firenze,
?%“'N'Wg‘"‘mﬂi"? [oaikrida s g';?hﬁ"}' RN HICLROUE  Frensbs %hm NI BIOTECH - T, Ples, LUSOFARMACO -
AlanG; LUSOCHIMICA - Plsa Lomlge éucool, S OvEziA CE SERVIGES - Pomezia, LODICHEM ~ cumumhno(w). -mpm'rm(sn.
sty a ARGBmNA :&ﬁ% Yerevan, AUSTRALIA ¢ NUOVA ZELANDA - Sydnay, Vieana, AZERBAIGIAN - BELGIO - Bruxelles, BIELORUSSIA
%% m-waummu m-smﬁm S%B';ﬁ t oy CROAZIA - W
}lgﬁt‘lfﬂmd& HONDIJ LETTCelﬁim y IIMNG -%NDIA " bal nuun IA B'II(II'I lthﬂl.Bm % Almaly,
unaﬂmm b ek, LETTON wn%ﬂuluml - le del Msssica MOLDA Ipam ,
g ‘":f“" GAPO OV AGCHIA amn pﬁﬂ’""' % “}?} 'W
e e Stz TURKMENISTA D ahat, UGRAINA - oo ONGEEAA %&m&%snﬂﬁm 1A - Bangkok

AUSTFI]A Vlama.aa:ato MMFRANCM Parlgl, GERMANIA - Berlino, GRECIA - Atene, ITALIA - Firenze, OLANDA - Valkenswaard, PORTOGALLO - Lisbona, REGNO UNITO - Lendra,
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