OO0 BbepnnH-Xemmu/A. MeHapurn

INOATBEPKJIEHHUE COOTBETCTBHA

Ne [IC-1054A
Toprosoe HauMeHOBaHHE Jekcanruu®
MexyHapoaHoe HeMaTeHTOBaHHOE HAUMEHOBAaHHE Hexckeronpoden
I'pYNIHUPOBOYHOE HIIH XHMHYECKOE)
JlexapcTBeHHas hopma PacTBOp 11 BHYTPUBEHHOTO H
BHYTPHMBIIIEYHOTO BBE/ICHHS
JloszupoBka 25 mr/mn
@opMa BBITyCKa 2 M, ammynsl (5 WT.) , nayKu
KapTOHHBIE
Howmep cepun (maptum): 1054A
O6bem cepun(napTim) 47 520
JlaTta npousBoncTBa 01.07.2021
I'ogen go 01.06.2026
HaumenoBanue ¥ agpec npomsBomuTens (c ITponsBoaurens, Boinckaromumii
yKa3aHHEM CTaIHH MPOU3BOJCTBA) KOHTPOJIb!
A.Menapunu MaHiodekueprHr
Jlomxuctuke 3u1 Cepucus C.p.a,
Hranus
(Via Sette Santi 3, 50131 Firenze, Italy)
Homep 1 1aTa perMcTpaliHOHHOTO YIOCTOBEPEHHS JICP-002674/08 ot 10.04.200
[ara nepeopopmuenns 17.12.2019
Homep u 1aTa HOPMaTHBHOH JOKYMEHTAIHH JICP-002674/08-171219, uam.Nel
HauMeHoBaHKe U azpec Aepxarens | bepnun-Xemuw/Menapuuu ®apma I'mM6X,
PETHCTPALIHOHHOTO YIOCTOBEPEHHS I'epmanus,
Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosimmii 1oKyMeHT moATBepKAaeT:

-JlaHHbIH JIeKapCTBEHHBIH NpenapaT cooTBeTcTBYeT 61-®3 «O6 obpameHnn JIeKapCTBEHHBIX

CpPEICTB...»;
-CepHs JIEKApCTBEHHOTO Mpernapata COOTBETCTBYET TPeGOBaHHSAM, YCTAHOBJEHHBIM MPH €ro
rOCy/lapCTBEHHOH perucTpaLuy

gy
£F——==="Cokonos B.Jl.  29.10.2021
(moamuce) (nara)

000 “BepnuH-Xemu/A. MeHapuHKu"

KOpuauuecknia agpec: Poccun, 123317, r. Mocksa, MpecHexckas HabepexHasn, 4. 10
MouTosbin agpec: Poccusn, 123317, . Mocksa, MNpecHeHckasn HabepexHasn, a. 10
Tenedpon: +7 (495) 785-01-00, gpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

CEPTUOUKAT AHAITU3A
Mpoaykr Dekcanrun®
PacTBOp AS1A BHYTPUBEHHOM0 U BHYTPUMBILLIEYHOTO BBEAEHUA 25 MriM
Koa: F132626
Ne cepuu: 1054A
[arta usroToBneHus: 07/2021
[aTta ncre4eHua Cpoka rooHoCTU: 0672026
[ata Bbinycka cepuu: 08/09/2021
HopMmaTtuBHas AOKYMEHTauunsA: NCP-002674/08-171219 ¢ uam.Ne 1 ot 17.02.2020
[elicTeyiollee BELLECTBO: [ekckeTonpodeHa TpomeTamaon
MpoussoauTens ASACTBYIOLLEro BelWecTsa: Jlysokumuka C.n.A., Mranus
O6vem cepym (KONUYECTBO YNAKOBOK): 47.520
Napametp TpebosaHus NbLTAaT
Onucaxve MNpospauHbiil BecyseTHeIl pacTeop co cnabbim CooTeeTrcTByeT
XapaKkTepHbIM 3anaxoMm cnupTa
MoanuHHOCTL Bpems yaepKUBaHMA OCHOBHOrO Nuka Ha CooTBETCTBYET
[NekckeTonpocdeH (BIHX) XpOMaTOrpamme UCNbITYEMOro pacTeopa A0MKHO

COOTBETCTBOBATE BPEMEHN YASPKUBEHUA QCHOBHOIO
fvKa Ha XpOMETOrpamMMe CTaHAapTHOro pacTeopa
AexckeTonpodieHa Tpomeramona

pH Or7,08080 7.4
MpospayrocTb Mpenapat gomkeH BbiTe Npo3payuHbiM Cooteetcrayer
LiseTHOCTE Mpenapar gomker Gbib GecuBseTHLIM Coorsercrayer
MexaHudeckue BKNIOYESHUA
Budumsle vacmuyst B cooTseTcTBMM ¢ TpeBoBaHMAMM CooreeTcrayeT
Heaudumbie yacmuys! > 10 Mkm - He Gonee 6000 yacTuw/amn. (2 mn); 217 vactuw/2 mn
> 25 mkm - He Bonee 600 yacTuw/amn. (2 mn) 2 wvactuw2 mn
R-(-)-3nanTuomep (BIMX) He Gonee 1,5 % 06 %
PoacTeentbie npumecy (B3MX)
Mpumecs A He Gonee 0,2 %,; 01%
Nio6as uaeHTUUUMpoBaHHan npumecs  He Gonee 0,1 %, 0,0%
(B,C, I, 1L, IV, V)
EauHuyHas HemgeHTuduuMpoBaHHas He Gonee 0,1 %; 0,0 %
npuMech
Cymma npumeceii (3a uckmoveruem R- He Bonee 0,6 % (OT ykazaHHOro cojepXaHus 01%
(-)-aHaHmuomepa) AekcketonpodeHa)
Waenekaemelii 0bem B cooreeTcTeuM ¢ TpeGoBaHuamMU 11 mn
BaKkrepuansHele 3HA0TOKCUHBI He Gonee 58,1 E3/mMn <12 E3/mMn
CrepunbHoCTb Mpenapat A0MKeH BbiT CTEPUIBHBIM CTepunbHbliA
KonuyecreeHHoe onpeaenexne (BXKX) ot 47,5 ao 52,5 mr AexckeTonpadieHa 8 49,3 mr/2 mn
1 amnyne (2 mn)
(95 -105 % OT 3aABNEHHOrO COAEPXaHUA) 99 %
YnaxkoBka Mo 2 mn npenapara B amnynsl TemHoro crekna (tun l) ¢ CooTeeTcTByeT

6enoi TOUKON B BEpXHEN YacTu amnynsl.

Mo 5 amnyn B KOHTYPHOW NNAGTMKOBOR ynakoBke
(NOAAOH) C MHCTRYKUMEl No NPUMEHEHWIO npenaparta B
KapTOHHOM nadke.

A. MENARINI MANUFACTURING LOGISTICS AND SERVICES s.r.l. - SOCIETA' CON SOCIO UNICO - SEDE LEGALE: VIA ROSOLINO PILO 4 - 50131 FIRENZE - TEL +38 055 56801 - FAX +39 055 582771
WWWMENARINIIT CAPITALE SOCIALE € GSOOOOOOIV-CDDICEFISGALE PAR'ITTAIVAEHEGISTRO PRESE FIRENZE 05008670482
STABIL Di PRODUZIONE: VIA SETTE SANTI, 3 - 50131 FIRENZE / VIA DI SCANDICCI, 37 - 50143 FIRENZE / VIA CAMPO DI PILE - 67100 L'AQUILA
SOCIETA SOGGETTA ALLA'I'I'MT DI DIREZIONE E COORDINAMENTO DI A. MENARINI INDUSTRIE FARMACEUTICHE RIUNITE S.R.L. - VIA SETTE SANTI, 3 - 50131 FIRENZE - P.I. 00395270481
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Italla; MALESCI - Firenze, F.LR.M.A. - Firenze, CODIFI - Firenze, A. MENARINI FARMACEUTICA INTERNAZIONALE - Firenze, A. MENARINI INDUSTRIE FARMACEUTICHE RIUNITE - Firenze, A.
mgfﬂ%ﬂm Wﬂaﬁuﬁgemmncls AND' ?EFMCESA- EIN“G'F' Lﬁﬁtgl& l-‘lm MIEEgAHNéELQERCHE - Firenze e Pomer]h. MENARINI BIOTECH - Pomezla, GUIDOTT] - Pisa, LUSOFARMACO

- wsocﬂ = .LmEE n;l.m 4 l"‘fZGMEZIHE“FEMEEFIIFI INANCE SERVI - Pomezia, LODICHEM - Firenze e Casaletto Lodigiano (LO), VAXYNETHIC - Rapolano Terme (Si), A.
Mondo: ALBANIA - Tirana, ARGENTINA « BuﬁrblAhs.ARMENIA Yerevan, AUSTRALIA ¢ NUOVA ZELANDA - Sydney, AUSTRIA - Vienna, AZERBAIGIAN - Baku, BELGIO -a:wusl USSIA -
Minsk, BOSNIA-EHZEGOVINA s:raevo BULGARIA - Sofia, CINA - Pechino e COREA DEL SUD - Seul @ Yo n.COSTAHICA - San Jose', CROAZIA -ang&l:@ g oo Bsm.
def Gua\t';nul: HONDURAS - i Tllllrn. F“JPP[NE Mm.‘ ENI':\ANEI:IW M bnlma - EEIMSQNESI»!\ Beaku carta, IRLAND Bine

umbal @ Nuova I e Sh
KIRGHIZISTAN - Bishkek, LEﬂ‘ONlA !F]l?& Ln'UANIA vnrﬂus SSEMBURGO - uasambmga MALESIA Kualahl' . MESSIC cma.l mmubon % Mé’fb Dumbll cmmumnn?ggggfﬂ wa
m&%ﬁ' E:‘«.ﬁgﬁmﬁa SIngapnre. sww.ccmn'u' 'Z‘?.n"‘iﬁi,t gL'gv'guaL: Lu?hn SPAGNA - Baroel%No gﬁggFﬁLl%A a’masrussusgﬂ\ﬁgnc: nga' TRILANGIA Bau:;’m' H‘Iy :ﬁ
a, - n, - , TAILANDIA -
- Talpel, TUHCHIA Istanbul, TURKMENISTAN - Ashgabat, UCRAINA - Kiev, UNGHERIA - Budapest, UZBEKISTAN - Taahmn:i. VIETNAM - Hanol e Ho Chl Minh. - o T
E.:.gngs.tla.AUSTHM - Vienna, BELGIO - Zaventem, FRANCIA - Parigl, GERMANIA - Berlino, GRECIA - Atene, ITALIA - Firenze, OLANDA - Valkenswaard, PORTOGALLO - Lisbona, REGNO UNITO - Londra,
120211
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LUSOCHIMICA Pisa e
EW'I'ECH Firenze, RELI
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KIRGHIZISTAN - Bishkek, LETTO
ARAGUA - Managua, OLANDA -

adp, SINGAPORE - W
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

Mapkuposka

1) Nepeu4nan ynakosxa nexapcreenHoro npenapara

Ha amnyne wa pycckom saeike YKa3bIBaKoT,

- TOProBOg HaWMEHOBaHWE NpenapaTa ¢ npeaynpeAUTENbHOM
MapkupoBkoil ®
= MeXayHapojHoe HenaTeHToBaHHoe HavMeHosaHue

- KONU4EecTBo npenapara s amnyne B (MUNAUNKUTPaX),
NexapcTeeHHyo hopmy

- KOHUEeHTpauuio

HAara usrorosnerus;

Ne cepuu:

lopen ao:

- HEBUAUMBIT 3HEK 3aWUTSI

2) BropuyHan ynakoeka

Ha kapToHHoit nayke Ha pycckom A3blKE YKa3bIBAIOT;

- HauMeHoBaHWe UPMBLI-NPOMIBOAUTENS, CTPaHY

- HaumeHoBaHue upMbI-aucTpuBurTOpa, CTPaHy
- norotun «BERLIN-CHEMIE/MENARINI» (Ha nartuHuye)

- TOProBoe HaumeHoBaHue npenapara C npesynpeaAuTensHoN
Mapkuposxoit ®
- Menqquapo,que HenaTeHToOBaHHOe HanMeHoBaHue

- NeKapCTBEHHYIO (hOpMy, KONW4ECTBO Npenaparta
B 1 amnyne 8 (MUnnMnUTRax),

- KOHLEHTpaLuio
- KONMYECTBO amnyn B ynakoeke

- HAUMEHOBAHWE W COAePMaHWe AEACTBYIOWEro BeLecTsa B
OAHo# amnyrne

- HaUMeHOBaHWe BCNOMOoraTensHbLIX BELecTs

- YCNOBUA XpaHeHUus
«Cobr1iofaTb MHCTPYKUMIO NO NPUMEHEHNIO Npenapara, KoTopas
HaxOAUTCSA BHYTPU YNAKOBKU»

«nempmeanoe CPEACTBO XpaHUTb B HEAOCTYNHOM ANA AeTei
mecte!»

PErucTpaumoHHbIid HoMep
- YCNOBUMA OTNYyCKa

Ne cepuu:

[arta uaroTosneHus:
loaen go:

- WUTPUX-KOA

- cnocof npuMeHeHun
«CTepunsHo»

- HEBUAUMbBIA 3HAK 3aLUThI
- NPOM3BOACTBEHHbIA KOA

MENARINLIT - CAPITALE SOCIAI.E € 42.650.000,00 |V, - CODICE FI

FISCALE,
MENTlDE PRODUZIONE: VIA SETTE SANT), 3 - 50131 FIRENZE / VIA DI SCANDICCI, 37 - 50143 FIRENZE /
SOCIETA SOGGET 'I'A A.LLA DI DIREZIONE E COORDINAMENTG DI A. MENARINI INDUSTRIE FARMACEUTI
—-——-——-—-—-—-_..___,_________

UNICO - SEDE LEGALE: VIA HOSOLINO PILO

Peaynerathi

Dexcanrux®
AeKkckeTonpogeH
2 MN pacTeopa ANA B/B U B/M BBEAEHUA

25 mr/mn
07/2021

1054A
06/2026
He uveeTcs

A. MeHapuru MaHotek1epuHr Nlogxuectuke 3Ha
Cepsucua C.p.n., Uranus
Bepnux-Xemu AI‘ lepmanua

BERLIN-CHEMIE
MENARINI
Oexkcanrux®

HekckeTonpocheH

no 2 MN pacTeopa ANA BHYTPUBEHHOrO W
BHYTPWUMBbILLEYHOrO BBEAEHUA

25 mr/mn
§ amnyn

Hexckeronpodera Tpomeramon 73,8 mr
(8 nepecuete Ha gexckeronpodeH) 50,0 Mr

OtaHon 96%, HaTpust XNOPWA, HATPUA TMAPOKCUA, BOAA

ANs queKuuﬂ
XpaHuTb Npu TemnepaTtype He Bbile 25°C B
3aLMLLEHHOM OT CBETa MecTe

ykasaHo
yka3aHo

NCP-002674/08

Mo peuenty

1054A

07/2021

06/2026

uMeeTcA

[ina e/e v 8/m BBEAGHNA
UMeeTca

UMEETCA

umeeTca

, PARTITA IV, O IMPRESE FIRENZE

- Firenze, A. MENAFIINI FARMACEUTI

Firenze, RELIFE -

Tirana, ARGENTINA - Buorm Alru. AHMENIA Ym AUSTRALIA
- Pechino @ Shan|

IA - Tullnn F‘IUPP!NE Manﬂa. FINLANDIA -

, HO!
- Rl I.LIT‘UANIA VNN’UE USS&JBURGO
anl.rna, POLONJA Vmavil‘
MBLOVEN

NAZIONALE - Firenze, A. RIUNITE - e, A,
Firenze e Pomezia, MENARINI BIOTECH - Pomezia, GUIDOTTI - Phﬂ. LUSOFARMACO -
Lodigiano (LO), VAXYNETHIC - Rapolana Terme (S1), A.

- Baku, BEL O - Bruxelles BIELOHUSS!A-
BANIMAF!

CA |
- Firenze, L' @ Pisa, MENARINI RICERCHE -
m.‘(an:o), POMEZIA ENGINéEHING & FINANCE SERVICES - Pomezia, LODICHEM - Firenze e Casaletto

@ NUOVA ZELANDA - Sydney, AUSTRIA -
ll COHEA DEL SUD - saul e Yon|
Isinki, FRANCIA - P
NDIA - Ahmdnbau, Mumbal @ Nuova lhl. INDONESIA ra,
Lussemb MALESIA « Kuala Lumpur, MESSICO - Citta’ del Messico, MOLDAVIA Chisinau, E

BBLICA CECA - - Praga, ROMANIA - Bucarest, Rl A -
RA - Zurigo, TAILANDIA - Bangkok, TAIWAN

- Parigi, GEHMANIA Berlino, GRECIA - Atene, ITAU.A - Firenze, OLANDA - Valkenswaard, PORTOGALLO - Lishona, REGNO UNITO - Londra,

- Lisbona, REG|
A - Lubiana, SPAGNA - Baredhn:. SUD AFRI
- Budapest, UZBEKISTAN - Tashkent,

A. MENARINI INDUSTRIE FARMACEUTICH:

AZERBAIGIAN
COSTARICA - San Jose', CFIOAZIA

I, GEORGI.
NOUN.ITO-LDMI’& REPUBI

[ZZE|
ETNAM H&n & Ho Chi Minh.

4 50131 FIRENZE - TEL. +39 055 56801 - FAX +39 055 582771
0500667/

VIA CAMPO DI PILE - 67100 LAQUILA
ICHE RIUNITE S.RL. - VIA SETTE SANTI, 8 - 50131 FIRENZE - P.L. 00395270481
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A, MENARINT

MANUFACTURING LOGISTICS AND SERVICES
- 3TMKETKa KOHTDONA nepaoro BCKPbITMS He umeeTcs

- CPEACTBA uaeHTUDMKaUMM CUCTEML! MOHUTOPUHra ABUXEHMA umeeTcs
NeKapcTeenHbIX npenaparog

Xpanenue Mpu TeMnepatype He Boiwe 25 °C g 3awmueHHom or
CBETa MecTe.
Mocne pasbasnenns PacTeop xpaHaT B TeYeHue 24

4acos npu TeMmnepartype ot 2 g0 8 °C B sawmwerHon or
CBeTa mecre,
Cpok rogroctu 5 ner

0
Via Sette Santi, 3 - 501 31 Firenze

A. MENARINI MANUFACTURING LOGISTICS AND SERVICES s.r.|, - SOCIETA® CON SOCIO UNICO - SEDE LEGALE: VIA ROSOLINO PILO 4 - 50131 FIRENZE - TEL. +39 055 56801 - FAX +39 055 sazrm
STABILMENT B PR AT ALE SERE SR SomaDLy conice B SEANbICE) 7 14 £ PECSTG FrEse P PILE 67105 iU
SOCIETA SOGGETTA ALL'ATTIVITA DI DIREZIONE E COORDINAMENTG DJ A. MENARINI INDUSTRIE FARMACEUTICHE RIUNITE SR.L - ViA SETTE SANTI, 3 - 50131 FIRENZE - P.I. 00395270481
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, L'Aqui UIDOTT] - Pisa, LUSOFARMACO -
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fondo; ALBANIA - Tirana, ARGENTINA - Buenos Alres, ARMENIA - Yerevan, AUSTRA A e NUOVA ZELANDA - Sydney, AUSTRIA - Vienna, AZERBAIGIAN - BELGIO - Bruxelles, BIELORUSS!A -
L SALvADOn EginEGsfm B%'nium a&mnsqu‘nﬁrﬁ. FINLANDIA - ot FRANGIA T  GEppoa™ A M rous, CIA - Atene, GUATENAC A eger
- A - 3 - - ly - - - ‘ l - -

el Gualemala, HONDURAS - Teguei HONG KONG - Honf INDIA - Ahmedabad, Mumbaij e Nuova INDONESIA - Bekas| g Jakarta, IRLANDA - Dublino e KAZAKISTAN - Almaty,
IAGHIZISTAN - Bishkek, LETTONIA - LITUANIA - Viinlus, LUSS BURGO - Ll-hlrnb%;, Kuala , MESSICO - Citta’ de| Messico, MOLDAVIA - Chisinau, MONTENEGRO -
OLANDA Am-g . PANAMA - Panam, IA - Varsayia, Lisbona, GNOUNITD-LDMNEHEPUBBUCACEGA-PMMHOMANM-BU:ﬂHf,H 1A -
?as‘ca, S‘I'UERF?(.I:':E ';\Baftg'}!:.do. S%mmﬁs-r% SLD\{JACCI?#: - b UNGELOVENM - Lubiana, SPAGNA - Barcellona, UD AFRICA - uﬂnﬁxﬂlﬁﬁsm = Zurigo, TAILANDIA - Bangkok, TAIWAN
pei, = Istanbul, - Ashgabat, UCRAINA - ev, ERIA - - HM:E e 3

; AUSTRIA - Vienna, BELGIO - Zaventem, FRANCIA - Parigl, GERMANIA - Berlino, GRECIA - Atene, ITALIA - Firenze, OLANDA - Valkenswaard, PORTOGALLO - Usbona, REGNO UNITO - Londra,
4. 0120219



