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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

CEPTUOUKAT AHATTU3A
Mpoaykr Hekcanrun®
pacTeop ANg BHYTPUBEHHOIO U BHYTPUMBILLEYHOTrO BBEAEHUA 25 Mr/ M
Koa: F152811
Ne cepuu: 5184A
[ata u3roToBneHus: 12/2025
[aTta ucreyeHns cpoka roaHoCTuH: 11/2030
[aTa BhINycka cepuu: 27/02/2026

HopmaTtveHas oKyMeHTauums:
[eicTBYiOLLEE BELLECTBO:
MpoussoauTens AeCTBYIOWEro BellecTra:

JITI-Ne(002665)-(PI'-RU)-300623
[ekckeTonpocheHa TpomeTamon
Nysokumuka C.n.A., Utanusa

Ne cepuu OelfCTBYIOLLEro BellecTBa DXTC5012
OBbem cepuu (KONMYECTBO YNAKOBOK): 22.470
MNapametp TpeGoBanusa Pesynertar
Onucaxue MpoapayHblit GecuseTHbI# pacTeop co cnabbim CootseTcTByeT
XapaKTepHbIM 3anaxom cnupta
MoanuHHOCTL Bpems yaepxusaHua OCHOBHOMO nuka Ha CooTBeTCTBYET
LexkckeTonpodheH (BSXX) XpomarorpaMmme UCMbITYEMOoro pacTeopa 40MMKHO
COOTBETCTBOBATL BPEMEHU YASPKUBAHUA OCHOBHOIO
nuKka Ha XpomaTorpamme CTaHAapTHOro pacteopa
AeKckeTonpogeHa TpoMeTamona
pH Or7,0808,0 7.4
MpospayHocTs Mpenapar gomkeH ObiTe NPO3paYHbIM CootseTcTByET
LiseTHOCTB Mpenapar gomxeH BbiTe BecLBETHbIM CoorseTcreyeT
MexaHuvyeckue BKIHOYEHNA
Budumble yacmuupl B cooTeeTcTeuUM ¢ TpebaosaHuaMu CooTsetcrayer

Hesudumbie yacmuub!

R-(-)-aHaHTMoMep (BOXX)

PoacreerHbie npumecu (B3XX)
Mpumecsb A

Nwbas egnHMYHaA NPUMECH

Cymma npumeceit (3a UCKIoHeHnem
R-(-)-aHaHTnomepa)

Waenekaemblit 06bEM

BakrepuanbHble 3HA0TOKCUHBI

> 10 MKkm - He Bonee 6000 yacTuw/amn. (2 mn);
> 25 MKM - He Bonee 600 yacTuu/amn. (2 mn)

He 6onee 1,5 %
He Gonee 0,2 %;
He Bonee 0,1 %;

He Bonee 0,6 % (0T 32RBNEHHOrO COAEPXaHUA
fexckeTonpodena)

B cooteeTcTBUM C TpEGOBaHUAMN

He 6onee 58,1 E3/mn

37 vactTuw/2 mn
0 yactuw/2 mn

0,4 %
0,1%
0,0 %
0,1%
11 mn

<12,0 E3/mn

CrepunsHoCTb Mpenapat A0omkeH ObITb CTEPUIIBHBIM CTepunbHbIi
KonuuecTBeHHOe onpegenerue (BAXKX) ot 47,5 po 52,5 mr gekckeTonpodeHa e 49,7 mr/2 mn

1 amnyne (2 mn)

(95 -105 % OT 3aBNEHHOro COABPKaHMNA) 99 %
YnakoBka Mo 2 MmN npenapara B amnynsl TeMHore crekna (tun |) ¢ CooTeeTcTeyeT

Benoit TOHMKON B BEPXHEN YacTh aMmnynsl,

Mo 5 amnyn B KOHTYPHOI NNAcTUKOBOW yNakoske
(noaA0H) C MHCTPYKUMEl No NPUMEHEHWIO npenapaTta B
KapTOHHOI nadke.

A. MENARINI MANUFACTURING LOGISTICS AND SERVICES S.R.L. CON SOCIO UNICO - SEDE LEGALE: VIA ROSOLING PILO 4 - 50131 FIRENZE - TEL. +39 055 56801 - FAX: +33 055 582771
PEC: manufacturing@legalmail.it - CAPITALE SOCIALE €42.650,000 LV. - C. F. / P. IVA E REG. [MPRESE 05008670482
STABILIMENTI DI PRODUZIONE: VIA SETTE SANT| 3, 50131 FIRENZE - VIA DI SCANDICCI 37, 50143 FIRENZE - VIA CAMPO DI PILE 67100 LAQUILA
SOCIETA" SDGGETTA ALU'ATTIVITA' DI DIREZIONE E COORDINAMENTO DI A. MENARINI INDUSTRIE FARMACEUTICHE RIUNITE SR.L. - VIA SETTE SANTI 3 -50131 FIRENZE - P. [VA 00335270481

A. Menarini Manufacturing Logistics and Services S.r.l. & un‘azienda del Gruppo Menarint. Visita i sito internet WWW.MENARINIL.COM



=
i
<
=
w
=

A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

Mapkupoeka

1) NMepBKUYHaA YNaKOBKa NeKapCcTBEHHOro npenapara

Ha amnyne Ha pycckom A3bIKE YKa3bIBAOT:

- TOpProBOE HAMMEHOBaHWe NPEenapaTta ¢ NpeaynpeanTensbHOM
mMapkuposkon ®
- MEX[YHaPO4HOE HENATEHTOBEHHOE HauMeHOBaHue

- KONWMYECTBO npenapaTa B amnyne 8 (MunaunuTpax),
neKkapcTBeHHY dopmy

- KOHLIEHTPaLUMI0

HaTa naroToeneHus:

Ne cepuu:

logeH fo:

- HEBUANMBIA 3HEK 3aLLUThI

2) BropuuHasa ynakoBkKa

Ha kapTOHHOW NaYke Ha PYCCKOM A3bIKE YKa3bIBaKOT:
- HaUMeHOoBaHUe PUPMbI-NPOU3BOAUTENSA, CTPaHY

- HauMeHoBaHue upmel-gucTpubsroTopa, CTPaHy

- norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)

- TOProBOE HaWMeHoBaHWe npenapaTa ¢ npejynpeauTensHoi
MapKupoBkon ®
- MEXAYHapOo4HOE HENaTeHTOBaHHOE HanMeHoBaHue

- feKkapcTeerHyo hopmMy, KONW4ecTBO npenapara
B 1 amnyne B (MunnunuTpax),
- KOHUEHTpaLuK

- KONUYECTBO amMnyn B ynakoexe

- HaVMEHOBaHME U COAEPKaHWe AENCTBYIOLLEro BELLECTBA B
cAHol amnyne

- HauMeHoBaHue BCnoMoraTenbHbIX BeLLECTB

- YCNOBUA XpaHeHUs

«CobnioaaTs MHCTPYKUMIO MO NPUMEHEHUIO Npenapara, koTopas
HaxOAUTCA BHYTPM YNaKoBKU»

«JlexapcTeeHHO CPEACTBO XPaHWUTL B HEAOCTYNHOM ANA AETeN
mecrel»

PErMcTPaLMOHHbBIA HOMED
- YCNOBWA OTnycka

Ne cepuu:

[lata U3roToBneHus:
Fogex po:

- LWITPUX-KO4

- cnocob npumeHeHus
«CTepunbHo»

- HEBUAMMEI 3HAK 3aLUUTbI

- NPOM3BOACTBEHHbIN K041

Pe3synbTathl

Hekcanry®

LEeKCcKeTonpogeH
2 mn pactsopa ANA B/B 1 B/M BBEASHUA

25 mr/mn
12/2025

5184A
11/2030
He UMeeTcs

A. MeHapuHn MartoderiepnHr JIOIKUCTUKC 3HA,
Cepeucus C.p.n., Wtanun
BepnuH-Xemu Al, Nepmanusa

BERLIN-CHEMIE
MENARINI
Oexcanruy®

[ekckeTonpoder

no 2 M pacTeopa A A BHYTPUBEHHOTO U
BHYTPUMBILLEYHOrO BBEAEHUA
25 mr/mn

10 amnyn

LexckeTonpotheHa TpomeTamon 73,8 mr
(8 nepecyere Ha pekckeronpocieH) 50,0 mr

3tadon 96%, HaTpus XNOpuA, HaTpusa MTMAPOKCUS,, BoAZ
LNS UHBEKUUA

XpaHWTk Npu TeMnepartype He Bbilwe 25°C B
3aWMLLEHHOM OT CBETA MecTe

yKasaHo
yKasaHo

NCP-002674/08

Mo peuenTty

5184A

12/2025

11/2030

UMEETCA

[ns B/B 1 B/M BBEAEHUS
nmeeTcs

umeeTcs

umeeTca
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

- 9TUKETKa KOHTPONA NEPBOro BCKPLITUA HE UMeeTCA

- CPEACTBa UAEHTU(UKELMMY CUCTEMB! MOHUTOPUHIA ABMKEHWA  UMEeTCs
NEKapCTBEHHLIX NPenapaTos

XpaHeHue Mpw TemnepaType He Bbiwe 25 °C B 3aLNILUEHHOM OT
CBETA MECTE.
Cpok rogHocTy 5 net

CepTudoukar: BolleykasaHHas cepus oTeeyaeT TpeboBaHNAM HOPMETUBHOM JOKYMEHTaLMN.

YTBEPXDOEHO
YnonHoMoyeHHoe nuuo
[O-p Naxkono Bepturu

A.M_enf‘::rini Manufacturing
Logistics & Services S.rl
] Sito Produttivo

Via Sette Santi, 3 - 50131 Firenze
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HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-5184A
ToproBoe HaMMEHOBaHUE Jexkcanrua®
Me:xayHapoHOE HEMTATEHTOBAHHOE HAUMEHOBAHUE JlexckeronpodeH
(TpynmupoOBOYHOE HJIM XMMHUYECKOE)
JlexapctBennas popma pacTBOp JJisi BHYyTPUBEHHOTO U
BHYTPUMBIILIEYHOT'O BBEJICHUS
Jlo3upoBka 25 Mr/mn
®dopma BbIITyCKa 2 mut , amnynsl (10 wr.) , nauku
KapTOHHbIE
Howmep cepuu (naptun): 5184A
O0bem cepun(mapTun) 22 470
JaTa npousBoacTsa 12.2025
I'onen no 11.2030
HaumenoBanue wu azapec mnpousBoautens (c poussoaurtens I'J1D
yKa3aHUEM CTaJuil TPOU3BOJICTBA) (Bce craguu, BKIIOYast BBITYCKAIOITUN
KOHTPOJIb Ka4eCTBa)
A.Menapunu MaHw¢eK4YepuHr
Jlomxucrukce 3ua Cepsucus C.p.i,
Hranus
(Via Sette Santi 3, 50131, Firenze (FI),
Italy)
Howmep u nata peructpaiiioHHOTO yI0CTOBEPECHHS JITT-Ne(002665)-(PI'-RU) ot 30.06.2023
Howmep u nata HopMaTUBHON JOKYMEHTAIIUHU JITT-Ne(002665)-(PT-RU) ot 300623
HanmenoBanue u azpec nepxarend | Menapuan  UMutepHsmnn - Onepeninss
PETHCTPAIIIOHHOTO YJOCTOBEPEHUS JlrokcemOypr C.A., JlrokcemOypr (1,
Avenue de la Gare, L-1611,Luxembourg)

Hacrosimumii 10OKyMEeHT NOATBEP:KAAeT:

-TaHHBIA JIEKAPCTBEHHBIA Tpenapar cooTBeTcTBYeT 61-D3 «OO6 oOpalieHuu JIeKapCTBEHHBIX

CPEICTB...»;
-cepHsl JIEKApCTBEHHOI'0 IIpenapaTa COOTBETCTBYET TpPeOOBAHUSAM, YCTAHOBJICHHBIM IIPU €ro
roCyJapCTBEHHOM pEerucTpanuu

== Coxonos B.J.  17.04.2026
(mata)

000 “BepnuH-Xemu/A. MeHapuHK"

HOpuauyecknia agpec: Poccus, 123317, . Mockea, MNpecHeHckas HabepexHas, 4. 10
lMouTtosbin agpec: Poccua, 123317, . Mockea, lNMpecHeHckas HabepexHas, a. 10
TenedpoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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