E
T
<
Z
w
=

A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

CEPTU®UKAT AHATTU3A
Mpoaykr Hekcanrux®
PacTeop ANs BHYTPUBEHHOIO W BHYTPUMbILLEYHOrQ BBedeHMs 25 mr/ mn
Kona: F152810
Ne cepuu: 5161A
[aTa naroToBNEHWs: 11/2025
[aTa nctedeHus cpoka roaHoCTu: 10/2030

[aTta Beinycka cepun:

HopmaTueHas gokymeHTaums:
HeicTeyollee BeLlecTBo:

MpounaeoauTens AEWCTBYIOLLENO BELLECTRE:

06/02/2026
JITT-Ne(002665)-(PI'-RU)-300623
[lekckeTonpodexa TpomeTamon
INysokumuka C.n.A., UTanus

Ne cepum gelCTBYIOLEro BelecTsa DXTC5011
Obbem cepum (KONMHECTBO YNaKOBOK): 43.848
MapameTp TpeboBaHus PesynsTtar
Onucaxve MNpo3payHblii BecuBeTHbIM pacTeBop co cnabbim CootseTcrayer
XapakTepHblM 3anaxom cnupTa
MoanNuHHOCTB Bpems yAepXUBaHus OCHOBHOMO MuKa Ha CootseTcrayer
OekckeTonpodeH (B3XX) XpoMartorpamme UCNbITYEMOro pacTsopa OMmKHO
COOTBETCTBOBATL BPEMEHYU YAESPXKUBAHUS OCHOBHOIO
M1Ka Ha XpoMaTorpamme CTaHAapTHOro pacrsopa
JekckeTonpodeHa TpomeTamena
pH OTr7,0808,0 7.4
MpospayHocTs Mpenapat pomxeH BbiTe NPo3paqHLIm CootseTcTayeT
LiseTHocTh Mpenapar gonkeH GbiTe BeCUBETHLIM CooTeeTcTByET
MexaHuyeckue BKNYeHUs
Budumsie yacmuys! B cooTseTcTBUM C TpebosaHuamu CootsetcrayeT

Hesudumele yacmuub!

R-(-)-3HanTuomep (B3XX)

PoncreetHble npumecu (B3MXX)
Mpumecs A

NioBas eguHUYHas npumecs

Cymma npumMecen (3a NCKMKYeHnem
R-(-)-a2HaHTUOMepa)

Nzenekaemblil 06bem

BakrepuanbHbie 3HAOTOKCUHbI

> 10 mkm - He Bonee 6000 wacTuw/amn. (2 mn);
> 25 mMkM - He Bonee 600 YacTuw/amn. (2 mn)

He 6bonee 1,5 %
He Bonee 0,2 %;
He Bonee 0,1 %;

He Bonee 0,6 % (oT 3aABNEHHOrO COAEPXKaHUA
AekckeTonpogeHa)

B cooTtseTcTBMM C TpeBoBaHuaMN

He Gonee 58,1 E3/mn

196 yvacTuw/2 mn
5 vactuw/2 mn

04 %
0,1%
0,0%
0,2%
11 mn

< 12,0 ES/mn

CTepunsHOCTb Mpenapar AomkeH BbITb CTEPUNBHBLIM CrepuneHbli
KonuyectseHHoe onpeaenedue (BAXX) ot 47,5 ao 52,5 mr aexckeTonpodeHa B 50,0 mr/2 mn

1 amnyne (2 mn)

(95 -105 % OT 3aABNEHHOrD COAEPXKaHNA) 100 %
YnakoBka Mo 2 mn npenapara 8 amnynsl TeMHoro crexkna (tun I) ¢ CooTBeTCcTBYET

Genoi TOMKOW B BEPXHEN YacTu amnynb.

Mo 5 amnyn B KOHTYPHOW NNAcTUKOBON YNaKoske
(noAaoH) C MHCTPYKUME No NPUMMEHEHUIO NpenapaTa B
KapTOHHOI nadke.

A. MENARINI MANUFACTURING LOGISTICS AND SERVICES S.R.L. CON SOCIO UNICO - SEDE LEGALE: VIA ROSOLINO PILO 4 - 50131 FIRENZE - TEL. #39 055 56801 - FAX: +39 055 582771
PEC: manufacturing@legalmail it - CAPITALE SOCIALE €42.650.000 LV. - C.F. / P. IVA E REG. IMPRESE 05006670482
STABILIMENTI DI PRODUZIONE: VIA SETTE SANTI 3, 50131 FIRENZE - VIA DI SCANDICCI 37, 50143 FIRENZE - VIA CAMPO DI PILE 67100 L'AQUILA
SOCIETA" SOGGETTA ALL'ATTIVITA' DI DIREZIONE E COORDINAMENTO DI A. MENARINI INDUSTRIE FARMACEUTICHE RIUNITE SR.L. - VIA SETTE SANTI 3 -50131 FIRENZE - P. IVA 00395270481
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

MapkupoBka

1) MepBuYHan ynakoeka NekapcTBEeHHOro npenapara

Ha amnyne Ha pycckom si3blKe YKa3blBaKoT:

- TOProBOE HauMeHoBaHWe Npenapara ¢ NpeAynpPeauTensHoR
Mapkuposkoin ®

- MEX/YHapOJHOE HENaTEeHTOBaHHOE HaUMEHOBaHUEe

- KONVYECTBO Npenapara B aMmnyne s (MunNunuTpax),
NexKapcTBEHHY chopmy
- KOHLEHTpauu

[aTa u3roToBneHws:

Ne cepuu:

lopeH po:

- HEBUAUMBIA 3HEK 3aLLUTLI

2) BropuyHasa ynakoBKa

Ha kapToHHOI NaYke Ha PYCCKOM R3bIKE YKa3blBAKT:
- HaUMEeHOBaHUe PUPMLI-NTPOUSBOAUTENSA, CTPEHY

- HaumeHoBaHue hupmel-gucTpubsroTopa, crpaHy
- norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
- TOProBOE HaUMEHOBZHWE Npenapara c NpeaynpesuTensHo

Mapkuposkon ®
- MEXAYHapoAHOE HENaTEeHTOBaHHOE HaUMEHOBaHWE

- NEKapCTBEHHY0 OPMY, KONWYECTBO Npenapara

B 1 amnyne B (Munnunutpax),
- KOHLEHTpauuo

- KONMYECTBO amnNyn B YNakoeke

- HAWMEHOBaHWE 1 COLEPKaHWe ASACTBYIOLEro BELeCTEa B
0AHOR amnyne

- HaMMEeHoBaHWe BCNOMOraTenbHbIX BELeCTs

- YCNOBUSA XpaHeHNs

«CoBniogaTh WHCTPYKUMIO MO NPUMEHEHWIO NpenapaTa, koTopas

HaXOAUTCS BHYTPU YNaKOBKUY

«JlekapcTBEHHOE CPEACTBO XPaHWUTb B HEAOCTYNHOM ANA AeTel

mecrel»
PErMCTPaLMOHHBIA HoMep
- YCINOBUA OTNYCKa

Ne cepuu:

[aTta u3roToBneHuA:
lopeHr go:

- LWUTPUX-KOL

- cnoco® npumeHeHrus
«CTepunbHO»

- HEBUAMMbIM 3HAK 3aWuThl

PesynbTartsl

[Oekcanruy®

AekckeTonpodeH

2 mMn pacTecpa AN B/B U B/M BBEAEHUS
25 mr/mn

11/2025

5161A

10/2030
He umeeTcs

A. MeHnapuru MaxiodekyepuHr JIOAKUCTUKC 3HA
Cepeucus C.p.n., Mtanun
BepnutH-Xemu Al, Fepmanus

BERLIN-CHEMIE
MENARINI
NexcanruH®

[HexckeTonpodheH

no 2 mMn pacTeopa ANs BHYTPUBEHHOTO 1
BHYTPUMBILLIEYHOrO BBEAEHUSA

25 mrimn

5 amnyn

Nexkcketonpodena TpomeTamon 73,8 mMr
(B nepecyeTe Ha gekcketonpodeH) 50,0 mr

Otanon 96%, HATPUs XNOPUA, HATPWA rMAPOKCUA, Boaa
LNA UHBEKUWA

XpaHuTk Npu TEMNepaType He seiwe 25°C B
3alUMLLEHHOM OT CBETA MecTe

yKkasaHo
yKasaHo

TNCP-002674/08

Mo peuenTty

5161A

11/2025

10/2030

UMeeTCA

Ons e/B u B/M BBEASHWUA
nueeTcs

UMEETCA
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

- NPOU3BOCTBEHHbIN KOA UMEETCA
- ITUKETKA KOHTPOMA NEePBOro BCKPLITUR He umeeTca

- CPEACTBa WASHTUDUKALMM CUCTEMBI MOHUTOPUHIE ABWKEHNA  UMEeTcs!
NeKapCTBEHHLIX NPenapaTos

XpaHeHue Mpu Temnepatype He Bhiwe 25 °C B 3alWMLEHHOM OT
cBeTa mMecre.
Cpok rogHocTu 5 net

Ceprudmkar: BullueykaszaHHas cepusi oTeevaeT Tpebosanuam HOPMaTUBHOM AOKYMeHTaumu,

YTBEPXOEHO
YnonHomo4eHHoe nuuyo
[-p WNakono BepTuxu

)

A.Menarini Manufacturi
S urin
LOQISUC_S & Servic:zs S.r.f

_ Sito Produttivo
Via Sette Santj, 3 - 50131 Firenze

A, MENARINI MANUFACTURING LOGISTICS AND SERVICES SR.L. CON SOCIO UNICO - SEDE LEGALE: VIA ROSOLINO PILO 4 - 50131 FIRENZE - TEL. <39 055 56801 - FAX: +38 055 582771
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STABILIMENTI DI PRODUZIONE: VIA SETTE SANTI 3, 50131 FIRENZE - VIA DI SCANDICCI 37, 50143 FIRENZE - VIA CAMPO DI PILE 67100 L'AQUILA
SOCIETA" SOGGETTA ALLUATTIVITA' DI DIREZIONE E COORDINAMENTO DI A. MENARINI INDUSTRIE FARMACEUTICHE RIUNITE SRL. - VIA SETTE SANTI 3 -50131 FIRENZE - P. IVA 00335270481

A. Menarini Manufacturing Logistics and Services Sir.l. é un'azienda del Gruppo Menarini, Visita il sito infernet WWW MENARINI.COM
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HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-5161A
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 , amityJisl (5 WT.) , MaYKu
KapTOHHbIE
Howmep cepuu (naptun): 5161A
O0bem cepun(mapTun) 43 848
JaTa npousBoacTsa 11.2025
I'onen no 10.2030
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 mata peructpaiiioHHOTO yI0CTOBEPECHHS JITT-Ne(002665)-(PI'-RU) ot 30.06.2023
Howmep u nata HOpMaTUBHOM TOKyMEHTAIIUN JITT-Ne(002665)-(PT-RU)-300623
HanmenoBanue u azpec nepxarens | Menapuan  HatepHsmnan - Onepeninss
PETHCTPAIIIOHHOTO YJO0CTOBEPEHUS JlrokcemOypr C.A., JlrokcemOypr (1,
Avenue de la Gare, L-1611,Luxembourg)

Hacrosimumii 10KyMeHT NOATBEP:KAAEeT:

-IIaHHBIN JIEKapCTBEHHBIN Ipemnapar cooTBeTcTBYeT 61-P3 «OO6 obpamieHuH JeKapCTBEHHBIX
CPEICTB...»;

-cepHsl JIGKAPCTBEHHOT'O IIpenapaTa COOTBETCTBYET TPEOOBAHUSAM, YCTAHOBJICHHBIM IPU €ro
roCyJJapCTBEHHOHN perucTpaluu

>

A Miguapuny &= Coxonos BJI.  06.04.2026

(moamuce) (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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