=
T
<
=
w
=

A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

CEPTUO®UKAT AHATTU3A
Mpooykr HekcanruH®
pacTBop Ans BHYTPUBEHHOTO W BHYTPUMbILLEYHOrO BBEAEHWA 25 Mr/ mIi
Koa: F152811
Ne cepuu: 5138A
[ata naroteBneHus:; 10/2025
[laTa UCTeYEeHMs CpOKa rogHOCTH: 09/2030
[aTta Bbinycka cepuu: 18/12/2025

HopmaTtreHas foKyMEeHTauus:
[eicTeyioLlee BeLIecTBo:
[MpousBoauTEnb AENCTBYIOLENO BELLECTRA:

JITT-Na(002665)~(PI'-RU)-300623
[ekckeTonpodeHa TpomeTamon
Jlysokumuka C.n.A., Utanus

No cepun AeicTBYIOLLIEro BellecTsa DXTC5006
O6bem cepun (KONUYECTBO YNAKOBOK): 20.510
MapameTtp TpeboeaHua PesynbTart
Onucaxue MpospayHelil BecupeTHLIN pacTBop co cnadbim CooreeTcrayeTr
XapaKTepHblM 3anaxom cnupTa
MoanuHHOCTL Bpems yaepxuBaHWa OCHOBHOIO Nuka Ha CooTeeTtcrayeT
OekckeTonpoder (BIXX) XpPOMATOrpamme UCrelTyemMoro pacrsopa f0mKHo
COOTBETCTBOBATL BPEMEHU YAEPXUBAHWUSR OCHOBHOIO
nYKa Ha XpoMaTorpamme CTaHAapTHOro pacrteopa
LeKckeTonpodeHa TpoMeTamona
pH Or7,0808,0 7.4
Mpozpa4HocTs MpenapaT AomKeH BbITk Npo3paYvHbIM CooTeeTcTBYET
LigeTHocTb MpenapaT g4omKeH ObiTe GecuyBeTHbIM CooTBeTCTBYET
MexaHuyeckne BKNHYEHNA
Budumsie yvacmuysi B cootBeTcTBUM C TpeBoBaHUAMUN CooTeeTCTBYET

Hesudumble Yacmuus!

R-(-)-aHaHTroMep (BIXHX)
PoacreeHHsle npumecu (BOXX)

> 10 MKm - He Bonee 6000 yacTul/amn. (2 mn);
> 25 mkm - He Bonee 600 yacTuu/amn. (2 mn)

He 6ornee 1,5 %

51 vactuw/2 mn
6 vacTtuu/2 mn

0,5%

Mpuwmeck A He Bonee 0,2 %; 0,1%
TtoBas eguHMYHanA NpUMEeCs He Bonee 0,1 %; 0,0%
Cymma npumeceii (3a UCKIioUYeHnem He Bonee 0,6 % (0T 3aABNEHHOrO COAEpPXKaHusA 0.2%
R-(-)-gHaHTUOMEpPE) [ exckeTonpodheHa)
Maenekaembll 06nem B cooTteeTcTBUM C TpeBOBaHUAMYN 11 mn
BakTepranbHele 3HL0TOKCKHbI He 6onee 58,1 ES/mn <12,0 EG/Mn
CrepunsHocTE MpenapaT fomkeH OblTh CTEPUIBHBIM CrepunbHbli
KonuuecTeeHHoe onpegenenne (B3XX)  oT 47,5 go 52,5 Mr gekcketonpodeHa e 49,6 mr/2 mn

1 amnyne (2 mn)

(95 -105 % OT 3asBNEHHOrc Cogepxanus) 99 %
Ynakoeka Mo 2 mn npenapara 8 amnyrnsl TEMHoro ctekna (Tun |) ¢ CooTBeTCTBYET

Benoii TOUKON B BEPXHE YACTH amnysnsl.
Mo 5 amnyn B KOHTYPHO NNAcTUKOBON yNaKoBKe

(NOAAOH) C MHCTPYKUMER NO NPUMEHEHUIO Npenapara B
KapTOHHOIR navke.
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

MapknpoBka PesynbTatnl

1) MepBUYHAaA YNaKOBKa NEXapcTEBEHHOro npenapara

Ha amnyne Ha pycckom s3blKe YKa3bIBaT:

- TOpProBoe HavMeHoBaHue npenaparta ¢ NpeAyNnpesuTensHon Hekcanrun®

MapKupoekoi ®

- MEXJYHapoAHOe HEeNaTeHTORAHHOS HaUMEHoBaHue AeKckeTonpoder

- KONUYECTBO MnpenapaTa B amnyne B (MUnnunuTpax), 2 MN pacTeBopa ANA B/B U B/M BEEAESHUR
NeKapcTBEHHY hopmy

- KOHLEHTpauuo 25 mr/mn

[ara usroToBnexHus: 10/2025

Ne cepuu: 5138A

lopeH po: 09/2030

- HEBUAMMBIA 3HAK 3aLLMThI He nveercs

2) BTop14Has yNakoBKa
Ha KapTOHHOW NaYke HE PYCCKOM Si3bIKE YKa3bIBAKT:

- HAUMEHOBaHWE PUPMBI-NPAM3BOAUTENSA, CTPaHY A. MeHaputu MaHtodekvepuHr JTogKucTnke sHa
Cepsucus C.p.n., Utanus

- HaumeHoeaHue hupmMel-4UCTPUOLITOPA, CTRPAHY Bepnun-Xemu Al, Fepmanus

- noroTtun «BERLIN-CHEMIE/MENARINI» (Ha naTtunuue) BERLIN-CHEMIE
MENARINI

- TOProBoe HauMeHoBaKue npenapara c NpeaynpeauTensHom [Jexcanrus®

Mapkupoexolh ®

- MEXAYHAPOAHOE HENAaTEHTOBAHHOE HAUMEHOBaHNE [HexkckeTonpodeH

- NIeKapCTBEHHY dopMy, KONUYECTBO npenapaTa no 2 Mn pacTeopa AN\ BHYTPUBEHHOIO U

g 1 amnyne 8 (MunNAunuTRAax), BHYTPUMBILLEYHOTO BBEAEHUSA

- KOHLUEHTpauuio 25 mr/mn

- KONMMYECTBO @My B yNakoske 10 amnyn

- HAUMEHOBAHUE U COAEepKaHue AeiCTBYLLEro BeLecTea B HexckeTonpodeHa TpomeTamon 73,8 mr

oA HOW amnyne (8 nepecyeTe Ha aexckeTonpaodpeH) 50,0 mr

- HaUMEHOBaHWE BCNOMOraTenbHbIX BELLECTB Stadon 96%, HaTpus XNOpuUL, HaTPUR MIPOKCUs, BoAa
ANSs NHBEKUMA

- YCNOBUR XpaHeHus XpaHuTs Npu TemnepaTtype He Bbiwe 25°C B

sawueHHOM QT CBeTa MecTe

«CobnogaTe UHCTPYKLMIO NO NPUMEHEHMWIO NpenapaTa, koTopas  ykasaHo
Hax0A4UTCS BHYTPY YNakoBKU»

«JlekapcTBEHHOE CPeACTBO XPaHUTh B HELOCTYNHOM ANA LETEA  yKasaHo

wecTe!»

perucTpaumoHHblil Homep JICP-002674/08
- YCNOBUA OTMyCKa Mo peuenTy

Ne cepuu: 5138A

[aTta naroToBneHus: 10/2025

logeH po: 09/2030

- LITPWX-KOA MMeeTcs

- cnocob npuMeHeHus Ons e/B 1 B/M BBEAEHUR
«CTepunbHo» umeeTcs

- HEBUAWMBIN 3HAK 3aLUMTI nveercs

- NPOU3BOACTBEHHLIR KOg 1 nMmeeTcsa
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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

A. Menarini Manufacturing Logistics and Services S.r.l. @ un'azienda del Gruppo Menarini. Visita il sito internet WWW MENARINI.COM
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

- 3TUKETKA KOHTPONA NEPBOTO BCKPLITUSA He umeeTcs
- CPEACTBa MAEHTUDUKALNMA CUCTEMb] MOHUTOPUHKIA ABMKEHNA  UMEETCH
NEKApPCTBEHHbIX NPENapaTos

XpaHeHue Mpu TemnepaType He Bbiwe 25 °C B 3aLULLIEHHOM OT

CBETa MEecTe.
5 ner

Ceprudbukar: BeileykasaHHasa cepus oTBevaeT TpeGoBaHuAM HOPMaTVEHO A0KYMEHTaLMY.

Cpok rogHocTH

YTBEPXOEHO
YnonHoMo4YeHHoe nuuo

L5
\
A.Menarini Manufacturing
Logistics & Services Siil.
§ roduttiva
Via Satta Santi, 3 « 50131 Firenze

A. MENARINI MANUFACTURING LOGISTICS AND SERVICES S.R.L. CON SOCIO UNICO - SEDE LEGALE: VIA ROSOLINO PILD 4 - 50131 FIRENZE - TEL. +39 055 56801 - FAX: +39 055 582771
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SOCIETA" SOGGETTA ALLATTIVITA' DI DIREZIONE E COORDINAMENTO DI A, MENARINI INDUSTRIE FARMACEUTICHE RIUNITE SR.L. - VIA SETTE SANTI 3 -50131 FIRENZE - P. IVA 00395270481

A. Menarini Manufacturing Logistics and Services Sr.l. & un'azienda del Gruppo Menarini. Visita il sito internat WWW.MENARINI.COM



M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne [IC-5138A
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): 5138A
O0bem cepun(mapTun) 20 510
JlaTta mpousBocTBa 10.2025
I'onen no 09.2030
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
CPEJICTB...»;

-cepusi JIEKApCTBEHHOT'O IMpernapaTa COOTBETCTBYET TpeOOBaHMSIM, YCTAHOBJICHHBIM IPU €ro
roCyJapCTBEHHOM pEerucTpanuu

>

apuEmy £ <= Coxonos BJI.  30.03.2026
(oM Ch) (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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