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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

CEPTUOUKAT AHAINTU3A
Mpoaykr Hexcanrux®
pacTBop Ans BHYTPMBEHHOrO U BHYTPUMbILLEYHOrO BBEAEHWS 25 Mmr/ mn
Koa: F152810
Ne cepun: 5163A
[laTta u3rotoBneHus: 11/2025
[aTa ucTeuYeHns CpoKa roaHoCTH: 10/2030
[ara BbInycka cepuu: 06/02/2026

HopmaTtueHas gokymeHTaums:
[encTBytoLlee BELLECTBO:
[MponssoauTens ASNCTBYIOLWEro BELLECTRA:

JITT-Ne(002665)-(PI'-RU)-300623
[ekckeTonpodeHa TpomeTamon
TNysokumuka C.n.A., Utanus

Ne cepun OeACTBYIOLLErO BeLlecTBa DXTC5011
Obbem cepum (KONWYECTBO YNaKOBOK): 44.712
MNapameTtp TpeboBaxus Pesynwrar
Onucaxne [MpospayHelit GecuBeTHbIR pacTeop co cnabsim CooTBeTCTBYET
XapakTepHbIM 32naxoM cnupTa
MopgnuHHOCTS Bpems yaepHuBaHWSA OCHOBHOTO NUKa Ha CooTseTcTayeT
LekckeTonpodeH (BIMX) XPOMaTOrpamMme UCNbLITYEMOro PpacTBopa A0MKHO
COOTBETCTBOBATL BPEMEHW YAEPXKUBAHUA OCHOBHOMO
nuKka Ha xpomaTorpaMme CTaHAapTHOro pacreopa
nekckeTonpodeHa TpomeTamona
pH Or7,0808,0 7.4
Mpo3payHocTb MNpenapar gomkeH BeiTe Npo3paqHbIM CooTtBeTCcTBYET
LiseTHOCTL MNpenapaTt gomxeH BbiTe BecUBETHLIM CooTeeTcTBYET
MexaHuyeckue BKNOYEHUS
Bubumsie yacmuubi B cooTsetcTBuUM ¢ TpeGoBaHUAMU CooTeeTCcTBYET

Hesudumele yacmuup!

R-(-)-ananTuomep (BIMX)

> 10 mMKM - He Bonee 6000 yacTuwamn. (2 mn);
> 25 MKkM - He Bonee 600 yactuw/amn. (2 mn)

210 yactuuy/2 mn
5 wactuw/2 mn

He bonee 1,5 % 0,4 %
PoacreerHble npumecu (B3XKX)
Mpumeck A He Gonee 0,2 %; 0,1 %
Nwbas eguHUYHaA NpUMECH He Bonee 0,1 %; 0,0%
Cymwma npumeceit (3a UCKoHeHnem He BGonee 0,6 % (OT 32a8BNEHHOr0 CofepXaHus 0,2%
R-(-)-3HaHTnomepa) LeKckeTonpoeHa)
Nasnexkaemblil 06Lem B cooTsercTeuu ¢ TpeboBaHnaMu 11 mn
BakrepuansHble 3HA0TOKCUHBI He Gonee 58,1 ES/mn <12,0 EQ/mn
CTepunbHOCTL Mpenapar gomkeH BbITs CTEPUIbHLIM CTepunbHbid
KonudecrteeHHoe onpeaeneHue (BAMX) or 47,5 p,d 52,5 Mr pekckeronpodpeHa B 49,9 mr/2 mn

1 amnyne (2 mn)

(95 -105 % OT 338BNEHHOr0 COAEPXKaHNA) 100 %
Ynakoeka Mo 2 mn npenapara B aMnynsl TEMHOro cTekna (tun l) ¢ CooTBeTCcTBYET

Benoi TOYKOW B BEPXHEN YacTy amnynbl.

Mo 5 amnyn B KOHTYPHOI NNACTUKOBON yNakoBKe
(Mog40H) C MHCTPYKUMER NO NPUMEHEHUIO NpenapaTa B
KapTOHHON nayke.
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

MapkupoBka PeaynkTaThl

1) MNepBKYHaA yNnakoBKa NEKapCTBEHHOro npenapara

Ha amnyne Ha pycCcKOM A3blKE YKa3blBAKT:

- TOProBOE HauMeHoBaHWe npenapara c NnpeaynpeanTesnsHom NekcanruH®
MapKkupoekoi @
- MEXAYHapOAHOE HENATEHTOBAaHHOS HAaUMEHOBAHNE AeKckeTonpodeH
- KONWYECTBO Npenapara B amnyne B (MunnunuTpax), 2 mn pacTteopa Ans B/B 1 B/M BBEAEHURA
nexapcTeeHHyo hopmy
- KOHLUEHTPauuio 25 mr/mn
[arta U3aroToBNEHus: 11/2025
Ne cepuu: 5163A
lopeH fo: 10/2030
- HEBUA VMBI 3HAK 3ALLUUThI He umeeTcs

2) Bropu4Has ynakoBKa
Ha kapToHHOW NayYke Ha PYCCKOM A3bIKE YKa3bIBEHT:

- HauMeHoBaHWe OUPMbI-NMPOUSBOAUTENS, CTPaHY A. MeHapuHi Mariodekdepurr JTIomKueTrke 344
Cepsucus C.p.n., Mranua

- HaUMeHoBaHKUe hupmsl-AucTpuUberoTOPa, CTPaHY Bepnun-Xemun Al', FepmaHns

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

- TOProBOE HauMeHOBaHWE NPEenaparta C NPeaynpesuTEensHo [Nexcanrud®

mMapkuposkoid ®

- MEXKAYHapOoAHOE HENaTEeHTOBaHHOE HauMeHoBaHue [exckeTonpodeH

- NeKapcTEeHHy dopMYy, KONUYecTso npenapara no 2 M pacTeopa ANs BHYTPUMBEHHOIO 1

g 1 amnyne B (MunnuauTpax), BHYTPUMBILLEYHOTO BBEAEHNA

- KOHUEHTpauuo 25 mrimn

- KONWYECTBO aMnyn B yNakoske 5 amnyn

- HAUMEHOBaHUE U COAEPKaHue AENCTBYIOLEro BellecTsa B [ekckeTonpodera Tpomeramon 73,8 mr

opfHoW amnyne (e nepecueTe Ha gekcketanpocber) 50,0 mr

- HaUMEeHoBaHUe BCnoMoraTe bHbiX BeLECTB 3taHon 96%, HaTpUA XNOpWUA, HaTPUA rAPOKCUA, BoAa
ANA MHBEKUMIA

- YCNOBUSA XpaHeHus XpaHuTk nNpu Temnepatype He solwe 25°C B

3auULEeHHOM OT CBETa MECTe

«CoBnioAaTh MHCTPYKLMIO N0 NPUMEHEHWIO NPENApPaTa, KoTopas  yKka3avo
HaxoAMTCA BHYTPK YNakoBKin»

«[lexapcTBEHHOE CPEACTBO XPaHUTb B HEAOCTYNHOM ANA AETel  ykasaHo

mecre!»

PEerucTpauuoHHLI HoMep JNICP-002674/08

- YCnoBUs oTnycka Mo peuenTy

Ne cepum: 5163A

[aTa naroToBneHus: 11/2025

lopeH po: 10/2030

- LUTPUX-KOZ, uMeeTcs

- cnocob npumeHexus [ns e/e u 8/m BBEAEHUSA
«CTepunsHo» umeeTcs

- HEBUA VMBI 3HAK 3aLLMTHI umeeTca
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

- MPOU3BOACTBEHHLIN KOA umeeTcs
- 3TUKETKA KOHTPONS NEepsoro BCKPLITUS HEe UMeeTCH

- cpejcTBa WASHTUUKaLUN CUCTEMbBl MOHUTOPUKIE ABUKEHUA nmeeTcs
NEKapCTBEHHbIX NpenapaToB

XpaHeHue Mpu TemnepaTtype He Bbiwe 25 °C B 3aLUMLLEHHOM OT
cBEeTa MecTe.
CpoK rogHoCcTH 5 ner

CepTuchmKaT: BhllueykasaHHas cepusi oTBe4aeT TpeboBaHuaM HOPMaTUBHON A OKYMEHTaLMK.

YTBEPXOEHO
YnonHoMo4YeHHoe Nuuo
[-p WNakono Bepturu

(\
N

A.Menarini Manufacturing

Logistics & Services S.rl.
Sito Produtiivo

Via Sefte Santi, 3 - 50131 Firenze
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HOATBEPKAEHUE COOTBETCTBUA

Ne [IC-5163A
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): 5163A
O0bem cepun(mapTun) 44 712
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

2

000/ .: CHAPUHU» 2'/<// “Cokomos BJI.  06.04.2026
(moxnuce) (nara)

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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