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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

CEPTUOUKAT AHAINMUIA
lMpogykr Dekcanruu®
PacTeop AnsA BHYTPUBEHHOIO W BHYTPUMbILLEYHOrO BBEAEHUS 25 Mr/ Mn
Koa: F152810
Ne cepum: 4201A
[aTta nsroToBneHus: 12/2024
[aTa ncreyeHna cpoka roaHocTu: 11/2029
[aTta BbInycka cepui: 23/03/2026
HopmaTueHas gokymeHTauus: JITT-Ne(002665)-(PI'-RU)-300623
[elcTBYIOLLEE BELLECTBO: [ekckeTonpocheHa TnomeTamon
[MpouseoauTens AEWCTBYIOLLErO BELLECTBa: Nyzokumuka C.n.A., Utanus
Ne cepuu AENCTBYIOLLETO BelLecTea DXTC4012
Obbvem cepuu (KONWUYECTBO YNaKOBOK): 35.856
MapameTp TpeboBauus PesyneTtar
Onucaxue MNpospayHblil BECLBETHLIN pacTBOP Co cnabbim CooTeeTCTBYET
XapakTepHbIM 3anaxom cnupTa
MoanuHHOCTL Bpemsi yLepUBaHUA OCHOBHOrO NWUKa Ha CooTeeTcTBYET
Dekcketonpoder (B3XX) XpOoMarorpamme UCMbITYEMOro pactsopa A0ShKHO

COOTBETCTBOBATL BPEMEHM YASPXKUBAHUA OCHOBHOIO
AMKa Ha XpomaTorpamme CTaHAapTHOro pacTeopa
LEKCKETONPOMEHE TPOMETaMONa

pH OT7,0p08,0 7.4
[MpozpayHocTb Mpenapat gomkeH BbiTe NpO3paYHbIM CooTBeTcTByET
LiseTHocTb Mpenapat gomkeH ObiTb GECUBETHEIM CooTeeTcTayeT
MexaHuyeckue BKNHOYSHUS
Budumele yacmuuysi B cooTtBeTCTBMK C TpeboBaHuaMM CooTeeTcTBYyeT
Hesudumsle yacmuus! > 10 mkm - He Gonee 6000 yacTuw/amn. (2 mn); 191 wactuw/2 mn

> 25 MKkM - He Bonee 600 yacTuw/amn. (2 mn) 2 yacTtuy/2 mn
R~(-)-aHaHTHomep (BIHX) He Gonee 1,5 % 0,5 %
PoacreerHble npumecu (BEXX)
Mpumecs A He Bonee 0,2 %,; 01%
Nbas eguHUYHAR NpUMECh He Bonee 0,1 %; 0,0%
Cymma npumeceii (3a uckniyeHuem He Bonee 0,6 % (0T 3asBNEHHOrO COAEPXaHUs 0,1%
R-(-)-aHaHTUOMEpPaA) AekckeTonpodeHa)
Waenekaembili 06bem B cooTeeTcTBUM C TpebosaHuamu 11 mn
BakrepuanbHble 3HZOTOKCUHbI He Gonee 58,1 EQ/mn <12,0 ES/mn
CTepunbHOCTb MpenapaT AomKeH BbiTh CTEPUSIbHBIM CrepunbHbli
KonuuecTeeHHoe onpegenexune (BAXX) o1 47,5 0 52,5 mr aekckeTonpodeHa 8 49,9 mr/2 mn

1 amnyne (2 mn)

(95 -105 % OT 32ABNEHHOro CoAepKaHus) 100 %
Ynakoeka Mo 2 mn npenapara B amnynbl TeMHoro ctekna (tun l) ¢ CoOoTBETCTBYET

Benoil ToUKo B BEpXHE 4acTu aMnynbl.

Mo 5 amnyn B KOHTYPHOI NNacTUKOBON yNakoske
(NOAAOH) C MHCTPYKUMER N0 NPUMEHEHWUI0 NpenapaTa B
KapTOHHON navke.
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

Mapkuposka Pe3ynbTarhl

1) NepBuYHas ynakoBKa NMekapcTBEHHOro npenapara

Ha amnyne Ha pycckom sidbike YKa3blBAKOT:

- TOProBOE HanMEeHOoBaHWe npenapara ¢ npeaynpesuTensHoin Oekcanrun®
MapK1MpoBkon ®
- MEXAYHapo4HOe HeNnaTeHTOBaHHOe HauMEeHoBaHue AeKckeTonpodeH
- KONMYECTBO npenapata B amnyne 8 (MUNNUAKUTPaXx), 2 Mmn pacTsopa ANA B/B U B/M BBEAEHUA
NexKapcTBEHHYH hopmy
- KOHLeHTpauuo 25 mr/mn
[ara narotosnexus: 12/2024
Ne cepuu: 4201A
loaex go: 11/2029
- HEBUAUMBIA 3HaK 3aLUThI He umeeTcs

2) BropuyHas ynakoeka
Ha KapToHHOR nayke Ha PYCCKOM A3bIKE YKa3bIBAKT:

- HauMeHoBaHue PUPMLI-NPOU3BOAUTENS, CTPaHy A. MeHapuHun MaHtodekiepuHr JIO4KUCTUKC SHA,
Cepsucus C.p.n., Utanus

- HauMmeHoBaHue hupmel-qUcTpUBBIOTOPA, CTPaHY Bepnux-Xemu AT, Fepmanus

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

- TOProsoe HauMeHoBaHWe npenapara ¢ NpeaynpeauTenbHon Hexkcanrux®
Mapkuposkoi @

- MEX(1YHapOAHOE HENATEeHTOBAHHOE HaUMEHOBaHWe HekckeTonpodeH

- NeKapcTBEHHYI0 opMy, KONUYECTBO NpenapaTa no 2 Mn pacTeOpa A/15 BHYTPUBEHHOIO U

8 1 amnyne 8 (MunAUNMTPax), BHYTPUMBILLEYHOTO BBEAEHUA

- KOHUEHTpaLU 25 mr/mn

- KONW4ECTBO aMnyn B ynakoeke 5 amnyn

- HaMMEeHOoBaHWe U copepKaHue JeiCTBYIOLIEro BEWEecTBa B [DexckeTonpodera TpomeTamon 73,8 mr

Of4HOW amnyne (B nepecyeTe Ha gekckeTonpodcen) 50,0 mr

- HAMMEHOBAHWE BCNOMOraTeNbHbiX BEWECTB JraHon 96%, HaTpus XNOPWA, HaTPUs MAPOKCHA, BOAA
ANA UHBEKUMIA

- YCNOBUSR XpaHEHUS XpaHuTb Npu TEMNEpaType He Boilwe 25°C B

3awnueHHOM OT CBETa MmecTe

«CoBniogaTs MHCTPYKLMIO N0 NPUMEHEHMIO NPENapaTa, KOTopas  YKasaHo
HaXOAUTCS BHYTPU YNakoBKU»

«J'IeKapcraeHHoe CpeACTBO XPaHWTh B HEAOCTYNMHOM 4Ns ,u.eTeﬁ YKasaHo

mecte!»

PErucTpaLnoHHbLIl Homep NCP-002674/08
- YCNOBUA OTNyCKa Mo peuenty

Ne cepuu: 4201A

[ata naroToenerus: 12/2024

logekr po: 11/2029

- LUTPUX-KOZ nmeeTcs

- cnocob npumMeHeHus Ons B/B v B/M BBEAEHUA
«CTrepunbHoy nmeeTcs

- HEBUAMMBIA 3HAK 3aLUMThI umeeTcs

- NPOW3BOACTBEHHBIA KOA umeeTcs
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

- 3TUKETKE KOHTPOIIA NEPBOro BCKPbLITUSA He umeeTcs

- CPEACTBA MABHTUDMKALMN CUCTEMBI MOHUTOPUHIE ABIDKEHUS  UMEETCS
NEKapCTEEHHEIX NPenapaTos

XpaHenue Mpu TemnepaType He Bbilwe 25 °C B 3alULEeHHOM OT
cBEeTa MEcTe.
Cpok rogHOCTH 5 net

Ceprudbumkar: BrlleykasanHas cepus oTseyaeT TpeGoBaHUAM HOPMATUBHOI 4OKYMEHTaLUY.

BERTINITACOPO
2026.04:08 14:56:43

YTBEPXIOEHO
YnonHomMoueHHoE NuLo CNBERTINIIAGOPO
O-p Nakono Beptuxn c=IT

2.5.4.4=BERTINI
2.5.442=-1ACOPO

. Menarini Manufacturing

Logistics & Services S.rl.
Sito Produitivo

Via Sette Santi, 3 - 50131 Firenze
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HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-4201A
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): 4201A
O0bem cepun(mapTun) 35 856
JaTa npousBoacTsa 12.2025
I'onen no 11.2029
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 IIPU €Tro

7 A
5 PysamoBaT.B.  07.07.2026
(HoaIHUCE) (naTa)

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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