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Perncrpanuontoe yiocroBepenne
JACKAPCTBEHHOI0 HPENapaTa 1 MeIHUNHCKOTO NPHMEHeHN

JACP-010759/09
(HOMED PErHcTpaLHORHOrO ¥ 10CTOBEPEHHA IEKAPCTREHHOTO Npenapara)
'Hamwvenosanue aepaareas (B1agebua)
[PErHCTPALIOHHOI0 YI0CTOBEPEHHS JeKAPCTBEHHOT O 000 "J66Bu". Poccua
npenapara

{Aapec MecToHaX0AKIeHH AepKaTe s (B1ale1bua)
[ PETHCTPAUHOHHOIO YA0CTOBEPeHNS JIeRKapPCTBEHHOTOD 125196. 1. Mocksa. yir. Jlecnas. a. 7. otax 4, nomemenme 1
[npenapaTa

Mata rocyaapersennoii perietpauin

29.12.2009
JeRAPCTBEHHOI0 NpenapaTa
| Cpok aeiicTBHS perncTpauioHHOro yiocToseperis Ehstnomiis
| a00
[IERAPCTBEHHOTO NpenapaTa g
|/laTa BHECEHHA H3MeHeHl B pPerHCcTpaunoHHoe
YAOCTOBEpPeHIe JIeRAPCTBEHHOT0 Npenapara (1aTa
a P P SN 10.02.2022

3AMEHBI PErHCTPAUHOHHOTO YI0CTOBEPEHHA
[{TERAPCTBEHHOT 0 MpenapaTa)

} Huopmaitis 0 3aperncTpupoBanHOM JIEKapCTBEHHOM Npenapare:

S e -~

Toprosoe HauvenoBanue 3emnaap®

| Mexaynapoanoe HenatenToBaHHoe, nan

3 ITapukansumron
| TRYNAHPOBOYHOE, HAH XHMHYECK0E HAHMEHOBAHHE

JlexapeTeennas dopma KancyJsi

| lo3ipoBra ; 1 mkr, 2 MKP
| KatuecTsennblii OCTAB 1 KOINYECTBEHNBIIT COCTAB AEHCTBYIOMINY BELIECTB H KAYECTBENHBII COCTAB
| BCIIOMOTATEIBHBIX BEIECTB

NapUKAABUHTON 1/2 MKT. BCIOMOTATeLHBIE BEMIECTRA (ITAHO GE3BOIHBIL. OYTUATHIPOKCHTONY O, TPHIIHLEPHbI
| EPAHENENONHbIC. 000104k KANCYIb [KEAATHH, FIHLEPOIL. THTAHA HOKCHL KPACHTE.Ih Ke1e3a OKCHI HEePHBIii/-, -
|/KPACHTETE Ke1e3d OKCHA KPACHBIi. -/ KPACHTETh Ke1e3a OKCHJL JKeIThIl. BOAA OMHILCHHAN, YepHHiIa YepHble (OnakoiR)
| WB (5TaHO0/1. NPONIACHITIKO/L, KPACHTEIb KeTe3a OKCHAL YEPHbIH. NOAMBHHKIALECTATA (TATAT, BOAA. H3ONPONAHO.
Makporos 400, asvonus rupokenn (28 %))])

Dopwa Beinycka (TekapeTsennas Gpopma, A03MPOBKA, Kancyisl, | Mkr, 2 Mkr (Gancrep) 7/14 x 1/2/4 (nauka
[MEPBHYHAN YNAKOBKA, KO.IHYECTBO JEKAPCTBEHHON | KapTOHHas)

[hopyBl B NEPBHYHOI YIAKOBRE, KOIHYECTRO Ynakoska "In Bulk™;

NEPBHYHOI YNAKOBKI B NOTpedHTEeIbCROIT ynaKoBke, [Kancyibl, | Mkr. 2 MKr (Onucrep) 7/14 x 1-100 (nayka
KOMILIEKRTHOCTS) KapToHHas)

JICP-010759/09-270519

PexBu3nThI HOPMATHBHOI JOKYMEHTALHH




CTpaHuua 2 perucTpalMoOHHOIO YA0CToBepesns Ne ICP-0 10756 00

[IpousBoacTEeHHbIE MIDWIAAKH, YHACTBYIOLIHE B IPOLECCE NPOH3IBOICTES TeKIPCTEEHROTD npenapaTa, ¢
| VKA3AHUEM CTAIHI NPOHIBOICTBA, HA3BAHUIT H PAKTHYECKNX AAPECOB MECTOHA DA IEHNS

{Ipouseoocmeo comosoi aekapemeennon thopast Karaieur @apw
| { Catalent Pharm
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2723 Scherer Drive North. St. Petersburg. Florida (FL) 33716-1016. USA

Hepsuyunan ynaxoexa Dticnka Kyuntopo Mumures, BeauxoGpuranus
Aesica Queenborough Limited. United Kingdom

North Road. Queenborough Kent MEI1 SEL. United Kingdom

Hepeunnas ynaxoexa | Tnaxwonax Huaepaanac b.B.. Huaepaanis
| Tjoapack Netherlands B.V.. Netherlands

{Nieuwe Donk 9. 4879 AC, ETTEN-LEUR. N-.:Ihcriands

| Bmopuunaa nompeomeascras YRakoska | Ditcuka KyunGopo JIumurea. BeaukoOpuranus
' | Aesica Queenborough Limited. United Kingdom

;T\'nr{h Road. Queenborough Kent ME11 SEL. United Kingdom

Bmopuunas nompebumenscran ynaxoexa Tvmxuonax Hunepnanac b.B.. Huaepaanis: /
Tjoapack Netherlands B.V., Netherlands

Nieuwe Donk 9. 4879 AC. ETTEN-LEUR. Netherlands

Bmopuunas nompeéumersckan vnaxoexa Axumnoneptioe obmecrso "OPTAT"
(AO "OPTAT"). Poccus

157092, Kocrpomckas 06:1.. Cycannuckuii paiion. ¢, Cesepiioe, MKD. XapHTOHOBO

lpouseooumens (Bunvekawwuit konmpoas kavecmea) \Ditcnka Kyunoopo Jlnmuren, Beaukobpuranus /
Aesica Queenborough Limited, United Kingdom

North Road. Queenborough Kent ME11 SEL. United Kingdom

Hpoussooumens (Bonyckaiowuic konmpons kavecmea) Tuaxuonak Huaepaanac b.B.. Huaepaanist /
Tjoapack Netherlands B.V., Netherlands

Nieuwe Donk 9. 4879 AC. ETTEN-LEUR. Netherlands

lpouseooumes (Bunyekarowuit koumpono kavecmea) AkunonepHoe obiectso "OPTAT"
H{AO "OPTAT"). Poccua
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