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CpoK 1efCTBHS perucTpauHoHHOro

: CO CPOKOM AelcTBUA 5 ner
~ YAOCTOBEepeHHs JIEKAPCTBEHHOTO NpenapaTa -

Jata BHeCeHUS H3MEHEHHH B PerncTPalHOHHOe
YAOCTOBEpPEHHE JIEKAPCTBEHHOIO NpenapaTa
(1aTa 3aMeHBI PErHCTPAUHOHHOI O

g YAOCTOBEPEHHS JIeKAPCTBEHHOTO npenapara)

BbIIaHO BIEPBLIC

MH(opmaLis 0 3aperncTpHpOBAHHOM NeKapCTBEHHOM npenapare:

Toprosoe Haumenopanme Anecra” -A

Me®IynapoaHoe HenaTeHTOBAHHOE, WAH
TPYNNHPOBOYHOE, HITH XHMHYECKOE Jlunokaun + INpunokanun
HaHMeHOBaHHe

JlekapcrBennas gpopma KPEM /17 MECTHOTO U HAPYIKHOTO NPUMEHEHHS

Jdo3upopka 2.5% + 2.5%

KavecTBeHHbII COCTAB M KOTHYECTBEHHDIH OCTAB AeHCTBYIOWMX BEWECTB H KAYECTBEHHBIH COCTAR
BCIIOMOTATE/IbHBIX BEHIECTR - e

- Lannoxann 25.0 Mr, npuiokant 25.0 Mr, BCIOMOFATENBHEIE BEIIECTRA (MaKporofia raMIepHIrHAPOKCHCTEapaT, HaTPHI
METWINAPAIWIPOKCHORH30AT, HATPHS POTIM/NAPArHAPOKCHOEH30AT, IHKJIOMETHKOH, kapbomep 974 P, narpus
| THAPOKCHIL, BO/IA OYMIICHHAA)

®opma BBINYCKa (1eKAPCTBEHHAS fopma, KpeM [UIsi MECTHOTO H HApYKHOTO PHMEHEHUS,
A03HPOBKA, NEPBHYHAN YNAKOBKA, KomuecTBo |2.5% +2.5% (1y6a) Srx 5 (kopobka kapTonHasn);
JAeKapeTBeHHOH GopMbI B nepBHYHOI |KPeM LISl MECTHOTO M HapyKHOTO TIPHMEHEH U,
YNAKOBKe, KOIHYECTBO NEPBUYHOH ynakoBku B |2.5% + 2.5% (ty6a) 5/30/60 r x 1 (nauka KapToHHas)
MOTPEGHTENLCKOI YNAKOBKE, KOMILIEKTHOCTD) ' s

PeKBHIHTBI HOPMATHBHOI AOKYMEHTALUHM JIM-005914-181119
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IpouspoacTBeHHbIE NJIOLIANKH, YYACTBYIOLIHE B POLIECCE MPOH3BOACTBA JIEKAPCTBEHHOTO
npenapara, ¢ yKasaHHeM CTaJHii NPOM3BOACTBA, HA3BAHHUI H (PAKTHYECKHX apecoB
MeCTOHAXOKAEHHS!

|
lpouseodcmeo 2omoson nexapcmeaento hopmel Apxkuo ®Papmanestukans Jita, Hanus /
Agio Pharmaceuticals Ltd, India

T-82. M.1.D.C., BHOSARI, PUNE — 411026, Taluka: Bhosari. District: Pune — Zone 3

Hepeuynas ynaxoska Amxuo ®apmauestukans Jitn, Munus /
Agio Pharmaceuticals Ltd, India

T-82, M.1.D.C., BHOSARI, PUNE — 411026, Taluka: Bhosari, District: Pune — Zone 3

Bmopuunast/nompebumensexas ynakoska Amxno @apmauestukans Jita, Uanus /
Agio Pharmaceuticals Ltd, India

T-82, M.1.D.C.. BHOSARI, PUNE - 411026, Taluka: Bhosari, District: Pune — Zone 3

Ipouseodumene (Boinyckaiowjuil KOHMpOIL Kayecmea) Amxuo @apmauestukans Jita, Uuans /
Agio Pharmaceuticals Ltd, India

T-82, M.I.D.C., BHOSARI, PUNE — 411026, Taluka: megne — Zone 3
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