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AMLODIPIN BESILAT
CyoHy5CIN,O5.C4HO5S

. C0625213

identifications.

1. M6 ta: Bot mau gan nhu tring.
Description: An almost white powder.

I Két quéi phfm tich: Déi chiéu Vi chifanA ipbesilat USPRS 16 R09060 c6 ham

Analytlcal data: The A ml()dzpme beszl v RS Lot. RO9060 was used as Standard and
regarded as 0.999 mg/mg Copk '

I. Dinh tinh Ilﬁcal‘ :
a. Pho hong i

Infrared ab

i hop v6i phd hdng ngoai cua Amlodipin besilat
huan

Concordant  with infrared —absorption spectrum  of
Amlodipine besilate RS.

: Dung
Conformed

y : +0,001° (Dung dich 1,0 % kl/tt trong methanol, do & 20 °C)
Optical Fotation +0.001° (1.0 % w/v solution in methanol, measured at 20 °C)

OS]

. Tap chat lién quan (HPLC) : Tap A: Khéong phét hién/ Related compound A: Not detected
Related substances - Tap F <0,05 %/ Related compoud F < 0.05 %
Amlodipine ethyl analog: Khong phat hién/ Not detected
Hydroxy ethyl phtalyl analog: Khong phat hién/ Nor detected
Tap D: Khong phat hién/ Related compound D: Not detected
Tap khéc: Khong phat hién/ Unspecified impurity: Not detected
Tong tap < 0,05 %/ Total impurities < 0.05 %
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4. Nuoc (KF) : 01 %

Water
5. Dinh lugng (HPLC) : 100,1 % CypHsCIN,O5.CcHgO3S, tinh theo nguyén trang.
Assay D¢ khong dam bao do md rong U = 0,3 % vdi hé so phu

k =2 ¢ dod tin cay 95 %.

100.1 % CH>sCIN-Os.CsHgO3S, calculated on the “as
is” basis. Expanded uncertainty of the certified value
U = 0.2 % using a coverage factor k = 2 at level of
confidence approximately 95 %.

Huwong dén sir dung: Khong sdy trude khi dung
Direction for use: Do not dry before use

Bao quan: Nhiét do tr 2 — 8 °C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 - 8 °C.
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