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CHUNG CHI PHAN TiCH
Certificate of Analysis ~ VILAS 087

CHUAN POI CHIEU THU CAP
Secondary Reference Substance

AMLODIPIN BESILAT
C0H»5CIN,O5.CsHO5S

+C0521213

I. Muyc dich sir dyng: Chuan ddi chiéu thir cAp Amlodipin besilat SKS: oc su
dung cho cac phép thir dinh tinh va dinh lugng bang phuong phap phar
Intended use: The Secondary Reference Substance| |[Amlodip ontrol No
C0521213 is intended to be used in physicochemical andlysis for\a dentification.
II. M@ ta: Bot mau gan nhu tring.
Description: An almost white powder.
III. Két qua phan tich: St dung chudn Amlodipin kesilat ARS’SKS: T117157 ¢6 ham luong

Analytical data: The Amlodipine besila

and regarded as 100.6 % C0H,sCIN,Os.

ARS control No. T117157 was used as Standard
“ 03S ) alculated on the anhydous basis.

1. DPinh tinh (Identifications)

a. Phd hong i 5, Phi hop voi ph hong ngoai ctia Amlodipin besilat
Infrared abso¥ption chuan
Concordant with infrared absorption spectrum of
Amlodipine besilate RS.
: Dung
Conformed
2. L : +0,07° (Dung dich 1,0 % kl/tt trong methanol, do &
Optical rotgtion 20 °C)
+0.07° (1.0 % w/v solution in methanol, measured
at 20°C)
3. Nudce (KF) : 0,08 %
Water ‘
4. Tap chat lién quan (TLC) . Pat
Related substances ¢ Passed
5. Tap chét lién quan (HPLC) : Khong phat hién pic tap
Related substances No impurity peak detected
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6. Dinh lugng (HPLC)

Assay

: 100,3 % CyoHpsCINyOs.CsHgOs8S, tinh theo nguyén trang,
Do khong dam bdo do mé rong U =+ 0,2 % voi
hé s6 pht k =2 & d6 tin cdy 99 %.

100.3 % CrH,5CIN;Os.CsHysOsS, calculated on the
“as is” basis. Expanded uncertainty of the certified

value U = +(.2 % using a coverage factor k = 2 at
level of confidence approximately 99 %.

IV. Huwéng din sir dung: Khong sdy trirde khi dung
Direction for use: Do not dry before use

V. Bdo quan: Nhiét do tir 2 — 8 °C, tranh 4nh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 -8 °C.
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