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Certificate of Analysis

CHUAN DPOI CHIEU THU CAP
Secondary Reference Substance

ALENDRONAT NATRI
C4H12NN307P2.3H20

L C0325323

Intended use: The Secondary Reference Substance||A

dung cho céc phep thu dinh tinh va dinh lugng bang phl?n
C0325323 is intended to be used in physicochemical an

IL. M3 ti: Bot mau tring.
Description: A white powder.

II. Két qua phan tich: D4i chidu v6i chud
83,6 % C4H,NNaO;P,, tinh theo nguyé

Analytical date: The Alendronate sodi
regarded as 83,6 % C,H;,NNaO;P,, calcu

1. Pinh tinh (Igentification
a. Pho hongaggai .

EPCRS batch 3 was used as Standard and
the as is basis.

U hop véi phd hong ngoai cta Alendronat natri
chuén.

Concordant with the infrared absorption spectrum of
Alendronate sodium RS.

: Dung
Conformed
. Mét khéi Iyorig do 1am kho 1 16,8%
Loss on drying '
3. Tap chét lién quan (HPLC) : Timg tap: 0,01 %
Related substances Tong tap: 0,03 %

Individual impurities: 0.01 %
Total impurities: 0.03 %

4. Dinh lugng (HPLC) : 83,0 % C4H2NNaO;P,, tinh theo nguyén trang.
Assay Do khong dam bao do md rong U = 0,2 %, hé sb phu
' k=2 & d6 tin cay 95 %.
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83.0 % C,H;2NNaO7P», 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 %.

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

V.  Bdo quan: Nhiét d6 2 — 8 °C, tranh 4nh sang.
Storage: Keep container proiected from light, preferably at the temperature from 2 — 8 °C.
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Cac thong tin vé chat chudn ¢ thié tra ctru theo dia chi: http://www.nidqec.gov.vn
Visit the  flowing link to see the updated information of reference substances:
http://www.nidqgc.gov.vn
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