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CHUAN POI CHIEU THU CAP
Secondary Reference Substance

CYANOGUANIDIN
(Tap A cua Metformin hydroclorid)

C)]I'L;Nz;

I. Muc dich sir dung: Chuan déi chiéu thir cdp Cyanogu
trong cac phép thir dinh tinh, tap chat lién quan va din
hoa ly. ' ”
Intended use: The Secondary Referen
intended to be used in physicochemical
identification.

dine No. C0224332 s
related substances and

II. Mo ta: Bot két tinh mau trang.
Description: A white, crystalline powder!

III. Két qua phan tich: DPbi chidy voi chudmMctformin related compound A USPRS 16:
R0O72Y0, c6 ham lugng 0,99 . tinh theo nguyén trang.

d compound A USPRS Lot. RO72Y0 was used as
"SH/N,, calculated on the as is basis.

Analytical datat| The Meik
Standard and regayded\). 9

: Phu hop voi pho hong ngoai cua Metformin related
compound A chuén.

Concordant with the infrared absorption spectrum of
Metformin related compound A RS.

b. Diém chay : 208,0 °C
Melting point

c. Phé hap thu tir ngoai (UV ) Dung

Conformed
2. Ham lugng nudce (KF) : 0.5%
Water
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3. Tap chét lién quan (HPLC)
Related substances

4. Dinh lugng (HPLC)

Assay

IV. Hwéng din sir dung: Khong sdy trude khi ding

: Thioure: Khong phat hién
Tung tap khac: < 0,02 %

Tong tap: 0.04 %

Thiourea: Not detected

Any individual impurity: <0.02 %
Total impurities: 0.04 %

98.9 % C,H4Ny, tinh theo nguyén trang.

Do khong dam bao do md rong U = 0,1 %. hé s phu
k =2 & d6 tin cay 95 %.

98.9 % C>H Ny, calculated on the “as is” basis. Expanded
uncertainty of the certified value U = 0.1 %, using a

coverage factor

k = 2 a level of confidence

approximately 95 %.

Direction for use: Do not dry before use

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