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CHUNG CHi PHAN TiCH h VILAS 087
Certificate of Analysis
CHUAN CHINH
Secondary Reference Substance
CYANOGUANIDIN
(Tap A ciua Metformin hydroclorid)
C2H4N4

| SKS Ws.rofl 17332.01

I Muc dich sir dung: Chuédn chinh Cyanoguanidin SKS: JWS.01 17332 01 duoc st dung trong
céc phép thir dinh tinh, tap chét lién quan va dinh luong, bang phucmg phap ‘phan tich hoa ly.

Intended use: The Secondary Reference Substance Cyanoguamdme No. WS.0117332.01 is

intended to be used in physlcochemzcal analysu for assay related substances and
identification. SN TN

II. Mo ta: Bot két tinh mau tring. ;
Description: A white, crystalline powder

III. Két qua phén tich: Di chiéu véi chuéh Cy@no\guahidin USPRS 16: HOJ385, c6 ham lugng
100,0 % C,H4Ny, tinh theo nguyen trang.

Analytical data: The Cyanoguamdme USPRS Lot. HOJ385 was used as Standard and
regarded 100,0) % C 2H4N4 calculated on the as is basis.

1. Dinh tmh (Identzfzcatlons)
A Pho hong ngeal (]R) : Phu hop véi phd hong ngoai ciia Cyanoguanidin chuan.
\ Concordant with the infrared absorption spectrum of
Cyanoguanidine RS.

: 207,9°C
b. Piém chay
Melting point
: Dung
c. Phé hip thuy tir ngoai (UV ) Conformed

2. Ham lugng nuée (KF) L 0,44 %
Water
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3. Tap chét lién quan (HPLC)
Related substances

4. Dinh lugng (HPLC)

Assay

: Thioure: Khong phat hién

Tung tap khac: <0,17 %

- Téng tap: 0,31 %

Thiourea: Not detected
Any individual impurity: <0.17 %
Total impurities: 0.31 %

99,20 % C,H4Ny, tinh theo nguyén trang.

D0 khong dam bao do mé rong U = + 0,29 %, hé sb phu
k =2 & d0 tin cay 95 %.

99.20 % C,H;N,, calculated on the “as is” basis.
Expanded uncertainty of the certified value U = + (.29
%, using a coverage factor k = 2 at level of confidence
approximately 95 %.

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

V. Bdo quin: Nhiét d6 2 — 8 °C, tranh 4anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8 °C.

Updated date
13" April 2023

Ha Néi, ngay 13 théng 04 nam 2023
VIEN TRUONG

Rirector

Ki¢m tra dinh ky (Re-test year)

bi kiém tra

Kiém tra lan sau

Phu trach khoa

(ndm) (ndm) (ky)
Last re-test Next re-test Signature
2023 2026

W~

Céc thong tin vé cht chuén c6 thé tra ctru theo dia chi: http://www.nidgc.gov.vn
Visit the flowing link to see
http://www.nidgc.gov.vn

the updated information of reference substances:

VKN/BM/20.02 (09)

Cyanoguanidin SKS: WS.0117332.01

2/2 Ngay ban hanh: 15/12/2020




