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NATIONAL INSTITUTE OF DRUG
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CHUNG CHI PHAN TiCH
CERTIFICATE OF ANALYSIS

CHAT POI CHIEU (CPC) : DAPAGLIFLOZIN PROPANEDIOL
REFERENCE SUBSTANCE

SO LO : QT445 0525

LOT NO.

1. DPAC TiINH/ CHARACTERISTIC

MO ta/ Appearance : BOt trang/ White powder

Ham luong/ Content : 80.7 % C21H25Cl1O¢ (Dapagliflozin) hodc 95.7 % C24H33C10g

(Dapagliflozin propanediol) tinh trén nguyén trang xac dinh bang
phuong phap HPLC/ as is by HPLC method

Lién két chudn/ Treacibility : Dapagliflozin propanediol USP RS Lot No. F145X0

Do KBBD (U)/ Uncertainty : 0.8 % (k=2 & do tin cay 95 %)

2. MUC DPiCH SU DUNG/ PURPOSE OF USE

Dung trong dinh tinh, dinh luong bang phuong phap héa 1Y/ using in physicochemical analysis for assay
and identification (quantitative and qualitative)

3. PIEU KIEN BAO QUAN/ STORAGE CONDITION

Béao quan 2 + 8°C, tranh anh sang/ Store at 2 + 8°C, protect from light.

4. PIEU KIEN VAN CHUYEN/ SHIPPING CONDITION
bicu kién binh thuong/ Shipment at ambient temperature for no controlled and no dangerous.

5. HUONG DAN SU DUNG/ INSTRUCTION FOR USE
Ham lugng CDC duogc tinh trén ché phim nguyén trang. Khong sdy trude khi su dung. Pé ChbC

can bang tai nhiét d6 phong 30 phut truéc khi mo nap St dung ngay sau khi mg nap.
The content of reference standard is calculated on the “as is” basic. Do not dry before use. Allow the closed
container to equilibrate at ambient temperature for 30 minutes before opening. Use immediately after opening.

6. THONG TIN KHAC/ OTHER INFORMATION

Danh muc chét d6i chléu dugc cap nhat trén website: http://www.vienkiemnghiem.gov.vn.

Moi thong tin thic méic va gop ¥ vé chét dbi chiéu vui long lién h¢ Trung tdm Nghién ctru va San
xuét Chét chuan-Chét ddi chiéu, Vién Kiém Nghiém Thudc Thanh phé H6 Chi Minh.

The category is updated on: http://www.vienkiemnghiem.gov.vn. For all requirements or other informations, please
contact with Center for Standards and reference subtances Establishment, Institute of Drug Quality Control HCMC.

7. THONG TIN BAN HANH CCPT/ COA ISSUE’S INFORMATION

Noi dung Ngay ban hanh Ngay danh gia ké tiép Ky tén
Issue date Next retest date Sign
Lan dau/ 1* issue 14/05/2025 30/05/2030 2 i

Binh ky 1/ 1 periodical test

LIEN HE/ CONTACT:

- Dia chi/ Address  : 200 C6 Bic, phudong Cau Ong Lanh, Tp. Ho6 Chi Minh
- Dién thoai/ Phone : 028 3838 9600 (sé noi bo/ Ext 24 or 38)

- Website : http://www.vienkiemnghiem.gov.vn

- Email : tlcc@vienkiemnghiem.gov.vn
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