CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phic

BOYTE
VIEN KIEM N GHIEM THUOC TRUNG UONG

48 Hai Ba Trung - Hoan Kiém - Ha Noi - Viéet Nam
DT: 024.38252791 - Fax: 024.38256911

CHUNG CHI PHAN TiCH
Certificate of Analysis

VILAS 087

CHUAN DUQC PIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance

TELMISARTAN
C33H30N40,
4 *\\x\_,\sKs;“cQzl9329.02

\‘ |

I. Muc dich sir dung: Chuan Dugc dién Viét Nam Telmisartan SKS: C0219329 02 duorc su
dung cho céc phép thtr dinh tinh va dinh luong bang phuong phap phan tlch hoa ly.
Intended use: The Vietnamese Pharmacopoeia Reference Substance of Telmisartan No.

C0219329.02 is intended to be used in physzcoehemzcai analyszs for assay and
identification. R
II. MG ta: Bot két tinh mau hoi anh Vang N
Description: A slightly yellowzsh crystallme powder

L. Két qua phan tich: Ddi chiéu véi oﬁuan Telmlsartan USPRS 16: RO85R0, c¢6 ham luong
0,996 mg/mg ctia C33H39N40,, tinh theo nguyen trang.

Analytical data: The Telmisartan USPRS ‘Lot. RO85SRO was used as Standard and
regarded as 0.996 mg/mg C33H 30N402, calculated on the as is basis.
1. Phd héng ngoai ‘ \ \ N Phu hop véi phd hdng ngoai cuia Telmisartan chuén.
IR ;j;;?‘Concordant with the infrared absorption spectrum of
' &Y. " Telmisartan RS.

2 Mat khm luong do Iam kho : 0,07 %
Loss an drymg

3. Can sau nung : 0,05 %
Reszdue on ignition

4. Tap chét lién quan (HPLC) . Cac tap dinh danh: Khéng phat hién
Related substances 01 tap khac: 0,04 %

Téng tap: 0,04 %

Known impurity: Not detected
One unknown impurity: 0.04 %
Total impurities: 0.04 %

5. Dinh lugng (HPLC) 1 99,5 % C33H30N403, tinh theo nguyén trang.
Assay Do khong ddm bao do mé rong U = 0,5 %, hé sd phu
k=2 & d0 tin cdy 95 %.
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99.5 % C33H3oN40,, calculated on the “as is” basis.
Expanded uncertainty of the certified value U = 0.5 %,
using a coverage factor k = 2 at level of confidence
approximately 95 %.

IV. Huwéng din sit dung: Khong sdy trudc khi ding
Direction for use: Do not dry before use

V. Bao quan: Nhiét d 2 — 8 °C, tranh anh séng.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8 °C.
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Céc thong tin vé chét chuén c6 thé tra ctru theo dia chi: http://www.nidgc.gov.vn
Visit the flowing link to see the updated information of reference substances:
http://www.nidqc.gov.vn
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