CONG HOA XA HOQI CHU NGHIA VIET NAM
Déc 1ap - Tu do - Hanh phiic

BOY TE
VIEN KIEM NGHIEM THUOC TRUNG UONG

48 Hai Ba Trung - Hoan Kiém - Ha Néi - Viét Nam
DT: +84.24.38252791 - Fax: +84.24.38256911

CHUNG CHI PHAN TiCH
Certificate of Analysis

VILAS 087

CHUAN POI CHIEU THU CAP
Secondary Reference Substance

TADALAFIL
CapH9N304
SKS: C0322264
I. Muc dich sir dung: Chuan déi chiéu thu cdp Tadalafil SKS: C0322264 duoc si dung
cho cac phép thir dinh tinh va dinh lugng bang phuong phap phan tich héa ly.

Intended use: The Secondary Reference Substance Tadalafil/ Control No. C0322264 is
intended to be used in physicochemical analysis for assay and identification.

II. M& ta: Bot mau gin nhu tring .
Description: An almost white powder. .

III. Két qua phén tich: Pdi chiéu véi chuan Tadalaﬁl USPRS 16 R128K0 c¢6 ham lugng
100,0 % Cy,H9N304, tinh theo nguyen trang k i
Analytical data: The Tadalafil USPRS Lot. RI 28K0 was used as Standard and regarded
as 100.0 % Cy,H;9N30y, calculated on the as is baszs

1. Dinh tinh (Identzf catlons) o

a. IR & Z~_\_ : Phuhop véi phd héng ngoai ctia Tadalafil chuén.
. Concordant with the infrared absorption spectrum of
“Tadalafil CRS.
b HPLC 4 bl (S = . Thoi gian luru ctia pic chinh trén sic ky dd cua dung dich

thir twong g véi thoi gian luwu cua pic chinh trén sac ky
d6 ctia dung dich chuén trong phép thir tap ddng phén.
The retention time of the major peak of the sample
solution corresponds to that of the identification
solution, as obtained in the test for Enantiomeric and
Diastereomeric Purity.

2. Mét khéi luong do lam khd  : 0,03 %

Loss on drying
3. Tap ddéng phan (HPLC) : 6R,12aS Diastereomer: 0,01 %
En‘antiomer ic gnd? ‘ 6S5,12aS Enantiomer: Khong phat hién (Not detected)
Digstereomeric purily 6S,12aR Diastereomer: Khong phat hién (Not detected)
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4. Tap chat hitu co (HPLC) : 01 tap < 0,05 %

Organic impurities One impurity peak detected, less than 0.05 %
5. Pinh lugng (HPLC) 0 99,7 % CyH 9N304, tinh theo nguyén trang
Assay , Do khong dam bao do md rong U = + 0,2 %; hé s6 phu

k=2 &dj tin cay 95 %.
99.7 % CyH 9N30, calculated on the “as is” basis.
Expanded  uncertainty  of the certified value

U =2 0.2 %, using a coverage factor k = 2 at level of
confidence approximately 95 %.

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

V. Béo quan: Nhiét d6 2 — 8 °C, tranh 4nh séng.

Storage: Keep container protected from light, preferably at the temperature from 2 — 8 °C.
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