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CHUAN DOI CHIEU THU CAP
Secondary Reference Substance

TADALAFIL
CooH9N304
/ . SKS C0322264

I. Muc dich sit dung: Chuén dbi chiéu thu cdp Tadalafil SKS C0322264 du’@rc su dung
cho céc phép thir dinh tinh va dinh lugng bang phuong phap phan tich hoa 1y
Intended use: The Secondary Reference Substance T, adalaf il Control No: C0322264 is
intended to be used in physicochemical analysis for assay and ldentzf catton

II. Mo ta: Bot mau gan nhu trang /
Description: An almost white powder Ry ki \ |

III. Két qua phén tich: Di chiéu voi cffuan Tédélqﬁl US<PRS 16 R128K0 ¢6 ham luong
100,0 % Cy,H9N304, tinh theo nguyen trang %,

Analytical data: The Tadalafil USPRS Lot Rf 28K0 was used as Standard and regarded
as 100.0 % CyH19N30,, calculated On. the as lis Easzs

1. Dinh tinh (Identifi cattons)

a.JR Phti hop véi phd héng ngoai ciia Tadalafil chun.
<.\ Concordant with the infrared absorption spectrum of
" Tadalafil CRS.
b HPLC (° ) /:\f i B , <" . Thoi gian luu clia pic chinh trén sic ky dd cua dung dich

thir twong tmg véi thoi gian luu cia pic chinh trén sic ky
b cta dung dich chuan trong phép thir tap ddng phan.
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. Mat khéi lwong do lam khd 0,03 %

Loss on drying
3. Tap dong phan (HPLC) : 6R,12aS Diastereomer: 0,01 %
Er{ant iomeric qnd . 6S5,12aS Enantiomer: Khong phat hién (Not detected)
Diastereomeric purily 6S,12aR Diastereomer: Khong phat hién (Not detected)
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4. Tap chit hitu co (HPLC)
Organic impurities

5. Dinh lugng (HPLC)

Assay

: 6tap <0,05 %
Six impurity peaks detected, each less than 0.05 %

0 99,7 % CxH9N304 tinh theo nguyén trang
D¢ khong dam bao do md rong U = 0,2 %; hé sb phu
k=2 & do tin cay 95 %.
99.7 % CyH,9N30y, calculated on the “as is” basis.
Expanded  uncertainty  of the certified value
U = 0.2 %; using a coverage factor k = 2 at level of
confidence approximately 95 %.

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

V. Baio quan: Nhiét 40 2 — 8 °C, tranh 4nh sang.
Storage: Keep container protected from light, preferably at the temperature firom 2 — 8 °C.
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