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CHUNG CHi PHAN TICH
Certificate of Analysis

CHUAN CHINH
Secondary Reference Substance
DILTIAZEM HYDROCLORID
C2HN,0,S.HC]

I.  Muc dich sit dung: Chuan chinh Diltiazem hydroclori
cac phép thir dinh tinh va dinh lugng bang phuong pha
Intended use: The Secondary Reference Sub stance fo
WS.0107218 is intended to be used in phy,

II. Mb ti: Bot két tinh mau tring.
Description: White or almost white, crys,

II1. Két qua phan tich: Tién hanh song g v6Y\ cHuan Diltiazem hydroclorid USPRS Lot
50F005 ¢6 ham luong 99,9 % CaHagN; / tinh theo chat khan.

Analytical data: The Dilt; hydrochloride USPRS Lot. 50F005 was used as Standard
1S.HCI, calculated on the anhydrous basis.

: Phu hop véi phd hdng ngoai cua Diltiazem
hydroclorid USPRS Lot. 50F005.
Concordant with infrared absorption spectrum of
Diltiazem hydrochloride USPRS Lot. 50F003.

: Dung
Conformed
Reaction of chloride

2. Do trong va mau sic dung dich : Dat

Appearance of solution Passed
3. Kim loai nang : Pat

Heavy mentals Passed
4. pH : 4.9 (dung dich 1,0 % kl/tt)

4.9 (1.0 % w/v solution)
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5. Goc quay cyc riéng

Specific optical rotation

6. Mat khdi luong do lam kho

Loss on drying

7. Tro sulfat

Sulfated ash

8. Tap chét lién quan (HPLC)

Related substances

9. Pinh lugng (Assay)

IV.

a. Méi truong khan
Non-aqueous titration

b. HPLC

-+ 119,5° (dung dich 1,0 % kl/tt, do & 20 °C)

+119.5° (1.0 % w/v solution, measured at 20 °C)

: 03%

10,2 %

. DPat

Passed

2 100,49 % CyH¢N,04S.HC, tinh theo chét khan.

D9 khong dam bao do mé rong Uy, =+ 0,24 %.
100.49 % CHN-OuS8 HCIL calculated on the
anhydrous basis.

Expanded uncertainty of the certified value Uy = £
0.24 %

: 100,85 % CaHa¢N,04S.HCL, tinh theo chét khan.

DP§ khong dam bao do mo rong Uy, = + 0,25 %.
100.85 % Cr:HsN>OS8 HCI calculated on the
anhydrous basis.

Expanded uncertainty of the certified value Uy = +
025 %

Hwong din sir dung: Khong sy trude khi ding

Direction for use: Do not dry before use

Bao quan: Nhiét do tir 2 — 8 °C, tranh anh sang.

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