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CHUNG CHI PHAN TiCH
Certificate of Analysis

CHUAN POI CHIEU THU CAP
Secondary Reference Substance

VENLAFAXIN HYDROCLORID
C|7l127N02.}lCl
SKs: C0220229.02

I.  Muc dich sir dung: Chuan doi chiéu tha cdp Venlafaxin hydroclorld SK@ C0220229.02
dugce st dung cho cac phép thu dinh tinh va dinh luong bang phu’o*né, phap phan tich hoa ly.

Intended use: The Secondary Reference Substance ()f Venlafaxme hydrochloride No.
C0220229.02 is intended to be used in phys1;()\c\hempc,a[\ana[ys‘zs\{orﬂqssay and identification.

II. Mo ta: Bot két tinh mau trang.
Description: A white crystalline powder.

III. Két qua phan tich: Tién hanh song sdng ‘\"/01' chue%iri‘\/enlafaxm hydroclorid BPCRS 16:
3841, ¢4 ham luong 99.8 % C7H,»NO,. HCI; tinh theo nguyén trang.

Analytical data: The Venlafaxine hydr ochloride BPCRS batch 3841 was used as Standard
and regar ded as 9).8 % C /HgyN(_)g. HC, calculated on the as is basis.

1. Dinh tinh (ldenlzflcatmns)

a. Pho hong ng0a1 B O < Pha hop véi pho hong ngoai cua Venlafaxin hydroclorid

\NLAS 087

IR~ chuan.
Concordant with the infrared absorption spectrum of
Venlafaxine hydrochloride RS.
b.HPLC \ : Thoi gian luu ca pic chinh trén sic ky db cta dung dich
" thtr tuong tng voi thoi gian luu cua pic chinh trén sic
ky do ctia dung dich chuén.
The retention time of the major peak in the
chromatogram of the test solution corresponds to thal
in the chromatogram of the standard solution.
c. Phan tng cua ion CI’ : Dung
Reaction of chlorides Conformed
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2. Tap chat lién quan (HPLC) : Dat

Related substances Passed
3. Mét khéi luong do lam kho : 0,1 %
Loss on drying
4. Dinh lugng (HPLC) 2 100.0 % C7H>7NO,.HCL, tinh theo nguyén trang. '
Assay Do khong dam bao do mo rong U = 0,2 %, hé s6 phu

100.0 % C,;7H;;NO>. HCI, 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. Huwéng din sir dung: Khong say truge khi dung
Direction for use: Do not dry before use

V. Bdo quan: Nhiét d6 2 - 8 °C. tranh 4nh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 -8 °C.

Updated date Ha Noi, ngay 21 thang 9 nam 2023
21" September 2023 VIEN TRUONG

irector

, VIEN
KIEM NGHIEM

Boan Cao Son

___Kiém tra dinh ky (Re-test year) |
Pa kiém tra | Kiém tra lan sau | Phu trach khoa
(nam) (nam) (ky)

Last re-test Next re-test Signature

2023 2026 W
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