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III.

. Dinh tinh tificati
a. Pho hong ngoai

CHUNG CHI PHAN TiCH
Certificate of Analysis VILAS 087

CHUAN DUQC PIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance
EFAVIRENZ

C,4HyCIF5NO,

£.0210268.01
Muc dich sir dung: Chuian Duge dién Viét Nam Efavirenz SKS: 021
cho cac phép thir dinh tinh va dinh luong bang phuong phap phami

No. 0210268.01 is intended to be used in physitoc % for assay and
identification.

M ta: Bot két tinh mau tréng hoic ga

ham luong 99.8 % C,4HoCIF;NO,, ti
Analytical data: The Efavirenz USP
as 99.8 % C1 JHoCIF;NO,, ulated on t

: Phut hop véi phd hdng ngoai ctia Efavirenz chuén.
Concordant with infrared absorption spectrum of
Efavirenz RS. '

Infrared absg

: Thoi gian luu cta pic chinh trong sic ky db cua
mau thir tring véi thoi gian luu coa pic chinh
trong sic ky d6 cua miu chudn.

The retention time of the major peak in the
chromatogram of the assay preparation
corresponds to that in the chromatogram of the

standard preparation.
2. Cén sau nung 10,11 %
Residue on ignition
3. Kim loai nang : Pat
Heavy mentals Passed
4. Nudce (KF) :0.11%
Water
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5. Tap chit lién quan (HPLC) : Tap A: 0,05 %
Related substances Timg tap khac < 0,03 %
Téng tap: 0,13 %
Impurity A: 0.05 %
Any other impurity < 0.03 %
Total impurities: 0.13 %

6. Dinh lugng (HPLC) 2 99,56 % C4HoCIF;NOs, tinh theo nguyén trang.
Assay Do khong dam bao do mé rong U =+ 0,10 %, hé sb
phu k =2 & d0 tin cay 95 %.
99.56 % C 1 HoCIF;NQO;, calculated on the “as is”
basis.
Expanded uncertainty of the certified value U = +

0.10 %, using a coverage factor k = 2 at level of
confidence approximately 95 %.

IV. Huwéng din sir dung: Khong sy trudc khi ding
Direction for use: Do not dry before use
V. Bio quan: Nhiét do tir 2 — 8 °C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2- 8 °C.

Updated date Ha No1, ngay 27 thang 11 ndm 2019
27" November 2019 VIEN TRUONG

Director

r.-,\ VIEN TRUONG

. Kiém tra dinh ky (Refest year)
i kiém tra | Kiém tra lan sau | Phu trach khoa

(ndm) (ndm) (ky)

Last retest Next retest Signature
2016 2019 W
2019 2022

Cdc thong tin vé chat chudn c6 thé tra ciru theo dia chi: http.//'www.nidgc.org.vn

VKN/BM/20.02 22
Efavirenz SKS: 0210268.01

Ngay ban hanh: 15/10/2019




