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CHUNG CHI PHAN TiCH
Certificate of Analysis

VILAS 087

CHUAN CHINH
Secondary Reference Substance

NEVIRAPIN KHAN
CisHiaN4O

phep thir dinh tmh va dinh lugng bang phuong phap pha
Intended use: The Secondary Reference Substance
WS.0109263 is intended to be used in physicochemic

IL.

III. Két qua phan tich: Tién hanh song
¢O ham llIO‘I‘lg 99.7% C;5H4sN4O tinh
Analytical data: The Anhydrous Ne

regarded as 99.7% of CisH14N,40, ca

€

ang.
Lot. FOD 159 was used as Standard and
the “as is”’ basis.

#"Tring v6i phd hdng ngoai ctia Nevirapin khan USPRS.
Concordant with the infrared absorption spectrum of
Anhydrous Nevirapine USPRS.

Phb hong

odelam kho  : 0,05%
3. Kim ¥5ai ning : Dat
Heavy metal Passed

4. Tap chét lién quan (HPLC)
Related Substances

: Tap A, B, C ctia Nevirapin: Khong phat hién
Timg tap khac: <0,1 %
Téng tap: < 0,6 %.
Nevirapine related compound A, B and C: Not detected
Any other individual unspecified impurity: < 0.1 %
Total impurities: < 0.6 %

5. D tinh khiét (DSC) : 99.44%
Purity
VKN/BM/20.03 12 Ngay ban hanh: 01/7/2016

Nevirapin khan SKS: WS.0109263



6. Dinh lugng (HPLC) : 99,49 % C,5H4sN4O tinh theo nguyén trang
Assay P khong dam bao do m& rong U = + 0,15 %; hé s6 phu
k=2 & do tincdy 95 %
99.49 % C;5H,4N,0 calculated on the “as is” basis.
Expanded uncertainty of the certified value U = £ 0.15
%: calculated using a coverage factor of 2 at level of
confidence of approximately 95 %.

IV. Huéng din sir dung: Khéng siy trudce khi ding
Direction for use: Do not dry before use

V. Bao quin: 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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