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NEVIRAPIN KHAN
C |5] IHN|()

.. Muc dich si dung: Chuan Dugc dién Viét Nam Ney rapin k
su dung cho cac phép thu dinh tinh va dinh luong bafip phu
Intended use: The Vietnamese l’harn7ac0/)()eicgl
anhydrous Control No. (0213263.02 is intended 1
identification.

nce  Nevirapine
hemical assay and

Il. M6 ta: Bot két tinh mau rang nga.
Description: An off-whiie, crystalline pe

1. Két qua phan tich: D6i chiéu véi chig hrapin khan USPRS Lot. FOD159 ¢6 ham
luong 0.997 mg/mg CysH 4N, O, tinh the 1y :
Analytical data: The Nevicemine anhydrous USPRS Lot. FODI359 was used as Standard
11N O, calculated on the as is hasis.

* Phurhop véi pho hong ngoai cua Nevirapin khan chuan.
Concordant  with  infrared absorption  spectrum of
Nevirapine anhvdrous RS.

Thoi gian luu cia pic chinh trén SKD cua dung dich
thur gidng voi thoi gian luu cua pic chinh trén SKD cua
dung dich chuan trong phép thir dinh lugng.

The retention time of the major peak of  sample
solution corresponds 1o thar of the standard solution,
as obtained in the assay.

2. Kim loai nang : Dat
Heavy metals Passed
3. Ham luong nude (KF)  B12%
Water
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4. Can sau nung - 0.06 %
Residue on ignition

5. Tap chat lién quan (HPLC) - Tap A: 0,016 % (Impurity A:0.016 %)
Related substances Tap B: 0.019 % (Impurily B: 0.019 %)

Tap C: Khong phat hi¢n (Impurity C: Nol detected)
Tap khac < 0.008 % (Other imputity < 0.008 %)
Tong tap: 0.055 % (Total imputities: 0.035 %)

6. Dinh lugng (HPLC) - 99.81 % C,sH4N4O. tinh theo nguyen trang
Assay PO khong dam bao do mo rong U = 0,12 % vai he 50

phu k = 2 ¢ d tin cdy 95 %.

99 81 % C,sHN4O, calculated on the “as is’ basis.
Fxpanded uncertainty of the certified value U 0. 12 %
using a coverage factor k 2 at level of confidence
approximately 95 %.

IV. Huéng din su dung: Khong say trudce khi dung
Direction for use: Do not dry hefore use
V. Bao quan: Nhiét do w2 8°C. tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature, from 2- 8 °C.
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Céc thong tin vé chat chuan ¢o the tra cau theo dia chi: bttp://www.nidge.gov.vn.
Visit  the [lowing link 1o see the updated —information of reference  substances:
hitp://www.nidgc.gov.vn.
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