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Certificate of Analysis
CHUAN DUQC PIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance

OFLOXACIN
C 1 8}120FN3O4

417087.03
I. Muc dich sit dung: Chuan Dugc dién Viét Nam O i : 087.03
duoc sir dung cho cac phép thar dinh tinh va dinhAug ap phan tich

hoéa ly.

Intended usé.' The Vietnamese Ph
Control No. 0417087.03 is intended ¢
and identification.

1. M& ta: Bot két tinh mau vang n
Description: A pale yellow or bright yell stalline powder.

III. Két qua phéan tich: Tién hanh so g v6i chuan Ofloxacin USPRS 16 G11182
cod hél@lﬁfng 0,999 N CigH,y0FN;504, tinh theo nguyén trang.
~ Analytical data:

* 2.0 ’ﬂded

tifications) ’
ong ngoai : Trung véi pho hong ngoai ciia Ofloxacin chuan
pfvared absorption Concordant with infrared absorption spectrum
of Ofloxacin RS.

b. UV-VIS : Gidng v6i phd UV-VIS cua Ofloxacin chuén
Concordant with UV-VIS absorption spectrum
of Ofloxacin RS.

2. Géc quay cuc riéng . -0,25°
Specific optical rotation
3. Can sau nung 2 0,0%
Residue on ignition
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4. Mat khéi luong do lam khd = 0,07 %
Loss on drying

5. Kim loai ndng . Dat
Heavy metals Passed

6. Tap chat lién quan (HPLC) Xuat hién 01 pic tap: 0,03 %
Related substances One impurity peak detected: 0.03 %

7. Gidi han methanol va ethanol (GC) : Khong phat hién

Limit of methanol and ethanol Not detected
8. Dinh lugong (HPLC) : 99,81 % C,gH,oFN5Oy, tinh theo nguyén trang.
Assay Do khong dam bao do mo rong U = £ 0,23 %

v6i hé s6 phi k = 2 & do tin cay 95 %.

99.81 % C,5H>0FN;0,, calculated on the “as is”
basis. FExpanded uncertainty of the certified
value U= #0.23 % using a coverage factor k =
2 at level of confidence approximately 95 %.

IV. Huwéng dan sir dung: Khong sdy trude khi ding
Direction for use: Do not dry before use

V. Bio quan: Nhiét do tor 2 — 8 °C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2- 8 °C.
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