CONG HOA XA HQI CHU NGHIA VIET NAM
Déc lap - Tw do - Hanh phic

N BOY TE,
VIEN KIEM NGHIEM THUOC TRUNG UONG

48 Hai Ba Trung - Hoan Kiém - Ha Ngi - Viét Nam
DT: +84.24.38252791 - Fax: +84.24.38256911
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Certificate of Analysis —
CHUAN DUQC PIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance
CIPROFLOXACIN HYDROCLORID
C7HsFN3;05.HCI
. 0524029

I. Muc dich sit dung: Chuan Duoc dién Viét Nam Ciprofloxacin
C0524029 dugc su dung cho cac phép thu dinh tinh va dinh L
phan tich hoéa ly.
Intended wuse: The Vietnamese Pharmacopoeia Re¢fere st Ciprofloxacin
hydrochloride No. C0524029-is intended to be used in icochemicalanalysis for assay
and identifications.

II. Mo ta: Bot két tinh mau hoi vang.

hydroclorid USPRS 16: R0O5170,
uyén trang.

I11. Két qua phén tich: Dbi chiéu véi chy
c6 ham lugng 93.5 % C7H3FN;03.H
Analytical data: The Ciprofloxacin hydrachloride USPRS Lot. R0O5170 was used as
Standard and regarded as 93- C17H,sFN303. HCL, calculated on the as is basis.

1. Dinh tinh @tiﬁcaliomj

a. Pho hdng ngg

Phi hop véi phd hong ngoai cua Ciprofloxacin
hydroclorid chuan.
Concordant with the infrared absorption spectrum of

Ciprofloxacin hydrochloride RS.

b. HPD : Thot gian luu cua pic chinh trén SKD cua dung
dich thu tuong Gmg voi thot gian luu cua pic chinh trén
SKD cua dung dich chuén.
The retention time of the major peak of sample solution
corresponds to that of the standard solution.

¢. Phan tmg cua ion CI’ : Dung
Reaction of chloride Conformed
2. pH 0 3,78
3. Nudce (KF) 0 6.4 %
Water
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4. Can sau nung 0 0.04 %
Residue on ignition

S. Tap chét lién quan (HPLC) : Ciprofloxacin ethylenediamine analog: 0,10 %

Related substances Fluoroquinolonic acid < 0,05 %

Tap khac <0.05 % (Unknown impurity < 0.05 %)

Tong tap (trur Fluoroguinolonic acid): 0,10 % (Total
impurities excluding Fluoroquinolonic acid: 0.10 %)

6. Dinh lugng (HPLC) : 93,6 % C7H,gFN305.HCI, tinh theo nguyeén trang.
Assay D6 khong dam bao do mo rong U = 0.2 %, hé sb phu
k =2 ¢ do tin cay 95 %.
93.6 % C:H,5F°N;03. HCL, 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 approximaiely 95 %.

IV. Huéng din sir dung: Khong say trudce khi dung
Direction for use. Do not dry before use

V. Bio quan: Nhi¢t d 2 — 8 °C, tranh 4anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8 °C.
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Cac thong tin vé chét chudn c6 thé tra ctru theo dia chi: http://www.nidqc.gov.vn

Visit the flowing link to see the updated information of reference substances:
hitp.//'www.nidgc.gov.vn
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