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CHUAN DUQC DPIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance

OXYTETRACYCLIN DIHYDRAT
CprHuN,Oy. 2H,0

I.  Muc dich sit dung: Chuan Dugc dién Viét Nam Oxytetracyclin dil
duge st dung cho cac phép thir dinh tinh va dinh luong bang phuomg
Intended use: The Vietnamese Pharmacopoeia Reﬁenc

dihydrate Control No.0208020 is intended to be uséd ju physicechemicdl analysis for assay
and identification.

Il. Mo ta: Bot két tinh mau vang.
Description: A yellow, crystalline powder.

II. Két qua phan tich: Tién hanh
Lot J1J172 ¢6 ham lugng 900 pg oxytetracyclin/mg tinh theo nguyén trang.
Analytical data: The Oxytetracycline S Lot J1J172 was used as Standard and
regarded as 900 ug oxyte ine per mg, calculated on the as is basis.

1. Pinh ting: Q

Pho hong

: Trung v6i pho hong ngoai cla Oxytetracyclin CRS.
Concordant with infrared absorption spectrum of
Oxytetracycline CRS.

: 6,3 (hon dich 1,0 % kl/tt)
6.3. (1.0 % w/v suspension)

3. Gobc quay cuc riéng : - 209,6° (dung dich 1,0 % kl/tt trong dung dich
Specific optical rotation acid hydrocloric 0,1 M, do ¢ 20 °C).
- 209.6° (1.0 % w/v solution in 0.1 M hydrochloric
acid, measured at 20 °C).

4. Do hap thu riéng PR = 3039
Specific absorbance
5. Tap chat hép thu anh sang : D =10,15
Light-absorbing impurities D = 0,08
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6. Kim loai ndng - Pat
Heavy metal Possed

7. Ham lugng nuéce (KF) : 7,86 %
Water

8. Tap chat lién quan (HPLC)  : Dat
Related substances Passed

9. Dinh lugng (4ssay)

HPLC

: 90,31 % C,,H,4N,Og tinh theo nguyén trang.
Do khong dam bao do mé rong U =+ 0,48 %

2 90.31 % CrHuN>Oy, calculate on the “as is”
basis. Expanded uncertainty of the certified value
U= 4048 %

IV. Huwoéng din siv dung: Khong sdy truge khi dung
Direction for use: Do not dry before use

V. Bido quan: Nhiét do tu 2

~~~~~ 8 °C. tranh anh sang.

Storage: Keep container protected from light, preferably at the temperature from 2 to 8 °C.

Updated date
27" December 2018

Ha Noi, ngay 27 thang 12 nam 2018
VIEN TRUONG
Prrector

MKlém tra dinh ky (Retevt year)

Pa kiém tra | Kiém tra lan sau | Phu trach khoa
(nam) (nam) (ky)
| Lastretest | Next retest _Signature
2018 2020 W (/V
2020 W2 Gy ?W@W%m
VKN/BM/20.02 212 Ngay ban hanh: 01/7/12016

Oxytetracyclin dihydrat SKS: 0208020



