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Certificate of Analysis

CHUAN DUQC PIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance

TETRACYCLIN HYDROCLORID
CyH,4N,04.HCI

L. Muc dich sit dung: Chuin Duoc dién Viét Nam Tetracyclin
0518002.03 duogc str dung cho céac phép thir dinh tip va din

phan tich hoa ly.
Intended use: The Vietnamese Pharmacopoeia Réference
hydrochloride Control No. 0518002.03 is intended to din

Jor assay and identification.

II. M0 ta: Bot két tinh mau vang.
Description: 4 yellow, crystalline powde

alculated on the as is basis.

Phu hop vé6i phd héng ngoai cua Tetracyclin
hydroclorid chuén.

Concordant with infrared absorption spectrum of
Tetracycline hydrochloride RS

Trong phép thir dinh luong, thoi gian luu cta pic
chinh trén SKD dung dich thtr twong tng voi thoi
gian luu cua pic chinh trén SKD dung dich chuén.
The retention time of the major peak of the Sample
solution corresponds to that of the Standard solution,
as obtained in the Assay.

c. Phéan tng cta ion CI’ : Dat
Reaction of chlorides Conformed
2. pH ! : 2,49 (dung dich 1,0 % kl/tt)
2.49 (1.0 % w/v solution)
3. Goc quay cuc riéng : -243,9° (dung dich 1,0 % kl/tt trong HCI 0,1 M)
Specific optical rotation -243.9° (1.0 % w/v solution in 0.1 M HCI)
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4. Mat khéi luong do lamkhé  : 0,15 %

Loss on drying
5. Tro sulfat 10,2 %
Sulfated ash
6. Tap chét lién quan (HPLC) . 4-epitetracyclin: 1,16 %
Related substances 2-acetyl-2-decarbamoyltetracyclin: 1,16 %
Anhydrotetracyclin: Khong phat hién (not detected)
" 4-epianhydrotetracyclin: Khong phat hién (ot detected)
7. DPinh lugng (HPLC) 0 97,50 % CynHyuN»0g.HCI, tinh theo nguyén trang. Do
Assay khong dam bdo do mé rong U = £+ 0,09 % vai hé s6

pht k =2 & d6 tin cay 95 %.
97.50 % CrHyN->Os. HCI, calculated on the “as is”
basis. Expanded uncertainty of the certified value

U= £ 0.09 % using a coverage factor k = 2 at level of
confidence approximately 95 %.

IV. Hwéng din sir dung: Khong sy trudce khi ding
Direction for use: Do not dry before use
V. Bio quan: Nhiét d6 tir 2 — 8 °C, tranh 4nh sang.
Storage: Keep container protected from light, preferably at the temperature from 2- 8 °C.
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