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TETRACYCLIN HYDROCLORID
CpHy4N,O5. HCI

I.  Muc dich sir dung: Chuin Dugc dién Viét Nam Tetracyclin hydroclorid
duoc st dung cho cac phép thir dinh tinh va dinh luog
ly.

Intended wuse: The Vietnamese Pharmacopoeia
hydrochloride Control No. C0624002 is intended to
Jor assay and identification.

in pRysieochemical analysis

II. Mo ta: Bot két tinh mau vang.
Description: A yellow, crystalline powde
1. Két qua phan tich: D4i chiéu véi ch
ham lugng 975 pg/mg CyHuN,03. HC h thep nguyén trang.
Analytical data: The Tetracycline hy ride USPRS Lot. RI06NO was used as
Standard and regarded as mg CrHyN>Og. HCI, calculated on the as is basis.

1. Dinh tinh (@liﬁcations

Tetragyc ydroclorid USPRS 16 R106N0 ¢6

a. LLC ét chinh trén sic ky dd cua dung dich thir ¢6 vi tri va

kich thudc tuong tmg voi vét chinh trén sac ky do cua
dung dich chuan.
The principal spot in the chromatogram obtained with
the test solution is similar in position and size to the
principal spot in the chromatogram obtained with
reference solution.

b. Phan ing mau : Dung

Color reaction Conformed
c. Phan Ung cta ion CI’ : Pung
Reaction of chlorides Conformed
2. pH . 2,44 (dung dich 1,0 % kl/tt)
2.44 (1.0 % w/v solution)
3. Goc quay cuc riéng : -247.3° (dung dich 1,0 % kl/tt trong HCI 0,1 M)

Specific optical rotation -247.3° (1.0 % w/v solution in 0.1 M HCI)
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4. Mét khdi luong do lam kho  : 0,2 %
Loss on drying

5. Tro sulfat 0 0,03 %
Sulfated ash

6. Tap chit lién quan (HPLC) : 4-epitetracyclin: 1,03 %
Related substances 2-acetyl-2-decarbamoyltetracyclin: 0,57 %
Anhydrotetracyclin: 0,28 %
4-epianhydrotetracyclin: Khong phat hi¢n (not detected)

7. Dinh lugng (HPLC) 97,5 % CxnHy4N,Og . HC, tinh theo nguyén trang.
Assay Po khong dam bao do mé rong U = 0,2 % véi hé s6 phu
k =2 & do tin cay 95 %.
97.5 % CHyN>Os. HCI, 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 approximately 95 %.

IV. Huwéng din sir dung: Khong sdy true khi dung
Direction for use: Do not dry before use

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

Date of adoption Ha Noi, ngay 29 thang 10 nam 2024
29" October 2024 VIEN TRUONG

irector

PHO VIEN TRUONG

, VIEN
KIEM NGHIEM

Kiém tra dinh ky (Re-test year) L& Quang Thio
D3 kiém tra | Kiém tra 1an sau | Phu trach khoa
(nam) (nam) (ky)
Last re-test Next re-test Signature
2027

Céc thong tin vé chét chuén c6 thé tra ctru theo dia chi: http://www.nidgc.gov.vn

Visit the flowing link to see the updated information of reference substances:
http.//www.nidqc.gov.vn

VKN/BM/20.02 (10) 2/2 Nady ban hanh: 27/02/2024
Tetracyclin hydroclorid SKS: C0624002




