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CHUAN DUQC DPIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance
DOXYCYCLIN HYCLAT
Cy,H»N,0g, HC1,%%C,H0,2H,0
SKS:0511035.03

I. Muc dich sir dung: Chuan Duge dién Viét Nam Doxycyclin hyclat SKS:
dung cho cac phép thir dinh tinh va dinh lwong bang phuong phap phan ti
Intended use: The Vietnamese Pharmacopoeia Reference Substa Dox
Control No.0511035.03 is intended to be used in physigochemi i
identifications.

I Mb ta: Bot két tinh mau vang, d& hat am.
Description: A yellow, crystalline powder

1.  Két qua phén tich: Tién hanh song son M\ chua ocyclin hyclat EPCRS 16 3 ¢6
ham lugng 85.6 % CyHza N2Os, tinh th
Analytical data: The Doxycycline hyc
regarded as 85.6% C2H24N>Os, calculat

L4 P4

n the I'as is” basis.

1. Dinh tinh (I@Wicalion ‘
a. IR : op Vo1 ph6 hong ngoai cua Doxycyclin hyclat.
oncordant with the infrared absorption spectrum of
Doxycycline hyclate.

. Dung
Conformed

. 2.44 (dung dich 1,0 % kl/tt)

a2
s

G6c quay cuc riéng - -113,1° (dung dich 1,0 % kl/tt trong hon hop HCI 1M va
Specific optical rotation MeOH ti 18 1 : 99, do 620 °C)
-113.1° (1.0 % w/v solution in the mixture of I M HCI
and MeOH = 1 - 99, measured at 20 °C)

4. Tap chét hép thu anb sang - 0,02 (dung dich 1,0 % kl/tt trong hon hop HCL 1M va
Light absorbing impurities MeOH ti 1& 1 : 99, do 6 490 nm)
0.02 (1.0 % w/v solution in the mixture of IM HCI and
MeOH = 1 : 99, measured at 490 nm)
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10.

Do hép thu riéng
Specific absorbance

Tro sulfat
Sulphated ash

Ham luong nudce (KF)
Water

Ethanol (GC)

Tap chét lién quan (HPLC)
Related Substances

Dinh lugng
Assay ( HPLC)

: Al%lcm = 313,1 (dung dich 0,001 % kl/tt trong hon hop

HCI 1M and MeOH ti 1¢ 1 : 99, do & 349 nm)
AM/C,H =313.1 (0.001 % w/v solution in the mixture of
IM HCl and MeOH = 1 : 99, measured at 349 nm)

10,02 %

02,08 %

15,7 %

. 0,87 % (6-epidoxycyclin)

Khong phat hién céc pic tap khéc
0.87 % (6-epidoxycycline)
No other impurity peak detected

: 85,49 % Cp»nHuN,O4 tinh theo nguyén trang;

Do khong dam bao do md rong U = + 0,16 %, hé sb
phu k =2 ¢ do tin cay 95 %.

85.49 % CH>4N->Os, calculated on the “as is” basis;
Expanded uncertainty of the certified value U =+ 0.16
%, using a coverage factor k = 2 at level of confidence
approximately 95 %.

IV. Huéng dén sir dung: Khong sy trude khi dung.
Direction for use: Do not dry before use.

V.

Bao quan: Nhiét d6 2 - 8 °C, tranh anh sang.
Storage: Keep container protected firom light, preferably at the temperature from 2 — 8 °C.
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