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CHUAN DPOI CHIEU THU CAP
Secondary Reference Substance

DOXYCYCLIN HYCLAT
(C32H,5C1IN,04).2C,H0.2H,0
SKS: 0622035

I. Muc dich sit dung: Chuan d6i chiéu thir cip Doxycyclin hyclat SKS C0622035 dugce str
dung cho céc phép thr dinh tinh va dinh lugng bang phuong phap phan tich hoa 1y,
Intended wuse: The Secondary Reference Substance Doxycyclme hyclate Control

No.C0622035 is intended to be used in physrcochemwal analyszs Jor assay and
identifications. L N E

II. MBa ta: Bot két tinh mau vang, hat 4m. P
Description: A yellow crystalline powder; hygroscopir !

\

III. Két qua phan tich: Dbi chiéu voi chuin Doxycychn hyclat USPRS 16 RO65HO0 ¢6 ham
luong 85,7 % Doxycyclin (C22H24N208) tinh theo nguyen trang.

Analytical data: The Doxycycline hyclate USPRS Lot. RO65H0 was used as Standard and
regarded as 85.7% Doxycyclme (C22H24.N208) calculated on the “as is” basis.

1. Dinh tinh (Idem‘lf catzons)

a. Phd hong ngoal s, % o Phu hop véi phd hdng ngoai ctia Doxycyclin hyclat chun
IR b % /C@fncordant with the infrared absorption spectrum of
by, | Doxycycline hyclate RS.
/ : Dung
~b. Phan img cua ion CI Conformed

‘ \«Re‘afc';fl\‘ion bfchloride

T SN : 2,45 (dung dich 1,0 % kl/tt)
‘4 2.45 (1.0 % w/v solution)
3. Do hép thy : 0,01 & bude séng 490 nm (tinh theo chét khan va khong
Absorbance c6 ethanol)

0.01 at 490 nm (anhydrous and ethanol-free substances)

4. Ham lugng nudce (KF) 11,93 %
Water
5. Ethanol (GC) 14,68 %
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6. Tap chét lién quan (HPLC) : Tap A: 1,82 % (Impurity A: 1.82 %)
Related Substances Tap F: 1,67 % (Impurity F: 1.67 %)
Tap B: Khong phat hién (Impurity B: Not detected)
Tap C: < 0,05 % (Impurity C: < 0.05 %)
Tap khéc: Khong phét hién (Unspecified impurity: Not detected)
Tbng tap: 3,49 % (Total impurities: 3.49 %)

7. Dinh luong . 83,6 % Doxycyclin (CH24N>0g), tinh theo nguyén trang;
Assay ( HPLC) Do khong dm bao do mé rong U = 0,2 %, hé s6 phu
k=2 & do tin cay 95 %.
83.6 % Doxycycline (C2,Hz4N>0s), 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. Huéng din si dung: Khong sdy trude khi dung.
Direction for use: Do not dry before use.

V. Bao quan: Nhiét 4o 2 — 8 °C, tranh 4nh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8 °C.
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