Fhe batch has been manufacturered in full compliance with GMP number HAG/030210/3GMP-NXA and Batch production record checked
ind approved,no deviation,no reworking and reprocessing. GMP Number: HAG/030210/3GMP-NXA Issue date:2010-02-03 Valid for three years
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*\@i? ANALYSIS

oF % ERiiobrS # 5 120628-63
Name of product: Tetracyclme hydrochlorlde Batch No.:
% ! 25kg X 80 CARTON (ZOOOkgs) R4 8 84 201247448
Quantity: Report Date:
&£ =84 2012464281 w5 0391 £ % M 2014464278
Mfg.Date: Analysis No.: | Retest Date:
2 016%6A278

FRBARIE: ARIBEOH 25 78R 4434 Specification: Base on EP7 d ﬁ ﬁ}]

Expiry Date:
AT B REARAE iR
Test ltems Specification Results
AR %@—a a8’ i%ﬁ}* ')’f-é uEJ i3 ﬁ?)*
Characters: Yellow,crystalline powder Yellow,crystalline powder

23| Identification:

B% B Acidity(pH):

EbA% . Specific optical rotation:

T $& % ¥ Loss on drying:

¥4 & Heavy metals:

ERBR A& 4 Sulphated ash:

4- £ & W% 4-Epitetracycline;

4-Z£ & PKe9 k% 4-Epianhydrotetracycline:
Ji.7K w9 24 Anhydrotetracycline:
2-TBA--E AT AWRE

2-Acetyl-2-decarbamoyltetracycline:
444 Chlortetracycline hydrochloride:
H 4t & 4o 22 SR Any other impurity:
SFRE Assay:

3% 88 %4 Residual solvents:

A: TLC identification:

B:To about 2mg add 5ml of
sulphuric acid, add the solution to
2.5 ml of water

C:Reaction of chlorides

1.8~2.8
~240° ~~-255°
<2.0%

< 50ppm

<0. 5%

<3.0%

<0. 5%

<0. 5%

<1.5%

<0. 5%
<0. 05%
95. 0%~102, 0%

787 Acetone(G.C.) < 100ppm
iE T & N-butanol(G.C.) <3000ppm
1% 4 dh#h- 3 Microbiological examination:
m B4k TAMC: <1000cfu/g
T, H8E L% TYMC <100cfu/g
KA E. coli: Absence
Er 7l AL AFEBRM 2 L TRR ’

Conclusion:

frac A
Person in charge:

Check:

The product conforms to standard of EP7

&#7 RA:

Positive reaction (pass)

Positive reaction (pass)

Positive reaction (pass)
235

-248 °
0. 10%
<<40ppm
0. 06%
1. 46%
0. 03%
0. 28%

0.55%

0. 14%
0. 03%
98. 0%

<100ppm
2275 ppm

<l cfu/g
<1 cfu/g

Absence

R

Analyst:



