
lbe batch hgs been manufscturered in lull compliance with GMP number HAG/030210/3GMP-NXA and Batch production record checked
ud approved,no deviation,no reworking and reprocessing. GMP Number: HAG/0302106GM?-NXA Issue date:2010-02-03 Yalid for ihree years
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*HHfrffiEL€. [nChuan Ni.ngXia China

NINGXIA OIYUAN PHARM 750101 H*mai [: ie@china-qiyuan. com

1-4066938. Fax: 86-951-4066968

lu'\e.,, ozGo})s ll

CERTI

fs At
Name of product:

*.Ef.Eerfi*
Tetracycline hydrochloride

{t &r
Quantityl

25kex 80 CART0N (2000kes)

*.Pa&:
Mfg.Date:

20t246 n 28 A

t*,&lt tE: +iLlEEk'N* *7ftfi.ttlt specificarion: Base on EP7

jtL *: 120628-63

Batch No.:

*k*aAA: 2012+7fl4A
Report Date:

E tt $a:

lletest Date:

7A14+6 A27 A

fi ,*" $A: 2016+6Ana
Expiry Date:

+S$,F B
Test ltems

,ta#i:
Characters:

$5rl Identification:

ff{ft Acidity(pH):

iLiAA Specifi c optical rotation:

+RAq Loss on drying:

f.$fi Heavy metals:

fih#-&h\ Sulphated ash:

4- E &1 w fi* 4-Epitetracycline:

4- eh frx,r(r 16* 4-Epianhydrotetracycline:

ffL ?Fw 4* Athydrotetracycl ine:

2*L&.&_z*+*iY&qrr,*.
2-Acetyl-2.decarbamoyltelracycline:

b &* Chlorletracycline hydrochloride:

*a$, *-*p * ft Any other impurity:

6€xrlt nssav:

,{, f4 16** Residual solvenls:

66Fl Aoetone(G.C.)

"fi.f fi| N'butanol(C.C.)

#f *-th b # Microbiological cxaminarion:

iu6d.*t rAMC:

s6'. 6*-$'6,$fr rYMC:

dXhlt*-6 E. coli:

ft&til!1
Specification

fter*,%,1*++*
Yellorv,crystall ine porvder

A: TLC identification:

B:To about 2mg add 5ml of
sulphuric acid. add the solution to
2.5 ml ol'waler

C:Reaction of chlorides

r. 8-2. B

-240" --255"
{2. OYo

S50ppm

<0.5%

<3. 0%

<0.5%

<0.596

<1.5%

<0.5%

<0. 05%

95. 0%-102. 0%

( 100ppm

{3000ppn

{ 1000cfu/e

{ l00cfu/g
Absence

+rxf;rlx"
Resulls

frar*&+L*ti,
Yellorv,crystal I irrc porvder

Positive reaction (pass)

Positive reaction lpass)

Positivc reaction lpass)

-248

0. i0%

(40ppm

0. 06%

l. 46%

0. 03%

0.28%

0. 55%

0. 14%

0. 0370

98. 0%

( 1OOppnr

2275 fillni

<l cfu/e
<l cft/g
Absence

!*ib: &f"&AEt,rtlfrx"tn
Conclusion: The product conforms to standard of EP7

Ltnft:
Check:

#,4tfi,::
Analvst:

i ,:r^-:ri'-fifrx:


