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CERTIFICATE OF ANALYSIS
KAIFENG PHARMACEUTICAL (GROUP) C

FAGRON IBERICA, S.A.U
Corresponde al lote de Fagron:

L \AM A

Hlu b *m?"fﬁ‘?f#?gﬁlﬁ'l 3 Add:. 1Yunan Steeet, Henan vamcc, Ching Hfif (Zip) 475003

R (T:l) 8637160113598 86371 60113595 +8E371 60113593 86371 60113592

Prodiict Nime Doxycyclme Hychte
R 1 : _HBRETRE -
Repent No, 0000245 Batct:No. K12—049.  |Manufocturedate | 20120207 | Retestperiod | 201601
WERT # ErHH 7% %
Sampling date 20120203 | Releascdate. |  20202.04 Contents Z5kg/drum Quantity 1000k
HeH L HEEm ik | 28kl % W
Manufacture unit Stuffone. The purposeof sendinginspection Full review
CEPE A ER— HREm 28
Analysis Results B %8 g
TestLCnrr ied Out - Lmits Observations Analysis Result
W W H Eox ¥ o= L
Characeristics A yellow crystalling powder A yeliow crystaliine powder Complics
53 AR PSR RGBT 5 ¥
Solubility conforms:to Ph.Eur, 7 megts the requirements Complics
oW 4 PhEur, 7 LM & H
Identification A.B.C.Positive  rcaction meets.the requirements ‘Compliss:
% T ABCRERIERR FREE & &
pH 2:0+3.0 Z5 ‘Complics
‘ AR
 Absorbance 300<335- 3zg Complics
%8 R ¥ (34%0m) . &
‘Specific optical rotetion -105~ <120% -L13° ‘Complics
i 5% & #
Beavy metals £ 50ppm’ <50ppm Complics
B & R &
Light—absorhing  impurities <0.07 ' 0.02 Complies
FERHE (490am ) a &
Impurity A FREE A <2.0% 1.5%¢ Complies &
Impurity B 7% B <20% 02% Complies & %
Impurity C &K C =0:5% Notderceted FHEH Complizs & #
Inpurity D R D 0% Notdetected i Complies & #%
Almpurity B RRE <{i5% Nor detected FA3 4 Complics &
- Jimpurity’ - RBEF =0.5% Notdetected Ftti Complies & #
[An’y other impurity JE4vZuIR <0.10%. Not detecred. L4 Complics & 4
Residual solvents 5% 512 1 Methanol T RA< 3600ppm 100ppm Complies &
Ethanot 43 ~60% 4.6% Complics
L B & B
Sulphated ash v <0.4%. 0.06% Complies
srvmﬁ jj{}} h "".\ '.{' .g. m
Water 1.4.~2.8% 1.9% Complics
. B
Asgay: It Contsins notJess than 950 per.centand notmore than 102,0 per eent 'l :
Doxyeycling hydrachlotide {CazHCINORY cateutited with éference to: Complics
the anhydrous,sthaivol-feee subsiaiiee: ) 98.6% 3
Al RLAEZRBUI. SRRETREL 0% ~ 1020% _ &
’ Conclusion: Complies with Ph.Eur.7
%Y RETHER TR
{NO.RO-CEF 2001-038-Rev 02)
Tested by ({35 A): ] _%_):_L Chiccker((H%A): -7 ., M ‘Director of QC{?’*%.'"'E)‘:.'

4#‘3}1- (Fax) : +86371 6(]!13591




