METAPHARMACEUTICAL

N DE LOTE:

WISDOM PHARMACEUTICAL CO., LTD.
= Z W FH R &

EX
ZIk

=

/ﬁ/gdc}m

No.18, Qinghua Road,Sanchang, Haimen, Jiangsu, China {L 4 B ETMR X = #HEHFLE 185

TEL.: +86-513-8129-2202, FAX.:+86-513-8129-2226 %% : 226123

CERTIFICATE OF ANALYSIS

Batch No.: PPMBD201003S kg/Batch Size: kg Date:2021/01/30
Pimobendan
(5RS)-6-[2-(4-methoxyphenyl)-1H-benzimidazol-5-y1]-S-methyl- 4,5-
Dihydropyridazin-3(2H)-one
Eﬁﬁ'{ﬂ- (5RS)-6-[2-(4- F A EHE)-1H-H FHRUL-5-2]-5-F E-4,5-— SRk EE-3(2H)-F
CAS No. 74150-27-9
Molecular Formula(5F =) Ci9Hi1sN4O2
Molecular Weight (4 &) 334.37
2020 12 A 08 H
Manufacture Date (427 H #7) Dec. 08, 2020
20245 11 A
Retest Date (Z 2 47) Nov., 2024
No.18,Qinghua Road,Sanchang, Haimen, Jiangsu, China
Manufacture Address (4£73241) LA RS 1R = #IEE LR 18 2
i ERHHZT H EPO.S
According to (R E#K5R) PhEur.9.5 & No.RO-CEP 2013-329-Rev 02
Items Specifications Results
(RFIHE) (REFE) RBALR)
White or slightly yellowish powder ‘White powder
Appearance (J111) iy .
— %\
e . .| Practically insoluble i S
(I;_ractma]ly msoll:tble in water, freely §01uble in ras?:)lgglg ﬁ;ﬂ;l:ﬁyﬁoﬁt;rﬁggf]y §‘ )é
imethylformamide, slightly soluble in acetone : . i Ay %z
. 2 slightly soluble in acetone and inf/ 3= 55
Solubility(JEAZ &) ‘ and in methanol . methanol T fim
IL?ZZ:@HZZK! %%f;.ﬁDMF, ﬁi‘ﬁ‘%ﬁﬁﬁ J—LSF_Z:%%:ZK, 5}'%% DMF, P %%
BETHREAFE L“%ff
Melting Point(}% ) about 242°C 242°C \
Complies with reference standard spectrum Conformed
Infrared Spectroscopy(ZL7H) P PEIN
Water(7K 4) <1.0% 0.09%
Sulphated ash (ZR43) <0.1% 0.04%
Heavy Metals(Z & &) < 10ppm <10ppm
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Batch No.: PPMBD201003S ' Date: 2021/01/30

Items Specifications Results
(R E) (REIFE) RBALER)
. <LOD(LOD: 0.5ppm)
Pd residuc(fL3% ) = 10ppm (Testing result: 0.15ppm)
; 98.0 - 101.0% ,
Assay(& ) (Anhydrous substance, BAFC7K £711) 10045
Hydrazine hydrate(7K & fiff) < 300ppm ND

Related substances(#8 <41/%)

Impurity A (F/E A) <0.1% ND
Impurity B (/& B) <0.1% ND
Any other unknown impurity = . o
(EbRERR ) <0.10% 0.04%
Total impurities (2. 4%/&) <0.2% 0.12%
WI-0110 <300ppm ND

Residual Solvent((&715% 55)

Ethanol( Z.E£) < 3000ppm 1162ppm
Ethyl acetate( Z.ER 7. BE) < 5000ppm 659ppm
DMF(NN-ZF £ BB ) < 660ppm ND
Conclusion (512) Test results conform to the specifications (&#%)

WAL 6~(3,4-diaminophenyl)-5-methyl-4,5-dihydropyridazin-3(2H)-one
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ADDITIONAL TESTING

Batch No.: PPMBD201003S . Date: 2021/01/30
B I0TR B (Additional Items) FA&(Specifications) Vil esults
LAY (Tests) /*‘@ ﬁ:%f?
Particle size (Fif%) 1R %5 25 E Report Rcsuii;'g ﬁ ;Zu’% I%so(glﬁ
Z

s

Page 1 of 1




