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CERTIFICATE OF ANALYSIS

R&E%5: BC-202005004
Report NO.: BC-202005004
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Name of /pr6ducti N Acetazolamide Item Bulk drug

o \@ﬂ./ N Pl E
fﬁ N . 40182200416 L 53.15kg
: HHAME 2022 404 A 23 B
Aprll 24,2020 Expiry Date April 23, 2022
% B % g HAE B A 2020504 A 27 B
. <=/ j/ Workshop B Accepted date April 27, 2020
RRAWN GHIE 7 A& 4% A 2020 4 05 A 05 B
Purpose ~For storage and release Report Date May 05, 2020
A
According to : : LEE
REBRNGRARERRCHR, v, BRRE/ /RO HHELERNL
o2 SREE, Ho BRMmA, Ho.

Package Bulk drug substance is packaged in medicinal gradeslow-density polyethylene
bag and sealed, placed into medicinal grade aluminum foil compound bags and
sealed, then placed in paper drum and sealed. -

2325 B AREAE BI R Fl
Analytical Items Speciﬁcation Analytical Results Determination
Adeh G EATRE & X
L R; LR,
KK Posis, B ZE A Ko
KRB F BRI, d&aa/&/ﬁﬂ(q’%zz},éc
ZRTRARCER FJC, LB PSR, 2= 5T
FRE, ARBRTH NEFILERE, £RER
7% White aciCular + 5
crystal or erystalline White crystalline powder.
(k] powder; Odourless. Sparingly soluble in -4
Characteristic Sparingly soluble in boiling water. Very Complies
boiling water. Very slightly soluble in
slightly,soluble in ethanol. Practically
water or ethanol. insoluble in
Practically insoluble in trichloromethane, and
trichloromethane or freely soluble in
diethyl ether, and ammonia solution.
freely soluble in
ammonia solution.
Aoy LS BB | RS bh SN RO B %
EEstReEE b | SR EE CLEE 9
& % 9 @) "fi @) "fi ~
1d ( éﬁj ]. The IR spectrum of the The IR spectrum of the é\ﬂfk
entification Complies
test sample corresponds test sample corresponds
to the IR spectrum of the | to the IR spectrum of the
CRS CRS
E I 433 0.014% HEME HEAZ
Chloride Not more than 0.014% Complies Complies
[#%5] FRBR 3 A% 0.04% HAeAZ HEAR
Tests Sulfate Not more than 0.04% Complies Complies
o] A AL 30PPM HEMZ FeME
Selenium Not more than 30PPM Complies Complies
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&% E 745t 0.5% &R EARH
Impurity E: NMT0.5% Impurity E: N.D
&5 D A%t 0.3% R DiAA
Impurity D: NMT0.3% Impurity D: N.D
Z]—%dhf)ﬁ ’})h?)ﬁ -B Z:ff?’li 0.5% %E‘}ﬁB 0.02% o8 ]
Related Impurity B: NMT0.5% Impurity B: 0.02% HEAE
P A %K C M7 0.5% # /1 C: 0.02% Complies
Impurity C: NMT0.5% Impurity C: 0.02
&R ATEFE 0.5% R A kAl
Impurity A: NMT0.5% Impurity A: N.D
&R F 143 0.5% R F: At
Impurity F: NMT0.5% Impurity F: N.D
Ko A3t 0.5% 0.06% HEAR
Moisture Not more than 0.5% sl Complies
PR g 0.1% e
e Not more than 0.1%
ignition \
#wF R, &
C4HgN4O3S2 &2 4 98.0% %%E
—102.0% 1
(58] Calculated on dried B
= substance, it contains not 99.7% #

Assay

less than 98.0% and not
more than 102.0% of
Acetazolamide

(C4HeN4O3S2) Ve O
i Asikil (TEt-dic A EARE) (USP) %k, ZFHFAMAR
Comclision Complies with Specification of Acetazolamide” (USR)
&ix
Remarks
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