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CERTIFICATE OF ANALYSIS

4 = H W)/Manufacturing Date: 2024.10.23

e B, 47 B Hh G A Ci7HisCINS-HCI fledit 400.0kg

Product Name Chlorpromazine Hydrochloride Batch
{14 it & AW | g0 | B 400.0 kg
Packaging A Batch Number sk Valid until g Quantity &
-t g 3 g I N .

BRIE &H £ R Inner f:/?ofrgliﬁz!lffai}] ﬁ%{;ﬁrﬁ;:jwﬁca[ s 2024.10.25

Test Items Full test Manufacturer & Co ﬂ’ d Received Date

i dh R U SR — 4= i) JFEERT] H QA i filiF¥ MEEM | 0041220
Sample From API workshop 1 Sampled By Sampled by QA Report Date T

RS2 IKHE: BP2024 AN §% kiidE/ Basis for Analysis: Based on BP2024 and In house standards

K98 15 H /Test ltems %’E“ﬁﬁﬁﬁlﬂs;}euiﬁczuiom K845 U/ Test Result
- oL 68 02K 1 (R M A K g ahtt B K
44/ Appearance e : : . h
White or almost white crystalline powder v Almost white crystalline powder
_ ‘% 5 61 /K /Very soluble in water,
i /Solubility it T 96% .85 /Freely soluble in ethanol (96 per 1% 15 g /Complies
cent)
A ELAMBA IR Test v 75 £ B2 /[Complies
% 9l/1dentification :
C. LA (ay Chiorides test v 4 1E B2 %/ Positive Reaction
KiZHE/Acidity (pH) 3.5-4.5 2 4.0
2 F/impurity F Impurity F<0.15% ” £ & i iE /Complies
Impurity A <0.15%; v A FHI/ND
Impurity B<0.3%; * A4 tH/AND
.o Impurity C<0.3%; ¥ 0.10%
X s s bt d
Related substances Impurity D=0.3%: % #F kg H/ND
Impurity E<0.15%; v Ak i/ND
Any other impurity <0.10%: e 0.07%
Total impurity < 1.0% v 0.16%
o Isopropyl alcohol <0.5%:; " 0.02%
AT e -
Residual solvents Glusne<s o AHEH/ND
Hexane <0.029% Ak th/ND
FHK I /Loss on drying £0.5% v o0,09%
iR K 43/Sulfated ash <0.1% - /B %001%
P T rrer . ot
Wi B RLAG L 10%efu/g Sl
Acrobic bacteria should not exceed 10%cfu/g N
T R pi 5 08 FURE BE G AL 10%churg =
T : : : <”0ch
Microbiological purity | Mould and yeast should not exceed 10%cfu/a
BEASEHEG s K M b 4 14 }75 1
Escherichia coli should not be detected N ! *; td
& hik/Assay 99.0%~101.0% "(\a%; "*-ﬂfd"ﬁw
T
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