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YangZhou SanYao Pharmaceutical Co., Ltd.

Certificate of Analysis

R4 H S Report No. YLYYSAXS2025013

m A HRERE AHtEE 500kg
Product name Ambroxol hydrochloride Batch amount
p-Logi BRI " %] Bm¥E 184
Test application dept. | APl workshop |l Sample amount
H4& Specification JERZ5 AP A% Package #BR]L% Plastic bag
CIE AU BT = 25425 B R E) E=EH
Manufacturer YangZhou SanYao Pharmaceutical Co., Ltd Mfg' date 20250313
#tS Batch No. 20250305 AR 2027.02
Exp. date
#&E&EE’J %ﬂ%ﬁ—%ﬁ. HSIEUEEE 2025 03.20
Testing purpose Specification test Receive date
KRR (WoMZa8e) 11.0 F AR | IREBH
Test based on H Report date 2025.04.09
EP 11.0
RIS E Test items FERLE Specification MR Results
MABBEMREERMEMAR
should be white or yellowish
crystalline powder. ABEBEEMMR

[*1R] Characters

MATK, ATHE JLERNET
& %, sparingly soluble in

White crystalline powder;

water, soluble in methanol, Complied
practically insoluble in methylene
chloride.
[%51]] Identification ®) O} ) (C)_ ©) mfFaRE Complied
should be complied
[#£ 2] Inspect
BRI Acidity pH{EN A 45-6.0 5.2
AERRENEEESHE . -
Clarity and colour of methanol N alE ) 1%%@1%
, Should be complied Complied
solution
B XM R Related substance
B8 ZXAny individual impurity N Should be < 0.1% 0.018%
22k Total impurities R Should be < 0.3% 0.06%
% BB 37 Related solvents
FHEZ Methanol K Should be < 0.3% 0.008%
Z B2 Ethanol K Should be < 0.5% 0.03%
AHE Acetone K Should be < 0.5% 0.004%
fﬂaﬁ [ Should be < 0.06% 0.002%
Dichloromethane
=S R Should be < 0.006% Attt

Trichloromethane

Not detected
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YangZhou SanYao Pharmaceutical Co., Ltd.

Certificate of Analysis
& $BS Report No. YLYYSAXS2025013

m A HRERE At S E 500kg
Product name Ambroxol hydrochloride Batch amount
p-Logi BRI " %] KmiE 184
Test application dept. | APl workshop |l Sample amount
H4& Specification JERZ5 AP A% Package #BR]L% Plastic bag
P BT = 24125 B R A =) ErBH
Manufacturer YangZhou SanYao Pharmaceutical Co., Ltd Mfg' date 20250313
#tS Batch No. 20250305 AR 2027.02
Exp. date
#&3&5&’9 %J”LJI%{@E@. l[SIﬁ'JEIP‘Ji 2025 03.20
Testing purpose Specification test Receive date
BRI (WoMZa8e) 11.0 F AR | IREBH
Test based on H Report date 2025.04.09
EP 11.0
F 1§ E Loss on drying | N Should be < 0.5% 0.09%
*R%;W%;ﬁ L K Should be < 0.1% 0.04%
Residue on ignition
E £ & Heavy metals N Should be < 20ppm <10ppm
f#EE Arsenic N Should be < 0.0002% <0.0002%
ﬁf MR R Microbial RHFE#E Should be complied FEIME Complied
gﬁgw.%? _ R Should be < 0.08EU/mg FFEIME Complied
Bacterial endotoxin
BTEBITES CuHisBrNO-HCI
K2 99.0%-101.0%.
[&EME] Assay Should be 99.0% t0101.0% of 99.81%
CisH1sBr2N.O-HCl, calculated on the
dried basis.

2R Atk (BUNZE)Y 11.0 lRAM IV ARIERE, ERFEIE.
Conclusion: This product was tested based on BP11.0 and internal control standards of the enterprise, the
results meet the requirements.

EA L ve) ginE
Person in Tested by: Checked by:
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