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Product Name: Hydroxycarbamide A
inr 210700022014 ARt 2 VX2026P 4= L2100%m. .
Code: Batch No.: Manifmm\ L2100 (7 -
EF=BE(E/RIE): 2022/10/28 H¥%HHI4/F/A) 2026/10/27 R 4AANELE ‘Z"""“”J.-?j/_.’,f/\?oza{t)zf_zc;
Manuf. Date(Y/M/D): Retest Date(Y/M/D) R e Wl
HRYE: 1000kg ALEHH:: 25kg/A% A ek
Batch Size: Package Size: 25kg/bucket
RRIFES: AX-Q-AM0300B  HEfmu: Valid Ph.Eur /R1-Cl
requirements
Specification Number: Specification: Valid Ph.Eur /R1-CEP 2005- 4
- ~— Tequirements T TN L
S S 3 : G’, ZR
_ Anaysis - Component - Specificaions ')‘g.‘w AN EERResSG Y
R iR HERXEBERERE . R R
Appearance Appearance White or almost white crystaliine powder White crystalline
. powder
L5 A 5 A R S5 0 T R B A SR R R — 3 Has
ldentification A Identification A IR:The spectrum of_xthe sample corresponds Complies
to that of RS
%5 B %5 B PR ST 0 2 585 B B A — HEME
Identification B Identification B TI,_CiThe principal spot of the test solution is Complies
_similar in position and size fo that of RS
i3 R <0:5% HEPE
Urea(TLC) Urea . =<0.5% Complies
HRYE HRBEA <0.1% <0.02 %
Related substances( Impurity A =0.1%
HPLC) :
ERA TR <0.05% <0.02 %
Any unspecified impurity <0.05%
BAR A <0.2% <0.02 %
“ Total impurities =0.2%
S FAH <50ppm amE
Chiorides _ Chiorides <50ppm Complies
K4 b > K4 <0.5% 0.02 %
Water Water =0.5%
GRS BRERIR 5 <0.1% 0.01 %
A §yﬁated ash Sulfated ash =0.1%
R (UEkwi FE (XA 97.5-102.0% 99.7 %
Assay(on the Assay (on the anhydrous 97.5-102.0%
anhydrous basis)( basis)
HPLC)
QCEEA : FHE QUFEA: Z=4IR
QC Reviewer: 2023/01/04 QA Reviewer: 2023/01/04
E1H, HK27 B 2.0 COA No.000018,554
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o i
- Analysis omponent Specificatiol
b Silt 1] i) =3000ppm <34 ppm
Residual solvents(GC Methanol <3000ppm
)
Z.B <6000ppm /7"-_——__‘\ 1 ppm .~
Ethanol =5000ppm éBE\M% ' J
oA R e e T <1000cfulg /1 s e 1 i R DR
Microbial Total aerobic microbial <1000cfulg ‘% M%Rﬁ'ﬁ%ﬁﬁﬁﬁﬁ =
enumeration count o\ B S
Y T I e <100cfu/g K
Total combined yeasts %100cfulg
and molds count f
i EL 2 2 T <100cfuig - <i0cfulg
Bile-Tolerant Gram- <100cfulg 7
Negative Bacteria &/
WITEH AR H/10g { v T EsE
Salmonella Not detected/10g ra Sl Complies
RIGTA TR Hilg S TR
Escherichia coli Not detected /g . =~ '~ Complies
kg >710mm <15% v 5 %
Particle size >710Mm =15% S
<125im £15% 12 %
<125um <18% '
whr AR 0.75~0:95g/ml 0.87 g/mL
Density The bulk density ~ 0.76%%0.95g/ml
FEE 10.90~1.10g/ml 1.07 gimL
The tapped density: .~ "0.90~1.10g/mi

At ARG E4RAEValid Ph.Eur /R1-CEP 2005-051-Rev 0d+cliont’ s requirements

Conclusion: This product conforms’ to the specification Valid Ph.Eur /R1-CEP 2005-051-Rev 04+client
’ s requirements
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Storage conditions: In a tight container, protect from light

QCHIZA : AP QAT 4
QC Reviewer: 2023/01/04 QA Reviewer: 2023/01/04

Wa2m #am & 20 COA No.000018,554



