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CERTIFIGATE OF ANALYSIS
%4 PRODUCT: - B 7§ F.CARBAMAZEPINE %~ Il G f&5Code.: 2001-0004
11t 5-BATCH No. 200100250103~ ] #ifls SPECIFICATION usP
A EEPACKAGE 25.00kg/Hli drum, 524 drums 4 7= B HAMAFG DATE 2024-12
HEQUANTITY 1300.00 kg H 12 B HRETEST DATE 2028-11
FEFR 4 FRTest H AR ZE R Requirement % FResults
BBEXAEREK B&HK
M
ShELAppearance White to Off-white Powder White Powder
53t R R B — 3 ExRAEE—&
ALLSMR IR Corresponding to the spectrum of | Corresponding to the spectrum of
ey reference standard reference standard
Identification X R O B 1R — X 55508 Rl R BN ] — 3K
, B A8 6 S M AE 52 UPLC Retention time of the sample Retention time of the sample
) conforms to that of the reference | conforms to that of the reference
standard standard
53— SR EE -
X%J‘ LR AiT5F Y i X-ray Diffraction Corresponding to Reference Corresponding to Reference
Spectrum Spectrum
BL FF Acidity <1.0mUg €0.010molL NaOH) F&H5E Conform With
B Alkalinity <1.0mL/g €0.010molL HCI) Fr43LE Conform With
F 4 5 ELoss on Drying <0.5% 0.05 %
SR K52 Residue on Ignition <0.1% <0.05 %
AL ¥iChlorides <0.014% <0.014 %
e | RFRA 0M-ZEEDFEF) .
ﬁla;ﬁ:& 10,11-Dihydrocarbamazepine <0.2% <005%
Related Z:JEB (W E) Iminostilbene <0.2% <0.05%
Compounds %’E’é’l‘ﬁ&}ﬁAny Other Impurity <0.2% <0.05 %
A5 % Fi Total Impurities <0.5% <0.05%
S ERE (FF) /UPLC Assay (Dried Basls) 98.0~102.0% 99.8 %
. i i f¥Methanol < 3000ppm <300 ppm
” % BTRIS-GC Z E¥Ethanol < 5000ppm <500 ppm
Residual Solvents
#ZEChlorobenzene < 360ppm <36 ppm
Docld: GUID-F7682879-7EF 1-4B54-A68B-8EBFD365B0AA_5_en-US
g A USP FruEME
CONCLUSION COMFORM WITH USP
|4 3 /
s | 1% e L7z
g ! QC MANAGER/DATE
BY/DATE L3 -01-0] 11} .01, 0) | APPROVERIDATE | 20 5. 0/t )
AR R FREAE: EQCEMERFEFRERVGI1ERNHERIE
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\ ZHEJIANG JXUZIIOU P'l(ARMACEUTlCAL CO.,LTD.
it maemmamm
JIUZHOUIN & sianniy

Pharnaceatical Tel: 0086 5768882718 4

emr ZHEJKAMG .CHINA 318000
%7@27187 E-mail: compliance@|luzhoupharma.com

&4, PRODUCT: - IS¢ CARBAMAZEPINE N } ul
{5 BATCH No. w 200100A250103
4,35 PACKAGE 25.00kg/4 drum, 524 drums 4 7= A #7 MAFG DATE 2024-12
& QUANTITY 1300.00 kg % 3% A # RETEST DATE 2028-11
L BB R A80H R T2
Notes Particle size conform with 80 mesh sieving process
e IB R "ZEIBH #ftEA/B R
PREPARED WD, ac % QA W% 7
BY/DATE wi8-0l-9) MANAGER/DATE wi%.v/. o] | APPROVER IDATE pordi ol °).
FIWI1H

. ECHRZRFE-SERNEIFRUEEE
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- ZUHEJIANG JIUZHOU PHARMACEUTICAL CO., LTD.
JIUZHOU ‘\ itk HRIT & M AT RLITE $h M99 B @i : 318000
Addross: WAISHA ROAD 99, JIAOJW«IG TAIZHOUCITY. ZHEJIAHG .CHINA 318000
Pharmaccutical Tel: 0086 57066827167 Fax; 0066 5‘79 a§827157 E-mail: compliance it|luzhoupharma.com

WQTP-SPR-2001-02 5.0(2022-10-31)

C ERTIFICATE OF ANALYSIS
§:4 PRODUCT: £ 7iFCARBAMAZEPINE . |, / f£-2 Code.: 2001-0004
it E-BATCH No. 200100A241256 1 *"ﬁfﬂf SPECIFICATION UsP
25.00kg/#Hl drum, 524 drums i
£ 3 PACKAGE 12.10kg/47 drum, 147 drum 4 7= B #IMAFG DATE 2024-12
¥ EQUANTITY 1312.10 kg H 3 H #ARETEST DATE 2028-11
PR 4 PR Test i ARZE K Requirement % B Results
HBEROEHK SRR 8
!
5 ¥LAppearance White to Off-white Powder White Powder
530 1 s R — EXT I B — 3K
AL SHR IR Corresponding to the spectrum of | Corresponding to the spectrum of
g 5 reference standard reference standard
Tdentification 570 IRk R BT (A — 3 SR R Y R — 20
- o Retention time of the sample Retention time of the sample
q B.
ARAHAREHUPLC conforms to that of the reference | conforms to that of the reference
standard standard
SxREiE—%K 53 EEE -
X5 L0407 5% Y6 1 X-ray Diffraction Corresponding to Reference Corresponding to Reference
Spectrum Spectrum
BL ¥ Acidity <1.0mL/g €0.010mol/. NaOH ) %4 E Conform With
W8 Alkalinity <1.0mUJg €0.010mol/L HCI) &3 Conform With
-4 4 HE Loss on Drying <0.5% 0.05 %
A1 52 # Residue on Ignition <0.1% <0.05%
F AL PChlorides <0.014% <0.014 %
, ZFA (10,11-— & EDSFHEE)
1 ﬁ;ﬂiﬁﬁ 10,11-Dihydrocarbamazepine <02% <0.05%
Related ZHB (IR W) Iminostilbene <0.2% <N N5 %
Compounds |2< & "#% B Any Other Impurity <0.2% <0.05 %
2% FiTotal Impurities <0.5% <0.05%
SRMNE T /UPLC Assay (Dried Basis) 98.0~102.0% 99.3%
FF E¥Methanol < 3000ppm <300 ppm
BB FUMHS-GC
Residual Solvents Z_.EEEthanol < 5000ppm <500 ppm
F(FChiorobenzene < 360ppm <36 ppm
Docld: GUID-F7682879-7EF 1-4B54-A68B-8EBFD365B0AA_5_en-US
it A R4 USP bR E
CONCLUSION COMFORM WITH USP
O EE ' . ' #AaNEH |
repasen | Lk Qc RARAGERDATE % QA ThPy
BYI/DATE Jo VP L. ;[ 1P 2.3/ APPROVER IDATE M';Mﬁf. 3/
FATHIT FERIHE EQCWﬂE{%ﬁEFuaEEAMF1$E‘Z&j§F3¢
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» ro ZHEJIANG JIUZIIOU PHARMACEUTICAL CO., LTD.
IUZI’IOU c‘\ il HIWEMBRUIRINY B9 WR: 318000
Address: WAISHA ROAD 99, JJAOJIANG, TATZHOU CITY, ZHEJIANG .CHINA 318000
Pharmaceutical Tel: 008657688827187 Fax: 00p4 5\ 8827187 E-mail: compliance:ajiuzhoupharma.com
R
TE OF ANALYSIS
¢ % PRODUCT: < 7§ CARBAMAZEPINE : ﬁf
2 BATCH No. L 2001004241256
" 25.00kg/HE drum, 524 drums - )
5.5 PACKAGE 12.10kg/Af drum, 147 drum 472 0 14 MAFG DATE 2024-12
& QUANTITY 1312.10 kg 558 B # RETEST DATE 2028-11
Y PHEMNE0RMMERIE
Notes Particle size conform with 80 mesh sieving process
HEEIB - EHEIBH #EAEA/E
PREPARED | g, ac 0A V4 7,
BY/DATE 2z 11,3) | MANAGER/DATE ~o>4. 12-3| | APPROVERIDATE| _,o2% /> 3 / .
9
FITH] FEIE: R ZERFETHERMEI1FRLEEIF
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ZHUEBJITANG JIUZHOU PUARMACEUTICAL CO., LTD.

]UZI{OU G‘\ Mekk: AFIT# f M7 ML ShibBK09 & MBIR: 318000

e Address: WAISHA ROAD 99. JIAOJIMNG, JAIZHOU CITY, ZHEJIAHG ,CHINA 318000
e - Pharowaceutical Tel: 0086 57688827187 Fam 0@5&670 66027187 E-meoili compliance-djluzhoupharma.com

WGQTP-SPR-2001-02 5.0(2022-10-31) f

4 30 5L

: CERTIFICATE OF ANALYSIS

K 54 PRODUCT: -k 5 75 s-CARBAMAZEPINE ‘ ; SR {5 Code.: 2001-0004
o it 5 BATCH No. 200100A241255 . ' ﬁi{ﬁ SPECIFICATION USP
R 25.00kg/# drum,524 drums
. L ‘5.] -
.3 - f_,%PACKAGE 13.60kg/H8 drum, 143 drum 4 7= B HMAFG DATE 2024-12
% T SEQUANTITY 1313.60 kg 55 F HARETEST DATE 2028-11
TEPR 4 FRTest HAE K Requirement £ EResults
HEZEEAAKRK BERK
it
#hXEAppearance White to Off-white Powder White Powder
SR EiE % X e A —
AL AR HE IR Corresponding to the spectrum of | Corresponding to the spectrum of
e reference standard reference standard
1 Identiﬁ;ation 5% IR R BT (A — 3 538 IRk R B o] — 30
T v BB 5 R A €5 4 UPLC Retention time of the sample Retention time of the sample
' conforms to that of the reference { conforms to that of the reference
S R standard standard
RE Y S REE— 5 1 R PV — K
: o XGT LT 5T Y61 X-ray Diffraction Corresponding to Reference Corresponding to Reference
Spectrum Spectrum
AR ¥ Acidity <1.0mL/g (0.010molL NaOH) 4 sE Conform With
53,75 Alkalinity <1.0mUg (0.010moliL HCI) %A #E Conform With
F 13 & ELoss on Drying <0.5% <0.05 %
K4 5% & Residue on Ignition <0.1% <0.05%
F AL YrChlorides <0.014% <0.014 %
ZFHEA (10,11-ZE R L)
ﬁ IU%P?(F 10,11-Dihydrocarbamazepine <0.2% <0.05%
Related Z=EB (LEE) Iminostilbene <0.2% ' <0.05%
' B $. 44 f Any Other Impuri <0.2% 0.05 %
v COmp\Ounds, X b'é' ™R Yy p ty <V, )
| G B2 F Total Impurities <0.5% 0.05%
FEENE ($1F) IUPLC Assay (Dried Basis) 98.0~102.0% 98.9%
P B¥Methanol < 3000ppm <300 ppm
- BBIEFIMHS-GC
Residual Solvents Z.B# Ethanol = 5000ppm <500 ppm
& Chlorobenzene < 360ppm <36 ppm
Docld: GUID-F7682879-7EF 1-4B54-A68B-8EBFD365B0AA_5_en-US
ik ERFE USP IRl E
CONCLUSION COMFORM WITH USP
WAL - ' .
mites Ledriny SRR BENSR | Ty,
PREPARED QC MANAGERI/DATE QA
BY/DATE 2. 11.5) w7 12.3) | APPROVERIDATE| 0/ /)
BIRHIT
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: - ZIHEJIANG JIUZIIOU PHARMACEUTICAL CO., LTD.
IUZHOU e‘ A T RENTRITIRMYROOS M. 318000
Address: WAISHA ROAD 99° JAGIWHG, TAIZHOU CIWY, ZHEJIAHG .CHIIIA 318000

Pharmaceuwrical

Tel: 0086576 888;3187 fax 0086, 576 88827187 E-mail: compliance ‘@jivzhoupharma.com

Ky 5o % 45 3

CERTIFIOATE OF ANALYSIS
4% PRODUCT: - IL G- CARBAMAZEPINE
it S BATCH No. 200100A241255
; 25.00kg/4 drum, 524 drums .
v_ f1,3% PACKAGE 13.60kg/4Tl drum, 148 drum 47 H i MAFG DATE 2024-12
- EE QUANTITY 1313.60 kg F 3 H #H RETEST DATE 2028-11
Ui FORLBE R A 80 B IR i T2
Notes Particle size conform with 80 mesh sieving process
Hil e &/ H BEBH it A/E A ,
PREPARED | Zoc B dss ac QA W %74‘/
BYIDATE oW 12 L MANAGER/DATE ~»p }2-31 | APPROVERIDATE | 202 /><7) / :
WATHAR

FFREME: ECEMERFEFRERAGE IFRUERFE
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ZHEJIANG JIUZIHOU PHARMACEUTICAL CO., LTD.
JIUZHOU '\ thish: SRITS @ MMMIIE MY IO9® W6IR: 318000
Address: WAISHA ROAD 99,

.w G. TAIZHOUC"V ZHEJIANG .CHINA 318000
Pharmaccutical Tel, 0086 576 888 T it

7!11 6 576 88827187 E-mail: compllance@|luzhoupharma.com
WQTP-SPR-2001-02 5,0(2022-10-31) SRR P I
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CERNFIEATE GF YSIS

#4 PRODUCT: I 75 FCARBAMAZEPINE ]}3}4 "~ A ! B Code.: 2001-0004
$#-SBATCH No. 2001004241254 [ $5% SPECIFICATION usp
25.00kg/Fi drum, 5248 drums
23 PACKAGE 17.04kg/4 drum, 147 drum 47 H #MAFG DATE 2024-12
K EQUANTITY 1317.04 kg 5% H ABRETEST DATE 2028-11
i RIT 4 FRTest HARER Requirement - £ R Results
HEEXREEHK B EBR
5t B Appearance White to Ofafwhite Powder White Powder
B xR B — 5 EximmEE =
ALLSMRYBTEIEIR Corresponding to the spectrum of | Corresponding to the spectrum of
P reference standard reference standard
¢ Identification xR fh R B e | —3 SRR B A3
& B.A3 25 2 AR (5, UPLC Retention time of the sample Retention time of the sample
- conforms to that of the reference | conforms to that of the reference
: standard v standard
33 RE#H— HxtR B —%
Xt R i1 5t Y68 X-ray Diffraction Corresponding to Reference Corresponding to Reference
Spectrum v Spectrum
B Acidity <1.0mUJg (0.010moll NaOH) v [ FF-&#i5E Conform With
, B Alkalinity =<1.0ml/jg €0.010mol/l. HCI) ¥ &3 Conform With
e THRKELoss on Drying <05% v <0.05%
1R #4158 # Residue on Ignition <0.1% v <0.05%
4t PrChiorides <0.014% v <0.014 %
: FEA (10,11-“EEDHEE)
ﬁﬂiﬁﬁ 10,11-Dihydrocarbamazepine <0.2% <005%
Related |28 () Iminostilbene <0.2% <0.05 %
Compounds |2 65244 BAny Other Impurity £0.2% X 0.05 %
| 2 F Total Impurities <0.5% v 0.05 %
. | BE®E fiF) PLC Assay (Dried Basis) 98.0~102.0% v 99.8 %
H B¥Methanol < 3000ppm X <300 ppm
¥R B ¥ AMS-GC
Residual Solvents Z.E¥Ethanol < 5000ppm <500 ppm
o #(ZChlorobenzene < 360ppm x <36 ppm .
’ Docld: GUID-F7682879-7EF1-4B54-A68B-8EBFD365B0AA_5_en-US ;
i XA FFE USP bRrERLE
- CONCLUSION COMFORM WITH USP
EEER [ 0] zusian [ pg | PR [ gl
i QA i
BYIDATE | 0%/, /] QCMANAGERIATE| ™ 4o 1.25. | APPROVER IDATE| ~ 29501
i
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ZHEJIANG JIUZIIOU PUARMACEUTICAL CO., LTD.

JIUZHOUIN & ssirarssings

Pharmaccutical Tel: 0086 576/?

&4 PRODUCT: I, 5F CARBAMAZEPINE \ :h

$#t: BATCH No. R 2001004241254
25.00kg/#E drum,524% drums _
£33 PACKAGE 17.04kg/4 drum 145 drum 4 7%= H i MAFG DATE 2024-12
¥ & QUANTITY 1317.04 kg H5) H %4 RETEST DATE 2028-11
L FRERFA0BMMERTE
Notes Particle size conform with 80 mesh sieving process
HltEE/B 4_ 4 HiEEIBH fitdE A/E A M
PREPARED | % ac QA }%
BY/DATE 30/ 1§ MANAGERDATE |“/ " | 4 />, | APPROVERIDATE[ _ b o 30
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