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PR BRINRR R A B itt 5 /Batch No.: SL231101B
Product name: Solifenacin Succinate “£7% H $i/Manufacturing date:|  2023.01.26
R wE: R R R 1 %W % IExpiry date: 2024.12
Standard: Draft quality standards W% H i/Analysis date: 2023.01.28
¥ fit/Weight: 46.12Kg 1 £ F Wi/Report date: 2023.03.08
3 E Test item FriE#l 2 ISpecification % B /Results
[#4R] Characters {3 ufd i) * HERK
White or almost white powder. White powder
MK B, EZHMPER, EEREDLFERE faiE
Freely soluble in water, soluble in ethanol, prectically insoluble in X
n-heptane fll o ?omphed i
‘l?'f'k'.".. ‘ 144°C ~149°C 145C~146C
Melting point 3 B )
o heRE s . o
Specific optical rotation s Ll . +3?
(5] \dentification ) S ST meEn .
RIS i 2% i BT AL 40 B i PR i 7 5 o T 5 PR — B -5
The IR absorption spectrum of sample should comply with that of 3
IR the reference standard. Compiied
2 PITEE e JOerE o v {568 ok (31 7 s 2 43 PR N A R T RS A
ARG fiuum&i“mﬁmﬁlﬂu 5 RGOE MBS T S R w1 —g
The retention time of major peak in test solution should comply .
HPLC with that of major peak in system suitability solution. Complied
4237 RIERMN 2IERN
Chemical identification Posiﬁvﬂg B X Positive
(R7] Test i 3 i i Sy
(7354
PH i : o iR
e A18110.05% INF0.05%
Chiloride NMT 0.05% Less than 0.05%
FiREE : 418110.5% 0.03%
Loss on drying NMT 0.5% A
Al 18110.1% R e
Residue on ignition ~ NMT 0.1% 1L s ?02% ¥
iR radanszt NFEESZA
Heavy metals NMT 10ppm oot - E Less than10ppm
AR F18140.10% A
LR Impurity | NMT 0.10% ___Not detected
Related substances f‘ﬂi’- ";’*r:l\*'ﬁ - A13i20.10% Rt
ny other unspeci
impurity _ - A G—
BIRR 418i10.3% FS i
Total impurities NMT03% __Not detected
HIRE £183£0.10% F ¥ th
Impurity £ NMT 0.10% __Not detected
HIAF 4°14i20.15% K
[opvn Impurity F NMT 0.15% Not g_etected
Isomeric purity HG A13:30.15% I
Impurity G NMT 0.15% Not detected
R EH A18340.15% G
Impurity H ot detected

NMT 0.15%
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Kl 5 B ITest item PrHE# 2 /Specification 4 R /Results
il A1851:10.3% *Ae
Methanol _ NMT03% =~ Notdetected
784 A18130.5%
Ethanol e RGO ,o_'o?% PE.
1} A18:30.5%
Acetone  NMTOS% sigoon
ZMZf A14130.5% i
Ethyl acetate NMT 0.5% % f’?fo/'l CH—
BRI E EBEEE A 18190.5% FEH
Residual solvent n-Heptane NMTOS% = e __Not detected
RTH A18i30.1% P di
Tert-butanol _NMTO01% ___ Notdetected
A A18i10.089% A
Toluene _NMT 0.089% _______ Not detected
nLoE A#4i10.02% i
Pyridine ol NMTODRN T ______Not detected
x °18i20.0002%
Benzene seTasees . o0
TR H, &CuHuN,0s R 8 F99.0% B
[FRNE] Assay Based on dried basis, contains not less than 99.0% of 99.7%

C27 H32N206




