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CERTIFICATE OF ANALYSIS

THRERE

Product Mepivacaine Hcl
FEm AR B FIRR A N-(2, 6 ZHIZREE) —1-FAE-2-WRNE FBEIG SRR L (CHLN,0 « HC1)
Batch No. MFG. DATE
22070102 2022. 07. 01
s EF=H
Approval Date EXP. DATE
s 2022.07. 11 2024. 06. 30
HeE B BERHE
Tests Results Specifications
TiH “ZR L7
Description Hiige crzsia]llne White or almost white crystalline powder
. powde . "
N ] éﬁ: =
R 16 25 SR SRS EERE T CT i N
. . Soluble in water and methanol, very slightly soluble
Solubility Complies : ; : ;
VAR PO in chloroform, practically insoluble in ether
- KM R GE, SRS, 2L FAE.
pH (& about 4. 5.
T % 4.5
Complies A: By IR, To match with working standard
& HE 2L AR S B 5 B — B
Ide“tg;jatlon e e B: Melting point (} ) :149° ~153°
Complies C: A solution responds to the test for Chloride
& e SN BT
Loss on drying 0. 1% <1.0%

Organic impurities

Not detected

AR H

2,6-dimethylaniline<<20ppm
2, 6-_HIREIIE<20ppm

0. 01%

Bupivacaine related substances B<0.15%

A bR R X5 B<0. 15%

Not detected

Picolinamide<<0. 15%

GLLEA A M B < 0. 15%
0. 06% AR AR E AT <0. 1%
Total impurities<c0. 4%
0/
el RJR R <0. 4%
Not detected Methanol<0. 3%
ARG H P <<0. 3%
Not detected Ethanol <0. 5%
W ﬁ‘< 9
Residual solvents AR i LRES0. 5%
PR B Not detected Glacial acetic acid<0.5%
A H KR <<0. 5%
Not d;iZEted N-methylpyrrolidone<<0. 053%
AR N~ HTE I K2 < 0. 053%
o PHARMACEU/\/
Assay 2 C 98. 0%—102. 0%
. 33% AN/ .
1 99. 33 \ ﬁﬁ@'ﬁ%@l@faéﬁq on the dried basis L\F-fhit)

Conclusion Z&#

Conforms to USP43
54 USPA3 Frife




