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CERTIFICATE OJ_TA:NAL‘YSIS
LRSS (COANO.) TS-QCSUB0109002-Repori01-07

et Zone, Zhejlang,China (312369)

R f#$«a(5erm: No.) E1282307009

5 2 FR Product TRNEE Clanmromyci‘r‘l\"" =58 Baich No. U128-230601-1
B #  Packaging Size 25K g/t (drum) B E BatchSiz 685.10Kg
EFHH MFG Date 05/07/2023 (d/m/y) 5 B Reporting Date | 11/07/2023 (d/miy)
PATHRHE According to SEZHHA (USP43) S0 B #A Retest Date 04/07/2027(d/m/y)
RERNE Shipped quantity
é PRERIAE (Tests) : oM oE (Acceptance Criteria) & EResults)
i Lk B R o <k
oL AEEREBLERENR e
, : 3 ite crystalline
’ White to off-white, crystalline powder. I
Appearance powder
e R | OETRE, METEKZE. B, ZRENR
| Charactes e | BT COH =2~5) o, KB LERE. Solble in
Sm 'F_ - acelone , slightly soluble in deliydrated alcahol , in methanol , 154 Conforms !
olubility and in acetonitrile , and in phosphate buffer at pH values of 2 to
5: practically insoluble in water . '
TR 4L 4 3698 50 P i 7 5 4 R B T — 5 e n
17& Conforms
[R: Conforms to the spectcum of Clarithromyein RS.
- HPLC: i @ i i he ) {7 88 0 9] B 5 0 HE B ik
% A Identification . .
AR B — e
| The retention time of the major peak of the Sample solution s
{ ._corresponds to that of Standard solution , as obtained in the Assay.
' 94° ~ -102°
HIREE Specific OEA) rufaion (Anhydrous substance 0.5002/50.0ml methylene chloride) 8.0
|
! S Crystallinity BEPFEKUE Meels the requirements 54 Conforms

W pH ! 8.0 ~ 10.0(1g/500ml water- methanol (19:1)) 8.9
2K 5 Water ’ <2.0% 0.36%
I
HFIZRIE Residue on ignition =0.2% 0.02%
| WA mpuityA | <1.0% 0.27%
i VEB  ImpuiyB | <1.0% <0.10Y ?
ERE P mpuf.ly ‘ =1.0% 0.10% |
Orgauic impuritics ARC  ImpuiiyC | <1.0% <0.10%
(HPLC) RFED  Impurity D ! <1.0% ; 0.25%
| i
BFEE  Impuity E : <1.0% i 0.43%
1 [y 4
# & A %?}%‘JWQ' ! # 2 A L 1B T e ﬁy%ﬁtﬂ-'}
Reported by: Reviewed by: Appreved by: h
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CERTIF[CATE OFANAI,YSI’S iH
ME 245 (COANO.) TS-QCSU0109002-Report01-07 ' e #ﬁf‘}ﬂ%(s:nal No.) E1282307009
B & E TR Product FHBE Clarithromycin it E - Bach No. U128-230601-1
B 3 Packaging Size 25Ke/Ml (drum) T B BachSize 685.10Kg
=B ] MFG Date 05/07/2023 (d/mfy) & F ¥ Reporting Date | 11/07/2023 (d/m/y)
ATHRHE According to SREZTH (USP43) E T B HA Retest Date 04/07/2027Cd/mfy)
REBHE Shipped quantity
MBIE (Tests) FRUHE Ml E (Acceptance Criteria) £ R(Resulis) II
BFEF  Impurity F <1.0% 0.19% ',-
ARG ImpuiyG | <1.0% <0.10% *
REH  mwpuiyH | <1.0% f <0.10%
I Tmpurity [ : <1.0% FATH Not detected
jr_ 3T Impurity J <LO0% 3L H Not detected
i BEK  Impurity K £1.0% | REX L Not detested
L YR | B L . Impurity L =<1.0% { <0,10% -
Organic impurities ; REM  Impuriy M <1.0% I H Not detected |
(HPLC) HEN  Impuriy N <1.0% FREEH Not detected
RO  Impurity O | <1.0% AT Not detected
ZAP  Impuiy P | <1.0% <0.10%
f ARENBBT Any Unspecified | <0.10% <0.10%
KT 0auMBRAAK | R 4L 1
i Any impurity greater than 0.4% Not more than 4
:_ ! HBRRE  Total impurities =3.5% 1.1%
TE Asay - TKVE, & CuHNOp B2 96.0%~102.0% - ,i
( HPLC) | 96.0%~102.0% (Anhydrous substance) 98.8% f
TRE {lze::i;:lual solvents Z& Ethanol 5 5000ppm AALH Not detected i
Zik: RELHELM G RITERR, SRTEHE
Conclusion: Conforms to USP43specification for Clarithromycin
#¥E(note): (In house Specifications ) #4735 B (bulk density) 0.54 g/ml K (Tapped density) 0.66 g/ml

After risk evaluation, elemental impurities meet the requirements.
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