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AMENWMTLAWIZYBIEN Azithromycin &oo mg injection

o. 081 Azithromycin &oo mg for injection
o, AoueulAvaly
b.a JULUY Jusmsusaanide

blo dulszneu Usznaudadien Azithromycin &oo me U e vial
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Namﬁmi%ﬁLﬂiwﬁﬂmmmﬂﬁlﬁmu Finished Product specification kag Drug substance
Specification M51eBssnLndusmiuifieai FildaanzsifoudedinauanznIanmIomisuazen
nsEneEsIsaEY mikndumiuilirdwenduatuiiisuriwielminiunnsgnaaduiivla
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o.@ Finished product specification: Azithromycin for injection USP

ih) Test items Specifications
@ ; |dentification Meets the reguirements
® | Assay 0.0 - @@0.0% of the Labeled amount of azithromycin
o | Uniformity of dosage units Meets the requirements

Impurities

- Azithromycin N-oxide Not more than @.0%

- Desosa m iny[azrth romycrn | Not more than o.m%

- N-Demethylazithron'ycin Not more than @.0%

- Total impurities Not more than m.c%
& | Bacterial endotoxins Not more than o.ed USP endotoxin Units/mg of

azithromycin
b | Sterility test Meets the requirements
o | Particulate matter in injection | Meets the requirements
@ | pH b - 0.a
« | Water Not more than .0%
a%%a........... 12\’5 ...................... UsEEIUNTINNTS
(UEMRRINd  asAeE)
(Wsunmdidenay)
aq%ﬁ?:i;f:’.....;.\.z ............... AR ANTD. .o C@? .................... NIINNT
(wanayiant uﬁuqa) W9 wT wiviaung)

EALHNETIUIYNTT LnEEn TN
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.o Drug substance specification: Azithromycin USP

U Test items

Specifications

& | ldentification

Meets the requirements

o | Assay

&&.&% - @om.0% of azithromycin on the
anhydrous basis.

e | Residue on Ignition

Not more than o.m%

Heavy metals

Not more than lod& ppm

& | Organic impurities

- Erythromycin A iminoether
- Desosaminylazithromycin
- Erythromycin A oxime

- N-Demethylazithromycin

- Azaerythromycin A

- -Deoxyazithromycin

- Total impurities

Not more than ©.&%
Not more than o.m%
Not more than o.&%
Not more than o.e%
Not more than @.0%
Not more than &.0%

Not more than a.o%

o | Specific rotation Between -a¢&° to -@w®
o | pH ®.0 - ®®.0
© | Water determination &0% - o.d%
& | Loss on drying NMT &.&%
| j)\/ g
BATD . cvererecreenerns e essine s UsEsuUnIsums
(WeEILURYINYA, ANADY)
(WsuANdRsINeY)
JRp— e y
awa%,\)\( ......... cooTneNTS awa&? nNTIUAT3
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an.en Finished product specification: Azithromycin for injection &oo mg BP

1o Test items Specifications
@ | identification Meets the requirements
o | Assay «o.0 - @@0.0% of the Labeled amount of
azithromycin

Uniformity of dosage units Meets the requirements
& | Impurities

- Azithromycin N-oxide Not more than &.0%

- Desosa m inylazrth romycrn Not more than o.:%

- N-Demethylazithron'ycin Not more than e.0%

- Total impurities Not more than a.o%
& | Bacterial endotoxins Not more than o.ed USP endotoxin Units/mg of

azithromycin
o | Sterility test Meets the requirements
o | Particulate matter in injection Meets the requirements
& |pH b - D&
& | Water Not more than ©.0%
§
aq%a/L/ ................................ U385 1UNIINNIT
(UNE NV ANADY)
(swnmdidenva)
aﬁa{/:j}x;fg:ﬂsﬁgmi NTD.err 67 ................. NIsUNNT
(ﬂwuma{gﬁ uiiuna) (T ws wiuddnung)
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a.a Drug substance specification: Azithromycin USP

L) Test items

Specifications

& | Identification

Meets the requirements

b | Assay

&&.&% - mom.0% of azithromycin on the
anhydrous basis.

o | Residue on Ignition

Not more than o.m%

& | Heavy metals

Not more than lod ppm

& | Organic impurities

- Erythromycin A iminoether
- Desosaminylazithromycin
- Erythromycin A oxime

- N-Demethylazithromycin

- Azaerythromycin A

- sm-Deoxyazithromycin

- Total impurities

Not more than o.&%
Not more than o.e%
Not more than 0.¢%
Not more than o.0%
Not more than a.0%
Not more than @.0%

Not more than m.o%

Specific rotation

Between -@&° to -@x®

pH

&.0 - GO

Water determination

&.0% ~ 0.&%

a (& |31y

Loss on drying

NMT &.&%

RUYINE
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s Finished product specification: Cefixime capsule

o Test items Specifications
@ | Identification Meet the requirement
o | Assay wo.0 - @@0.0% LA
a | Uniformity of dosage units Meet the requirement
& | Dissolution Not less than el&%{Q)
& | Impurities

- Individual impurities Not more than @.0%

- Total impurities Not more than &.o0%
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oo Drug substance specification: Cefixime

i) Test items Specifications
@ | Identification Meet the requirement
v | Assay #&o - @omo Mcg/g on anhydrous basis.
m | Optical rotation e° to -ac®
& | Impurities
- Individual impurities Not more than @.0%
- Total impurities Not more than b.o%
o | Water ®.0% — ab.o%
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ARANEMZIANIZYR9E1 Ceftriaxone @g for injection

®. W08 Ceftriaxone eg for injection
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m.e Finished product specification: Ceftriaxone for injection USP

°

) Test items Specifications
@ | Identification Meets the requirements
o | Assay co.o - ead.0% of the Labeled amount of
azithromycin
m | Potency Not less than elsomcg/e on anhydrous basis
Uniformity of dosage units Meets the requirements
& | Organic Impurities
- Deacetylcefotaxime lactone Not more than o.&%
- Ceftriaxone triazine analog Not more than &.c%
- Ceftriaxone benzothiazotyl Not more than o.w%
oxime
- Deacyl ceftriaxone Not more than e.c%
- Unspecified impurities Not more than o.lb%
- Total impurities Not more than &.0%
| Constituted solution Meets the requirements
o | Bacterial endotoxins Not more than o.wo USP endotoxin Units/mg of
ceftriaxone
@ | Sterility test Meets the requirements
Particulate matter in injection Meets the requirements
@o | Crystallinity Meets the requirements
e& | pH D.0- R0
aly | Water ©.0% - ©6.0%
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oo Drug substance specification: Ceftriaxone sodium USP

1o Test items Specifications
@ | ldentification Meets the requirements
o | Assay Not tess than eletdmce/g on ahhydrous pasis
e | Organic impurities
- Deacetylcefotaxime lactone Not more than o.&%
- w-Aminocephalosporanic Not more than o.&¢%
acid (if present)
- Ceftriaxone triazine anatog Not more than e.0%
- Ceftriaxone benzothiazolyl Not more than o.b%
oxime
- Deacyl ceftriaxone Not more than o.¢%
- Ceftriaxone m-ene isomers Not more than o.m%
- Ceftriaxone E-isomer Not more than o.&%
- Any individual unspecified Not more than o.lb%
impurity
- Total impurities Not more than .&%
@ | Crystallinity Meets the requirements
& | pH 0.0 - ®.0
b | Water determination ©.0% - @®.0%
o | Sterility test Meets the requirements
® | Bacterial endotoxins Not more than o.leo USP endotoxin Units/mg of
ceftriaxone
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qmé’nwmmaw'}waam Clindamycin e&ome/mb,&mL injection

o. Houn Clindamycin e&omg/mL,&mt injection
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wlo drulsenau Ussnousesien Clindamycin edome/mL tuaisazany & ml
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m.@ Finished product specification: Clindamycin injection USP

o) Test items Specifications

@ | ldentification Meet the requirement

v | Assay ®0.0% ~ awo.0%

o | pH &.& - .o

@ | Bacterial endotoxins Not more than o.d&= USP endotoxin Units/mg of
clindamycin

& | Particulate matter in injection Meets the requirements
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s.lo Drug substance specification: Clindamycin Phosphate USP

P
U

Test items

Specifications

& | ldentification Meets the requirements
v | Assay Potency equivalent to NLT er¢a mcg/mg of
clindamycin (anhydrous basis)
en | Organic impurities
- Lincomycin phosphate NMT &.0%
- Lincomycin NMT o.¢%
- Clindamycin B phosphate NMT &.&%
- g-epiclindamycin m-phosphate | NMT o.c%
- Clindamycin NMT o.&%
- Any individual,unspecified NMT @.0%
impurity NMT &.0%
- Total impurities
& | Crystallinity Meets the requirements
& | pH ng - a.&
o | Water determination 0% - ©.&%
¢ | Sterility test Meets the requirements
& | Bacterial endotoxins NMT o.¢< USP endotoxin Units/me of
clindamycin
.o Finished product specification: Clindamycin injection BP
io Test items Specifications
@ | ldentification Meets the requirements
o | Assay ®0.0 ~ eod.0%
o | pH && - elo
& | Related substance Meets the requirements
& | Bacterial endotoxins NMT » IU of endotoxin/mL
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an.@ Drug substance specification: Clindamycin Phosphate USP

p) Test items Specifications
@ | \dentification Meets the requirements
o | Assay &5.0% - @olb.o% (anhydrous substance)
o | Related substance
- Impurities 8, L NMT @.0% for each impurity
- Impurities E, F NMT o.&% for each impurity
- Impurities G, |, J, K NMT o.9% for each impurity
- Unspecified impurities NMT o.@% for each impurity
-Total NMT ©.0%
& | Water NMT &.0%
& | Bacterial endotoxins <o IU/mL
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