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da Test items Specifications

@ | Identification Meet the requirement

© | Assay sa.e - @20.0% of labeled amount of Cefazolin
e | Constituted solution Meet the requirement

& | Optical rotation Between -@0° and -be”®

& | Bacterial endotoxins NMT o.e& USP EU/mg of cefazolin

o | Sterility Meet the requirement

o | Uniformity of dosage units Meet the requirement

& |pH &0 - b.o

« | Water (Method 1) NMT ©.0%

@o | Particulate matter Meet the requirement
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elo Drug substance specification:

Cefazolin sodium (USP&o)

98 Test items Specifications
F ® | ldentification Meet the requirement
| o | Assay &.&o —~ @om.o% of cefazolin (on the anhydrous basis)
e | Organic impurities

- Tetrazolyacetic acid - NMT @.0%

- Tetrazolyl acetamide acetal - NMT @.0%

- Cefazolin open-ring lactone or - NMT o.¢%

cefazolin e-hydroxymethyt

- Methylthiadiazole - NMT @.0%

- e-Aminocephalospoanic acid - NMT @.0%

- Cefazolin e-methyl analog - NMT &.0%

- Cefazolin lactone - NMT @.0%

- Cefazolin acetoxy analog ~ NMT @.0%

- Cefazolin deacylated - NMT @.0%

- Cefazolin acid isomer - NMT @.0%

- Cefazolin epimer - NMT &.0%

- Cefazolin pivaovy - NMT &.0%

- Any individual unspecified impurity | - NMT o.6%

- Total impurities - NMT on.&%

Water (Method 1) NMT l0.0%

a.e Finished product specification:

Cefazolin sodium for injection (BPoab)

D) Test items Specifications

® | ldentification Meet the requirement

© | Assay ®o.o - @oé.o% of labeled amount of Cefazolin
o | pH €.0 - .0

& | Clarity of solution Meet the requirement

& | Related substances Meet the requirement

o | Water NMT ©.0%

@ | Bacterial endotoxins @.€ 1U/ml

e.@ Drug substance specification:

Cefazolin sodium (BPmoeb)

Test items

Specifications

Identification

Meet the requirement
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b | Assay *&.o ~- @ol.o% of Cefazolin (anhydrous substance)
am | pH 7 €0 - .o
& | Specific optical rotation -be” 10 -e¢” (anhydrous substance)
& | Related substances
- Any impurity - NMT @.0%
- Total impurities - NMT en.&9%
| N,N-Dimethylamiline Maximum o ppm
o | Water Maximum v.0%
« | Bacterial endotoxins @.¢ IU/ml
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0. Foen Ceftazidime @ g powder for solution for injection
. ARl
v.o. JULUY Wugmaunannide fvmeuiaua dwsulndmeenidons
blo. dulsEney Ussnaudiesen ceftazidime pentahydrate ﬁaauyaﬁu ceftazidime @ g
Waz sodium carbonate (W3e arginine)
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a.e. Finished product specification: Ceftazidime for injection (USPe&o)
p) Test Specification ]
@ | ldentification Meet the requirement
© | Assay - ®0.0 - @o&.0% labeled amount of ceftazidime on the
dried and sodium carbonate or arginine-free basis
- ®0.0 - ebo.o% labeled amount of ceftazidime
o | Bacterial endotoxins . | NMT o.e endotoxin unit/mg of ceftazidime
& | Sterility test Meet the requirement
& | pH &o - a.&
© | Uniformity of dosage unit Meet the requirement
- @n.&% w/w where it contains sodium carbonate
& | Loss on drying ) . .
- ol.&% w/w where it contains arginine
« | Particulate matter Meet the requirement
[ Sodium carbonate (where .
« Meet the requirement
present)
G
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®@o | Limit of pyridine

NMT o.&% where it contains sodium carbonate
NMT o.en% where it contains arginine

@e | Content of arginine

Meet the requirement

eb | Constituted solution

Meet the requirement

alo. Drug substance specification: Ceftazidime (USPeo)

4 Test Specification

@ | ldentification Meet the requirements

o | Assay c;ﬂ@“.’..o ~ @0b.0% labeled amount of ceftazidime (on dried‘
basis)

en | Crystallinity Meet the requirements

& | Sterility Meet the requirements

& | pH Mm.0 ~ .o

© | Loss on drying @m0 — e&.0%

& | Bacterial endotoxins NMT o.e@ EU/mg of ceftazidime

a.a. Finished product specification: Ceftazidime for injection (Banoob)

4o Test Specification
@ | Identification Meet the requirements
B | Assay
- Ceftazidime - ®o.0 ~ e®0.0% of the labeled amount of
- Anhydrous sodium carbonate ceftazidime
- 3.0 - @0.0% w/w
o | pH (acidity or alkalinity) &o - ad
& | Clarity of solution Meet the requirements
& | Pyridine NMT o.&%
o | Related substances
- Impurities A, B, G (for each) NMT o.0%
- Unspecified impurities NMT o.e%
- Total impurities NMT @.0%
& | Loss on drying NMT een.&%
@ | Bacterial endotoxins NMT e.0 IU per ml (solution @o mg/ml)
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« | Uniformity of dosage units Meet the requirements
@o | Particulate matter (&13)
- Size 2 @o pm NMT b,000 particles/container
- Size > lo& pm NMT boo particles/container
ea | Sterility Meet the requirements

a.c. Drug substance specification

(A) Ceftazidime pentahydrate (BPwooab)

4 Test Specification
® | ldentification Meet the requirements
b | Assay *&.0 ~ eob.0% of ceftazidime (on the anhydrous substance)
o | pH 0.0 ~ &0
& | Related substances

- Impurities A, B, G (for each) NMT o.0%

- Unspecified impurities NMT c.e0%

- Total impurities NMT @.0%
& | Impurity F NMT &oo ppm
©» | Heavy metals Maximum o ppm
& | Water an.o — ed.o%
& | Bacterial endotoxins Less than o.e IU/mg

(B) Ceftazidime pentahydrate with sodium carbonate for injection (BPoeb)
do Test Specification
® | ldentification Meet the requirements
b | Assay - Ceftazidime: &m.o - @0&.0% of ceftazidime pentahydrate
(dried and carbonate-free substance)
- Sodium carbonate: @.o - ©0.0%

o | pH €.o-w.g
& | Related substances

- Impurities A, B, G (for each) NMT o.e%

- Unspecified impurities NMT c.e%

- Total impurities NMT &.0%
& | Impurity F NMT c.m%
© | Loss on drying Maximum em.¢%
¢/ | Bacterial endotoxins Less than o.e IU/mg

|z QQ/L—(”

89HD Q/\/ Usgsmnssuns A . Z/ ............ NTIUMT BHD co AITUNTT

(eeEmdsnsses aal)

wsuwdtyms

(WUtiem wawes) (WEmInTsas wdndad)

nAYNSTNIYNTS Wndunstngs




L)
nstiaanedeuudensiy (waive) RanIRFIUIATIBRIENSIA Liguuansienansudngudisnann

ﬁlﬂsﬂaumma
Drug substance specification ﬁmimm’miﬁlmwmaawwam drug substance w3aluimszyi drug

substance ‘Zl?NNNﬁC‘]ﬁ’]LSﬁﬁﬂ QUUI@QUUWUQ %ﬂﬂlﬂ’ﬁﬁli’lﬂ?Lﬂi’]”%ﬂ‘iﬂ‘ﬂﬂ?ﬂ’l‘ll@ﬂﬂ']ﬂﬁﬂ

@.

< Roulvdy q
faenamdasduduunaiwaieianans wmmaqmsma%awsamﬂmﬂﬂawumuw ez Bundel
<o Laﬂmsmﬂmuauzymwumwaumsnauwawuw‘iuﬂs gwAlve uazduad (declare) uvigdn

<.o.0. ludfgmtunsouisue 18u e, '© V8.0 V8. W30 Elo UiIusinsd]

colo. WAzl ne.o 130 6.0 V09efiEuasian Wi@lli’]&lﬁ"L@ﬂﬂM’J‘U@ﬂ’liﬂ’JUﬂm

AN NYBNEN ST ung Ty (finished  product ~ specification) uazdafinun
ﬂmmwmaumﬂmu (drug substance specification) ﬂizuwaﬂﬁumwmﬂﬂaauu,ﬂmLLf’ﬂﬂu
memm”maouumaﬂmiﬂ'riﬂvauf’ﬂm (8.¢) wmIay finished product specification wag/
w30 drug substance specification IﬂaﬂaLLﬁIﬁJﬂamuﬂsgmﬁaamﬂmmaﬁi ZAINIIA
ddnnselnd uaglitiu o U 'J‘uﬂiuﬂ'lﬁﬁan’lﬂ’W’i@U’iuﬂ'lﬂﬁﬂ”laLaﬂ‘VI’iEJ‘Uﬂa

. L‘ﬂﬂa’ﬁiUiaﬂ?J’]ﬂiﬁ’mﬂ’ﬁNaﬁlﬂ’]

<b.o.

clvlo.

ﬂszumwamluﬂi L‘V]ﬂi‘?/]ﬁ] NNEWImENQJLE]ﬂﬁ']iiUiE)\‘iiJ']Gﬁ'fﬁ']UﬂTﬁNﬁﬁEJ’]C‘lﬂNWﬂﬂLﬂﬁWMLﬁu
'Jﬁmswﬁiumswamm PIC/S (Pharmaceutical Inspection Co-operation Scheme) Ine
MUY PIC/S participating authorities %38 :JLaﬂmﬁmmmmmuﬂ’lswamenmm
‘mamnmsnu,amﬁwﬁlumiwamm*‘vmmummﬂm SATIUNITOIMITUALN ﬂﬁuﬂi’Nﬁ”’ﬁ?ﬁﬂJﬁ‘U
“Zf\?ﬂ']‘iﬂ‘l«!ﬂ‘ﬂ‘lﬁ,ﬂSJNﬂ?TﬁJﬁ@ﬂﬂﬁ@\‘lLLﬁ V!ﬂWlEJQJﬂ‘UWaﬂLﬂm%LLﬁuﬂﬁﬂﬁiﬂmuﬂ'ﬁNﬂﬁﬁ'] PIC/S I‘LZ
WiJ’JﬂEJ'W!Lﬁ‘L!@‘U’]EI QUUﬁ?ﬁﬂﬂﬂﬁJiﬂUﬂ’ﬁﬂ’i’J‘ﬂﬁ@U Iﬂﬂuwaﬂﬂiiﬂiﬁﬁﬂ\TQUUi LMAFDUTIAT
Wﬁ@ﬂi&ﬂ?ﬂ'ﬁ"lﬂ’]@l@ﬂﬂiﬂﬂﬂﬁ

niflgdudrnR1U e Nwammmmaﬂmiimmmmmm'ﬁwammmu‘wamﬂmwl,a”
Bnsitaluniswdne PIC/S Tagmteany PIC/S participating authorities atiusigania
TBUNITATIVADU T,ﬂEmwamiiUimm'guﬂsumﬂﬁamﬂm‘msaﬂi ¥NIRTIABLEANTENNE
viieeenaentw udusdnsdl

&.an. L@ﬂﬁ'ﬁﬂﬂéﬂ’]W‘l)@\‘lFJ’]ﬁLﬁUﬂ‘i”lﬂ']

&.M.6).

&.mb.

wamsms:mLﬂsuwﬂmmwwamﬂmmmmLSﬂsU‘umwwam (certificate  of analysis of

finished product) Tugguilduduseting
wamim’ammsuwﬂmnﬂwammwmmmmﬂm (certificate of analysis of drug

27

substance) ﬁi%‘lumiwammﬁuwauﬂumamwwmwwammLtazwwammmu

G

b e

=4 =4
Usgsunssunas N8 V - ATTUNIT AUD e, A3TUNIT

(ueamAinssa aul) (edidam wames) (U REITINTI wdnimd)

Wkt ngms Wdunstugyms Wndunstngns



<. LBNATVIBVENgUEuSuAIuFuTUSSY ‘wmiumsmammmnﬂmmmmmﬂm (drug
substance) 18 <.m.lo ﬂmumswamaqwamm%mmms‘u (finished product) 48 ..o
<o HAN13An®T long  term  stability AaeAYIteg YRt i unsideuldud e
ABIENTIUNTTMITUALEN NTENTHAGT5AIGY
o \smnidusmnedin fmflLﬂumaazmanmumﬂammmu‘lmmuﬂmmw Useavisnm uae
muvaensitlunsle Tae Sussaunisaimsldluusandlne sghates bl
.. Mg '

cco HEuasn fosdwiatnseietelion o MUYt wﬂummmmmmaautaaﬂlﬂﬂwmu
mmamwum’lummaﬂmauumm‘lﬂmamumsﬂi gAuguAmENTidemsy (Lanuenansmssusyii)

<& mylssiununwendidweu

<. &.o. fuguaﬂqwaaaﬂﬁﬁamau

@.&.0.0. lunsdlindnlulsemelne 91grasiidweuseditosni o U b oy Tuan
Fufidaeu
&.&olo. lunsdifinananniasvma 1gvosiidweudedlitosnit o U tuaintudide
1oy

c&lo. amﬂafmwamamawmmmmmmwma‘[mmmwaﬂ'mmﬁmmiuwmuau

@.&.a. ﬂsmwmmwn'ﬁmmmmmamama\mamwaaamumLﬂinuwﬂmmw NUIYIITNTIL
wiliedpsvadiegie lneflauesian () avwammquaﬂmummuwwmaiwmsaa
ASITNATIER LLazLﬂuwsuquaum‘lmmamnﬂwaﬂumsm'mms%‘wﬂmmw Asdifinu
erliiBulumunndnuaziany vrmaswn'lssuaamuawﬂmuwmizmmnauaiﬂmm
Asnavesiauesia (§une) ua /mawmamlumama‘lﬂ

cde Jlauaai (fuie) f\]umms‘uLﬂaaummaaﬂnawmma wialllaiinnisidouaningae
Uszmisla 9 oufmua Tnelaififouly

ee.&. nyduniifonsas ey miatendould ABiinamsAnmAINAEN IdINTazane
waz/vseiienne Tufviazanesng q ﬂiUﬂ’mLLa“ﬂé)ﬂﬂa@\ﬁﬂULaﬂﬂ’ﬁﬂ']ﬂuEJ']

<. fleEuenan {ue) Susenlisnidndygrnounsuimvun §ai

&o.0. MEMNETIINRowARUEYYINsTteTINsERUSIvTa mmwumﬂsamausmsammw
UaENILNTIENTITUGY ‘Lusflamsmwummmﬂu

<olo. NN IEURTIAATET] Tnensuiveneandnsunmed mwmﬂgummswlﬂmmmu
ISO/IEC  eelolog wamﬂmsmﬂumu'hlmmmmmuwamwuﬂ“luﬂi YMAABUTIATNTE
ﬂsvmmwmataﬂmauﬂa

&b.a. ﬂ'smwamﬂmsnm%uﬂunﬂL'saﬂmUﬂumﬂmaqmmmiﬂamum'mﬂm ¥NITUATOIMITUALE

1‘14‘6’3\1nawmawmwu%%ma

O ... UsEH1UNITUATS a9 ASTUNT 8o SORUROROPOOIRNIURNONR o - - 112 o

(uwam@wsso aad) (wediam uawieg) (WReEIsInsIy ndnsmd)

WMPUWgT Y LndINSTINYMS WnABNITIUIYANT



o 1

<o.a. ﬂszﬁﬁw‘Ui‘]cy,m@mmwmnwﬁmﬁ’mv‘i&nﬁﬁmﬂdawﬁﬁiaﬂiz?m%mau,azmmﬂaéﬂﬁwia@'ﬂwﬁ
lasuen
.0, vm'aﬂiwmssaaamu?m%‘l&iﬁ"uﬁﬁ]ﬁmwﬁmﬁ’mﬁmﬁﬁﬂiﬁﬁgm?smLﬁuﬁuimﬂé"nﬁ’mm
POENTIIMIDMSUAzETUISEBEIE @ T fewTulsemadeusimUsemnsinBidnnseting

asie N/Uiﬁﬁ’mﬂiﬁlmi %o 7 NIIUAS 89%ie AISUNIT

(aI@Swasas aaudl) (neiiam uaawies) (WNeITInssos wdndml)

WewwWndtngms wndwnssugnIs wdunswgns



easdunauinuzawIzYae) wusandsnisiadaiiasien
et .. AL/ waww
s1enil .)...Ceftriaxone o g injection
aulssmadminguasvsiil

o . . i . .
. WBE Ceftriaxone & g powder for solution for injection
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a.a. Finished product specification: Ceftriaxone for injection (USP&o)

D) Test Specification
. ® | ldentification Meet the requirement
b | Assay ®o.0 - ea&.0% of L.A. of ceftriaxone
e | Uniformity of dosage units Meet the requirement
& | Constituted solution Meet the requirement
& | Bacterial endotoxins NMT o.loo USP EU/mg of ceftriaxone
o | Sterility Meet the requirement
o | Particulate matter
- Size > @0 um NMT ,000 particles/container
- Size > lo& um NMT oo particles/container
& | Crystallinity Meet the requirement
« |pH .0 - @.0
@o | Water determination ®.0 - ®0.0%
e | Organic impurities
- Deacetylcefotaxime lactone - NMT 0.¢%
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- Ceftriaxone triazine analog

- Ceftriaxone benzothiazolyl oxime
- Deacyl ceftriaxone

- Ceftriaxone-m-ene isomer

- Ceftriaxone E-isomer

- Any individual unspecified

impurity

- Total impurities

- NMT @.0%

- NMT o.lo%

- NMT ©.0%
- NMT o.m%
- NMT @.0%
- NMT o.lo%
- NMT &.0%

a.lo Drug substance specification: Ceftriaxone sodium (USP&o)

E) Test Specification
@ | ldentification Meet the requirement
b | Assay NLT sdat& pg of ceftriaxone (anhydrous basis)
o | Crystallinity Meet the requirement
& | pH .o -&.0o
& | Water (method 1) Meet the requirement
o | Sterility Meet the requirement
& | Bacterial endotoxins NMT o.oo USP EU/mg of ceftriaxone
& | Organic impurities
- Deacetylcefotaxime lactone - NMT o.¢%
- e-Aminocephalosporanic acid (if - NMT 0.&%
present) - NMT 0.0%
- Ceftriaxone triazine analog - NMT o.lo%
- Ceftriaxone benzothiazolyl oxime | - NMT @.0%
- Deacyl ceftriaxone - NMT o.m%
- Ceftriaxone-en-ene isomer - NMT o.¢%
- Ceftriaxone E-isomer - NMT ole%
- Any individual unspecified impurity | - NMT lo.¢%
- Total impurities
AR W UsgsunIsuns  aste ﬁ/ AsIMs asde ATSNMS

(WeEmAinssa aad)

wewwngdngms

(edtinm waweg)

Wndunsgnnyms

Wndunsugns

(WNEMTINTTU ndndm)




a.an Finished product specification: Ceftriaxone sodium for injection (BPeoee)

D) Test Specification
@ | ldentification Meet the requirement
b | Assay «lv.0 - @0z.0% of the L.A. of ceftriaxone
o | pH 0.0 ~ &.0
& | Related substance
- Any impurity NMT ©.0%
- Total impurity NMT &.0%
& | Water NMT e@.0%
o | Bacterial endotoxins NMT o. IU/mL

a.e’Drug substance specification: Ceftriaxone sodium (BPwoae)

) Test Specification
® | ldentification Meet the requirement
o | Assay &B.0 — @olw.0% (anhydrous substance)
e | Specific rotation -o&& to -ewlo (anhydrous substance)
& | Related substance
- Any impurity NMT @.0%
- Total impurities NMT &.0%
& | N,N-dimethylaniline Maximum o ppm
© | b-Ethylhexanoic acid Maximum o.<% (m/m)
o | Water &.0 - a®.0%
« | Bacterial endotoxins NMT o.e IU/mg
neLun
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w0t AL/ weww
0159 @/ Amoxicillin @e'& mg and Clavulanic acid el& mg tablet
audsznIrdminguastusadl

Foen Amoxicillin @& mg and Clavulanic acid eloe mg tablet
AaauiAvalY
©.o. JULUY Wusudeadouildy @m coated tablet) mmmmhuwm

.o @ulssnay Usgnaumesingn Amoxicillin trihydrate & mamaﬂu Amoxicillin <eye mg lag
Potassium clavulanate %38 diluted potassium  clavulanate mamiaﬂ‘u
Clavulanic acid elo& mg Tu o 1fin

.. AUUTTY UTIYLULAS strip Umadin Yastunasuasasivly

. 2810
- Uu‘l.lﬁ?‘ﬂﬁﬂd‘il‘ 33U“§@EJ’1 E‘hu‘ﬂi ﬂaUﬁ’JEJ’]ﬁ"lﬂﬁULLa%ﬂﬂ’ﬂNLLﬁ La‘U‘V]Nﬁﬁ! auaumﬂ
LE‘I‘U‘VINﬁGI La’UVl%LUEJUWliUEJ"I LLﬁ‘“"Jﬁﬂ'TiLﬂUiﬂ‘H’l 11@8’1\‘1‘09]!,”\113
- UULRSET ?JEJ'NHEJEJG)E]\ﬁ U?faﬂ’mi’é]‘lj@ﬂ']\‘iﬂ’ﬁﬂ’] ﬁ?Uﬂi&’ﬂ@UGl’Jﬂ?ﬁﬁﬂﬂJ Lagmau
SSRLN] Lﬁ‘(ﬂ’lwaﬁ wauma 1’2981\‘]‘&!%"1}1&
o AaENUANINAla
e.@ Finished product specification:
da Test items USP &a BP woaeb
® | ldentification Meet the requirement Meet the requirement
® | Assay
- Amoxicillin &o.0 — olwo.0% of LA, ®0.0 ~ @0&.0% of LA,
- Clavulanic acid ®R0.0 - ewo.0% of LA, ®0.0 - ®0¢.0% of LA.
o | Uniformity of dosage units | Meet the requirement Meet the requirement
& | Dissolution NLT e40%(Q) of the L.A. is dissolve in
Test @ or Test o (lunsdlitliilald test o Ty test Mdlulususoma | we minutes
MTNATII)
Test @
- Amoxicillin NLT w&9(Q) of the L.A. is dissolved in
mo minutes
- Clavulanic acid NLT <0%(Q) of the L.A. is dissolved in
mo minutes
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Test o
- Amoxicillin

- Clavulanic acid

NLT =&%(Q) of the LA. is dissolved in
€& minutes

NLT @o%(Q) of the L.A. is dissolved
in o minutes

& | Water determination

NMT ea%

Meet the requirement

b | Microbial enumeration
tests and test for specified
microorganisms

- Total aerobic microbial count :
NMT 0" cfu/g

- Total combined molds and yeast
count : NMT @o” cfu/g

o | Clavulanate polymer and
other fluorescent impurities

NMT é{%. wW/wW

& | Related substance

- The area of any peak of Amoxicillin
dimer: NMT 0%

- The area of any other secondary
peak: NMT &%

enlo Drug substance specification: Amoxicillin trihydrate

i) Test items USP @o BP woeb
® | Identification Meet the requirement Meet the requirement
o | Assay ®oo - @o&o mcg of ®¢.0 — @ob.o% of Amoxicillin

Amoxicillin per mg (on the

trihydrate (on the anhydrous

anhydrous basis) substance)
e | Crystallinity Meet the requirement -
& | pH né - v.o ne - &&
& | Related substance Any impurity:

- Amoxicillin related compound

- Amoxicillin related compound A | NMT o.¢%

for each impurity: NMT @.0%

for each impurity: NMT %

LD,GEMGCJL
- Any unspecified individual NMT e.0%
impurity
- Total impurities NMT &.0%
o | N,N-Dimethylaniline Meet the requirement NMT o ppm
o | Water ©6.6% - ad.&% @6.&% - ac.¢%
& | Sulfated ash - NMT @.0%
S
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e.en Drug substance specification: Clavulanate potassium

49 Test items USP & BP woab 1
o | Identification Meet the requirement Meet the requirement
o | Assay we& - «lv.o% of clavulanic ao.¢ — eolw.o% of clavulanic acid
acid (on the anhydrous basis) | (on the anhydrous substance)
e { pH €.d - co €d~mo
& | Water NMT @.€% NMT o.¢%
& | Limit of clavam-lo-carboxylate NMT o.0ce% -
potassium
© | Limit of aliphatic amines NMT o.0% NMT o.l0%
& | Limit of e~ethylhexanoic acid NMT o.s% NMT o.8%
@ | Chromatographic purity Total impurity: NMT &% - Impurities E, G
for each impurity: NMT .0%
- Any other impurity
for each impurity: NMT o.6%
- Total impurities: NMT o.0%
& | Specific optical rotation - +d&an® to +oa’® (anhydrous substance)
@0 | Polymeric impurities and other - Absorbance not greater than o.eo
impurities
a® | Bacterial endotoxins - Less than o.om IU/mg
el | Sterility - Sterile

vanew: n3dlingAuidu diluted potassium clavulanate TWBiAs1ein0Te e

ene Drug substance specification: Diluted Clavulanate potassium

B Test items BP bwoeb

@ | Identification Meet the requirement

o | Assay &b - @ow.e% of the content of potassium clavulanate
stated on the label

o | pH €8 - .0

@ _| Polymeric impurities and other impurities Absorbance not greater than o.co

& | Related substance - Impurities E, G: for each impurity: NMT &.0%
- Any other impurity: for each impurity: NMT o.9%
- Total impurities: NMT lo.0%

o | Water NMT ©.¢%
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acid eoe@) SL‘V]LLﬁﬂ\'iLE]ﬂﬁ’ﬁﬂ'ﬁﬁi’é’%’%ﬂi’]u%ﬂﬂéﬁuﬁGWI’NLﬂﬂuﬂ‘(]’é)\‘i Amoxicillin = sodium  uway
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specxﬁcatlon ‘VIE)']\‘I@\T‘\J’]ﬂLﬂﬁ‘UC‘HSUQ‘UULﬂﬂ’Jﬂu %Qlﬂﬁ]ﬂﬂﬂl]ﬂﬂ@lﬂﬁ']ﬁﬂ\?']ﬂﬂm SNITUMTOMMITUAZ S
msaammma‘u ﬂ’imﬂﬂdﬁﬁl‘UﬂVI’NL‘VIﬂUﬂ‘ZJENEI’IWﬁE)?@mﬂU ‘U@\TNLﬁuai']ﬂ’]hlﬂﬁﬂ"lil‘l/lii\‘lWEJ’]U’]a
Uﬁ“’ﬂ’m L ?J"l\‘i'f)\‘lLﬂﬂ‘UG]'TSUQUUVIIWiJﬂ’J'mIS\‘IWEJ']U']EYUS LA U350 E)Nﬂﬂmﬂ‘lfﬁ]']’iﬂﬁﬁwﬂﬁuﬂﬁﬂ
ﬂ'iu?/l'i’l\‘lﬁ']ﬁ’]iﬂlﬁ‘ﬂ 1594 53‘UC°']’]TUEJ"I Lﬂumu ’Lmuﬂmaawuﬁmmﬂm EATIUNTUIENINTIANEN

@ Roulviy q
mauaswmmaaﬂumtmmwmmaﬂms wsaummauawamiaaLaﬂmﬂmamumuw eaziBeasal
.. Lana’]smﬂmuaummum LuaumsusnLwamwmﬂuﬂiulmﬂlm wazdUn (declare) wuiaq
W&
€.6.6. Tumﬂzumssauwwﬂumsum Igiun e Ne.on 8. 30 8o Udusinsdl
<olo. Tumvetuny s1l8U vt.e %30 8o v84817ieuesIAn ‘W’i’e)llﬁ'laauLE]EJﬂM’J‘IJE]ﬂ’]iﬂ’JUﬂSJ
ﬂﬁumw‘uaqwammmmwwmmau (finished product specification) uagdarinus
ﬂmﬂ’lW‘llEN’mﬂﬂU (drug substance specification) ﬂsamaaamwnmﬂaauuﬂmLLﬁ‘l‘u
LWJJW!JJ%“C‘]ENLLUUL’e]ﬂﬁ’]iﬂ’]‘i?J’e]LLfﬂ?J (8.¢) w38y finished product specification wag/
39 drug substance specification lagvaudlaneuiulsy ¥NAFOUTINIMTOUTENINGIAT
adnnyelnd uazliiiu o U o w‘dssmﬁﬁaviwmmaﬂsz:mmwm&é‘ﬂmaﬁﬂé
lo. Lanm3’%’Usaammgmm'm§mm
<b.o. NsMsmWATUUsTINALNY £ wwammaqmaﬂm'ﬁmmmmmumiwammmwaﬂmzusmt,av
Wsialumsuanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Iag
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