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®. ANUABINT5Y1 Ceftriaxone @ ¢ powder for solution for injection/infusion (GPU : bae@ea)
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&.& Finished product specification
Ceftriaxone sodium USP

1D Test ltems Specifications

@ | Identification Meet the requirement

b | Assay 0.0 - ea&.0% of the labeled amount of
ceftriaxone

m | Potency Not less than etevo mcg/me of ceftriaxone on the
anhydrous basis

€ | Uniformity of dosage units® Meet the requirement
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? Test Items Specifications
& | Constituted solution Meet the requirement
o | Bacterial endotoxins Not more than o.lbo USP Endotoxin units/me
o | Sterility Meet the requirement
& | Particulate matter
- Size z@0 UM Not more than b,000 particles/container
- Size zlb& pm Not more than boo particles/container

& | Crystallinity

Meet the requirement

@o | pH

D.0-B.0

ae | Water determination

&.0-66.0%

@l | Organic impurities

- Deacetylcefotaxime lactone

- Ceftriaxone triazine analog

- Ceftriaxone benzothiazolyl oxime
- Deacyl ceftriaxone

- Ceftriaxone-m-ene isomer

- Ceftriaxone E-isomer

- Any individual unspecified
impurity

- Total impurities

Not more than o.¢%
Not more than &.0%
Not more than c.lb%
Not more than @.0%
Not more than o.m%
Not more than e.o%
Not more than o.lu%

Not more than &.0%

&lv Drug substance specification
Ceftriaxone sodium USP
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? Test items Specifications
e | ldentification Meet the requirement
o | Assay Not less than eieié pg/mge of ceftriaxone on the

anhydrous basis

e | Organic impurities

- Deacetylcefotaxime lactone

- ¢-Aminocephalosporanic acid
- Ceftriaxone triazine analog

- Ceftriaxone benzothiazolyloxime
- Deacy! ceftriaxone

- Ceftriaxone-m-ene isomer

- Ceftriaxone E-isomer

- Any individual unspecified
impurity

- Total impurities

Not more than ©.&%
Not more than o.&%
Not more than @.0%
Not more than ol9v%
Not more than o.&%
Not more than o.m%
Not more than o.&€%
Not more than ol9%

Not more than b.&%
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fi9 Test items Specifications

& | Crystallinity Meet the requirement

& |pH D.0-6.0

b | Water determination &.0-e@.0% (Method 1}

o | Sterility test Meet the requirement

= | Bacterial endotoxins test Not more than o.bo USP Endotoxin units/mg of
ceftriaxone

wews - *Wade Uniformity of dosage units wag Dissolution TWimuuienansuaassisasiBennanis
= ¢ oy ¥ v = oS =
asIvdAs Nl e Teasdeemtusuaalalulu coa
o =] Y ) . = - pocl

- nyaifAzLTBULTINITIY (waive) N1TRTIEBUILASILVSINITIA THBULAAILENETT
wdngrudsnamitldsuaysiidng

- Drug substance specification fin1sangnlulinsizivekin drug substance %38

o T o o LY) 7] d o Qs

Tuisnent drug substance vasinanedusagu adulaatunils Tnefinsaradinssiasuyniate
o o
AfUA

o =
b, Wouludus

HauesimdasBudunamdisienans wieuasaneliedeiussuenanslnegisng Twaeidundsdl

o.a waasnslauayywlunedouhiuenifesmelulsymalng wazdiuns (declare) uwdandn
o.0.0 TudynsTumsTeusiuen (eo no.m ve.e vie oo udwsnsd)
.0l Tufretunsidou n.e vie .0 vasefllaussan nieuseandoaiadonismunu
ﬂmmw’uaawﬁmﬁm%muﬁﬁuwmﬁau (finished product specification) WazdarinuARMAINUDY
Smgfiu (drug substance specification) nsdiflagszninsmsasuuvauslodfinfiueedouuy
wna1snsuanily (8.@) mwieu finished product specification waz/w3e drug substance
specification lngvaudluneuTulsenmalssnmasmdidnnseling uarlivin o U o Fuussnon
Ussmanadidnnsedngd

.o PNETFUTBIINTFIUNITHENEY
v lo.o NsdlenAnlulssvdlne Guindediviideiuseunasgiunisniingmamdninnsivas
3Ensfialunisndnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwiiaa1u
PIC/S participating authorities m%‘aﬁLanaﬁ%'maqmmigﬂumﬁmammmmé’nmwﬁmﬁ%msﬁﬁ
lunandne1red1UnaUANENITUNITIMITLALE NTENTINEGITNEY Fetmuntulneiaig
aonadpaasiinfioufundninassivagiinsiinlunisuinen PIC/S Tumsnaenfiauanne aduaign
aussumsasiaseulaeinanisfusasfieiufivsenmausemasedidansadind
blolo nsdfiuEmindinnsiesang Fealusfindnlaalssnuilldiusewnnsgnamsainiu
n1sRAMe1 PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagviae41u PIC/S
participating authorities atuanganiuseunisnstaaavlaefinanmsivsasfisiulszniausene
swBLannsatng

asde....... ﬁ%‘ ...... ... USERIWNTIUAT  BEDen %/ .............................. ATTUMT  818Burrrrnnnd A "'( ....................... NSINANS
funaEgUL Fitiee) anaaId@innn Nunas) (At TR sutTd)



. (BNFNIATNNYBETLELDTIAN
b.m.e HANISATINIIATIERAmA wRERSasiandniaguassnin (certificate of analysis of
finished product) Tuesnfuitdaiugaoeng
HalbHANIIATIVILATIZVqUAINTRgRUVEIA181dA R (certificate of analysis of drug
substance) Adlunsudneiuiidalufeiaiaosiineuasinininghu
oo LANETRIBVANgUEUSuAINFURUSSENINTUNsHEnvRsIngRuTasitenddy (drug
substance) 48 .o fusumsainvesdniosiandniagy (finished product)
b.an@HAN15ANYA Long term stability aaand2901gv89s1fitunsifoulifudrdnay
ANIEASTNNITOIMTUALET NTENTIEsINEY nsditunzifousiuinndt o U uas/viena
msfnun Accelerated stability nsfitunsiiouemioanh o 9

0. FI9EN5N
oo fausa (§us) Fesdewiegasnedisdos m mitsussafasd dulufunuuans
swazdesldasufumuiitmualuiide auaudivily dradu
b.@b AMENTINNTT Azifiufiegeevesiiauesiamnselilaghithlfliindl

o.& MUssfununwenTideey
o.&.e vridweuisdiongldidlidesnin o U tuantudweu
b.&lo snOATIdBY efasdduunnmieluTuTBIAaMIT TR R uidaey
o.&a NsEITMETTNTYINSduf et TidwouedmITIR RN Mies TN
wilidedoweiedn Taefiauasan (fang) ssfesdeeniudnmudnnuimiesisnsdensae
Answiwesiufiuinraudliswiifsdeduninielinneiaann asdivuieliduly
aunadnyasy MieswmsteanudvliiuinsanmaaueamedendveslEussim
(Gwe) wae/videddsluniaraly
& faunsn (§e) asfesdudsusuilenlnduuneny velaiansidonanmiiae
Uszmslag Aeudwunlaglifiouly

. onansduqg
o.0.0 nstilueiifesazarsuas/miaideanould dodidnunmderanmsingmuniimd
msazauaz/M3nidens Tudvhasaeneg asufuazaanadasiuienansiniuen

oo fiauesm (§ue) Busenlfondndygrounsuimun &
oo AIENANTTAUATITIATIZREE TasnsuinermaninisuwndwioeafiAnnsild
WAS§I ISO/IEC emolo¢ wan1snIadnmetliifulumumasgudedmunludssneadssnin
s1ABidnmsaling
0.0lo ﬂ'szﬁ'mmmwmss’faqsgnﬁ’uﬁ’gy,nunn'ﬁ%'m%aimﬂﬂmﬁmﬁmﬁ’uﬁ lidnesifiunsdndesau
sesfudmin vienmsdatasauseiun wwnguamdl o wiemsindelaenseniieassnigy
.00 nsslndndasienviadgnifenifviuniiesmaialaedwinnunnsnssunsemauag s,
Tuthanenvesdiyanasdessne
D.0.& mzﬁwuﬂmmqmmwmﬂmﬁmﬁ’msﬁmﬁﬁm%dawaﬁaﬂﬁzamﬁmaL:,asmmﬂaaﬂﬁasiaﬁﬂq o
laguen
L& n5@?431561’@aaﬂmﬂﬁ’zy%mhawmma

aﬁa.........ﬁy&ﬁ‘.’.._..@.rx............Uisﬁ'mn's‘sun'rs aa"ﬁa..............%j o TSNS aﬁad{“‘/nﬁums

(U TRUGN Hiuane) (rnEmBSnn aumas) (rHaingdsal susTg



-

.G ﬂﬂ’wﬁwm's=uaﬁam%wﬁlﬁ%’uﬁmsmmﬁmﬁmﬁmﬁﬁﬂizﬁgnﬁaﬂLﬁuﬁuiﬂaﬁ'lﬁﬂmu
ANZNITUNNTDIMTUAZNIUTEEEI @ UnauTulsennaysenmasiaddnnseting

AUD.coveren. 7?1“’ ..... DN o UI=1uNIsuNg
(WeEUN Aeuene)

4 QY
[ B 1 T U AFTHNATT

=
AVD.rrenrrren: J[‘?’r ........................... ASSUANT
(W HEMANTS9A sudsed)



