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2.1 Finished product specification
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Specificationsv
lJ0 Test ltems

Complied with finished product specificatron1 ldentification

90.0 - 1,20.0o/o of the l.abeLed amount of

Aileropenem

AssayZ

80.0 - 120.0 of the labeled amount of sodiumaJ Content of Sodium

Comptied with finished product specification4 osage unitsUniformity of d

Organic im,purlties5

-lt/eropenem impurities I Not more than 0.8%

Not more than 0.60lo-l\4eropenem impurities ll

BacteriaI endotoxin Not more than 0.125 EUlmg of meropenem

At the time of use : meet the requirement-7
I Constituted soIution

9.0o/o - I2.0o/oB Loss on drying

> 10 f-tm NA/T 6000/container

> 25 p,m NN/T 600 /container

9 Particulate matter

7.3 - 8.310 pH

It4eet the requirements1.1 Steritity
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2.2 Drug substance specification:

(A) Meropenem

Specificationsv
?JO Test ltems

Compl.ied with the standard1 ldentification (USP)

98.0o/o - 101.0 % of Sterile N/eropenem

(On anhydrous basis)

or

7B.Oo/o - B4.Oo/o of ltleropenem with Sodium

carbonate sterite

) Assay

Between -1.7o and -2!o3 Specific rotation

4.4 - 6.04 pH

Water content 1"1.4 o/o - 1,3.4 o/o5

Not more than 0.17o6 Residue on ignition

Not more than 10 ppm7 Heavy metaI

Not more than 0.05%B Limit of Acetone

9 Organic impurities

Not more than 0,370-l\,4eropenem impurities I

Not more than 0.30lo-N,4eropenem impurities ll

Other impurities Not more than 0.170

Not more than 0.370TotaI lmpurities

Not more than 0.125 EU/mg or meropenem10 BacteriaI endotoxin

Particulate matter > 10 ftm NI\/T 6000/container

> 25 p"m NA/T 600 /gontarngr

t1

It/eet the requirementsT2 SteriIity
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5) druurrarirfioiu:osxrrn:orunr:zufrrturflrily#n[nilqiiBnr:fifitunr:zu6nur (Good lt/anufacturing

Practices (Gl\4P)) /PlCs (PharmaceuticaI lnspection Co-operation Science)Tersvrjlutru P]C/S

participating authoritieS aiirrirqnmr:r:ouflr:fl:?afio! fi,..J6nr:iu:osfir{uil:vnroil:vn?n:rFl1
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5.1. r{rruryrirfioYr:orilrarfirufl'rizuAFrurrtrxrua-nrnrudiBnr:fifilunr:26mr-nqfirfr"rurrirriry
I

(Certiflcate of Gf,/P Active PharmaceuticaI lngredient (APl))

5.2. rirulrurirfioYr:orurFt5f,rufl'rrr.rFnurnuradnrnru",{i6nr:fi61unr:zufrnzu6nfiru,fiurr{ruEo:r.ldU

(Certificate of GIi/P Flnished Product)
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7) ilrn:irtto{doriruuonrunt,riprnfru6'rurr{rriry (Active Pharmaceutical. Ingredrent Specification)
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d o d ' .specification) Tnu:vtrsl"r:rur1.rl fl 56r u h a fl fl flJ?lu r a r t: a ?u ( Finrsheo Producl
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uav 16 uo rra v q ru#nufuv !el',lru
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7.2. dtut drug monograph tolvtvrm-rurr{rrYrp (Active Pharmaceutical. lngredient) ltavzufrnfiru,fi
od

urrirtSq:Ll (Finished Product)
U
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7.3. n:fifrr-nn6lfr'rurr{rfrry (Active PharmaceuticaI lngredient Specification)ra5on6ndruvtur
9

r{rr5o:rl (Finished Product Specification)trJrJ:rn61usir:rur (Non-officiaI pharmacopoeia)
a

6'or urapxua-noru'ir urflrrnio'rullo.r flr:i rn:rvrirtluhjrlrrriorafirriolnriohd

z.e.l.fidoriruuFruauilrn:fi'ru"iro{nriirn:rvriluEir:rur?osl:urilflfirtluaxrrfintor The

lnternationaI Conference on Harmonizatron of TechnicaI Requirements

Registration of Pharmaceutical.s for Human Use (lCH) r,16o

for

_-^v
7.3.Z.tan:ruunLLavilrFnorurornr:irn:rvr.irizufrn (ln-house process) fraorrnfrorfli tcn

Guide[ines r,rio
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7.3.3.rtontuuflrLaux-r1n:6rufr'rtrJrornr:iur:rvr.ifidruunlftusir:rur sir:ru'r"tn rir:rurvfir
J.o'

rtrillTUnrfln:uvr:?{firDr:6uqfl 16o{ :ull$i'r:rur r{rr,rYugr.Juru!tirfi!l (GeneraI

requirement for dosage form)

14 aJ 1 u u ra q : d o ri I u u Fr Fr ru n r v'r in q 6 I n-r u r a{ r rr-q (Active PharmaceuticaI lngredient

Specification) luavzufinfiruq{urr{rl5o;rJ (Finished Product Specification) nr:drl6ltrnr{r:r
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B) r{rrurrarftfioiu:oqzuanr:irn:rvr.i (Certificate of Anal.ysis (CoA)) Tnu6'otrJ:vnorpi':u

8.1. rirturrarirfioYl:orzuanr:itn:rvt,iftrqfir6'turr{rdry (Certificate of Anal.ysis of Active

Pha rmace utica [ | n gredient (API)) ]n uplolr.J:v n ol pir u

B.l.l.rirrurvrirfioYu:orzuanr:iun:rvd':-mq6rfr'rurrirrirg tor{zufininqfrlffrurr{:ricg

(Suppl.ier)
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(lManufacturer)

8,2. r{rrururirfioil:orhanr:irn:rvr,izufrnriruqiurriruSo;rJ (Certificate of Anal.ysis of Finished
vadod

P ro d uct)- t o r zu zu a n zu fr n n'ru qrt u r rir t5 q : | ( N/ a n u fa ct u re r)
U

8.3. uonar:fluriunrud'rfruri:vr,t'lrslunr:zuAerto{inq616"lurrirfrrg (drug substance) ttau iunri
a q v to d ,,-. , .. -iqe4 ai I

n frn r o r zu fr m rirudr{r r5o grJ (fi n i s h ed p rod u ct ) fikTtu n r : zu fr n u r lufi ri uL o u
od9) rirrurronarilrafl{,.JanlrAnurFl?rtn{Fh (StabiLity data)

.; g'.1.. r{rrurronar:rLaa.i,.JaflrrAnvrn?1tln{fr'r:vuvur? (Long term stabil.ity data) siru'tu a lunr:
zuafil

9.2. ;irrurronal:rrfin{r.ranr:finrsrn'lunrfr'rluanlrvtit (Acce[erated stability data) druru 3 !u
n'l:tiarl
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d d, -iwg.q. n:niu{luurfi6'osavaru /16oorrrioutd t#r{rrutonarrzuanr:finrcrnrrLnr6'?vdcnr:avaru

rrav/yEo u6oorr / ya-rrtlnhi lufi"lr,iravarurix.1 n:lfirrruavaoprnfrosri!lonar:rirfluur (tn

use stabitity data)

to) r{turyfilfio:-l:ow.rfrnniruqiurr{ru6o;r-J (Certificate of PharmaceuticaI Product) taurvurdrtdur

lur.J:vrvrntuu

11)riruurra#fl6'tuFr?'tlJailryarorzufrnfrcudur (Bioequivalence)lnuzuanr:finurFr?rilal.r:.tatoszufimJituci

ur (Bioequivalence) utlutr]nrrEioriruun ASEAN Guidelines for the Conduct of Bioavailabil.ity
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t2) r{rruryrirfrofl:ourm:orunr:rlflrlfrmuvdnrnruqiiEnr:fi61ur,1orrJfrrifrnr: (Good Laboratory

P ra ct i ce s (c L p ) lu n : ni fi r,ir n r : fi n rEr fl r a u a fi si r'l | : v u,t o

13) r{ruuryrirfioYl:orrrn:orunr:uffrYn*.uornrre'ruurnr:.rlranunruq{iBnr:fi61unr:rfiuYnrsrttav

n:vQluur (Good Storagl Practice / Good Distribution Practice (GSP/GDP))

1 4) fr uau o : r nr r 6'o r ri r 6'r o d x u r o d x rio u 3 uilr u u : : q ficud
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16) r{ruruonar:ruaqr{ouanT :tpiYrnr:r::olu Green book torn:uiuurnraorinr:ruurvd (fr]fi)
tq

17) druuruonar:lrarxdorynnr:16'irnr:l::0"[u orange book tor US.FDA. uto European N/edicrnesU9

Agency ([r1]r)

ra) n:6fi1il1dur6'uuuu6'oriuansnr:finururrofrfln (Cl.inicaI tria[)tLorsrrlur]:vuvotvufiuaotfilzunvrr

n6flnrorsrurlBuurfiurnrur6'uturruuavfifrrLr,{lurr:ar:1rr{nr:tu,^rvrd (rirfi)
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of Analysis (CoA))
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ai u d d d
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