
:1 Un y to u q n fua nu6us [a1l 1 vljo{ u1

Meropenem o g for lnjection
v , t A q6{nnrJ:valri urfro"LcTLunr:rirr.r-ofnurt0.ianru-uT:nil:?{onfi{ r{iuaflrliuraur vy'r{eiruT:nrJorrrunvra'rlq

j
tjogt Meropenem o g for lnjection

o. ncuauriafr'rtil

o.o ttjuzu.rurrj:roorn rdo

o.Lo tJ:vnoldrapt-rur Meropenem trihydrate u6o anhydrous Meropenem fial4aril Meropenem or g

ttflv Sodium carbonate

o.sn !tta"LLnttuvl.J::o urfi nrJ:rrto'.tn tdt
Jt,

o.d Qfl'lflrul]flou't eirurJ:vnou6'rurrirrirulLavFl?'rl.rtt:.r iuzuan ?uauo'rEJ raryrian rLavLa?rTvtlJUuu'trt't:utu9

url{odrrr7ertau!uu::aflru'fi ltavaarn!uuaoo!::aflioilAnodxriou6'0{:vu6ou1 ei':urj:ynorn-rar
,' , t I

a'rrTrp rra v nr llJ rr:.i fufr uor q ua v rarfi r,J A n

VAb. nfu6ltJU9lytl{tilnun
I

Lq.o ldentification n:?atiruFt'11.Jfi:vlJu finished product specification

to.to rj3lrru6'rurr{r6'ru c{o.o - ooo.oolo of labeled amount

Lo.en pH e'/.en - d.en in a solution

Io.d Particutate matter n:?oajturrtlfi:vu"lu finished product specification

b.d Uniformity of dosage units n:?atituotrlJfi:vu1u finished product speciflcation

l.s.d Bacterial endotoxins tril'rnn'ir o.olod endotoxin units/mg

to.b Sterility sterile

b.e,J Constituted solution n:?atjlurt'ulfi:r{u finished product specification

Lo.d Loss on drying c(.o - ols.oolo

b.c( Content of Sodium do.o - orleio.o%o LA of Sodium

6, .o
(arfio) Up-V....................ri:vDlun::iln1:

I
(uradu1ofr ufin'raI:oil)

u'ruLrflilrirfiul%'lfu

,JN(a{10 ) ..................t..-.................... fl ::il n 1:

(urcarr fr erfr ilr ilrsfi'qrurfr3)
r.j

u'r tJtt?\11u L%u?trtu

.r fNJ
(a.i% o) .................. :1"..................... n ::lJ n1:

(ur uqnivr d rrvrofr otr,rla d)

rn#tn:rirurrunr:

a/a



-b-
uon ar:fi"tfflun r:fi or:rur

4)r4 A 6l rd U o v u , , ,3tonat:frhTLun't:ln41:turntunrliu'r"[#Gatrird'u lona]:ilio].r:y1J14xJ1u rar ro nar:Fnld1nun{no L!u
*. o r{r rur m na', rri'.t,Tu u 1 n 1urtil B rra v/uionrur o'.rnqu 

o

14tJ''turl4el :lun:fififrl"durfruutuuqvfro.rfironar:uaorrioilr"[drolurfinirunr:Y!:olqrndrfntru

nilvn::iln1to'114't:lLavu't fiuarrviratYufidor-ifl'fr {onr::vil dori'trld lfiuturirriuarrluur.ll
"Luturnurfi"hTlunr:fnrsrrvirnlu uavfinr::vurionrrltrsr*ounr:t.iiurtfluronar:rirrirar

en.b r{rturtonat:nl:Ltaqr{oFrrril!uaalnro.inlorrrrr, (uzulurrrayna'osur) ,'.tufituiflrrvrCuut{I
oo*.rn drturrirtofiuuvrfluual'rYrur (ttur vr.a.o rato u.") n:uunufir vrior:ruayrdunnrudnrcruyLe?\ry

l9

toturrirtSo;rJrravrioriruuFtilrn:olutoti6nr:irn:rvviur (Finished Product Specification and AnalyticaI

Procedures) fifluvrvrriuut{ Tnu6'ordxdsoirYrurfil:vnrnn:vyr:?{arD'r:ruatYr:orraiolra:^in'irl:vnrn

t4trlutuq: n:aifioqj:vu'jrrtouJa^uuinjncrfffridirn:rvr,iuurrirni.rrorlrm:orut#aonndorIU

nr:rn"r:rarfil:vnrnir.l:oluion"r:r ureiranrior{rfinrrunruv n::}Jn1:o1y't: ttavurl#Lru!
1

i{rturrirtotrffltujfiuuular:runr:luvrvrfiuuur(u!! yr.u. G() uio rirrurrirrourihujduuular

:r u n r :luu y rfl u u n'r il u r ( rrr: r.l u. a) I r n iol riu eir a

en.a rirrur"h;{rricynr:fluvrvrl^uusr'rYlur (rrlrJ yrrl.l" uio lru.< rnio yrrJ.d ilto u.t" ttfrr$rin:6il)

en.d.o. n:nifr arzunnlutj:srvrnlvr a (vru.to)

en. d.Lo. n:fi fi a rrir r.?ir rfi o nr: uil{! ::qlul :y ry fllil u (u u.<)

en. d. en. n : fi fi u r rir rcir q r n ei r I il : v ry rr (vr u. a)
ai< ,i , w

14tJ1ur14el: n:njfrfinr:ir.ifiuuulnrruffltri'YrourUrnravanrufizufrn"L#rruldrrurnirnoufftr
,i

tr.Jfiuuurjal:runr:"[ultvrfiuurfrYrsr (urr vr. u.G() r,rio rirrurrf'rrorrffhrr.ia'aurrilal:ranr:"lu
dou!-yv

yr y uil aurir iu a r rfi ur ril {Yl ouryr or *a yanrufi zua n ( ulu u.a)

en.a rt"rtururjlf;oYu:oril1n:Frunr:zufrorarnrttraa'nrnrud?6nr:fi6"[unrtzufrnar (Good Manufacturing

Practice (GMP))"[uv!rqfirfiu'rdocriuurfrrauo (qu-!6iranm1].r:o!nr:Fr:rraorTsraa-roqiludxr'rnrfl''r:

Yr :or) Tn a olorrJ:v norl rir u

a.j
ul u tt?\vtu LlJU1t'tflJ

(4.rfi o) ....................4:' .................. n::Lr nr:
(urrar': fr n n^!r ilrltnieirur fi3)

ri
ul u Ltv\yru tljU?ljrtu

(uruqniud rrvrofr rtnlad)
m#tn:rirurrynr:

(a{10) rJ:vorun::lnr:

le/e



-m-

6n.d.o,. r{rrurvritfioYu:owrn:orunr:zuamurnrtru#nrnruq{idnr:ddtunr:r.rfrninr:61fr'rure{rfrql

(Certificate of GMP Active Pharmaceutical lngredient (API))

en.d.b. a'rrurr,rrilfioir:orrrn:grunr:riAnurnrrya'nrnru.l4i6nr:fi61unr:zu6nzufrnfiru.fiur
ocZ

rirtScgrJ (Certificate of GMP Finished Product)

rn.u lun:fir{Juuliruirornrirrl:vrvrrr fizufrsrfrorfieirrurr,rrirf;oil:0r2fi nfluri (certificate of
pharmaceuticaL products , CPP) r,16ourilf;oil:ornr:q;ruilru (Certiflcate of free sales,CFS)

qjsdudu
l1-J14tJ?nu'tvttauotru aU!alann1ilTO!nr:rt:rqao!lnuilzuail:ol dliur.i:vnrrtl:vnrn:rnr

Yo
en.e,/ l.llFllslutol{odruuorqruntl{nnfrr.ln-rardrrYcy (Active PharmaceuticaI lngredient Specification)

rravzunnniru.dure{r u*t:l (Fin ish product)

en.e'/.o drturlrn:gruinq6lm-rure{rrr'ry (Active Pharmaceutical lngredient) uavzufrnn-ruviur

' *r;,.i (FinisheJ Product Specification) Tnu:vqrir:''tu'r (pharm"acopoeia) fil{drl6.rnr:ar !:,

i tnr:rvliln urrn:oruo drrrio u rlo.r r{Jutrj n urioriryun Lra v}.r1Fr:o'rullo{ nr:i rn:ryflurfr:r a rln
,o

rir :r a rrafl I n u r-J : s n r n n :u yr :? { ar : or :ruat li o I : v I pl"r :r u r
,t"

m .s't .b a'l t1-J'l drug monograph t o { 1i'{ 6'r u r a'r n-cy (Active PharmaceuticaI lngredient

S pecification) yio zu fr n fi'ru'fi arrir r*q :l (Fi n ts hed prod uct)

en.e'/.en n:nifi{n11fruFt-?u16ilritu (Active Pharmaceutical lngredient Specification)raio zu6srfiru,fur
1

od
airric;rJ (Finished product Specification)lrirJ:rnn"lurir:rur (Non-officiaI pharmacopoeia)
v v I d a d d, X , y 4 w 

" 
, u ,3

n0{ttaPr{ua n0ru?1u1r.D.r'r0l:fi'tulj0{n'r:? tn:tu14ttju LrJnut ouult o Lnrra Lluo 
oa o

en.e'/.en.o. il'tlorirvunrLnvil'rfir:5'rutornr:irn:rvlfllun'r:rur?o{ri:urilflfir{iualrfrn

to.iThe InternationaI Conference on Harmonization of the TechnicaI

Requirements for Registration of Pharmaceuticals for Human Use (lCH) raio
,v

en.e'/.en.b. t0nIUUnttaU:J't0t:51U1J0{fl1:?tn:Iy14ilzunFt (In-house process) Vt

aofrn#otnl! ICH Guidelines uio
,o

en.e./.sn.en flonluuqttavilrn:o']ufr'?hjr.rotnr:irn:rvrifiriruuntfluol"r:rur sir:rur"Lpr

n'r:ruryfir nril|:vnrfinrrirrlolu1:ruar 16oI :vr.lor'r:rur r{rraYu;rJrrlIarrfu1
(General requirement for dosage form)

14lJ''lu[14e] : rjorirvuqr]tutrtl\?-0tfrfrl6'rureirdrg (Active Pharmaceutical Ingredient Specification) *av
zunmnruqrlurr{rt5o:tJ (Finished Produd Specification)notdrrdtornsr'r:rrnatn'u[ava!*!i6rJ']n'u undurrnn:nlfrrlr:r!

arfirioriruuqttavillrt:!'ru?o{nr:ern:rvv{ravrrv't-gterdl6":urrirrYrur'tio zufrnnlrue{urr{rr*q:l

dd

u'tu ttl tytu tlju?lJ'tfu

'A(arfio) ...............'..Y:. ..n5:lJn'r:

(uxarr fr n6ilr r-irrrfi'rrturfr3)
ri

uruttv\11u tljU?%'ttu

d a 14 d,(uluqn'rvru qyDna tl1\lnu)

rn#tn:rirurcgnr: n/a



6n.d dltururilf;oil:olzunnr:iio:rvr,{ (Certificate of Analysis (CoA))TnufrolrJ:ynol6'ru

en.d.o. rirrurrarjlfioYl:olzuanr:irn:rvr,{ (Certificate of Analysis of Active pharmaceuticaI

I n gredient (APt)) Teru6'olrJ:vnolfrr u

d.d.o.o. r{rrurraritf,oYr:orzuanr:irer:rvri 't-orerFln-rurr{rdry(Supplier)

d.d.o.b. rirrurr,rrilf,oYr:o.rzuanr:irn:rvr.iisrnFur-ru',rf'.rdrr-rorrizuarrfirudur6{rrEt:lUU!

(Manufacturer)

en.d.b a'rturr,rricdoil:olzunnr:itn:rvr.izufrsrfiruqi'ura"rr*o;rJ (Certificate of Analysis of
Fi n ish ed Prod uct ) tot r1'n fr n zu fr m ura'r r5o :rJ (Ma n ufactu rer)

en.d.en tonar:6uriun'ltr#urniuii:vu'irriunr:zufiprrLoriprnfrloi'rurr{rrr'rg (drug substance) uav

iunr:zufrntorzuaorfiru,fcirr*q:l (ttnirr,"o proor.t)fitrTlun',ruA-ro.iufi;ouru
en.et dr rur uo na''1: rran.i zua nr:fi nrcrnlrl nw-l (Sta bility data)

en.c(.o eiruurtonar:ttafl.itJanl:finrgrrr':rltnrm-r:vsvu'n (Long term stability data) siruru

* iunt:2frn
I

en.c(.ls drturtonar:tnnunnr:finurrnrmrwt-rluatruti{ (Accelented stabitrby data)druru * iunr:rufrpt

en.c(.d drrurtonar:tnprszuanr:fimgrfirno.rjrurarm:nrXnrnjldprurbi o rlor/drrururoqJ:yfryBzua

nr:inur (n:niur rfi q) (firfi )

en.c(.d n:fiu{Juarfifroravaru/r6oor.yr,ta-rttJnlfflun-rr,iravarurirrl n:lfirurrayaoprndorrilrondl:

rirriuur (ln use stabiLity data)

6r.oo ririururilfioiu:olzunmniru,l4urrirr*o:il (Certificate of Pharmaceutical Product)

rail r v u r dr uitr r"Lur.j : v ru otyr a

6n.oo drturua-norun?.ll.Jal.rlJatorzufrsrfiruq{ur (Bioequival.ence) r{JutrJsrudoriruun ASEAN

Guidelines for the Conduct of Bioavailability and Bioequivalence Studies ilio qifio

nr:finrgrfirrJ:sfrvrBzun ulnvfi'rarrnrorzufrsrfiru,f ul n:vyt:?.talDl:rua? Ipruanrriur,rioU9

r,rriralrufinrcrflrailuafitriiunr:ir:ororneitinnunruvfl::!nt:otur:rnyur arilrJocr.tiuu 

---
,duort
(n:nr Lr Lturnurruu)
ov4uen.ob eirrurr,rrilfioiu:owrn:grunr:rJflrifrmruua-nrnruqi'?6nrrfi61uriouJflu-fr nr: (Good

Labora tory Prac tices (G L P)) lun:nifi r,ir nT :fi nrcrfi 't al:rafi rir,lr.J :y rvro

6n.o6n e{r rururilfioir.l:owrn:orunr:tfirinur LLavfl:yera EJrflrily#n rnru.?i'i6nr:fifilunr:

tfilfnuruavn:valuul tJo.O Storage Practice / Good Distribution Practice (GSP/GDP)

en. od ritauo : r n r fr o r ei r or-'l o d r I a r o d x rio u a ?rilr u ! :: q Jirue4!t

o u d u V ,a qa
en.od drturrarilfroil:o'llrrn:orurXorlfrriOnrr lSo/lEC oe'rlotsd lu:runr:urfirauo (#rfi)

n 6u y n : : il n 1 : ri'n4u q : 1 s a s Ld u q n 6u 6'n u6u s ra v{ 1 s tJ o { u 1

"' '0nl(a':fi0) . lv.\.1..................1J:vD'run::lrnr:
I

(urarYurofr dnnral:nr)
dd

u'r u ttl\vt u tlj u1lJ'rfu
,!n(a{r0) ............:.Y..... .n:::tnr:

(uxarr fr n n^lr r-irrfi'e!ur fri)
d!

u't u ttvlyr u tfl u'tlj't 6u

da!d,(u'rufln?ilu FluDna Lv!!au)

md'rn:rirurrunr: d/e.

q/
n::}Jn1:(a.it0)



-d-
6n.ob rirturtonar:ttaprt{oranr:triirnr:r::qlu Green book toltyra (firfi)!9

sn.os.i rirturtonar:tuaoldolanr:16'Yrnr:l::n"[u Orange book rol US.FDA. r,lio European

Medicines Agency v6oriryfi uior n::l (rirfi )

en. o d n r : o u :l oi u o: ::r y{ fin s run ,]t.Jl :v n 1 fl Fl tu v n ::tJ nr : -l

i ui
d. t.:OU[1J0Udl

, 4 4 t4 t'
d. o u r n'o.r fr o r q ua f; otrl rio u n'j r o fl u1! q r n fufr riw o I s r
d.b urUntntnr:zufrnfiiilrou"lriurianrfur ovfrorfieirrurrarjlfio:-l:o{r.Jnn''l:irn:rvd (Certificate ofj

Analysis (CoA))
vvda-,a

a.en qitruovn'olfr[u0uuo:rYru.Jfiuuaruioarlndvrno'uu6ouiorfronr:rfio:rantrriourirrauqnlxl,ilu?uo3{
U9

d.d 14lnaflrfuryrr:flruurntutr'rv!arnzu6nn-ru.?i*avfroqnr:eiln:rolfroirnr:ryr,irlrurr'tv! nisiruilruu I {--- -1i - '

zunnfiru'fiurqvrtiurif!frerto!rirlddratunr:irn:rvvinrunrvrur uayeirur"Lusirurufinnririln:rvr.i6uuriUC

anrr.tiur
v / e r a q v - Xd.d r.r rau0:1 n 1 (r{1r u ) uu u 0}] Luu n ta na6u6u1 noun:u fl riluer Fl.iu

d.d.o rarnfinr:eilst:ro? un:rvdolnn:iliilu1fllaFlinr:r1^rylriuudrzunnr:i rn:rvrfhir{JulrJnrurrn:o'rut-

d.d.b n:fizufrprfiruq4ur%frerdQnGunrfir6uornri'owarnTeru6ir#nnunruvn::ilnlro'r14'rrLLavu'r
U

d.d.en n:fitoiilufl ruurn 6un111arnzufrnfiru.]{fiorq6irzuaFiorj:vfrvr6zuauavnrrrllaopriiusiorir-hufiv I - -u

teiYrur
ad u dd.d.d. n:6ullFltuvn::l.int:tfla?Jfl::iluavflr:urUnprnuroonornuruflur anrlurtounta=nnr:

#rfiourtuni,rtTntl

nfuvn::iln't5fi''t14u9t:1uav 16un n 6u6nufuy ray{1vtJo.t u.'t
/
,' C\

J PJqD
(a rto ) ...................Y......1.:.............. rJ :y orun::l n r :

I

(ururYulofr un'hrqT:nl)

u'tuttl\ytutflu1%'ttu

,4i n-(a'ito)

(uxarrfrnfrlr r-irrfiruurfr3)

u1 u ttl,{yt u tlj u1lJ1fu

. ! 0!,^J(a{10). ..............1) .n:Tiln't:
tadaqd,(u'ruFltl?y]u FlylDno Lvluau )' I I t- -'

rn#tn:rirurrunr:

G-,/ (s


