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®. Y081 Meropenem @ g powder for injection/infusion, @ vial TMT-ID (GPU): gecbne
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b.o JULUY Jumeenmnidedum

blo duUszney  Useneumeiien meropenem trihydrate vide anhydrous meropenem s
augaﬁ‘u meropenem e g Lag sodium carbonate
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NANITILA ﬂaﬁﬁﬂm arwlulumiy finished product specification wag Drug substance
spedification 7181989 nLAdussuatuiieIty BelfaanziSoudedinaunnnssunTomnTuazen
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a.e Finish product specification: Meropenem for injection (USP o)

Test items Specifications
@. dentification Meet the requirement
. Assay xo.0%-eabo.o% of the labeled amount of meropenem

. Other components
- Content of sodium ®0%-ewo% of the labeled amount of sodium

&. Performance tests

- Uniformity of dosage unit Meet the requirement
&. Impuirities
- Organic impurities

- Meropenem open ring NMT o.<%

- Meropenem -

- Meropenem dimer NMT o.0%

- Any individual unspecified impurity | NMT o.e0%

-/. FusedagrmznIsinIivunRusnvaEIaNE
L TSRS SO UUSUSURU ©. N .................. on. ... QAN WAL
L% L4 a o a v ]
WNENEAYLT @1IRTUUY W Ing Amaned WaATu Nayey
WguNNgiuIyn1TRLAY WndunsUuRng wndunsUURng

Meropenem @ g powder for injection/infusion, e vial TMT-ID (GPU): seclons




F- Any individual unspecified impurity

NMT o.00%
- Total unspecified impurities NMT @.0%
- Total impurities NMT lo.0%

©. Specific tests

- Bacterial endotoxins

- Constituted solution

- Loss on drying

- Particulate matter in injections
= pH

- Sterility test

Meet the requirement

Meet the requirement

*.0%-ab.c%

Meet the requirement for small-volumes injections
&.en-@.n

Meet the requirement

én.ls Drug substance specification: Meropenem (USP wolaem)

Test items

Specifications

®. ldentification

Meet the requirement

©. Assay

&=.0%-00e.0% on the anhydrous basis

o. Impurities
- Residue on ignition
- Organic impurities
- Meropenem open ring
- Meropenem
- Meropenem dimer
- Any individual unspecified impurity
- Total impurities, excluding
meropenem open ring and
meropenem dimer

NMT o.e%

NMT o.en%
NMT o.n%
NMT o.0&%
NMT o.;m%

. Specific tests

- Bacterial endotoxins test
- Optical rotation

- pH

- Sterility test

- Water determination

Meet the requirement
-0a° to -be®, at bo®
&.0-b.o

Meet the requirement
®6.€%-eon.c%

£y Y 4 o ' o . .
WBLNG - JLEANDIIAIABEUFLUINNE8LDNE1S Finished product specification, Drug substance

. . YV oo v Adgyvy a &
specification wagtnduanSuNlte1984 (Drug monograph) (tonansyia e Use
‘ﬁumLﬁEJuﬁ’uﬁwﬁmmﬂmsﬂsmmsmmmaam nse

laggfisunaac

% [ 2/ L) Ad
e dusuaiungue
NIWEAGITUG) w%’aummaﬁa%a%’wauaﬂaﬁ

- Drug substance specification ﬁmimﬂmﬂi‘uiLﬂi’lsﬁ‘ﬂadéwﬁm drug substance "3alu
a Y a o ) ) P= JPS a s LR
ALY drug substance vouninduiagy atulaatunils TRUMINTIVIATIBRATUNNIFITON

/ fusadagnaignssunsimussadnuuzane o
@. .., o L ) Onkrn, . Waa)
B~ 5 - s covoe e M seres v e T A,
WINPT 1@1IeIun Wegyivg Aunng WwaAtun nayy
WIBLWEgugy N TRl ndnsufiRng wnawnIUH RS

Meropenem @ g powder for injection/infusion, @ vial TMT-ID (GPU): ee@oma




Avua

- nadifivmmedeundenis, iy (waive) msasaaseuTiasgvidorenslolituuanaondns
g iIna Al ueyHde
«.Foulvdy
<o éhmewn'wLaﬂmimﬂﬁ%’uawmLﬁa‘ﬁuwmﬁauoﬁﬁumLﬁaﬁ’wma‘luﬂssmeﬁlmLLazethLm
(declare) uvadanan
€.6.0 ’lua‘hﬁ’tgm'i%umﬁauﬁﬁ’umlﬁud 8. N8.a V8. 939 8o WAIFNSE]
<0.0.0 lunsdlfidusmdnludssmaling (i 8.b)
€0.0.b ’LuniﬁﬁlﬂumﬁwﬁwLﬁamsmﬁwssﬁgmmaﬁa VERED)
.o.0.a lumdidusnhidhaniasung vaneds ne.@)
<ol Wietunzlou ne.e wie o.6 Yo TliauesIAn wisuswazBuaadermuquaman
VouAnSasA AT U Teu Finished product specification) ﬂizﬁﬁaQiswﬁwqﬂWSLﬂﬁauLLﬂaqLLfﬂw
LﬁmLﬁmzﬁ'amumaﬂaﬁmmLLf‘ﬂ,w(a.c&) U W3BY Finished product specification way/ma Drug
substance specification neveudlunewtulssmedssmamaaidamseting
<lo LONANITUTRWIATFIUNTRENEN
<lo. n3tiiemAnelulszine Hudindesdionansiuseanasgumsudnemandninasiuay
Bnnsfidlunsudnen PIC/S (Pharmaceutical Inspection Co-operation) w¥aumsgiun1snangny
wa"ﬂmm%uaﬁﬁmiﬁﬁlumswﬁmm‘uaaa‘l"lﬁﬂmuﬂmxﬂssumiawmﬁu,azsn NSENTNAIBITUFY T
ffﬁwuﬂ?’fu‘lmaﬁmmaaﬂﬂé’amasﬁmLﬁamﬁwé’ﬂmm%uaﬁ%’msﬁﬁlumwﬁmm PIC/S Tumanmeni
WYY aﬂ’ua’ﬂqﬂmmaumsmwaau‘lﬂ&Jﬁmams%‘usaqﬁqi’uﬂismﬂﬂsxmmwmﬁLﬁnmaﬁﬂé
<lolo n3dliemdneminihanssusyine AesillenansSuse s gIUNTSKERE TN RS,
uagIsmsfialuniswanen PIC/S (Pharmaceutical Inspection Co-operation) V30UINSEIUNTHERE
AumininaviuasISmanAluntsBneesd i men TN e T LALE NIENTNAGITEY T
fi’muﬂ“z'jyuimaﬁmmaaﬂﬂé’amasﬁﬂLﬁauﬁ’wé’nansﬁu,as%%‘msﬁﬁ’lumﬁwﬁmm PIC/S Tunsanendl
LAY aﬂ’ua’wqﬂmmaumsmwaaﬂ[maﬂwams%’waeﬁﬁuﬂianﬂﬂﬂssmmwmé‘lﬁnmaﬁﬂé
<. LSRN NYDIETIiEUDTIAN
.m0 HAMINTIVIATIERRNMWTRMERTUsie @S agUnasdkan (Certificate of analysis of
finished product) lugnjuildadushesig
«.m.b NAN1INTITNATIRRN IR TN RUTe L Td ey (Certificate of analysis of drug
substance) ﬁiﬂumiwﬁmmjuﬁﬁuﬂuﬁaaﬂwaﬁwmQ’wﬁmmuazﬂwﬁm’iﬁwqﬁu
.. Mé’ngﬂw%Laﬂm'sé'ué’umméTaM’uﬁ'iwinq;’umiwamaﬁmqﬁwmﬁamﬁﬁm (Drug
substance) fugunssiinvewdnsiusiondusagy (Finished product)
<o lunsdfifunsifousuninnd b U agdosldnurninaienanisfing Long term
stability paeAYIte B A UNEI T3 Ud AL ST S IAYE NTENINATITUGY
<o lunsdiitunsfousudosnit o 9 sgfvsildiunmdenansfinuwaunsiivese
muﬁﬁmﬁ'uLaaﬂwsLﬁaumﬁﬁ’uﬁwﬂ’mmﬂmsﬂﬁumimmmaxm N3ENTHATITUFUVLUANS

s fusedlngrnznssunsimunnudnuasians
O e S SR, 2 A A o Q0D AN,
USEIFARYRN aTIaTuuv Wenging Awnng wwefitun waygy
Wguwvddnynnsiiey wndnsufURng WU URNg

Meropenem @ g powder for injection/infusion, e vial TMT-ID (GPU): aeelome?

Moz




. M85

{iauesim dosdataetregnatneton o syt Jadudmunuuanimeasdoald
ﬂiué’aumuﬁﬁmuﬂuﬁﬁaﬂmamﬁﬁﬁﬂﬂ%’wﬁu
<& m3Ussiugmunmenfidaay
cdo mﬁﬁwaué’aqﬁmql%‘lﬁ'taiﬁaaﬂfh o U o Wowtuaniuilduey
€&l mnmamﬁémaué’aqdaﬁwLmn1wm’qa’£u%’usaawamimaﬁ,ﬂswsﬁmiuﬁﬁmau
&.&m ﬂszﬁfﬁwtjaammwmsﬁmwduﬁaaa"mmﬁ?iwa‘uLﬁaﬁmnﬁﬁmﬁsﬁﬂmmw iy
nInswihmilidedeseeng Tnafiauesian ({18) edfosdesnfiudnmusunuiimhesansds
maﬁmiwﬁuazLﬂuﬁ%“uﬁmauﬁ'ﬂ%’ﬁhaﬁLﬁ‘m%’aﬂumimi’;aﬁmiwﬁ@mmw nadiimunelaiiduly
AUABANWRITLaNE wu'aaswmi‘uaamuﬁw%lﬁi”uﬁmswmsmuasﬁmawﬁ’ménwmﬁmaLLas/vﬁa
HHER
Tunfadely
@& Jlaunia (fane) ﬁwﬁaq%’uLﬂﬁauwﬁam’lﬂﬁwma')q viedleiinnndenan e
Ussmislagrourmunlalfideuly
X2 ﬂszﬁLﬁuawﬁﬁmLﬁU%’ﬂmqquﬁ wiesdlionansssuumsifuuasdndseniiiu Cold chain
system ﬁiﬁmmjﬂum’mwﬁﬂmmﬁ Good Storage Practices (GSP) Wa Good Distribution Practices
(GDP) Tnsuansionansusznay
&5 flauesien (fue) Buvanlvisnidndyanounsurmun gei
«.2.0 N3MNANTIUNTIVTIATIERE TN T INET AR SN wievosUfURns7le
WAIFIISO/IEC emioloa lahhTulumutarmun
€.l ﬂiﬂjwé‘mﬁmsﬁmﬁgﬂL%'EmLﬁuﬁuamﬁawmﬂimaﬁwﬁ’mmﬂmsﬂsiumimmmazm
Tutheamesdynestoazene
<o ﬂszﬁwU{Jﬁqumnwwmmﬁmﬁmﬁzﬁﬁawﬁwaﬁaﬂsxﬁw%waLLazmmﬂaaﬂﬁﬂﬁaﬁﬂwﬁ
ld5uen
<.l wu’::sm%misuaamuﬁw%rhji”uﬁmimwﬁﬁﬁ’meﬁmﬁﬁﬂssi’ﬁmL‘%mﬁuﬁuimaﬁwﬁ’ﬂmu

v
¥ L7
] Y

a v o
ﬂleﬂ’iiﬁJﬂﬂiEJ’]WI:‘LLﬁ%EJﬂUi%EJEﬁL?m ol ﬂauq‘UEJULaﬂa’]iLauaiqﬂflﬂqi'ﬂﬂ%aﬂi\ju

&. naaifansan
2/ s a val va o 1 5 ¥
lfinaugisnm (Price) Tunisfiansan FrEnufaauTRnsnandrsiulasiauesasgaugduugly
L v oA a a & LV S| o o a v ve
MIremelsUszninsa1didnnseindlunsiii LLamﬂmm%mwLﬂuwaquammaluﬂium naisy
o < a v d a i .
AN33UTRLazaanATaeduAnanneluUssmelny (Made in Thailand) 99na@agmamnssuy
| 4w da v a a 1 ”‘1 179 Y o
ursUsginelne wsawizﬂaumi‘wL‘nggﬂs:mammmwmmﬂaNLLawmﬂaau (SMEs) aglatuususie

euli mwm’faﬁwuuﬂluwﬁaﬁaﬂmsnsaumﬁﬁﬂﬁaﬁmmmsw%aé’mﬁwLLasmsu'%miﬁ’a@mﬂ%’g AU
< < o o
YA 91 AR (113) ocodlo/I0s 8eTull me UNTIAL bebe

UNEFYAN la1euun WY INg Aumd WwoAT Nayy
WIBUANEg gy N TRLae NI RS ndvnsUHURNg

Meropenem & g powder for injection/infusion, @ vial TMT-ID (GPU): c#sjﬁlgmg:? “wia \}? \;‘f;\*\
A = R
G4




usun aluladgq 9vdm )
120 nuuday rovaBE00d WAULSN NSUINKY 10500 s :0-2233-8989.Insans : 0-2267-0382

\wuiEidun® 0105537071681

ful 24 wouanAu 2567

599 luauasian

Sou gomnemslsmeuiauimd

[

VTN v0laues e undainuiian1siansun fell-

U ERidTaleb Tivheag () 31A157U (UM)
(Nau vat) (571 vat)
1,600 naeq Meropenem 1 g powder for solution for 860.00 920.20 1,376,000.00
(1 nABaUITY 10 97M)  injection/infusion
(PENEM M.H. 1 MG) sfeuMByan iy 1,376,000.00
GPU : 944239 / TPU : 568385 AL 96,320.00
INATINGD 1,472,320.00
FWIURURITNYT = ildnduaudaniivaoaiuaudesiauumain) ,

o 1 °

o a o du a o I v = (R 1 U [J ! (%
YN UIBY 1 LEAUDIIAY UIHN LUUNAIRAAUNE mwumau'ﬁﬂﬂuuaaﬂ’n 365 U wagnvuagdsresnglu 30 Tu

U

SeSpunitensw wivimefiaueniagldiunsinsananviuseidung veveunm

'
=5

@299UtNu o Aidene

YouanInLTUdoRE g

S

(Wnfiugndml fuarmelnyad)

ASUNBUSIUNYN



