ANWULIaN1¥Y8Ie" LEVETIRACETAM STERILE SOL 500 MG./5 ML.(5 ML.)
13081 | EVETIRACETAM STERILE SOL 500 MG./5 ML.(5 ML.)
2 ApuanEvaly
2.1. Uiy asazaneUTmndedmiudn la Laisid
2.2. dwusegnau  Usgnausiesi LEVETIRACETAM 500 MG Tu 5 mL.
2.3 MYUrUITy  UsItunvusUnain Uraanide
2.4. 81N - spyionn dulsgneufenddyuaranunss Tunde Tuduery i
uan waviawngiowiniuen Wegadaauuuussadom
- YUNWUEUITEegRsfesIE yToemdeTenisns diuuszney

WAZYUINAIULTIVBIET LauviNGn Judueny iTanu

3. AnENlANIwnAln

Han1snRAasIziaan mluluaiy finished product specification Wag drug substance
Specification fig19Bsnndussudieatu Feldnnzdeuredinnuanenssumsevsuazen
NIENTNATITUAY ﬁy’aﬁl,ﬂé'wi’wﬁ”um‘?fﬁw?Néfmlﬁuaﬁuﬁl,ﬁ&mwim%almjﬂdﬁmmgmmé"uﬁﬁuiﬂ
f3umile MuUsEnAnTENTINENs TNgY (FessryreIe w.a. 2561 aTuil 6 S ne. 2561
(aeUsznalustvinayune Yuil 12 nuaiud w.e. 2562)
Finished product specification: LEVETIRACETAM 500 MG./ML.

3.1 Identification test ATIVU
3.2 Ysuusendidgy 90.0-110.0% L.A. of LEVETIRACETAM
3.3 Bacterial endotoxins 14ilAiu 0.175 EU/mg of LEVETIRACETAM
3.4 pH 50-6.0
3.5. Particulate matter ATV
3.6 Sterility Test AN
3.7 Impurities
- Levetiracetam acid NMT 0.3 %
- Any individual unspecified degradation ~ NMT 0.10 %
- Total impurities NMT 1.00 %

ARYNTTUNNTANUARAN BTLANY
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4. Waulvdy

v
=1

dlauenasesdukanvilsdoiuses nisnasanelevesuseaanaislagdilenuin sieazidundiail

a1 wnannsldsveygretunsadeuniveniiodmielulsamdlng  uazduns (declare)

WIARINES

a.1.1 luddymstunsidewsiuen Tdur ve.2ne.3 ve.d 3o 0.2 udausinsd]

1.1.2 Tudmetunzidou ve.1 vie 8.1 vesfiauesia wieuswazidunidenisaua
AN e NAnTusinmAitunzieu (finished product specification) uazdaimug
AMAINYBIINQAU (drug substance specification) ﬂsﬂj‘ﬁagjs:wi’mmil,ﬂgauuﬂaﬂ
wAlufufuasdosuuuianaisnisvoudle (8.5) uandeu finished product
specification Wag/%3adrug substance specificationlagvounlunauiulsgnia
Uszmasimdianvsednd wagliiiu 2 ¥ a fuusenmeussmesandidnnselind

4.2 1oNATTUTBWINTFIUNMTHERNEN

4.2.1 nstlymdnlusemnalne guandedionanssuseannsgiun1sudnenuvaninaiuas
Fsialunisudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lng
W12891U PIC/S participating authorities ¥303L0NA135UTBIUIATFIUNINERL 1AW
VANLNAUTILAEIT NS TRTUNSHERE1 189 NIIUANENTTUNTOIMTUAZEN NTENTI
assngy Sesimuntulasinnusenadeuaziniisufundninesiuayisnsiialunis
wanen PIC/S Tumnagiilauee atuaiganuseuminvasulneinanissusesds
Tulszmalszninsasiannsednd

ARENTIUNITIVUARANYLLANE

(WeBungy ungavluay)
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4.2.2 nsimdugnidranasseme gudndoslduinimiienisdeiuseannsgiunis
HARYIPUNENINIILAYISN5TIR UM INERE1 GMP-PIC/S vesussmagndnatuaign
museumInTaeulneinanisiusesdiciulsznmalszmasmdiannselind

4.3 1BNENIARAMUBILTILAUDTIA

4.3.1 NaNIAIINATIERRNAMNAN ST e 3UTeNEHER (certificate of analysis of
finished product) lugrguiidadusegns

4.3.2 uan139523A VAN INgAUYEIRIEEIATY (certificate of analysis of drug
substance) M#lunmsndnenuitdaduienieidneuasiudningiu

4.3.3 nansionangududuminduiussenirsunsninvesingiuvesiendny (drug
substance) 48 4.3.2 fujunisudnvesndndusiondniagy (finished product) 4o
4.3.1

4.3.4 nan15An®7 long term stability naead1901gvesfizunsifoulifudiinay
ANENITUNMTOMITUALET NTENTNATITEY

435 nsdiluengu vaccines , blood products Aeedilona@n5IuTBITUNITHER (Lot
release) IINNTUINYIPNAATNITUNNE NTENTIEATITUGY

4.4 feg1een
4.4.1 fiauesia fosdenegneetetos. .. ... mieussasdne dudufunuians
Twavdealsnsudumunimualuidenuautaniludieiy

4.5 MmaUseiuaun e Ndway
4.5.1 pdwausiosiongldlalivesnin.... 12.... feutuaniudeey
4.5.2 grnneidwey szdevdsdnmaeluiusemanmsaiinngiesuiidawey

ﬂmsnssumsﬁmumﬂmé’ﬂwmzLaww

(eAndy Twyad

.............................................. NIIUNNT
(Wenguan eAUsELEIY)

,V |y
............. / ...;)%k/z....%.%/...ﬂﬁiumi

(WBTUNgY UNTITLUAL)
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4.5.3 n3difimhennsmsguiegueiidaeuiiledinsaadiasesinanin wesenis
whmisdedesemedn Ineflauesim(uie)assesdwiindnnudwiuiinioe
s19nsdmnTlneiesdudiuiaveudldsreiisrdeddunisnsiadinsied
ann nsdifinuielbiduluauaudnyuziany wites1vnisveanudnshisy
frsanmaauenaefinavesiaueTm(due)uas/miednaluafuioly

4.5.4 fiauesin(fue)azdesiuidsusilesilnduuneny ieilaifiansidenannde
Usgmslagnauimun tngldfiteuly

4.5.5 nydhduenidionfuiigumgdl 2 - 8 ssrwaldea feafilenansuaniuaziusesindissuy
mafiunasdndesndu cold chain system AAldunsgrumumdninast Good Storage
Practice (GSP) wag Good Distribution Practice (GDP)

4.6 NaTHue
4.6.1 nsdleniauslaldenduuuy (original drugs) fosfiilenansnanis@ne bioequivalence
goseniauesniudisuiueduiuy Tnedsnmsdnwdeadulunumdninusiuag
WU URluNsAnudauyaveseiadyvesdiinnuamenIsunseImsiase
NIENTNANFITNGY
4.6.2 nsdifueniidesazane/Fenneneuld deslinanisAnwmanuaanmmdansazas/
We919 Tuivinazanesngg AsudiudazdenAasIfuenansniue

4.7 fhawesian (Hve) Buganlvisnidndygneuasuimun
4.7.1 nsdinansduasaniisegeniainnsuineimaninisunndliduluay
1N IFIUTINUA
4.7.2 nsdindnfausioindgnifonifviunniemanlasdiinnuamznssunis
ownsuaren lurhenanesdygazdearans
4.7.3 nizﬁwuﬁzy;m@mmwmnwﬁmﬁ’m%mﬁﬁamdmadaﬂisﬁm%mauazmm
Uaendoraftaeiléiue

ANENTIUNIAINUAANANYETLANE

Uses1uUNTIUNIg

(WeBungy ungavluaw)



