AMANYEIANIZYB981 LEVETIRACETAM ORAL SOL 100 MG./1 ML.(300 ML.)

1.3?1'8&’1 LEVETIRACETAM ORAL SOL 100 MG./1 ML.(300 ML.)

2.auaulEnaly

2.1. gUuuy DuansazargdwiuSuusen la 1iid

2.2. dmUsgnau  Usenaueies LEVETIRACETAM 100 MG TuansazaieU3ums 1 mi.

2.3, 1BULUIIY 1 ﬁﬂummmammmm 300 wa. umﬂmumﬂamummﬂmwﬁau syringe “Iwn

2.4. 2310 o dulsznauimendifyuarauuss fundn Tufueny aufindn
waztaunzideusisuen Hagudnnuunussysioe

UuAwUUTIReEeTiaedasssyesmiadennanisdn diulseneuuas

JUIARLLTITEIT 1vfindn Tuiuony Tiday

3.AuaNUANIwnATia

HAN139 579 e eian mluluniu finished product specification way drug substance
Speciiication g3 s nundusihuifiontiu Jsldaamafousadineuamuenssunisemsuaze
nsevsREns gy alindainsuildsdesduatuilifieurhvislminiunasgundwiniule
frFundls mMuUsEn ANTENTIsEsIsIaY 3essEysingen we. 2561 aviufl 6 Suanen wa. 2561
(aeUszmAluswRon U Yudl 12 nuanvius we. 2562)

Finisn2d product specification

3.1 identification tost AN
3.2 USHIUMEIEF 90.0-110.0% L.A. of LEVETIRACETAM
3.3 Microbial Test ATITY
3.4 pH 4.8 -17.0
3.5. Impurities
- Levetiracetam acid NMT 0.3 %
Any individual unspecified degradation ~ NMT 0.1 %
lotal impuritie NMT 1.0 %

ABENITUNTSAIAUAAANWULIANY

Lo UIE51UNTITUNNT

(WL WIS auueiTmnd)

............ /kv/ﬂiillﬂﬁ

(Wedad gIssauUseiil)

.......................................... N33UNTT

(W8 WW Toaiansse) /-2- AdnwazlawyYesen Nicardipine



-2 -
Qmé’nwmmawwma&m Nicardipine Sterile Sol 2 mg./2 ml.
1.%@8'1 Nicardipine Sterile Sol 2 mg./2 mL
2.AnuauEnaly
2.1. 3Uuuy Duansazarelausaanide

2.2, dwdsenau  Usenausiesien Nicardepine HCl 1 meg. Twdesums 1 ml

2.3 Muurussy  UssTlunrurusIgendnUnmnndeniout Yostuuas

2.4. 2870 - syyiiorn @ndszneusinddyuaaius Yunde iuguawq W@ TiHEn
wazianetlgusiue Liegednauuuussysiu
- VunIUEUSIIENetatesinsssyes miatenienmsfn diulsenouuay
PAAINLLSIVDIET 1avTinEn TuAuoy Tiday

3.AuduUAnIumnAia

mamwmaﬁmiwﬁ@mmmﬁulwm finished product specification way drug substance

Specification figadsannduidudientu sldanmadoutedtnnuanenssumsemsuasen
NSENTWATITUAY ﬁgﬁlnﬁmﬁﬁum%ﬂa5@&1’9%%@%%%%wim%'almindwmmgwumé’wﬁ%’ﬂm
fr¥unils muUsEnAnSENT AT SUAY Bo95ysgen w.e. 2561 astufl 6 §unau wa. 2561
(aeUsznialuswinaiyunen Fuil 12 nuawus we. 2562)

Finished product specification : Nicardepine Hydrochloride Injection.

3.1. Identification test MIITU

3.2. Ysunusienddgy 93.0 - 107.0 % L.A. of Nicardipine HC

3.3. pH 3.0 - 4.5

3.4. Foreign Insoluble matter RIIU

3.5. Insoluble Particulate matter aUNATUIA 210 pm Lilfiu 3,000 aynIA
(Microscopic Method particle Count)  8un1AYWIA 225 pm LA 300 aynA

3.6. Bacterial endotoxins Taiifiu 8.33 EU/meg.

3.7. Extractable Volume 2.00 - 2.20 ml.

3.8. Sterility Test ATIINIU

ﬂz:usﬂsﬁmmﬁﬁwm@mé’ﬂwmzmww

4 P UsLsIuNIsunIg
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AIINNT
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4. [aulvdy
QLauaiwmﬁaqﬁuLLamwﬁﬁa%’maa wionawaeiletosusanenansiaegiionua s1eazdenn Il

4.1 nansnslvengiunadowiiusiiesmiluussmalne unzduas (declare) uvad

HE®

4.1.1 luddymstunsdewinue 1iun vie.2ve.3 e 4 v3e 8.2 udusinsdl

4.1.2 ludveTuneifeu ve.1 vde 8.1 vesgriiauesial nieusieasduaidenisaiunu
ﬂmﬂwwmamﬁmﬁmsﬁmuﬁﬁuwmﬂau (finished product specification) wagdan1mun
AMNINVBITNYAU (drug substance specification) nsdiflegszminansidsuuvaudly
duiuodoauuuenalsnisvawily (8.5) undey finished product specification wag/
w3adrug substance specificationlaguauflaneutulseniadszninsindidnnsedidnd

wazlafiu 2 U e Juuseniauszninsianddnnsedng

4.2 WNANITUTDIINTFIUNINARY

4.2.1 nsdlgmdnlutszmalne duanfosiiionarsiuseansgiunisudnemumdninausivas
33n1sfdlunisudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lng
MNUI897U PIC/S participating authorities ¥39H18NA155UTDIUIATFIUNTHANLIAY
WENNUILAZITNNTNA LN IHER1VBIATNNUAMENTTUNITBIMITUATEY NTENTI
a1s3nin Sarmundulasiiawaenndesuazindieuiundninasiuagisnisfidlunis
wanen PIC/S lumnagnfiausune atuaiganuseunsasiadeulagiinanissuseadeiu
Usgmadsznansiandidnnsetind

ARENITUNITAMUARUAN WEULLANY

.............. T AUTESUNTIUNNS
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4.2.2 nsdidugnidranasssne fudndasdnuninaendideiusewinsgiunisudn
gIUUANINATIUALIENSRRlUNINERET GMP-PIC/S vesUsemAdnanatuatgnniusey
nsnsiadeulaeiinanissusestsiulssnmalsemesasdnnsedng

4.3 ONANTANN MYDILLAUDTIAT

4.3.1 #aN13ATIVNATIERAUAMEEA T U 81d1593U0ENER (certificate of analysis of
finished product) lugnjuiidaduioeis

4.3.2 #an150339 ATV AU N INgRUVeIRI81d1A Yy (certificate of analysis of drug
substance) ﬁ‘h’ﬂumsmammjuﬁduﬁuﬁaadwﬁwaaﬁgmawmuasémamﬁmqau

4.3.3 wnansvsenangududunnuduiusseningunisudnvesingAuvesiaend Ay (drug
substance) 99 4.3.2 Aujuniswinvendngdngie1dusagu (finished product) 4e 4.3.1

4.3.4 wan135Anw long term stability maams&aamqmaamﬁfguwmﬁ'aulﬁﬁ’ua"wﬁmw
ANENITNNTOMNTUALEN NITNTWATITUEAY

4.3.5 n3dlillugIngu vaccines , blood products fasfiionansiusesjunisuan (Lot release)
NNTUINYIPNERINITUNNE NTENTIIAS1TUET

4.4 feenaen
4.4.1 lauesIA fosdeeg9eIog ey, . 5. e uss e dalusuvuuans
TvazBealansumIuILRmunluidenuau TR U

4.5 myUseiuAuA e Ndway
4.5.1 eiidsweuseiongltlalidonnin.....12. feutiuainiudeweu
4.5.2 pwnuisdidsmeu sxdesdsdiuininengluiusemanisnsiaiiaszieniuiidaey

ARENTTUNIA VLA AMANYULLANY
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4.5.3 nsdiiimieswnisyinsduiiegisenidaeuiiiodmnTinsginunim wiesenses
vimildesevesiets Tneflauesien(@ue)asdesdeniudnnmsuiuiivinesenis
dwnrimnviandufiuisveualdiefiferdedunsnsninseinuaw nadli
wuebiilulununudnvasane whesvmsveanuansliiuiiansansiauesnen
pwlinanvesfiaesienueuaz/viefudnlundwioly

4.5.4 fauesn(fune)asdossuasusdleslndvunoty videideiansidenanmdredsyms
Tognouivun Tnglifideuls

4.5.5 nsdlifueniteafviiguvnd 2 - 8 ssmueaidua feslienarsuanuaziusesinfissuums

Nunardndse iy cold chain system lsiunnsgiumundnines’ Good Storage Practice
(GSP) waig Good Distribution Practice (GDP)

4.6 W@NANTUY

4.6.1 nsslhauelalyendiuuuy (orginal drugs) Fasiionansnanisnen bicequivalence
et iaueTIniUisudisuiuedunu lneisnsanudeadulumumndninasiuay
L URlunsfnudanyavesenaiyuesdinaunmugnssunisesuazen
NIENTNAISITNGY

4.6.2 nsdleniauelaliediuuuy (original drugs) Fesinan1sAnwmnanadn (clinical trial)
yosefiuansfalsraninmuasenuIeudiouiuenduuuy uarifumlunsansg
nMsunnd wazineiiusgaunisalnisladly sw.swys

4.7 lauesan (ne) Buserlisnidndyg neunsuivun
4.7.1 n3dinan1sgunsIviingvientinnnnssineemansnisunndladduluanunnnsgiu
Tonvug

4.7.2 ﬂigﬁmémﬁm%mmﬁmﬁgmﬁamﬁuﬁumnﬁawmmiﬂaﬁwﬁmmammwmamma

waren Tugrnaivesdygaztearene
4.7.3 nstdnudymaunmanadnduyieiiienadmaneussansnawazanulasnde
sonUenlasue

AZNITUNITNIAUARAAN YRLANY
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