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Vigabatrin 500 me tablet

qmé’nwmmamz‘vmm Vigabatrin 500 mg tablet
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3 auautamanadia namsnsiniiesiziguamidulua finished product specification sarsneaz8Ad14E1 Falsram
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Finished product specification
Identification test
2. Ysusiedey
3. Uniformity of dosage units
4. Disintegration time
5. Disolution
6. Related substances
Drug substance specification
1. Identification test
2. Solubility
3. Specific rotation
4.  Water content (KF)
5. Sulphate ash
6. Heavy metals
7. Residual solvents: Ethanol
8. Residual solvents: Isopropanol
9. Residual solvents: Total
10. Related substances A (5-VP)
11. Related substances B (2 EG)
12. Related substances D (GABA)
13. Related substances: other individual
unidentified
14. Related substances: Total
15.  Assay
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A3 muﬁssu‘lu finished product specification
95-105 % labeled amount of Vigabatrin

(475 - 525 mg %38 500 mg+/-5%)

A579K1U »73 finished product specification

Not more than 30 mins

Q=80% after 30 min

asaaritu anuiiszylu finished product specification

AU ATIML drug substance specification
Freely soluble in water
(-0.5%)- (+0.5°)

NMT 0.5%

NMT 0.1%

NMT 10 ppm

NMT 0.5%

NMT 0.1%

NMT 0.6%

NMT 0.15%

NMT 0.15%

NMT 0.2%

NMT 0.1%

NMT 0.5%
98-102% labeled amount of Vigabatrin
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a. Houlvdu
fauemiedpsduduunnmaeionans wionasaeiletesusenenanslnetiising swaviduadil
4.1, enansmsiésueygntunsdouiiusuited mineludsanelng uazduns (declare) uvdandn
4.1.1. luddymstunsdeuiiuen 1o vie.2 ve.3 ve.d viie 8.2 udusnsd
0.1.2. lukwetunzifou ne.1 e .1 veseilaueia1 wisuswasBuavdensmunuAmAMYBINARSUsiALT frungidou
(finished product specification) WAz UDNMUARNAMYBYINOAY (drug substance specification)
nsdifegszwinmaasuandluiimivesdouuuienarsnsvauily (u.5) wweu finished product specification
way/v3e drug substance specification
4.2. LONANTTUTDWINTFIUNTHAREN
Q’mﬁm’fmﬁLanms%’maammﬁmmwamenmwé’nLﬂmvmazeﬁmiﬁ'ﬁlumswﬁmm PIC/S (Pharmaceutical Inspection
Co-operation Scheme) laguiaeau PIC/S participating authorities atuagamuseun1Insadeulagiinansiuses
friulsemmusemasmdiannseing (e-bidding)
4.3, LONANSANAHYBITIAUBTIAN
431, wanIAnYeTsiRuAREAdueiEdSgUveNaR (certificate of analysis of finished product)
Tusnsuitdgudusedis
432, HAN1IATIVIATIE Mﬂmmmmnﬂwaammmﬂm (certificate of analysis of drug substance) ldluns
NEmaﬁuﬁduﬂumamwawwam1Ltaua‘gmammqﬂu
433, nasviondngrubuiiurnuduiussywinunsnanvesingauvesiiendifgy (drug substance) U9 4.3.2 AUTUNMIHAR
yoanAnusiur@niagy (finished product) 1@ 4.3.1
4.3.4. wan15Anw1 long term stability maami’nmqwaamﬁ'ﬁuuwzLﬂauliﬁué’ﬁﬁ’mwuﬂmxmsumimmsuazm NTENIN
aN5150UaY
435 nsaldliersunuudeuaninans@nndrauya (Bioequivalence) vomanfusifiaueTAUTuis Ui v RuLUUATY
Manmm‘nua“u,mﬂ;]um‘lumimmmaumamawwmuw‘uaamummﬂmuﬂs'sumsmmiu,auen NITNTNAITITUAY
4.4. frenen flauesie fesdeiiagee1agetioy 2 miuussi i Jadusunmuansseandealdasudumudiimun
TudepmantAhluiiedu waslisunmsndmiferiuivlude 43.1
4.5, msUsziunmuameniidwoy
4.5.1. mwamaumaquaw‘%‘lﬁmuaanm 18 \fiou tuvniudaey
4.5.2. gWnaTidewoy fo.,maamml,mmwma'lusmaqwamimammﬁuwmsuwmuau
4.5 3 nsdifimiessmsymsduiedaniidweuiiedmsiieszinunm miessnsssimiidedosedied lnufiaus
5701 (wzmzJ)i)vmaqmmquanmummuwmaswmiaom'smLﬂswmu,auLﬂumuumaumlmwwmm‘uaﬂumimw
Anszauam nsdiinuielidulumuguinuusiany Wi 31N15UeaNUANS lsURITANINTIEaUDTIALININGET
YO IAUDTIA(HUE) Ltau/mamwam'i,uﬂsmalﬂ
4.5.4. wLauainm(m'u1&1)%maﬁuLﬂaaummam'lnawumma wsamammmiLaauamwmsﬂs“mﬂm‘] rourvun Taglifidouly
4.6. fiauesie (uie) Buvenlisnidndygnaunsuimun il
4.6.1. nsAINANIENATIVIATIEVET f Tnonsuinermaninisunngwiawosufuanasitlduinsgiu ISO/EC 17025 Han15A5I9
’JLﬂﬂ%‘vﬂﬁiL“f]‘u\wﬂ’mll'1GISEWU‘UEJﬂ’]MUﬂ‘luUSVﬂWﬂUiuﬂ’lﬂi'\ﬂ’l
4.62. nsdldnfasivminigniFeniiuiunniemaalasdninnuanenssunisesuazen Turim
waaa‘l'fgnums%aaxma
4.6.3. ns:ﬁwuﬂmmﬂmmwmﬂmﬁmﬁ’m‘v‘lmﬁﬁawdmaaiaﬂsvﬁvn%mau,azﬂ11mﬂaamﬁaﬁiaﬁﬂwﬁ‘lﬁ§um
4. wuaaiwm?uaanuawﬁlmuwmimmamﬁmmwwﬂszamﬂmwnLfmﬂuTmamumwﬂmvnﬁumsmmiLLavaﬂuivu a1 19
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AInauALNIINNNTOIMNSHALEN
4.8 fuiedesesuiuaniima MnAEAT TN SR ST USRI ATIUsEMAdes MvuasiAnaen wagldimiasiananseii
e 1 vie fusznmiaides Uty'umuammwm warldsesosmmmanvaseniausly wnmsimunTenAImiemsiesen
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Sodium Valproate Oral Solution 200 mg/ml

AIIANWAIZIAN1ZYB9Y1 Sodium Valproate 200 mg/ml Oral Solution

1. iam Sodium Valproate 200 mg/ml Oral Solution

2. guaniRTall
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sULUY Juasavarula Ludidddmwiosnns

diulsenau Usznausmesien Sodium Valproate 200 mg Tuansazatgu3unms 1 ml

AMVULUTTY UssRluIREY) YA 60 ml uawdl syringe Y cc %30 ml
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3. guauddmameidia wanisanviaszigunwdulua finished product specification wag drug substance

specification A5 1azidend 19613 Falaaanziloured tinuANLNIIINTEIMNTUALET NTENTRAIDISUY

o B N

Drug substance specification

1.
2.

© N o w

r ificati

Identification test
Usuusiendrfgy
pH

Related substances
Microbial limit test

|dentification test
Solubilities

Acidity or Alkalinity
0.1 hydrochloric acid
0.1 sodium hydroxide
Related substances
Impurities K

Sum of impurities
Each other impurity
Chloride

Sulphates

Loss on drying

Assay

Funsndesiassa Wesmewug

(UsesunIsung)

p37AKIL Aafiseylu finished product specification
95-105% labeled amount of Sodium Valproate

a7K1U mafiseylu finished product specification
aT79K1U mafiseylu finished product specification
aT3K1U maiiseylu finished product specification

As1WU MuTiseyly drug substance specification

very soluble in water

<0.75 ml

<0.75 ml

n37KIU Aafiszylu drug substance specification

< 0.15%

<0.2%

<0.05%

Max.200 ppm

Max.200 ppm

Max. 2.0 %

98.5-101% labeled amount of Sodium Valproate (dried

substance)
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4. Qaulvdu

mauaiwmmawummewmaLanms wionaweiledosuseaenanslnediisuns swaziSuadsil
4.1. Lanmimﬂmuaumwmum"Luaummmmamwma‘luﬂvmm“hna ward s (declare) UaInan
4.1.1. 'Lumﬂtyms*uuwut,usmmsum Town ve. 2 9.3 M. 4 %3 8.2 uAIMsnsel
4.1.2. ludetunsifou ne.1 vie 6.1 veenfiauesin wiouseazBuamfitenismununmunmues wamnmmmwwmmau

(finished product specification) LLaz‘UamwuﬂqmmwmnmqﬂU (drug substance specification) ﬂimwaqium’mﬂﬁ
Wasuwlawdluiuduasdeanuuienarsnisveuily (8.5) uamday finished product specification waz/w3e drug

substance specification

4.2. lNANSIUTOWIATHIUNTHANE NwammamLana'l'i'iusaﬂmmmumwammm&maﬂmm%uau’;ﬁmiwéﬂummamm PIC/S
(Pharmaceutical Inspection Co-operation Scheme) 'lwmmmmaua‘ma TnenuIE9U PIC/S participating authorities atuangn
museumsesIvaeulagiinanissusesisiulsmausennsindidnyseiind

4.3. Lanmsammwmmmﬁmuamm

4.3.1.

43.2.

4.3.3.

4.3.4.

<

HANSASIVATIAAINHART U A 53UV EHAR (certificate of analysis of finished product) Tugnjuiidaiy

Mo

nansATIATsiRUA W IngRuve @Aty (certificate of analysis of drug substance) fdluns wdnensud
dudusethvesndneuasgnaningiu
lonansuievdnguiudumnudiniussynihegunisndnvesingivuesiiendfy (drug substance) U9 4.3.2 fuFuN"s
nanveananueiend@usagy (finished product) 99 4.3.1

nan1sfnw long term stability naeatseguaseitunsdeulifudninnuenenssunisemsiaze N3N

a15750uaY

o ¢ &

4.4. fhogen flaueian fesdsheg1veegaioy 2 mieusigiai Fudushununansseazdunldasuiiumuiimueluiide

AuaNURvlUT9Y
o o
4.5. MsUsziuAUAMENEdwBY

4.5.1.
4.52.

4.53.

a.5.4.

a1wamaumamma'l:ﬁ‘lﬂuuaanm 12 ifou tuaniudwwey

mmmmwamau '\)waaaqanmmwma'l‘ususawamsmaﬁnmswvwmiuwaauau
ﬂsmwmaswm'ﬁmmiaumafmuwwawamwaaamammswmammw whes1smsagymildesowesien ey
L@uesIA ({U1e) ﬁ].,maaaaa1quanmummuwuwiwmimmﬂmmﬂmuauLﬂuwium'naUﬂ'fl‘nmwma'mm'Lu
NIATINVNATIERAUAIN ns@ifinuelidulumunuanvaziang mheTvnsveanudnslisunansannsiaus
$IAININGNVDILLAUDTIAN (EU18) Ll,a"/mawmam'lummalﬂ

Hlauesia ({ne) sedesiuildsunilontindvuneny vaiilaiianisidenanmimeusznislag neufmun lagliil

Fouly

4.6. NLﬁUEﬁ’]ﬂ’l (N‘U’IEJ) auaau'luamaﬂammﬂaumumwuﬂ GN‘U
4.6.1. nsmwamsaum’m’umwmmu Iﬂt}ﬂill'mEl'lﬂ’lﬁGﬁﬂ’l‘iLLW‘V\EJW“EOMENUQUG\ﬂ'ﬁmmJ'MSmU ISO/IEC 17025

nan1sasIvIeliidulununnsgu

4.6.2. ﬂsmwamnmmwuﬂuamsanmummwﬂwaammm‘[mamumwuﬂmvnsmmimmsLLaum“lumanm‘uaaamﬂgmmamma
4.6.3. ﬂﬁmwuﬂmmﬂmmwmﬂmamnammuwawaawamaﬂi”awwaLLaummUaaﬂnaﬂawﬂwﬁlﬂsum

a7. vimEm'umwaanuawﬂusuwmsmwamnmmmmﬂi wmnLsemLnUﬂuIﬂamumwuﬂmvnﬁumsmmmavm
Tusregiian 1 Yneuduusy mmhummswmmawsaunanmmmmam‘lmmLuunﬁmﬂwﬂmmmmunwaaqmmsanmmuuu

SoudesuanodinUAMENTINNTEIMNTUATED

4.8. fuedesdiorivaniimas VNANENSTIMSTIILST UL WAATIUT AR Mmunsimnanse) wagldimuasinnanien
Fuausls vio fuszmeides Ufemdnwinnd werldresesnarigauatediiaueli mnnisivuasimnatmiemseeses
ssaaveseMssfiausinismivuynsuszmenedidnnseiind wazayszuniavhdyamieilvegniumudoye,
AuefealivanTimamulsenen th
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Levetiracetam 100 mg/ml oral solution 1/2
AMANBAZIANIZYDIE1 Levetiracetam 100 mg/ml Oral solution

3 Levetiracetam 100 mg/ml Oral solution

vaa';]l

Uy uasazanela Lufid

dulsznou Usznausmediien Levetiracetam 100 me luansaganeuunms 1 ml

MYULUTIY Ussylumndn Y 300 fiaddns dTUnaiv ussylunaasnseny

281N VLU S2y Foen dulsznaumnddyuazaunse Yundn Juvueeny avinge UIENHER

waziaunzidewsinsuen 1ag1edniau
VUMY Ussamamauaﬂmmm Foe/Fonsm duusznaumedidty Anuwse Yuinde it
Na auauma T daiau

Namsm’J%’JLﬂiﬁWﬂmmWLUu‘lﬂmu finished product specification wag drug substance

= i

specification Mus1aLIBEAT19819 ‘U\ilﬂ‘\]GW]A'ﬁLUEJUG]BHW‘Uﬂ\ﬂuﬂm”ﬂiiuﬂ1501ﬁ13LLa“8’1 ﬂi“ﬂi’)\‘iﬁ’)ﬁ?ima‘d

Einishea wieiict ificati
. Identification test

- USnaudigndnety

. pH

. Impurities

A LW N -

4.1 Levetiracetam acid (ucb L057) or
((S)-2-(2-Oxopyrrolidine-1-yl)butanoic acid)

4.2 Any individual unspecified degradation product
(each unknown related substances)

4.3 Total impurities (Total related substances)

4.4 Levetiracetam R-Enantiomer (ucb L060)

4.5 Preservatives related substance
(P-hydroxybenzoic acid)

5. Microbial limit test

D i ificati

. Identification test

. Assay

. Water content

. Impurities

- Levetiracetam R-Enantiomer (ucb L060)
- Residue on ignition (Sulphated ash)

o R < UG 5 o = GG BT SO S

. Residual solvent

o a
4. Jaulvdu

P9I9RU Aiiseylu finished product specification
95.0 - 105.0% labeled amount of Levetiracetam
A5 mmﬁlizq‘lu finished product specification
ATV m’mﬁszq'[u finished product specification
Not more than 0.2%

Not more than 0.10%

Not more than 0.8%
Not more than 0.8%
Not more than 1.0%

333 Auiiseylu finished product specification

A5INIY mmﬁszq‘[u drug substance specification

98.0 - 102.0% on the anhydrous and solvent-free basis
Not more than 0.5%

NI muﬁszq’lu drug substance specification

Not more than 0.8%

Not more than 0.1%

A5991U mufiszylu drug substance specification

ﬂ%»«/ l*ﬁlk}%’) Goeq Oy ﬁuvms m.%»um
....................................................................................................................................... »
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4. Joulvdu
NLauaiﬂmmawummﬁmwmaLaﬂmi WiallaﬂmEJlIE)“UEJS‘US?NLE)ﬂﬁ’lﬂﬂﬂm.lmum swasBundail
a.1. LanmimﬂmsuaumﬁmumLUEJumsumLwamvmwluﬂs"wmlwa warduns (declare) WnaIHEn
4.1.1. 'l‘umﬂmmi‘uumtuaumium G V8.2 1.3 V8.4 %30 8.2 WausnTl
4.1.2. lufwetunsideu ve.1 vie u.1 yaeTiaue A wsamwauLaamm'uamim‘uﬂuﬂmmwwamamnmmmwwwLUEJu
(finished product specification) LLazmamwuﬂﬂmmwmanmqu (drug substance specification) ﬂﬁmwaqiumwmi
LU?{UuLLUaaLtfﬂmﬁmﬁmzﬁamuuLanmsmwaLLﬁl'u(a.S) 158 finished product specification way/n3e drug
substance specification

4.2. Laﬂmﬁusaqmmmumswamm
NwasmawLanmismaamGﬁmumswac»'\EJwmwananw,t,anﬁmiwéﬂumsmamm PIC/S (Pharmaceutical Inspection

Co-operation Scheme) Tnenuae91u PIC/S participating authorities auumaﬂmuiaumsmmaaﬂﬂaman'ﬁsmm

mauﬂsummﬂsxn'zmwmal,anwiauna (e-bidding)
4.3. Laﬂmsﬂmmwuaammauasm1
43.1. Namsm'zmmswuwmmwwamnm‘nmmmﬁﬂwawwam (certificate of analysis of finished product) 'lumsuwauﬂu

1981
4.3.2. Namssmmmiﬂvuﬂmmmmmwaammmﬂm (certificate of analysis of drug substance) ﬁlﬂumswammsuwmmu

mamawwawammLLa"NNammmU
4.3.3. Laﬂmsmamanﬁ'luauaummauwuﬁsumNsumswamanmmwaammmﬂm (drug substance) U9 4.3.2 AUTUNIS

uamawammmmamasﬂ (finished product) 78 4.3.1
43.4. wan13AnY" long term stability maammamwawwmumLuauhﬂumumwﬂmunssumsmmsu,avm ATENTN

aNsITUY
4.4, fhatheen flauesie Fesdeegieeagalioy 2 mieussyiot Fadumununanieandealdnsudumuiinmunluide
pauautAiiluinaiu uaziijumsndndeaiuiulude 4.3.1
4.5. mavsvAuguAmeTidwey
45.1. mwaauanmamma‘lﬂﬁluuaamw 18 WWou tuaniudwou
452, sWnIaTidwey aumaqmmmewma'lmuaamamimnmLﬂ'swummsumamau
453 nsdlimhesemsinsduiediidweuiiodinsiinsiziguam mesemsesihmivdeieseiiegn lngg
1@ues1A1 (U8) aumaamEJnwuanmumu’mwuwswmiawmmmswLLauLﬁuwsuwmwaUﬂwlwawawmmmaq’lums
avvieneinunm nadiinuhelidulunugadnvasians missensveanudnshisufinnsanmnsiauesinie
fananveiauesni (§11e) waz/m3afuantunasioly
454, fauene (v1e) sxdesiudsusidosilnduanong viaflaiianisidenaninieysznislag nourfimua laghil
Roule
4.6. fiauesa () fuvenlvisnidndyneunsuimun ol
4.6.1. nimwamsaumammswmmu Iﬂaﬂimwmmammmw*nwsawawgummiﬁhmmﬁm ISO/IEC 17025
Namimammswm“luLﬁu1Um1uuwmgwwuamwuﬂluﬂivmﬂﬂsummwm
162 nsdnAnfasiswinignisunifuAuaniomaalaediinnuamuznssunseswaren lutaaesdy e
Foazune
4.6.3. nitﬁwuﬂzymﬂtumwmnwﬁmﬁm‘r‘\a15«7‘5@wa’aNam'aﬂs.v,?wn%waLLazmmﬂaamﬁaﬁaéﬂwﬁ‘lﬁum
1.7, mhswnsveanudvilisuinsundnsuseiiiivsy gndenifuiulaediinnuaaznssumsemsuasinlussezian 11
AeutulsrmauszninsaaiEnnsaiing wazeniilithunisveasslivisldfueyildegluddnemseesanidugunmin
WYIRNMIT
48 fuiedowieilivaniimas mnauy SnsTIMIRALASTUUEWRTATUSEAGRY Amuasipnaten wazldimussianaten
waueld vide fiszmeies Uy mdnuvisni warldresossmmanvesefiaualy  wnnstmuasimnavionisaeses
sisaavesTEMsefiausinitmivuznsuszmesmdtanvseting wazagsywivhdnygywieldeyniunudaye,

duesipsUiuansimasmuysynias
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AMANYEIANIZYBY DMITISNAmiumsniiwiUsAuuNT? Yun 400 ndu/nseilag

a a w a o o [ a
1. YowAnnwe MIMINAMTUMINAUNIUSALUNS? Yure 400 nsu/nszUos
2. guauUaEnalY
Juuuy Wunesiu azangldlnigamgiives
' + v a € v v a ' a H o )
aulsenau lu 1 nsedas Uizna‘umEJIUEmumwmumnuwmumsaaaamaam UINUN 400 NSY
NYUTUITY

Ussa'lum'uusussaaaﬁt,ﬁau NIDMYULUIIINAA ANENTURMIUNITUTIRO IS UNNE

Ll

Wedaldudrannsadanduldain ﬂaanuuaauaumm-uu"lm fidoumsagnely

2a1n aMNUUNYUEUIIPE TR AossyyTendnstus muUsvﬂaummyLﬂusaaa 'uaamvlun/mauam
aauﬂiznauLuamamamuamswLLuvm‘huuamn muwauaumﬂuammwwv TuNan 'Juauma
RN DB UAITULRIINIL ASUNNE YUINUTTY Usmmmam'vuumamawmaaau Fouasiinave
wwawsawLvuwswmmummsmamluﬂsumﬂ %aLLamm'uammmuazUsumﬂwmammusumms
U udusngel

3. Qmﬁuuﬂmsmm
1. Chemical Analysis M523 UMY Finished product
2. Microbial test ATIVWUAY Finished product
3. Physical and organoleptical properties ATIMUMU Finished product
WULNG

HAnTINDUAMN Finished product specification ﬁrﬂuqmmwwwamdaz@auama ﬁamswmunnﬁams

l > ] -
Fliauesmaesdudunnmaioionans niouasansiied siusenenanslaediisuns seandoadd
4.1. Laﬂmsmﬂmuauzymww"maumiummsmamuuw‘lwiummha uardas (declare) unaswan
4.1.1. Wédrdymstunaousduenns 6ur e 18
4.1.2. 'lum‘uamw"maumms 19 17 9930 W5Tilduesan wsammauLasJmﬁa‘ﬁamimuquqmmwwawﬁmﬁm%
Muiidunzdou (finished product specification)
4.2. LNANTIUTBMIANTHIUNSNAND IS Certificate of GMP
4.3, LoNANIANNNYDIDIMISTLAUDIIAN
4.3.1. wanwsmmmswuwﬂmmwwamnmwmmimmsﬂwamwam (certificate of analysis of finished product) u
ownssuiidadusiogg
4.4. Mgt Jlauesimdesdsiiogtemset ey 2 miwussying Fadusunuuanieasisenldasutay
mwmwum‘lum'uaﬂmauummlﬂmmu
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