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Identification test
Ysunausiendfey

Uniformity of dosage units
Disintegration time
Disolution

Related substances

n ifi

Identification test

Solubility

Specific rotation

Water content (KF)

Sulphate ash

Heavy metals

Residual solvents: Ethanol
Residual solvents: Isopropanol
Residual solvents: Total
Related substances A (5-VP)
Related substances B (2 EG)
Related substances D (GABA)
Related substances: other individual
unidentified

Related substances: Total

Assay

ATIWIU mu‘ﬁlixq‘lu finished product specification
95-105 % labeled amount of Vigabatrin

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

M2 AW finished product specification

Not more than 30 mins

Q=80% after 30 min

NI mmﬁizu‘lu finished product specification

A5 M5IMU 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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4. Foulvdu

fauesmfasBudunnmieienas wiauameilodoiuseaenaslaediisune neavidended

a.1. wnansmslasuaygetunsdsuhiusites misluussmdlng uazdiuas (declare) undsndn

4.1.1. luddymstunsdousmhiuen Wur ne.2 ve.3 ve.d vie 8.2 udusnsd

4.1.2. ludwetunsdou ne.1 wie 8.1 vesfiauea wieussasduamitonmsmuquamunmysssdndusinuiitunado
(finished product specification) Ltas‘ifaﬁwuﬂﬂmmw%ﬁmqﬁu (drug substance specification)
nsdifegszminnsdsuuwaudlufiudussdeuuuienarsmsveudly (8.5) umies finished product specification
uaw/39 drug substance specification

4.2, WNATFUTBIWINTFIUNTHAREN

frdnsiasionansiuseanasgiunisudnenmumdninasiuayiinsiirlunisuanen PIC/S (Pharmaceutical Inspection
Co-operation Scheme) Tnewuaau PIC/S participating authorities atuaganuseunminsivdeulaeiinaniiiuse
fefulszmesemasiandidnnsedind (e-bidding)

4.3, lonansaunMYBITidue M

43.1. uaMINTIVAATIWRRUAWKERSeIEENTIFUVEINER (certificate of analysis of finished product)
Tunjuitdadusoeng

4.3.2. wamInsIvdeswinunwingAuvesiiend diy (certificate of analysis of drug substance) Malunns
wangnjuiidadufogvegidneuazinanngau

4.3.3. wnasvdovdngududunnuduiudseningunsndnvesingiuvesiaedfiy (drug substance) 98 4.3.2 fujuniswan
vowdndnsiendniagy (finished product) ¥ 4.3.1

43.4. wan"3Anw long term stability aaeAt2991yvese1AD UnzTeuliRudTnOIUANENTTINTEIMIUALEN NTENTIY
GACAPRIG]

435 nadlaldedunuuissuanimanisinwitauya (Bioequivalence) vaswanfusifitaussiaiisuiieuivendusuua
ndninausikazuwuiRlumsfnuiauyavesenaniguesdinnuanensINNNTOMNIUALEN NTYNTNEEITUY

4.4, shathen fauesiem Fesdwegweegnetios 2 mirsussyist JudufunuanseanBenldasuiuniidmun

Tuhienuatmilutreiu waslijumsudndentuiulute 4.3.1 uas 4.5.1
4.5 myvszAugun M Tideoy
4.5.1. pritdasusinafionglildlitosndn 18 wWeu tuaniudwey
4.5.2. ywnaniidwey ssfasdidunmdisluivsemanisanaiiensieiuiidwey
4.5 3 n3diimhenemviinisduiegefidwsuiiedmsviiessiguam mhesmssimilidedoswedati Insfiaue
1101 frwnvdesdeniindnnusuuiimhnnsdmnalinngivandudiuinveudlisnefiidedtunsnig
Ansrsiguam nsdinuielidulumugudnvasans mhesensveanudnshifuinsanmsausnmendandn
vasffiauamn(ive) uas/miofuanlunieisly
4.5.4. fiavermuesssosiuldsundiosntndwneny wiadleianmsdeuanmiaeusynislag doutmun Toglsifidouly
0.6. fiauee ({u) Buseslionidndygiounsurmun feil
4.6.1. nsslnamsguasrodinsiziend lnsnsuinermandnisungviovies fiRnnsitldunmsgau ISO/EC 17025 wan13asaa
Aeswiliduluanunesgudermualulsznmadsznmesm
4.6.2. nadindafurowinignenifuiuaniemmelnsdrinnuansnssumsemsuazen lutaanm
ﬂaqe‘i':y:yms%aasma
4.6.3. nitﬁw'ui]zyvnﬂmmwmnnﬁmﬁm%mﬁﬁmndqNaoia'dizﬁw%nauasmmﬂaaﬂﬁmacliﬂaa*?ilﬁ%’uaw

4.7. mheswnsveanudnsijuinsasdndusieniiivssiignieniuiulaediinnunaznssunisensuazeiluszevia 19
AeuiulsymaszmanaddnnseiinduuiduanldsudunmsudladgmanuunniasiignFeniviuiuouosudasie
dinUANENIIUNTOIMTUAZ YN :
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AMANEUZIANIZYBIYT Sodium Valproate 200 mg/ml Oral Solution

1 iaﬂj Sodium Valproate 200 mg/ml Oral Solution
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Usenaumemen Sodium Valproate 200 mg luansavangu3uins 1 ml

U359MINEYY 2R 60 ml uazdl syringe 58y cc vi3e ml
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3. guaudamawelin wan1sasvdassinuamiluluam finished product specification uay drug substance
specification amusiazidunt1an FldaansilsuiadinnuansnITuMIEMITLAZEY NTENTNANTITNY
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ificati

Identification test
USunausendifty
pH

Related substances
Microbial limit test

n ification
Identification 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

KL

ATIINU muﬁszq‘lu finished product specification
95-105% labeled amount of Sodium Valproate

A3 mw?iix'lﬂ,u finished product specification
ATIINU mu*?ii::lﬂ,u finished product specification
pvaas mudiseylu finished product specification

nsraEu Mufsyylu drug substance specification

very soluble in water

<0.75 ml

<0.75 ml

ATIWU muﬁssu‘l‘u 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. Geulvdy
fauesmfesdudunnmdieionans wisuasmeiieesusanenaslaegiisne swandoadil
4.1. Lanmimﬂﬁ%’uaumm'ﬁumLﬁ'ﬂuo'hi'umLﬁai‘imﬂ'm'luﬂismﬂmj uarduae (declare) uvanin
4.1.1. ‘luﬁ']mymwuw Woussuen laun ne. 2 M8.3 8.4 %58 8.2 ANl
4.1.2. ludwetunadou ne.1 vie 8.1 vesnfiiauesim wieuswasidemfidonisniunuaunIwyes Namnm'nmnwww.,mau
(finished product specification) wazdarinvuaAunwYBIIngAY (drug substance specification) ﬂiﬂJVIE]E‘J,ivWJNﬂ’ﬁ
Wasuwlawdlud uAuesdssuuuionarsnmsvendly (.5 umdeu finished product specification uag/v38 drug
substance specification
4.2. 1ONANITUTBANATFIUNTHERYN NwammaauLanmsmsaammigwumwamenmwanLn:u‘nua.nﬁmswﬁ'lumwamm PIC/S
(Pharmaceutical Inspection Co-operation Scheme) 'lwmﬂmmauamu Tnemineanu PIC/S participating authorities au’umqm
auseumsnsvaeulaeinanisiusesieiulssmalssmanadidinnsetind
4.3. Lanmsqtumwmmmf";muﬂﬂm

4.3.1. wanmInnvleneinuameaniusiediaguvesiiin (certificate of analysis of finished product) Tugnjuiidadu
RLIRN
4.3.2. wamsavIvlienzinunwingauveindAn (certificate of analysis of drug substance) fdlums  wanenquil
dudusegeveskineuazgniningiu
433 Lanmw‘%awé’nmuﬁuﬁumwe’(uv‘v’uﬁ‘ivwiwiumwﬁm‘uaai’mqawaaﬁamﬁwé‘m (drug substance) ¥ 4.3.2 fU3uN"3
uamaamamnmmmmtsmﬂ (finished product) ¥ 4.3.1
4.3.4. wan13Anw long term stability maaﬂmomwaamw'uumwauhnumumwuﬂmvnssumsmmsua 81 NITNTN
AN TNGY
4.4. fethaen diduesm fosdiiegenatnitos 2 WBUTTYe Fudumunuuansvavdealdnsudumiinivue
'luwwaﬂruauummiﬂmmu wazisunmswdndieaiuiulude 4.3.1 uay 4.5.1
4.5. Msusy ﬁ'uammwm*?ia'quau
4.5.1. mvzamaumama’aa’l-ﬁ'lﬁluuaunﬂ 12 \fiou duniudwey
4.5.2. mwmmwaquau m.,mmaaé”umn'lwmﬂ'lususauwamimqmmﬂmmiuwaauau
4.5.3. nsmwmuswmw1miaum'JasmmwaquamwaamﬂmLﬂﬂuwﬂmmw whevnssyhwilidessweiatne o
L@ueI1A ({U18) avmaqaqmtwuanmummuwmaswmsamﬂmmﬂvwuavLUumuﬁﬂ-uaum'l-umsmnmwaq'l,u
NIATIVIATINAUNN nsdiiinuieidulumupaudnvasians missssnsveanudvsliduiiasanninaus
IMeINaNYeNEiaueTI ({u) LLav/mawuam'luﬂsamalﬂ
4.54. fdiaues §e) a.,maﬁmﬂaaummam’lmauuﬂma wiadlaiansdonanmieysznislag Aoufmua laglidl
uaui'u
4.6. giaunsnan (§11e) Uuﬂau'lvwmane‘(zyzmnaumumwum il
4.6.1. n3finAN1EUATIVIATITVET Tmansmwmmammsuwvmwsawaqﬂgumnws*ﬂmuwmsswu ISO/IEC 17025
nansnsieseiliilulunuunnsg
4.6.2. nimuamnmwmwﬂunmiunmuaumnwaammmhuzhunmuﬂmvnﬁumsmmsuaum'lu'mqnm‘uaqammmuﬁammﬂ
4.6.3. nsmwuﬂmmﬂmmwmnwamnmm1uwawaquamaﬂsuﬁwﬁwaua.mwﬂaaﬂnumaquaﬁlﬂsum
4.7. mnawumi'uaanuﬁwﬁ‘luiuwmsmwamnmﬂmans.nmcmLwnmumﬂﬂamumwﬂmunsﬁumimmmavm
luszpziian 1 "L‘lnamuﬂsvmﬂﬂﬁvmmwmaLanwsaunanul.mumaoﬂmmLuumiLLfﬁ‘lﬂ{]zymmmunwsaammmnm'uauuu
SeufesudnedtnuAngnNITUNTOIMNILALEN
4.8. umumaqmawiuaﬂswmaq MNAENTIUNMINAUN T UVEWRTATUsAdes Avuaimnaneen uagliimuasanansen
wuauah o fivszmiaidas utg-umwammww u.aJ.cﬂmasaaswmmammmmauah MINNSAIMUATIAINANUIBNTABTDI
ﬂmmamamﬂmimwLauammﬁsm'wruuvmiUivmmwmmanmauna wazagszwiwvihdygmiedideynitunudya,
fAueAealivansImamuysznIAn Ty
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AANYAIZIANIZYDLY Levetiracetam 100 mg/ml Oral solution

e @
2.uaulEanly

Levetiracetam 100 mg/ml Oral solution

PHRTY Wuansavanela Lifid

dwulsznou Usenaumeden Levetiracetam 100 mg TuansavaneU3unms 1 ml

NUULUTTY ussylunedY vun 300 daddns fehlnaiiv usslundeansyany

aan vuUTIet s2y Fen dudsznaudeduarauuse undn Suviaey waitdn Uisidn
waztawvziloumiven iegndaau
vunuzusTeteliesiassy Seuv/dansi dndseneudedty Anuse Fuiiudn wavi
wan Suduany 1y

3.auauiANImAiin wamsnsavdwseinuamiluluniu finished product specification Wwag drug substance

specification mMuswasidatnians FaldaanzlousedninnuAnenssuMIamELaseN NIENTNEGITALY

Eiriiad prod ificati

1. Identification test
2. Usunausendnhyy
3. pH
4. Impurities
4.1 Levetiracetam acid or
((S)-2-(2-Oxopyrrolidine-1-ylDbutanoic acid)
4.2 Any individual unspecified degradation product
(each unknown related substances)
4.3 Total impurities (Total related substances)
4.4 |evetiracetam R-Enantiomer
4.5 Preservatives related substance
(P-hydroxybenzoic acid)
5. Microbial limit test
D bst ificati

1. Identification test

2. Assay

3. Water content

4. Impurities

5. Levetiracetam R-Enantiomer

6. Residue on ignition (Sulphated ash)
7. Residual solvent

oun RIS, Gue

AW 91’11]1-";581.‘111.] finished product specification
95.0 - 105.0% labeled amount of Levetiracetam

' P 2 3 T
NI muﬂ‘a’z'q'lu finished product specification
A529Hu Aunseylu finished product specification
Not more than 0.3%

Not more than 0.1%

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

: o : e
n529ku auiseylu finished product specification

A5 mwﬁiz'q'lu drug substance specification

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

NI muﬁ‘szq’tu drug substance specification

Not more than 0.8%

Not more than 0.1%

asrasy muiiseylu drug substance specification

indunsudjasTasn e sineiug
(UsesunssunIs)

o (53] MW‘/ : v\.l
indynswdjdeyvd 5oty
(ny5uN13)

indunswdaniueins asauysnl
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4. Foulvdu
fauenadesuduunnmaieienans nienameileteiusensnaslasiiisung TwazBondail
a.1. mnmsmﬂﬁ%’uaumwﬁuwuLﬁaw‘iﬁ’umLﬁai')’wmha'luﬂmwﬂ"lwﬂ uazduad (declare) unasndn
1Y 'lumﬂzymwwumwmsum Toun ne. 2e.3 o4 w30 8.2 Wausnsdl
4.1.2. lufwetunsdou ve.1 wie 8.1 vesniauasim wsamwauLaUown'uanwsmuﬂuﬂmmw-uamamnmmmuﬁ‘ﬁwzL'uuu
(finished product specification) uasdafimuaAuAMYBIIAGAY (drug substance specification) nimwagiuwmms
WasuuwawAluiudnesdeauuenaisnmsvauile(e.5) umdeu finished product specification  wag/u3e drug
substance specification
4.2. WNNITUIBWIATFIUNINERYT
cﬁn?ﬂmﬁaqﬁLanms%’usaammsgﬂummﬁmmmnMé’mnmvmas’:%miﬁﬁ'lumw?mtn PIC/S (Pharmaceutical Inspection
Co-operation Scheme) Tagngu PIC/S participating authorities atudganusaunsnyivasulaiinanissuses
ﬁqi’uﬂsummivmmﬂmﬁtﬁnwsaﬁné (e-bidding)
4.3 ONATAMN MBI TNAUDTIAN
4.3.1. namsmidmmﬂuwﬂmmwuamnmmmamaiﬂﬂawnam (certificate of analysis of finished product) 'lumiuwaqmu
Mot
4.3.2. wannsvieTwiaunwingAuvesendAey (certificate of analysis of drug substance) Adluniswanejuiidadu
fhothaiasfAneuasgHaningiu
433, enasvievdngududumuduiugseminsjunsudiavesingAuvesiaend ity (drug substance) 9o 4.3.2 Augunis
wamawamnm«nmmmsﬂ (finished product) ¥ 4.3.1
4.3.4. wan13Anw long term stability maaﬂmqmwaqmw'uuwut‘uaulanuﬁmnmuamunisumsmmmaum NITNTAN
AS1IUEY
4.4. fegnaen Jlauesim Aedduinegeenae1elioy 2 miuussgins i Fadusunuuaneeazdealdasudaumuiiiivue
'luvlwar-]mauumm"l.ﬂmmu wazilqunsnandeaiuiulute 4.3.1 uas 4.5.1
4.5. m3Usy ﬁuﬂrumwmﬁa'mau
4.5.1. mwaeuaummuma’lﬁ‘lé‘muaﬂnm 18 1oy duaniudwey
452, vmnaATiduey 9 mamaeﬁunmwma'lus'usmnamim'mamswvwmsuwaauau
453, nsmwwmaswmimmiaumauNenwamaunwammqmmsuwﬂmmw mirwswmsazyimiedetoseiioss Tneg
L@uesIA (FU1e) aumaaaqmLw:uanm:ummuwmaswmsmvmmmswkuasti‘.luwsuwﬂ'vaum'l'nmawmm‘uaa'lums
arvieszsigun nsdiinuihebidulumususnusians mnevmsveanuansbifuinnsanisauename
fananveiauesni (§11e) uay /wiauuam'luﬂsqmalu
4.54. fiauaial ({1 nvmaﬁmﬂaUummauﬂ.nawuﬂmﬂ wiodlaianisdenanmiieysznislag neurvua laglid
‘ Leau‘l'u
4.6. mauaiwm (mna) auﬂau'lvwmanﬁmmwnauﬂsumwum il
4.6.1. nsfiNANSEUATIVAATIZVIENT § Tnonsiinemanimswwgvieviaafoinsiildunnsgiu ISO/IEC 17025
wamsmwzLﬂﬂw"l,uL{‘Ju“hJmuuﬂmsgwu'uamwum‘lwsvmﬂﬂssmmwﬂ1
4.6.2. nszﬁuﬁmﬁmﬁﬂwﬁﬂ'ﬁgnL'%EJnLﬁuﬁumnﬁammﬂiﬂuﬁwﬁmwuﬂmznﬁumsmmsuazm Tursnanvesdygyae
Fove
4.6.3. ns:ﬁwuﬂzymﬂmmwmnuﬁmﬁ'm‘zmﬁﬁawdqNam'aﬂszﬁw‘ﬁwauazmmﬂaaﬂﬁ’m\'ac’d'\'J'Jav‘ﬂﬁ%'um
4.7. mipswnsveduans lifuinsandnduriiituss iigniSeniiuAulasdinnuansnssunsemnswaslussezoan 13
neutuussmeuszmasiandidnnselingd
4.8 fuwspsasUiuaniima MNAMENTTUNIRANNTEUUI W ATUSTMAdes Avuasmnansen uwasldfmuasienanindi
Lauah wip fivszmedas Uzy*umv:anum'mm uarldmesosnmigauesefiiausld wnmsfmuanenaviansaeses
i’1ﬂ’1m’l’dﬂ'll’rN‘i’lEJﬂ'ﬁEJ'WIL?NE}W\I’]’J’H’}WWI'UU.;ﬂ’liUiuﬂ‘]ﬂﬁ”lﬂ’]i}LﬁﬂVﬁ@Uﬂﬁ wavegsywiahdygvielidegnitunudya,
AuedosUivaniimasnuysEneT thy
4.9 m:ﬁlu'l-ummuuuu'lmuuwamiﬁnmmamm'dsoﬁwﬁuaua.,mmUaaﬂnﬂvmﬂaun‘luLmnwsaLanmiwuammﬂi"aumsmms'l'u
priflulssmeunassduaminende
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ﬁmé'n*umzmmwaam Montelukast 10 mg tablet

1. #2871 Montelukast 10 mg tablet

2_1 Un.'l]l

PHANY Wusudandouilau (Film-coated tablet) wiin¥uusynu

dulsznav Tu 1 Wiausznause fe1 Montelukast sodium 1Wiguwinfiu Montelukast 10 mg
MYULUTT usIhuusUnain Jastuuas Jasfuputiu uasussyfusiasiuuas

287N - uuussyfust sey Feen duszneusiendfiyuazanuuse Fundn Yumuneny

aviindn taunzdeusiiuen Legudaiay
- vuwsluusiazidin sgrelesdisesyy Feuv/Fenisdn duusznauiedfy AMUL
Fununany Tidaau

3. guayvAniuvaia Han13n52931A5 i aun M uluaiu finished product specification uae drug
substance specification fi8nsdanndysivatuideniu Falaaanzilousedinnuanznssuniamsuaze
NITNTNANTITNGY

1. Identification test AT mu‘?is:tﬂu finished product specification
2. Ysunausiendndigy 92.5-107.5% labeled amount of Montelukast
3. Content uniformity AT m’\uﬁizlﬂu finished product specification
4. Dissolution wansmanisazarsvasiiegasliitasnia 80 % (Q) vesUiunadieiiuds
nelunian 20 uil

5. Water content*® : NI mu‘?iiz‘u"l,u finished product specification
6. Related compound

- Sulfoxide laiwnndn 2.0%

- Monteleukast ketone liynnan 0.2%

- Cis-isomer liannin 0.3%

- Maximum single impurity Laiwnnan 0.2%

- Total impurities laisnnnan 3.0%
7. Microbial limits test avati muitseyly finished product specification

* J.A5783% water content 38 moisture lu finished product specification #38lu drug substance specification

S ' ' =
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(Usesunssunis) (ns5un13) (n51N13)
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r ion

1. Assay 98.0-102.0% labeled amount of Montelukast (anhydrous basis)
2; Identification A3 mu‘?ism.ﬂu Drug substance specification
3. Sulfoxide impurity (C) Taiwnndn 0.2%

4.  Cis-isomer (G) laiwnndn 0.15%

5. Michael Adducts 1&2 laiwnndn 0.15%

6.  Methyl ketone impurity (F) liwnnin 0.15%

7. Methylstyrene impurity (B) Taiwnnin 0.3%

8.  Any other individual impurity liunndn 0.10%

9.  Total impurities liiynnnan 0.6%

10. Water * Liwnnan 4 %

11.  Enantiomeric purity S-Enantiomeric lsiifiu 0.2%

12.  Residual solvents** Methanol l3i31nn31 3000 ppm

Toluene laiznnnin 890 ppm

NUBLNR

* 345799 water content %58 moisture lu finished product specification visolu drug substance specification
atatipsatnlneganils
**imit of Residual solvents tulumiu ICH Q3C(R6) SfaUIuNuans Carcinogen, Hazard, Toxic class 1& Class Il
N3 Residual solvents nflumsaunimmmmanmmm
4. Rauludy
NLauaﬁmmawummewmmanms wianasmneiiedesuseaenanslnediisune swanduasil
4.1. Lanaﬁmﬂmuaufwmuw"Luaumsumtwaammdwi"mwﬂma uazduea (declare) WMAINER
4.1.1. 'Lummymi-uumwaumsum 19U 118.2 11813 8.4 %38 8.2 uauansel
4.1.2. luAwatunsidowsiiue ve.1 uie v.1 wsauswawLaammmamsmmuﬂmmw-uamamnmfnmumu
ne1U 8y (finished product specification) kag ¥ 8N 1MUAA UAINYBITAA AU (drug substance
specification) nstﬁﬁazjsswiwmimﬁauuﬂamr’ﬂ‘uL'?imﬁuazéfaquumanmsmwauﬁ‘lﬂ (8.5) 3w
finished product specification way/m3e drug substance specification
4.2. LONAITUIBIWINTFIUNTHARY
Q’w%mﬁmﬁLanms%'usaqmmﬁmmiwﬁmmmuwé’mnmﬂu.as’a%msﬁé’ﬂumswamm PIC/S (Pharmaceutical
Inspection Co-operation Scheme) lumnaeniiauens Ineviieau PIC/S participating authorities atu
dnaamusaunsansasulaeiinanisiusediviulsemayszmninadianuseting
4.3, Lanmsqmmw'uaqmﬁLauaﬁm
4.3.1. wanInsaRlsiaunmadniusietdniguvesnn (certificate of analysis of finished product)
'Lumsuwaamumaw
4.3.2. NamsmsamLﬂswvwﬂmmmmmwaammmﬂty (certificate of analysis of drug substance) Mdluns
wamEni_uwaqLUumaamwwaagwammua.,sdwammqmu
4.3.3. enasvisevangrududuanuduiusssnineiunisndnvasingiuvesiiendify (drug substance) G
4.3.2 fugunsnanvewdndusiendiiagy (finished product) 18 4.3.1
4.3.4. wan13Ane long term stability maammamu‘vaamwwmLUauhnumumﬁuﬂmvnssumsmmma"
81 NITNTNATITUAY
435 wan15Anw stability nawinuuading1vesiaidanaasu Assay , Dissolution Lag Weight variation
aiiszylu finished product specification dlafiufiguuail >30°C ANMUTUSUNNS7545% Tiuanein
ansovnuvasineuasiimuasivesihenddiyediaies 48 dalu

M/ Mg‘ Sri  Guwimd Mens arsugyd

= s ol e B AN
WNAYNTNITIIIIN (S INEINY indinsniednyyd anseduviny LAdYNININULINT maugitﬁ
(Uses1unssunis) (ng5uN19) (n35u019)
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0.4, shetnen  fiauesim Fesdeegneenanaion 2 mieussyius JuludunuuansssasiBealdasuiou
muiitmualuhieauaiAnlutheiu wasiijunsudaioatuiulude 4.3.1 uaz 4.5.1
4.5, nsUszfunmuameiidwey
4.5.1. priidaweudoaiongldlalitesnd 18 Weu uniudaey
4.5.2. pWNIATidwEY wdpsdsdiunamingluiusemanisanalieneieniuiidmey
453 nsdiimhesmahnsguiegnefidwesuiiedimsalieseiguan mhemensagimiidesee
et Tasdlauesian (fuieldesdiuiudnnusuuiimisessnisdmsainsitasiu
Nsumm‘uaum'l-umwmm‘uaa'lumsmsamLﬂi'u.,vm:umw nsiinuelidulumunudnvaziany
Muwsw‘umwaanuawﬂmuwa1smmstauaiwmmmnmwaawLauaswm(wmu) uaz/vieduanlunds
soly
4.5.4. fiauesm(fesdesiudsusiieslnduuneny wialaiinnsidenanindieusenislag deu
fimun Tnglsifidouly

4.6. fiauesian () Busailiondndygneunsuimun & ol

4.6.1. N3ENANTAUATIVIATIEENT i Tansuinenmansnisuwnduiovasufiansitldunsgiu ISO/EC
17025 wan'ﬁmnams'\vw"luuJ‘ulUmummsmu‘uaﬂ'muﬂ‘luﬂiun'm'ds MATIAN

4.6.2. nimwamnmmmwﬂunmwnLnUﬂu'«Jwnwaammmimamum'mﬂm.,nssumsmmiu,aven Tugasaan
vosdyqazeazue

4.6.3. nsdmudymamnmansdndusisiiienndmaroustavinauazmasnosediheilaiue,

4.7. wmheemsveanuansiifuRnsunaniusieiitusyiignSeniivAulaedinnuangnssunisemiuas
gluszuziian 1 ‘{'Jriaui'uﬂsvmmh.,mmﬂmﬁLﬁnwsaﬁnéﬁuuoiﬁwﬁmlﬁﬁnﬁumsLLr’flﬂu{]:gmmmunws'aqﬁ
gnisnifvAuiuuesudsediinnuaasnssumsemsuasen

4.8 fuedesipaivaninanag VNALENSTUMIRALTE U URITATUsSEMAG B Avuasiatnanen uagld
fmunsmnaeiiaus 15 e duszniades UnyBumanuven uarlfrasassarngnuaseniaual’
mnmsmwumwmnmwsamsmasaaswmmamaaswmsmwLauammwswmwwvmsﬂsvmmswm
didnvseiind wazegsewihwhdgyywieldeyniumudygn duedeivansmamunsynme tfu

Y (h)él Srad Ot s msusal .

ndunsndesiassa e sIve g Wndunsvijedysd o1setevigy IndYnsvdgenueIns manmﬁ
(Usesunssunisg) (n55UN19) (n35uN19)
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o s d s o N
ANANBAIZIANIZYDY BIMNTAMSUMINAUNTUSAUUNTD Yum 400 nFu/nsedlas

a o o - a v -
1. Yondndwsl 2MMSNIINEMTUMSNAUNIUSAULNI? U1 400 nsu/nseded
2. Ay
Uiy Wunesau avangliluingamgiivies
dusenau Tu 1 nselae Ysznaumelusiungduduanuuiiiunsyesasiden Umtn 400 N3y
Y a a o oo wa «
il ussglunvurussyegiidley visnurussynfiaaautRamunisussgemnamienisuwng

dedaldudramnsadanduldain Yestuuamasanuduld ideumaogmelu

281N anUuMYUrUTIIRE ey FassvyTendndust dausznavddpudesasvasimiin/viouans
duuszneudioifenmugmsiiuuziilivuaan dunauduiidugasiams Jundn Fudueny
s eumsuuIeNISUWS YuIAUssy Uiinasenieusmaieiteten Jeuasiikies
Ardmv3eduusussadmivennsindnlutssne SouasiinevosiiniuasUssmeguand mivems
Ut udusinsd

3. puauAnunaila
1. Chemical Analysis A32UMY Finished product
2. Microbial test MIIIMIUAY Finished product
3. Physical and organoleptical properties M3 IUNY Finished product
RUBLNR

< o 3 = ] v '
HanTI9BUMY Finished product specification ugnsianzveusasiiausrie fomsIRHYNTIBNT

4, Soyludy
faussiamdesdudinamenaionans wisnameiietesusenenansiaediisuna TwazBundeil
a.1. wnasmsldiueyniunsiousiuemnamemsumgitesmineludszmalng wazdiuas (declare) unaandn
4.1.1. luddymstunsadoudiuems 1 ve 18
a.1.2. ludwetunzibeuesanamenisuwnd vie 17 vesemnsilaussia wieumeasdusiideniseugy
ﬂmmw'uaqm‘imﬁmﬁmuﬁ'ﬁumtﬁﬂu (finished product specification)
4.2. LONANTIUTBNNATFIUNINERD NS Certificate of GMP
4.3, (BNANIAMN MBI MBI
4.3.1. wanInTeTTinuMWRandusiodIgUvendn (certificate of analysis of finished product) Tu
amsjuiidadusegng
4.4, fregiewns  flauesia desdeiiegegalies 2 miseussyiu JududunuuanieasiBaldnsudumud
fmusluhienuautiiluirwiunasiunissdadetutulute 4.3.1 uas 451
a.5. mavUsziugunmesTideoy
4.5.1. awnsiidemeusiosdiongliladlivosnin 19 Wuaniudwey
4.5.2. pnInneiidusy wsesdsdiunnmisluiusesmanisanviinneiensuiiduwey
4.53. nsdiimhenvmainsguitegensidaeuiiiedmsviinszinunin misesensazvimidedawe
sheths Tnedlauesi(fuis)szsesdemsiiudnmuswiuimhsswnsdmnaiiessisasdudiuinmey
ArliTeiinetedunsanaieseinunm nsdiinuiemslidulunuamdnuusians miesenmse
anudvshifufinsanmsiauenmemnsdinanvesiauen(@ue) was/miotudnlunsiraly
4.5.4. flavenm(fuelzfssiuasusmasisomnsiulndvuneny vislaiansidenanmieussnislag reu
Amualagliifiteuly

i€

7z -
Gk Gy hns mGsysn! -
= St s ‘ S !
nd¥nINgeTIaTin e sanewug ndynsudeonyyd asedbvigy wndvnsudaiuens aeauysal
(Usesunssuns) (ns5un13) (n35uN13)
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