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qmé’nvmzmmwmm Somatropin for injection 6 mg/cartridge

ljﬂm Somatropin for injection 6 mg/cartridge

. un-‘:}l

kU \Huansazaneusiannideldluiid

dulsznev u 1 viaen (cartridge) Usenaumefen Somatropin 6 mg/1.03 ml %38 5.83 mg
somatropin/ml
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1. Identification

Somatropin #5790 UA"Y finished product specification
Sucrose AT finished product specification
2. Assay
r-hGH assay 90.0% - 105.0% of labeled amount of Somatropin
(5.40 - 6.31 mg of Somatropin/container)
Phenol content A579k UMY finished product specification
Extractable volume #3523 finished product specification
Particulate matter
M 210 pm lalinnni 6000 particles per container
YA 225 pm laiannnan 600 particles per container
5. Dimer & High molecular weight (HMW) f319RUAY finished product specification

related substances

B, oo M329H UM finished product specification
7. Osmolarity A579K UMY finished product specification
8.  Sterility P529R UMY finished product specification
9.  Bacterial Endotoxins laiunndn 5 EU/mg of Somatropin
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mauaswmmawummmwmaLanmi wsauaamuua*ﬁasmaaLanmﬂﬂawumuw swaudearsil
4.1. Lanmsmﬂmi‘uaumwmuvwLuaumiuwwamwma'luﬂsvmﬂ”lma warduna (declare) WHAIHER
4.1.1. 'lumﬂcyms'uumwwmsum loun . 2 vig.3 ne. 4 30 8.2 Wdusnsal
012, iwetunzou ve.l vie 8.1 veseiauesie Wia:muauLaawa‘uamsmmmﬂmmwwawamnm%mumuwvuau (finished
product specification) wazdemnuanunImeeeingiu (drug substance specification) ﬂimwaasvmwmsuJaaumJaaufﬂ'u
Wafivagdeauuuionaismsvauily (8.5) uandeu finished product specification wag/M3e drug substance specification oy
vpudleieuiulsznmalsemanadidnnsetinduaslaiviu 2 U o fulsemesemenmdiannsedng
4.2. 1NATUTBWINTFIUNTWAREYN
uwammamLanaWisusaammsmumiwammmwanmmmanﬁrnswé'ﬂumsmama'l PIC/S (Pharmaceutical
Inspection Co-operation Scheme) Tnenu8971U PIC/S participating authorities Quumaﬂmma‘umsmi'si}aauimUuwamﬁmaam’m
Usgmeusy mmswmmanvniauna (e-bidding)
4.3. Lanmiﬂmanwmvmawwmauaswm
431 wamInRRATIEIRUAMKEAsiuYiveian (Certification of analysis) ‘Lumsuwawumama
432 WAMIATIVIATIRAMAWINOAU (Raw material) mmmmﬂmmﬂunwiwammsuwmLﬂumama
VOIEHARTIngAU
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4.4, $hethae fauenen sesdeieganenaliss 2 mirsussgiost Fadusunmuanineazdealdasufunuitmueluhdenuand
ludhedy waeiljumswandieniuivlude 4.3.1
4.5. msﬂsvnuﬂmmwmwmmau o
4.5.1. mwaauaumamma'l%'lﬁ'ﬂuuaﬂmﬂ 17 dunniudaey/s /'
4.5.2 mwmamwamau a]umaaaqmunmwma‘lususaawamsm'mLﬂswmmsuwmuau
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455 uanuenansiisusesidiszuunisifiuuasdadsendu cold chain system ﬁimmmimumwanmmm Good Storage Practice (GSP)
way Good Distribution Practice (GDP)
4.6. flauasa (§ue) wsau’lmumanazymnauﬂiumwm il
4.6.1. n3EHaNSAUATIVIATIEONE ImansmwmmamimsLwawswaaﬂgummsmﬂmmmu ISO/IEC 17025 Wan13»sIAUATIY
luLUu“Lﬂmummsmu«uamwum‘luﬂsumﬂﬂszmmwmaLanmauna
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4.9 umsauuauummwﬂmaﬂuumﬁl‘unumhﬂamquaa 72 m5amaﬂwsaaummwamamﬂmwuu,ammmumsmswaau‘lﬁmu
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AMANYZIANITYIE Vigabatrin 500 mg tablet

1.¥e81 Vigabatrin 500 mg tablet

dnn'l]l

Juuy Wuendiapdaufidusiiaiudssmu

dulsznau Tu 1 diausenauseen Vigabatrin 500 mg
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Finished Juct ificati
Identification test AT muﬁszq’[u finished product specification
2. Ysunimedngy 95-105 % labeled amount of Vigabatrin
(475 - 525 mg %38 500 mg+/-5%)
3. Uniformity of dosage units #5796 AU finished product specification
4. Disintegration time Not more than 30 mins
5. Disolution Q=80% after 30 min
6. Related substances NIV mmﬁ‘ssq’[u finished product specification
D i ificati
1. Identification test M3 TR drug substance specification
2. Solubility Freely soluble in water
3. Specific rotation (-0.5°)- (+0.5°)
4. Water content (KF) NMT 0.5%
5. Sulphate ash NMT 0.1%
6. Heavy metals : NMT 10 ppm
7.  Foreign material NMT 10 ppm
8. Residual solvents: Ethanol NMT 0.5%
9. Residual solvents: Isopropanol NMT 0.1%
10. Residual solvents: Total NMT 0.6%
11. Related substances A (5-VP) NMT 0.15%
12. Related substances B (2 EG) NMT 0.15%
13. Related substances D (GABA) NMT 0.2%
14. Related substances: other individual unidentified NMT 0.1%
15. Related substances: Total NMT 0.5%
16. Assay 98-102% labeled amount of Vigabatrin
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4. Foulvdu
wLauaﬂmmawummmwmﬂLanms wieuasaneiiodeusaaenanslnugiisuna seauduadil
4.1. Lanmsnﬁ‘lmsuaqtmmuw~maumwmLwammma'luﬂs%wﬂlm uazduas (declare) WnaIHaEn
4.1.1. luddymstunadoushiven Wun ne.2 vie.3 no.4 ve 8.2 whusinsdl
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waz/m3e drug substance specification Ingvaudlydeuiudszniauszninsiadidnnsednd uaz laifiu 2 U e u
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4.2. 1ENATTUTOWNIATTIUNITNAREN
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4.3, ONAIAMNIMYDIELLAUDTIAN
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Tusnquitdadusiedng
4.3.2. mamsm'mLﬂswvwﬂmmmmmwaammzﬁﬂiy (certificate of analysis of drug substance) '?'Tl'z's'lums
wamensuiidadusotwedrdneuarinaningiu
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a151504Y
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Qmé’nwm:mwwwaam Sodium Valproate 200 mg/ml Oral Solution

1. fjaﬂ'] Sodium Valproate 200 mg/ml Oral Solution

2. AENUAN2LY

sUlLY Juansavanela Lifidddmdenns

duusznau Usznausiemen Sodium Valproate 200 mg luansazaneusuimg 1 ml

AMVULUTTY U33lWUINAY1 UM 60 ml wazdl syringe ey cc 3o ml
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3. AuduUAnIImAlla mamsmaaﬁmiwzﬁ@mmmﬁulﬂmu finished product specification Wag drug substance
specification 1M138aLBEAT9A1 Faldannzileunod1inuANENITUNITEIMITUALET NTENTHAITITUAT

Finished product specification

1. Identification test AT mu‘ﬁ'isﬁu‘lu finished product specification
2. Ususendery 95-105% labeled amount of Sodium Valproate

3. pH ATV muﬁizﬂu finished product specification
4. Related substances ATINY mmﬁszu‘lu finished product specification
5. Microbial limit test RTITAU muﬁixq‘lu finished product specification

Drug substance specification

1. Identification test AN muﬁ%s‘uﬂ‘u drug substance specification
2. Solubilities very soluble in water
3. Acidity or Alkalinity
0.1 hydrochloric acid <0.75 ml
0.1 sodium hydroxide <0.75 ml
4. Related substances AT muﬁizﬁlu drug substance specification
Impurities K < 0.15%
Sum of impurities <0.2%
Each other impurity <0.05%
5. Chloride Max.200 ppm
6. Sulphates Max.200 ppm
7. Loss on drying Max. 2.0 %
8. Assay 98.5-101% labeled amount of Sodium Valproate (dried substance)
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4. Joulvdu
mauaswmmawummewmmanms wienasaneiiedeiusenenarslaudiidnna swazduadil
a.1. Lanmimﬂmuaummuwmuumiummamwma‘luﬂiwmﬂlm warduna (declare) WVAINER
a.1.1. Tuddymstunsdousmiue 1un ve.2 .3 ne.d wie 0.2 wdusnsd
0.1.2. ludwetunsdeu ne.l wie 8.1 veseiiiaussian WiamwavLaumm'uamsmmmmmw‘uawamnm‘nmuwwmmuu (finished
product specification) wazdanMuUARMAMYBYINGAY (drug substance specification) nsmwaqszmwmmﬂauuuﬂaaLLr'ﬂ,‘u
ddurseuuenasnsvauily (8.5) umdau finished product specification uaz/v3e drug substance specification 1988
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fiuuszmalsznmasiadidnnseting (e-bidding)
4.3, \ENANIANNNYBILEUDIIA
4.3.1. wammnmmswvvmmnwwmamnmfnmamﬁﬂ‘uaamwam (certificate of analysis of finished product) 'Lumswaamumame
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4.3.4. wamsAnw long term stability maammqmumaamwmumLuauhrmmunmuﬂmunssumsmmma 87 NILNTNAITIINGY
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Wlutasiu
4.5, mMsUsziunmunmeiideoy
4.5.1. efidaeuseaiongldlalidesndt 1 ¥ Wuantudwey
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Qmé’nwmmamwaam Levetiracetam 100 mg/ml Oral solution

'
=

19981 Levetiracetam 100 mg/ml Oral solution
2.ARENURAN:
JUuuU Juansaranela ludld
dulsenau Usznoudiusmen Levetiracetam 100 mg luaisazaieU3unns 1 ml
AVULVITY ussglurInui (type 1) 8w vun 300 fiaddns felavlindesiuiniUadu (polypropylene) &
UsIRluNADINTEANY
287N uuuTIRiue sEy Feun dauvszneusienddyuarauuss Tundn Tunineny wuiindn Uindnan

waziawnziloumsuen egadaiau
UuMTUrUIIIIetteedesyy Jop1/Aensfn diwusznoufiondify Anuuse Tufinde lauiindn
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3aududinmeda  wamsnsviesedaunmdulusy finished product specification way drug substance
specification mus1wazidend1a1 FelnanngilouradinauAueNITUNITEIMITUALE NTENTNAEITUGY

Finish r ification

1. Identification test RIIINU mmﬁsziﬂu finished product specification

2. YSunausendney 95.0 - 105.0% labeled amount of Levetiracetam

3. pH ATV muﬁiwlu finished product specification

4. Impurities ATINY muﬁis‘tﬂ.‘u finished product specification
4.1 Levetiracetam acid (ucb LO57) or Not more than 0.2%

((S)-2-(2-Oxopyrrolidine-1-yl)butanoic acid)
4.2 Any individual unspecified degradation product Not more than 0.10%
(each unknown related substances)

4.3 Total impurities (Total related substances) Not more than 0.8%
4.4 |evetiracetam R-Enantiomer (ucb L060) Not more than 0.8%
4.5 Preservatives related substance Not more than 1.0%

(P-hydroxybenzoic acid)

5. Microbial limit test NI mu‘ﬁssﬂu finished product specification

Dr n ification

1. Identification test PIIU mw?iisqslu drug substance specification

2. Assay 98.0 - 102.0% on the anhydrous and solvent-free basis
3. Water content Not more than 0.5%

4. Impurities ATIINIY mmﬁiw‘lu drug substance specification

5. Levetiracetam R-Enantiomer (ucb L060) Not more than 0.8%

6. Residue on ignition (Sulphated ash) Not more than 0.1%

7. Residual solvent NIV muViizu‘Lu drug substance specification
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4. Jovludu
mLauaiwmmaqaummewmmaﬂaﬁ Wsaua&mauamaimauanmﬂmawumuw swwavduasil
a.1. LanmsmﬂmuaummuwLUaumwsumLwamwma‘luﬂsvmeﬂwa wazduag (declare) unandn
4.1.1. 'luammmsmuvwwaummm Toun ve. 2 8.3 0.4 130 8.2 LaIusins
0.1.2. luiwotunzifou ve.1 vie ©.1 vesflaussan Wiamwaa%ammmmafm'mummmmwmmmamnm%mum‘uu
neilsu (finished product specification) LLaz‘UamMumﬂmmW%awmQ@U (drug substance specification) N3t
Viag’swiwmiLﬂﬁauLLUaaLLfﬂmLﬁuLamzﬁaummanaﬁmwaufﬂ‘u (8.5)  wwden  finished  product
specification Waz/%39 drug substance specification Tnsvauflonouulsenauszmanadidnnsetind uas
Ty 2 ¥ o JudsemeUszmasiandidnvseting
4.2. 1BNA133UIDWINTFIUNTHERYD
QmﬁmﬁaﬂﬁLaﬂawﬁusaammgmmimémmmwé’nmm%uaﬁ%msﬁmumwﬁmm PIC/S (Pharmaceutical Inspection
Co-operation Scheme) Taguuan91u PIC/S participating authorities aﬁuﬁmﬂmmaunﬁm’maaﬂmﬁwami%’mm
ﬁﬁuﬂsznmﬂsxn'mswmﬁtﬁﬂmaﬁné (e-bidding)
4.3, Laﬂmsﬂmmwmmsnmauaawm
4.3.1. NamwmﬁnLﬂﬁ“uﬂmmwmammmmam%ﬂmaawwam (certificate of analysis of finished product) Iumiuw
daduieng

°

4.32. nan1snsviasevnunningiuvesiedinty (certificate of analysis of drug substance) Flunsuane
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