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Finished product specification
Identification test A5796UY muﬁssq‘lu finished product specification
2. USuueendrdgy 95-105 % labeled amount of Vigabatrin
_ (475 - 525 mg %39 500 mg+/-5%)
3. Uniformity of dosage units #5790 A finished product specification
4. Disintegration time Not more than 30 mins
5. Disolution Q=80% after 30 min
6. Related substances #5991 muﬁliz‘iﬂ,u finished product specification
Drug substance specification
1. Identification test #TINIU M99 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. Residual solvents: Ethanol NMT 0.5%
8. Residual solvents: Isopropanol NMT 0.1%
9. Residual solvents: Total NMT 0.6%
10. Related substances A (5-VP) NMT 0.15%
11. Related substances B (2 EG) NMT 0.15%
12.  Related substances D (GABA) NMT 0.2%
13. Related substances: other individual NMT 0.1%
unidentified
14. Related substances: Total NMT 0.5%
15. Assay 98-102% labeled amount of Vigabatrin
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(finished product specification) wartaiuanmnWLasingAu (drug substance specification)
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WaY/¥39 drug substance specification
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qmé’nvmzmwwﬂmm Sodium Valproate 200 mg/ml Oral Solution

1. i‘LEJ_EL'l Sodium Valproate 200 mg/ml Oral Solution

2. puEiEIl

JUuuy Juansazaela Lifidddivaosns

dwlsznay Usenausmesiaen Sodium Valproate 200 mg TuaisagarauSunns 1 ml

APULUTT UsIUYIRd 2u1A 60 ml uazdl syringe s¥y cc 3o ml
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Finished luct ificati
1. Identification test
2. Jaunwsenddy
3. pH
4. Related substances
5. Microbial limit test

Drug substance specification

o N o U

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

/é’w ey

wndunsvdesiissn Wesineiug
(Uszsunssunis)

NI muﬁsztﬂu finished product specification
95-105% labeled amount of Sodium Valproate

#3991 muﬁiziﬂu finished product specification
AN muﬁisu‘lu finished product specification
A3 muﬁiz‘lﬂ,‘u finished product specification

A53a8 U MuTseyly drug substance specification
very soluble in water

<0.75 ml

<0.75 ml

A9k muﬁiziﬂu drug substance specification
< 0.15%

<02%

<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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Levetiracetam 100 mg/ml oral solution

AMANBLIANIZYBNYT Levetiracetam 100 mg/ml Oral solution
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Levetiracetam 100 mg/ml Oral solution

Usenaumiesign Levetiracetam 100 mg TuansasanauSums 1 ml
usslunIauiEn vua 300 addes fiUeadv usslundesnseay
vuussyiast s2y Jeen duuszneumendduazanuuse Junda Sumuaey laviikan UTSvEndn
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Finished prod ificati

1. Identification test
2. YSunausendiAgy
3.

4. Impurities

pH

4.1 Levetiracetam acid or
((S)-2-(2-Oxopyrrolidine-1-ylbutanoic 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)

. Microbial limit test

Drug substance specification

~N O BN -

. Identification test

. Assay

. Water content

. Impurities

. Levetiracetam R-Enantiomer

. Residue on ignition (Sulphated ash)
. Residual solvent

/éﬁw pale—

Sed oo

AT muﬁisq‘lu finished product specification
95.0 ~ 105.0% labeled amount of Levetiracetam
#529rU Aitszylu finished product specification
AU muﬁizq‘lu 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%

A33AKU AuTsEy LY finished product specification

M53381 MusEylu drug substance specification

172

Namims’aﬁl,ﬂiwﬁﬂmmwL*I‘Julﬂmﬁu finished product specification wag drug substance

98.0 - 102.0% on the anhydrous and solvent-free basis

Not more than 0.5%
asasy muftszylu drug substance specification
Not more than 0.8%
Not more than 0.1%
ATITEU muﬁiz‘lﬂ,u drug substance specification
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ANANBMUZIAWIZYD9E1 Montelukast 10 mg tablet

1 ia_en Montelukast 10 mg tablet

2‘ uaq':]l

Uy \ugndinafiouiidu (Film-coated tablet) wfiafuuszyu

duvszneu w1 inuszneusie fen Montelukast sodium Liguwinfu Montelukast 10 mg
MIULUTTY ussqluunalnaiiv dasiuuas Yoatuaudy wazusTatueivaaiuuas

281N - vuusseAu sey Feen duszneufeddyuasaaniuse Tusdn Tuvunane

wenwdn launzsibewihiven Legdaou
- vuwluwiaedin egeliossiosszy ou/Aensfn duusznaufiendify Anuus
Tuvueeny 13daau

3. gaduvaniunaia wan13nsadwnsreiaantmdulyniu finished product specification uag drug
substance specification 9198 nAdwsIsUatuREIfU Faldaanziloudsedinauamenssunsamisuazen
NIENTIATITUAY

Finished product ificati
1. Identification test AT muﬁisq‘l‘u finished product specification
2. Ysusendiney 92.5-107.5% labeled amount of Montelukast
3. Content uniformity AN m:.lﬁiquu finished product specification
4. Dissolution wanInanisazatsvesiaetslioundt 80 % (Q) vesUTuIuFILTiuda
agluan 20 wil
5. Water content* A5 mu‘ﬁ'isﬁlu finished product specification
6. Related compound
- Sulfoxide Tadwnnn 2.0%
- Monteleukast ketone Talynnda 0.2%
- Cis-isomer Talwnnin 0.3%
- Maximum single impurity Tiyunain 0.2%
- Total impurities Taiunnnan 3.0%
7. Microbial limits test HTIY mw?iiquu finished product specification

* 34A91¥9 water content 38 moisture Tu finished product specification 38U drug substance specification
ageueyatslaag1mils
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D bst ificati
1. Assay 98.0-102.0% labeted amount of Montelukast (anhydrous basis)
2. Identification ATIY muﬁ‘wlﬂ,u Drug substance specification
3. Sulfoxide impurity (C) Talunnin 0.2%

4. Cis-isomer (G) liwnndn 0.15%

5. Michael Adducts 182 Tiunndn 0.15%

6.  Methyl ketone impurity (F) luiannnaan 0.15%

7. Methylstyrene impurity (B) Tiwnnin 0.3%

8. Any other individual impurity Tsi1nna1 0.10%

9.  Total impurities laiunnnan 0.6%

10.  Water * Tadunndn 4 %

11.  Enantiomeric purity S-Enantiomeric lailfiu 0.2%

12.  Residual solvents** Methanol liiannnin 3000 ppm

Toluene lsiwnndn 890 ppm

NG
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