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3. amaniAmMIInaAka

3.1 Finish product specification“’

1. USsnmaendragy m’mﬁmmu*ﬁ'i:q‘lu Finished product specification
2. Identification mmmumuﬁi:ﬂu Finished product specification
3. Disintegration time m’mi’mmuﬁs:iﬂu Finished product specification
4. Uniformity of dosage units m’mi'mmuﬁszqh Finished product specification
5. Microbial limit tests mmm”mmuﬁizﬂu Finished product specification

3.2 Drug substance specification : Alfacalcidol @

o Testtem | BP2013
1. YSunmarendngy 97.0 - 102.0% of 1 Alpha-hydroxyvitamin D, (Alfacalcidol)
2. Identification ATIVEIU
3. Related substances - Impurities A,B,C : For each impurity : NMT 0.5%
- Total : NMT 1.0%
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3.4 HamIaTI e TR RRaA T EN&1Tag1 e AR (Certification of analysis of Finished product) Tuen
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3.2 waMsaTAA MR IR ALVEIRILNENATY (Certification of analysis of Drug substance) Alslu
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3.3 lonanwIanangududuanusunuszniisiunnievasiagiuuesfiendezy (Drug substance)

o 3.2 nujun1IHiavaInAanmsiBI@UTagU (Finished product) 48 3.1

3.4 WamIAN® Long term stability mamhamq‘uaomﬁﬂ‘irumtﬁzm"l,i‘ﬁ”uﬁ'xﬁmnuﬂm:nswmsmmsua:m
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s18n1%h 2 Calcium Carbonate 1,250 mg tablet

auLlsEN M InguUaTIEsTh < 1 50 2562

1. Bamn Calcium Carbonate 1,250 mg tablet

2. amasnianiy
2.1 JUupy Dueidia §msbsuYsEmu
2.2 faulszney  Useneudaseaen Calcium Carbonate 1,250 mg 1w 1 1@
2.3 MTUUIN ussq‘lumwu:ﬂﬂaﬁﬂ oatuanugnle
2.4 28 . i:q%'am FIMLRNAUAINFE N LUAZATILT TUKE® ’Tuz?uumq wfinAe uassetion
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3. Qmauﬁamamﬂﬁn

)

3.1 Finish product specification"

. emeiamemada | . usep3s
1. ﬂ?mmm“amﬁﬂﬂ"mu 90.0 - 110.0% of the L.A. of Calcium Carbonate
2. Identification ATIIHIU
3. Dissolution waasnsazanelaiseenin 75%(Q) of the L.A. of CaCO; u 30 Wil
4. Uniformity of dosage units ATIVNIU

3.2 Drug substance specification"’

qussianmuinaiia ' USP38
1. P marendagy 98.0 - 100.5% of CaCQj; (on the dried basis)
2. Identification AU
3. Acid-insoluble substances NMT 0.2%, the weight of the residue does not exceed 10 mg
4. Arsenic NMT 3 ppm
5. Barium ATIVE
6. Heavy metals NMT 20 ppm
7. Iron NMT 0.1%
8. Lead NMT 3 ppm
9. Limit of fluoride NMT 50 ppm
10. Limit of magnesium and alkali salts NMT 1.0%, the weight of the residue does not exceed 5 mg
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3.2 Drug substance specificationm

anauianInake ; UsP38
11. Mercury NMT 0.5 ppm
12. Loss on drying NMT 2.0%
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3181151 3 Eperisone 50 mg tablet
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1. 8oz Eperisone 50 mg tablet

2. amsasnianalu
2.1 ytluyy wWuenifa dwsusudsenin
2.2 smsznay  dsznaudau@ann Eperisone HCI 50 mg 1w 1 1da
2.3 MIULYIN msa;‘luumag\ﬁ Wuanasd w3a blister pack Jasfintloartunnudule
2.4 380 - Botn FuUTENaUMINTIAYUITANLTI TUnEe 'S'uﬁvumq wufinda uasinonzdou
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3. ansAMINa®ha

3.1 Finish product specification“’

1. USunmdrenday mﬂ'«)mummﬁ'sth Finished product specification

2. Identification m’silmuma.l‘ﬁi:iﬂu Finished product specification

3. Dissolution m’aamumuﬁ'i:qlu Finished product specification

4. Weight variation w30 @719“?%@11&“7;55141% Finished product specification
Uniformity of weight (mass)

3.2 Drug substance specification @

Te,,s,:t;ltemy ‘ ‘ JapahesePha‘tnﬁacdbOeia,16 editlon
1. Pnudaendagy 98.5 - 101.0% of Eperisone Hydrochloride
2. Identification ATIVIH
3. Purity - Heavy metal : NMT 20 ppm

- Piperidine Hydrochioride : The color obtained from the sample solution is not
more darker than that from the standard solution

- Related substances : The total area of the peaks other than the peak of
Eperisone is NMT1/5 of the peak area of Eperisone from the standard solution
4. Water NMT 0.2%

5. Residue on ignition NMT 0.2%
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1. i';gm Etanercept 50 mg/ml pre-filled syringe injection
2. amansianialy
2.1 3uuuy Wussasawlnenide la Wils
22 fwdszney  Usenaualpaaen Etanercept 50 meg/d mL U3unas 1 mL e syringe
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7.pH m’aamum&lﬁizlﬂu Finished product specification
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318N 5 Gabapentin 600 mg tablet
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1. Haen Gabapentin 600 mg tablet

2. amaniianaly

2.1 guuy iWueida dnsusudsemu

2.2 gmdsnay  Usznaudae@lnn Gabapentin 600 mg 1 1 1la

23 mauzuasy  usiluuraagluiiuunans w3a biister pack Uastuamudule

2.4 281N - s‘zq"éam MU RNBUAILNEIRYPUAIAINUT TURER 'a"uﬁvumq wfinda wanadon
ffuen uasiBmafiusnwn Hadvtanuuuursgimd
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3. AMANLANISINALA

3.1 Finish product specificationm

anFniAnImanA USP 38
1. VSunmdanddiy 90.0 - 110.0 % L.A. of Gabapentin
2. Identification test ATIWIU
3. Dissolution azanelaiiieendn 80%(Q) of the L.A. of Gabapentin melu 45 udi
4. Uniformity of dosage unit ATIU
5. Related compounds - Gabapentin related compound A (2-Aza-spiro[4.5]decan-3-one) : NMT 0.4%

- Any Individual unspecified impurity : NMT 0.1%
- Total impurities : NMT 1.0%

3.2 Drug substance specification : Gabapentin‘”

C o Testitem | USP3B
1. ﬂ“smmﬁ‘;mﬁﬂﬂ"m 98.0 - 102.0% of Gabapentin (calculated on the anhydrous basis})
2. Identification ATIHIN
3.pH 6.5-8.0
4. Water NMT 0.5%
5. Residue on ignition NMT 0.1%
6. Heavy metals NMT 0.002%

A %_/
(83%0) : UsTFuAMENITINNG
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3.2 Drug substance specification : Gabapentinm (919)
“TestItem USP 38
7. Related compounds 1. Limit of early eluting impurities

- Gabapentin related compound E : NMT 0.10%

- Gabapentin related compound A : NMT 0.1%

- Gabapentin related compound B : NMT 0.06%

- Individual unknown impurity : NMT 0.10%

2. Limit of late eluting impurities

- Any impurity : NMT 0.10%

- Total impurities (Including the impurities quantified in Limit of early eluting

impurities) : NMT 0.5%
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2. 13NAITUTRINIRTFIRNITHAAL
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