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3781150 1 Alfacalcidol 0.25 mcg capsule
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1. Basn Alfacalcidol 0.25 mcg capsule
2. amasninnly

2.1 gluyy Lﬂuﬂmﬁmmﬂsga%ﬁﬂﬁu mﬂ‘luussfgmé’nwmzmaommﬁm%’u%’uﬁs:mu
2.2 faudwney  Usznaudaadaen Alfacalcidol 0.25 meg tu 1 1
2.3 MIUUIN uss@'luu,magﬁl.ﬁwwaﬂﬁ %38 blister pack ﬂa\1n”uﬂ'nw‘ffuu,a:ussqn“mﬁﬁaoﬁ'uum
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3. AENUANIIINANA

3.1 Finish product specification“)

1. USanuarendgy muamumuﬁls:q‘lu Finished product specification
2. ldentification m’ailmumuﬁiquu Finished product specification
3. Disintegration time m’m&i’mmuﬁs:g‘lu Finished product specification
4. Uniformity of dosage units m’aaxﬁhumuﬁs:qlu Finished product specification
5. Microbial limit tests mmmumuﬁszq‘lu Finished product specification

3.2 Drug substance specification : Alfacaicidol ?

. Testitem S 7 BP 2013 L
1. ﬂ%mmﬁ'zmﬁwﬁ'ﬁy 97.0 - 102.0% of 1 Alpha-hydroxyvitamin D (Alfacalcidol)
2. Identification ATITHIU
3. Related substances - Impurities A,B,C : For each impurity : NMT 0.5%

- Total : NMT 1.0%
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3. Nan’limaﬁmsw:ﬁqmﬁmm wWuldaw Finished product specification az Drug substance specification
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finished product specification Wa/%3a Drug substance specification lagvaun ludauiudszmeadsznianan
Siannsefind uazliifin 2 8 o Fudezmeademenandidnnsafing
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MINAALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taensasnu PIC/S participating authorities
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3. tanmsqmmwwmmﬁm%aﬂm (Fwinnang)
3.1 NAMIATINUATERA N IWNE ANTTW endSa3UueNEa (Certification of analysis of Finished product) luen
s"uﬁﬁmﬂuﬁ'ﬁama
3.2 NaMIATIINANERAMNIWIANALVBITILIEATY (Certification of analysis of Drug substance) Aldlu
miwammjuﬁduﬂmﬁamwﬁmaqﬁjwﬁmﬂ'm,azgwﬁmi'mqﬁu
3.3 e nmwIanangududusnudinusniiunisiievesiagivuesdaedety (Drug substance)
78 3.2 ﬁ'us;umswﬁmaawﬁmn”msﬁmﬁ’u%agﬂ (Finished product) 48 3.1
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180150 2 Calcium Carbonate 1,250 mg tablet
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1. Bamn Calcium Carbonate 1,250 mg tablet

2. amasinnaly

2.1 juuy Wuenifie dnsusudsemu

2.2 gwdsznau  Usznaudanaag Calcium Carbonate 1,250 mg M 1 (i@

23 mrucussy  uinglunusdesdin Yasruanudwle

2.4 931 . s::a.ql%am FIULTNOUAILNF IR PURZAINNTT TUHRN i’u§umq wiinda uasawmndon
dniuen Madedauunusgnimed

- UWMEusUIIIEn ataiand; aoixq%auw%%amamsﬁw FIUUTNOLURZTWIAANNUSI
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3. anaNANSINaka

3.1 Finish product specificationm

_qusaiinmanaila R UsP38
1. USan ey 90.0 - 110.0% of the L.A. of Calcium Carbonate
2. identification ATIVHU
3. Dissolution uaaansazanelaiskaenin 75%(Q) of the L.A. of CaCO, 1% 30 wifi
4. Uniformity of dosage units ATIINIU

3.2 Drug substance specificationm

AmANTANINATA USP 38
1. USinmenendagy 98.0 - 100.5% of CaCO, (on the dried basis)
2. Identification ATIVEY
3. Acid-insoluble substances NMT 0.2%, the weight of the residue does not exceed 10 mg
4. Arsenic NMT 3 ppm
5. Barium AU
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

ANANLIAMIINAKA USP 38
11. Mercury NMT 0.5 ppm
12. Loss on drying NMT 2.0%
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3. tanmsqmmwmaamﬁtanaﬂm (ﬁ’l l%’lﬂ’lei’lﬂ)

3.1 HaMIATR AT M NR S T nd1393UaHRa (Certification of analysis of Finished product) 11
LA PUPHHRR

a

3.2 #aMIaNIATERRININIAALYBIGIENdeTY (Certification of analysis of Drug substance) il

£

a

mswﬁmmjuﬁduﬂu@?‘aaa’wvﬁmae;juﬁmmua:@wﬁmfmqﬂu
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31830 3 Eperisone 50 mg tablet

muﬂszmﬁﬁm"i’mquaﬁﬁmﬁ

1. Boen Eperisone 50 mg tablet

2. amasianalil
2.1 gtlupy Wueide dwmsuiudernw
22 swdwenay  dszneudaudae Eperisone HCI 50 mg T 1 1iia
23 mrwussy  usreluunveglifioavlasd w3e blister pack Dnadintiasruanuiule
2.4 287N - Famn FIUITNAUAILITIAYUAZAINLTS TUNER ’S’uﬁyumq tufinge uaziaunzdon
diugnladwdanuunussyioe

' v v A ' a o o o & d a
- TbLLNI N aﬂqﬁuaﬂma\'ﬁ:q%aﬂj a?uﬂizﬂﬂum?ﬂqﬁqﬂfy AU ’Juaua’]q URSLRVNNAG

3. anaaiamemaia

3.1 Finish product speciﬁcationm

1. ﬂ‘%mmm’“amﬁ‘m"zy mwmummﬁssqlu Finished product specification

2. |dentification m’aﬁlmuﬂ’mﬁi:iﬂu Finished product specification

3. Dissolution mwmuﬁ‘mﬁiz‘uﬂu Finished product specification

4. Weight variation %30 mwdwmmﬁszqh Finished product specification
Uniformity of weight (mass)

3.2 Drug substance specification @

Test ltem Japanese Pharmacopoeia 16 ecliﬁbn . :

1. Snmdaendagy 98.5 - 101.0% of Eperisone Hydrochloride

2. Identification AU

3. Purity - Heavy metal : NMT 20 ppm
- Piperidine Hydrochloride : 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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2. Drug substance specification Ra1sonanludinnzrivasfiia drug substance wialuAnmew drug substance 184
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18NN 4 Etanercept 50 mg/mi pre-filled syringe injection
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1. fown Etanercept 50 mg/mi pre-filled syringe injection
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2.1 gluyy Wumntazanednennige la Wis
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1. U%mmﬁmﬁnﬂ‘vzy m'zamumuﬁsquu Finished product specification
2. Potency mmmumuﬁ'iquu Finished product specification
3. ldentification m’:ﬁ)ﬁi’mm&lﬁiquu Finished product specification
4. Particulate matter m’aﬁlmumuﬁ‘izﬂu Finished product specification

- 9Wa > 10 pm LA 6,000/container
-9 2 25 pm BiAu  600/container
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8. Impurity / Purity test mwmumuﬁ'sxq‘lu Finished product specification
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180150 5 Gabapentin 600 mg tablet
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1. Bazn Gabapentin 600 mg tablet

2. amanvanaly

Wueida dwsusudsemu

2.1 guvy

2.2 dudwznay  dsznaudiudlun Gabapentin 600 mg 1w 1 1fia

a . @ [ &
23 mruussy  uIRluunsagiiifluuned wie blister pack tasriunaiuled
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3. AMENUANIIINADA

3.1 Finish product specificationm

AnFNiANInaia

USP 38

1. UTnmdasdaty

90.0 - 110.0 % L.A. of Gabapentin

. Identification test

ATIIY

seaelainaendn 80%(Q) of the L.A. of Gabapentin ey 45 w1l

. Uniformity of dosage unit

ATIWNIW

2
3. Dissolution
4
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%

* Testltem

3.2 Drug substance specification : Gabapentinm

USP.38

1. Wnmdamdnaty

98.0 - 102.0% of Gabapentin (calculated on the anhydrous basis)

2. Identification ATITHIU

3. pH 6.5-8.0

4. Water NMT 0.5%

5. Residue on ignition NMT 0.1%
6. Heavy metals NMT 0.002%
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(3)]

3.2 Drug substance specification : Gabapentin'’ (¢2)
i Test Item 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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57871350 7 Infliximab 100 mg for injection
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1. #oun  Infliximab 100 mg for injection
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3.1 Finish product specification””
1. USnoudendnegy mmmumuﬁs:q‘lu Finished product specification
2. Identification mmmumu‘ﬁ'i:qlu Finished product specification
3. pH miﬁﬂﬁi’lumuﬁi:qlu Finished product specification
4. Sterility test AT
5. Particulate matter ATIIHIU
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9. Clarity of solution ATIVHIN
10. Impurity / Related substance mwc&'mm&!ﬁim’lu Finished product specification
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1. 8o Parecoxib 40 mg for injection
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3.1 Finish product specificationm

1. YSanmdrgndany m’mhumuﬁszq'lu Finished product specification
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7. Uniformity of dosage units §9% mumuﬁﬁqlu Finished product specification
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