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1. Bamn Alendronate sodium 70 mg + Colecalciferol 5,600 IU tablet
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2.3 MIULUITY
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3. AnANLGNINAKA

3.1 Finish product specification

(10.(2)

1. USaudaensegy

. | . P
m’mmummmzq’lu Finished product specification

2. Identification

a779r uATzYlu Finished product specification

3. Dissolution

: | . e
moamumum:qlu Finished product specification

4. Content Uniformity

mmchuﬂ’mﬁi:glu Finished product specification

5. Impurity / Related substance mws&mmm‘fszq‘lu Finished product specification

3.2 Drug substance specification

3.2.1 Alendronate sodium™®
Test Item USP 38 BP 2013

1. U%mmﬁamﬁ'\ﬂ@ 98.0 - 102.0% of Alendronate sodium 98.0 - 102.0% of Alendronate sodium
(calculated on the dried basis) (calcuiated on the dried basis)

2. Identification AT AU

3. Loss on drying 16.1% - 17.1% 16.1% - 17.1%

4. Heavy metals NMT 0.001% ATIVNIN

5. Chromatography purity - Any individual impurity : NMT 0.1% - 4-aminobutanoic acid : NMT 0.5%
- Total impurities : NMT 0.5% - Phosphate : NMT 0.5%

- Phosphite : NMT 0.5%

........... LTINS TG 12) WA OTORONN o +-+11 2 ot

nUauBNTY laaiiamn) (wsnygn sﬁanmﬂ‘)

winl1semafigaiiB24/2560



3.2.2 Colecalciferol

Test item BP 2013
1. USnmdrenday 90.0 - 110.0% of Colecalciferol content stated on the label
2. Identification ATIIHIN
3. Related substances ﬂ?’JﬂN’l%@l’l&lﬁi:q1% Finished product specification
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3. mdlquanianmemefiavasewiedagdu laddredlundudnsuen 1Wsheaeeny Drug specification AuFunle
anziTaueafINnNUAENTINNTITUAZEN NIENTWEDIIUFY

4. mtigusniEmanefinvasmiadngiu ersdslundndnium uinanIaTRdesiuasfiauenim liaseny
inazfuasfilsnenatszme 5’1\13\1mé”ﬂﬁﬁuﬁ‘lmjndwﬂs:mﬂm:mwmmsmqﬂj Hos Fzydmn
W.¢l. 2556 vm?aif’wSammmé"’ﬁﬁﬂ%’uuanmﬁamnﬂszmﬁns:maammsmqﬂj WoltAnN ST ‘lﬁ")fun‘"uqaaﬂﬁa
YDIAWLNTINNTL TENIATIONEN

]
-

Gonludu g
1. z%nmewmmana‘nnw"l@i”%*uagnpm’fumLﬁau@‘iﬁumﬁaémﬁm’luﬂizmﬂvlm WREELAS (declare)
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RANBIAG : 81989970

1 = General requirement UBILNFBAITUSINIU Finished product Uuvusde

2 = The International Conference on Harmonisation of Technical Requirements for Registration
of Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B
(2R) ; Current step4 version, 2006.

3 = The United States Pharmacopeia 38

4 = British Pharmacopeia 2013

5 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa:@iﬁa
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3181150 2 Alfacalcidol 0.25 mcg capsule
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1. faen Alfacalcidol 0.25 mcg capsule

2. quanianialy

2.1 gluyy Lﬁuml.ﬁmmﬂg‘rmﬁ@ﬁu mU'Lumsgma‘i’nwmxmaammﬁm%‘ué’uﬁszmu

22 &wilsnay  Wsznaudaedam Alfacalcidol 0.25 meg 1w 1 1iia

23 mweussy  uasiluuniagdiiluavasd wia blister pack flaan'“umw%uua:ussgﬁ‘mﬁﬂmﬁ’uum
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3. AANTGNIMAKA

3.1 Finish product specification“’

1. dSunmdenddy mi’aﬁ]mu@’mﬁinﬂu Finished product specification
2. |dentification G\i’;%ﬂi’mmuﬁsquu Finished product specification
3. Disintegration time mmdﬂ%muﬁszq‘lu Finished product specification
4. Uniformity of dosage units mwmumuﬁs:qlu Finished product specification
5. Microbial limit tests m’mshumuﬁszq‘lu Finished product specification

3.2 Drug substance specification : Alfacalcidol @

Test Item BP 2013
1. USunmaaegndnm 97.0 - 102.0% of 1 Alpha-hydroxyvitamin D, (Alfacalcidol)
2. Identification ATIU
3. Related substances By liquid chromatography

- Impurities A,B,C : For each impurity : NMT 0.5%
- Total : NMT 1.0%

WG 1. mdifenaoudimariu waive) minmeseLAiansvimensle Wiuaasansme: npuﬂ”&ndnﬁ'ﬁfuagﬁaﬁw
2.. Drug substance specification ﬁmﬁm’lmn‘lﬁmﬂ:ﬁ'nmgwﬁﬂ drug substance #38lu3LATE drug substance 89
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3. nsﬂqmauu"ﬁmewmﬁﬂmmmw?ai’mqﬁu Tafidradolmndndniuen Iidre8sena Drug specification ALSHENle
snzfaudedminnuaniznssunmIs e nRENTHNIIUEY
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1 = General requirement TaILNFTFEITUENTU Finished product sUuuueude
2 = British Pharmacopeia 2013
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31813 3 Eperisone 50 mg tablet
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1. B Eperisone 50 mg tablet

2. amsaanianaly
2.1 3luny Wusuda dnsusudsznu
2.2 gadsznay  Usznaudipeaen Eperisone HCI 50 mg 1u 1 1
23 mrusussy  Usreluuntaalilaunand wie blister pack Jaafintastuanuduls
2.4 287N - Haen #IUUTzNaUAILEIALLAZANNLIT TUKEA fuﬁvumq Wwafinn wazisanzdou
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3. AMENLGNIINALA

3.1 Finish product specification“)

1. dSnmdapsnny m’)il&h%@l'luﬁs:glu Finished product specification

2. ldentification m’mw"mﬂ’mﬁ‘inﬂu Finished product specification

3. Dissolution maim'mmuﬁs:q‘lu Finished product specification

4. Weight variation %38 mmmumuﬁ'squu Finished product specification
Uniformity of weight (mass)

3.2 Drug substance specification @

Test ltem Japanese Pharmacopoeia 16 edition ;,
1. ﬂ?mmeﬁ”’;mz%’m”m., 98.5 - 101.0% of Eperisone Hydrochloride
2. Identification ATIHI
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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1.8881  Gabapentin 400 mg capsule
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2.1 3wy Lﬂuml,ﬁmmﬂ»ga FnIusudsEnu

2.2 dwdszney  Usznaudaudann Gabapentin 400 mg lu 1 1a
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3.1 Finish product specification

Test Item USP 38
1. USanmarsndaty 90.0 - 110.0% of the L.A. of Gabapentin
2. Identification ATIHU
3. Dissolution usaImsazate laitanndn 80%(Q) of the L.A. of Gabapentin
molu 20 wi
4. Uniformity of dosage units ATINU
5. Related compounds - Gabapentin related compound A : NMT 0.4%

- Any individual unspecified impurity : NMT 0.1%
- Total impurities : NMT 1.0%
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3.2 Drug substance specification : Gabapentin"’

Test Iltem USP 38
1. ﬂ?&l’]m‘iﬁm&’lﬁiy 98.0 - 102.0% of Gabapentin (calculated on the anhydrous basis)
2. Identification AU
3.pH 6.5-8.0
4. Water NMT 0.5%
5. Residue on ignition NMT 0.1%
6. Heavy metals NMT 20 ppm
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%

- Any other individual, unidentified impurity : NMT 0.10%

2. Limit of late-eluting impurities

- Individual impurities : NMT 0.10%

- Total impurities : NMT 0.5% (including impurities found in Early-Eluting impurities)

o - o o . a I3 P a & «N o s o
“N']U“ﬂ@! - NIWVIGNZLY DULIINMIIU (waive) NMIFTIINOLI Lﬂﬂ:ﬂﬂﬂﬂq'ﬂﬂ 1“U%LLﬁﬂ\?Laﬂm?ﬂan?uﬂdna'\')ﬂvlﬂiuﬂkkuﬂﬂjﬂ
- Drug substance specification Ransaananly3 Lﬂﬂ:ﬁmaoé’uﬁ@l drug substance ¥3oluiamed drug substance V4
a Py o o 44 a & o A,
%Nﬂ@]ﬂ']ml%ﬁ]zﬂ Q]J]J‘L@\QUIIW%G ‘ﬁﬂﬁﬂ'\iﬂiﬁ'ﬂ')Lﬂ?Wzﬁﬂ?Unﬂ“?ﬁﬂﬂﬂ7“%@

Gowlufing
1. ﬁmmmwri’mtanmsmﬂ@i’%"uag@wmifuﬂuﬂ pudnsueRasmbeludsznalng ussduas (declare) UWaINES
1.1 'luﬁﬂﬂ”ryn'ﬁifmuﬁm'iﬁum (8.2 8.3 N84 URILANT )
1.1.1 lunsdifduenindalulszmelng wanade ne.2
112 luns:ﬁﬁl,ﬁuum'xLﬁﬁtﬁammﬂomﬁ; wanefis ne.3
1.1.3 luns@ifduehidrananslszine nansie ne.4
12 ludvetunzdonen ne.1/p.1 vasenfiauaTien Wi yanBanITEMIMUAN N WTBIRR ST
aufidunziion (finished product specification) uazTarNWUANUNINVBITAYAY (drug  substance
specification) nstﬁﬁ'agszijmiLﬂﬁﬂuuﬂamm‘hLﬁmﬁu AFBIUBULANRITELWIMNENEATTaUA LY (8.5)
IW3D finished product specification Waz/%38 Drug substance specification laguaun lunawiulszme
dszmanamdidnnsaing wazlaifiu 2 9 o Sudsemedszmanenddnnseing
2. 1BNATIUTDINIATFTIHNTINAALN
21 nsd@nguaalusanalng Kriadasiianssiusennaspumsnineneunsninaiuaz3snsfialy
MInaaeN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tasmuingau PIC/S participating authorities
wia fianmsiussanespunsuiamaundninueiuazInfialuntsniaswasdinnuamenssums
DIMIIURZET NITNTWEDTIIUGY Fsrhmuadulasianuseandauasiafiouiunaninmiuaziinnialy
mwdasn PIC/S lunuaafiauavne atusrgaausaumsarasaulasfinanisivsasiisiudsema

Uszniasandidnnsaing

G512 O OO Uszmuamenssums
(wngan Geuwrirwaw) .

%w/ 5 ﬂ/ .............. nNIsNM3

o
(CEk12) I e NIINNS (RITD).eeene,
HnuaNTy laayamn) (wefigg 73sne )

nﬁ—uﬁzmumsﬁmaﬁazmsso



<t q'ﬂ o 2 [] v o g al s a -« [
2.2 nyeniiuegrnnyronawissing cdNamma\mLanmﬁmmmmpummammmuv\amnm'mm:
ad ] a '
ImMInalunsnEagn GMP #1380 GMP/PICs (Phammaceutical Inspection Co-operation Science) Taowminesu

PIC/S participating authorities atiuaga euseuntseaseulasinansiusasdaiudssmetssmeanen
aldnnsading WI00LANeATW usudnsdl

3. Lanmsqmmwﬂmmﬁtauaﬂm (Fuwimwane)
3.1 NAMIATIVUNTERA WMWK T A U endiFa3Lvenda (Certification of analysis of Finished product) s
m?uﬁduﬂud’aadw
32 Nams@ma"‘uﬂsw:ﬁqmmwi’mqﬁw 83dednTy (Certification of analysis of Drug substance) 7ilF1u
n”ﬁwﬁ@lméuﬁa’atﬂm‘i‘aashwﬁmaa;jwamml,taxvjwﬁmfmqﬁu
3.3 Lanmwﬁavxd’ngmﬁuﬁ'ummé‘uﬁ'uﬁ‘izwjnjumwﬁmaﬁmq@‘iwaoﬁamﬁwﬁ'ry (Drug substance)
48 3.2 ﬁu;fumswﬁmawﬁwﬁmsﬁmﬁwﬁagﬂ (Finished product) 4 3.1
3.4 lunsiidunzfounanannnii 2 9 asdesfidumnincnenansansn Long term stability a7 &%
Rudalunzfougnanusas LLa:'L@Tfumsaamu%’usauanmsmng{ﬁa‘hmwaw’%ﬁ'ﬂ
3.5 luns@idunzdouewtaanit 2 9 AT F WU NWENEHANIIFANBANAIT VDI UT B
vindnlunsdouemuaas Lmﬂoﬁ”%‘unwmmu%’usauanmsmmjﬁéwmwaau?ﬁﬂ
4. Aa98198n
4.1 disuasan dessidlednametnion 3 wiguITT Fadumunuusasnoazidualdasudu
muﬁﬁmmluvﬁ"ﬁaqmauﬁ‘ﬁﬁﬂﬂﬁﬂaéfu
5. msa.lszﬁ'%qmmwmﬁziouau (waasLandIINTIVUIEN)
5.1 mﬁ'ﬁwauﬁaoﬁmq‘lﬂ@"hjﬁaundw 1 9 fuaniusenay
52 mvgnomﬁ'ﬁauau a:ﬁaaa’aﬁﬁmewrhzﬂu%”usawan'ﬁmaﬁmﬁ:ﬁmjuﬁdwau
53 nm"iﬁ%muswmsv‘hmsejuﬁaazmmﬁ'zwiauamﬁad\mmﬁmﬁ:ﬁqmmw WUILTNNTATRILIRS
fosvadiotng I@mjmm:é\”aademLﬁw5nmm‘i’1muﬁ%mﬂs’mnwsmmw’iﬂﬁ:ﬁl,a:Lﬂu;ﬁuﬁﬂ’nau
d'fl’ﬁﬁi']ﬂﬁLﬁm’ﬂ’aﬂun'ﬁmaﬁl,ﬂﬂ:ﬁqmmw nsﬁﬁwu*jnm‘hhﬁuiﬂmuqmé’nwm:mww: AUILIITNIV
grudnilisuRTonMsIEUe AN NS INE1I T8 ;Emaua:m‘%‘a;jwﬁﬂluﬂ%@iavlﬂ
5.4 fansaze assuiAeuedl am'lné“ﬂmmq wiaflaifiamsevsmneastnnsle g fewimualagligGeulsy
6. anasisonludng
6.1 mneraue lilgenduuuy (original drugs) FadiimisRauanINIMAREL Bioequivalence Miaua
wWisusuRugduLLLY T@m%‘ﬁ'msﬁnmﬁamﬂu‘lﬂmwé’nmm«rfua:Ltuaﬁﬁuﬁlumsﬁnm%aaugamao BN
MUY TDIEIUNNTUA SN TTUNTONITUAZEN m:mwmmsmqm(z) Tunsdidunadoudiummunum
gaiylwl (leiaansdoue NG) s UMUK NEIMIANI FauyaTa s
7. fiawa e (dune) Busealvisnidndygnnenasuimue doil
7.1 nsn‘imamsziwmsaﬁmsw:ﬁmﬁmnnsu%ﬂmmam‘mmwwu"hil,ﬂuvl,ﬂmummgmifaﬁmuw
72 mﬁwﬁ@ﬁmﬁtrmﬁ@i{g]nf%mﬁuﬁumnﬁmmmhnﬁﬁnmmnmmmm'l.uﬁmmmé’ty@mz%mnu
7.3 nsﬂwuﬂvnujmqmn’lwmnNﬁ@ﬁm‘ﬁﬁmad«ma@iaﬁszﬁwfwaua:mwﬂaawﬁ‘wﬁaQﬂwﬁ‘léﬁum

................................................................... UTemuA e NITUNIT

4 .
(GRET) Nt NINMS (CRR L) N« A N3NNI
(WoouaNTy laasiemn) (wwafigan J3Inqad)

Wlx'l'?'ml‘i’wn15ﬁ41!ﬁﬁ324/2560



8. NUILTNTNTY aamuﬁn%‘lﬁ%’uﬁmsmwNﬁmﬁm'rfmﬁﬁﬂszi’ﬁgnL?unLﬁuﬁuiﬂuﬁnf{nmuﬂm:nswms

awsuazenluszoziaan 1 Jaududszmadszniamasidnnsaiing

RNUING © 81989370
1 = The United States Pharmacopoeia 38
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51801150 5 Glucosamine sulfate 500 mg capsule
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1. o Glucosamine sulfate 500 mg capsule
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2.2 &udsznay  Usznausiedaen Glucosamine sulfate ﬁmlail‘aﬁ'u Glucosamine 500 mg lu 1 e

¢ a % o A
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3. amdalaANImane

3.1 Finish product specification"

1. Panmaendragy mwmumuﬁs:g’lu Finished product specification

2. Identification ﬂiaﬂ&huﬂ’l&lﬁﬁ:qlu Finished product specification

3. Dissolution m’mmuﬁmﬁis:qm Finished product specification

4. Uniformity of dosage units mmmumwﬁszq‘lu Finished product specification

5. Impurity / Related substance ﬂnamumwﬁszqh Finished product specification

3.2 Drug substance specification : Glucosamine sulfate sodium chloride
Test item BP 2013

1. ﬂ%mmﬁméwﬁy 98.0 - 102.0% of Glucosamine sulfate (dried substance)

2. Identification (Sulfate, Sodium, Chloride) AT

3. Appearance of solution Clear and colourless

4. pH 3.0-5.0

5. Specific optical rotation +50.0 £14 +55.0 (dried substance)

6. Related substances - Unspecified impurities : for each impurity, NMT 0.05%
- Total : NMT 0.2%

7. Heavy metals NMT 10 ppm

8. Loss on drying NMT 0.5%

9. Sulfated ash 23.5% - 26.0%

10. Microbial contamination TAMC : 10° CFU/g
TYMC : 10° CFU/g
Escherichia coli : Absence
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3.1 Finish product specification'”

Test Item USP 38 BP 2013
1. SSunmdaedary 99.97 - 100.00% of Sevoflurane 99.97 - 100.00% of Sevoflurane
2. Identification AU AT
3. Refractive index 12745 - 1.2760 9 20°C 1.2745 - 1.2760 i 20°C
4. Acidity or alkalinity ATIHH AT
5. Water NMT 0.1% NMT 0.050%
6. Related compounds - Sevoflurane related compound A - Impurity A : NMT 25 ppm.
: NMT 25 uglg - Impurity B : NMT 100 ppm.
- Any other single impurity : NMT 100 pg/g | - Unspecified impurities : for each impurity,
- Total impurities : NMT 300 pg/g NMT 100 ppm.
- Total : NMT 300 ppm.
7. Limit of fluorides NMT 2 pg/mL NMT 2 pg/mL
8. Limit of nonvolatile residue NMT 1.0 mg/10 mL NMT 100 mg/L
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