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)| Eln'lsﬁ 1 Alendronate sodium 70 mg + Colecalciferol 5,600 IU Tablet
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o Alendronate sodium 70 mg + Colecalciferol 5,600 IU Tablet

ansaNLaN- (1

1. idupde slesudsznmu
2. w1 da ﬂnnaud’wﬂ"ﬁm Alendronate sodium «‘ﬂoaugaﬁu Alendronic acid 70 mg W&z Colecalciferol
5,600 IU
3. ussa\'luumaaumuuﬂaua n38 blister pack ﬂaonuumuavmm’nu‘lﬂ
4. axnazy - #9871 FINUTENAUAINEAYUITAMUUTI TUNER 'maumu WwrAnee uassansdoudriue
'l'zazmmtwuumsaﬂmm
- UWWHIEN amauaﬂmaﬁmmam futsznauden@mng ANULT auaua’m uwazLaUTKE®

am - 2 ' . aQ o o a4 ) v A
ﬂmﬂﬂﬂﬂﬂ‘ldlﬂﬂ%ﬂ‘ (13] Official 'luma'ﬁmsu USP 35, BP 2013 AMENITINITY 1’5Lﬂutanmsmom

lunsdaramuansuiamzuaie)

1. oy ° 95.0-105.0% of the L.A. of Alendronate sodium

] 95.0-105.0% of the L.A. of Colecalciferol (Vitamin D3)
2. |dentification m’mmumuﬁ‘sziﬂu Finished product specification
3. Water content - NMT 4.8%
4. Dissolution mﬁwi’mmuﬁi:q'lu Finished product specification
5. Uniformity of dosage units m’:mhumuﬁs:qlu Finished product specification
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1.2 ludwadunzifiousn ne.1 vesnfiiauaman wibamsazdsaiatansniuguamnIWYas
naar e ATunziowly (finished product specification) nsn‘i‘?"agszwhom‘:tﬂ‘aiauuﬂmurﬂmﬁ'mﬁu
ardasunuianmmIadwnanantsraun luanwiay finished product specification
2. unsdifizmanluszanalng tinﬁmﬁ'mﬁﬁmmmwmum‘i’at‘ia%’maou’msﬁ'mmmﬁwmmmé’nmmf
AEMIfiAUANINARINTBINTINTENTITUGY (GMP) Tunanaenilanasie
Tunsdimiuaningroinaoszna griadesiidunnmieniifeiisamnasyuntiniaga
vié’nmm'vf‘i%msﬁﬁlumwﬁmuwnoﬂs:mmq{uﬁm #30 Certificate of pharmaceutical products
3. mﬁmuam"aoLﬂumﬁu‘%ﬁ'ﬁtﬂuﬁwﬁmﬁaﬁuﬂuﬁmﬁ’m ( WRAILDNRNTTUIBY)
4, ml.mmwmmanmsnmanwnwaommauaﬂm
4.1 nansaTRAATIAIWHRATTMYI U BIEKER (Certification of analysis) 'lummnaotﬂumama
'lum'nauammnncmammmaa’mmm*mauwnsmsnmmsmawmsm
4.2 NaMIATITAATAQIMWIAGAL (Raw material) maammmﬂmﬁ’l‘ﬂummae\m mmaannamm
ua:ﬁwammqﬂumﬂugummnu uaz Lﬂu‘mmmnummammao (LEASLANRITILTDY) FDILRAINIATIINTT

1.Qmauﬁan10mﬂﬁﬂﬁao Alendronate sodium’

98.0 - 102.0% of Alendronate sodium

>

1. USunmeendag 98.0 - 102.0% of Alendronate sodium

(Calculated on the dried basis) (Calculated on the dried basis)

AT ATIVHU
16.1% - 17.1% 16.1% - 17.1%

2. Identification

3. Loss on drying

4. Heavy metals

NMT 0.001%

ATIMIN

5. Chromatography purity

-Any individual impurity : NMT 0.1%
-Total impurities : NMT 0.5%

- 4-aminobutanoic acid : NMT 0.5%
- Phosphate : NMT 0.5%

- Phosphite : NMT 0.5%

HuBING  NMT = Not more than

2.qmaaianwinaiazes Colecalciferol*

BP2013

97.0 - 102.0% of Colecalciferol
2. Identification ATIVIU
+105° to +112°

1. UShnusndngy

3. Specific optical rotation

4. Related substances By Liquid chromatography

-Impurity A : NMT 0.1%

-Unspecified impurities : For each impurity NMT 0.1%
-Total : NMT 1.0%

-Disregard limit : NMT 0.05%

ANEUNA NMT = Not more than

windSsuyy  aeddan)

- /
o o \(\~
(m'na)...............gf. ................... nNIINMS (G E12) F S nTINANT

(WS YaIT) @WEMWET mMgawiani)

wWifiZisnsi_yefiM31/2557



5. @283
) 1Y) . e » . Y ' Y - o 1%
5.1 fiauana dadssadiadimnagnies 3 wihanussaned FadusunuusaiToacidua ld
Y Ao o o am o o o
ﬂmmumuﬂmmu@'lummaqmauumm'lﬂmmu
6. NMIUsziuAMMNENNFINAY (URAILBNEIINTTUSETY)
A 'Y v w , a o o
6.1 mgmaomnmuanma‘luuaumw 12 1fiau HUIMIUFINAL
A 0 ¥ + o 1 Q - + A U L7
6.2 1INNIIANINBY axdasssdnmnislususasnanisanaiianediniunsweuaite
P . e ' a . P a N
6.3 ‘lummwnmU‘nﬁmsﬁﬁmsqumaznw'mawamwamemmmﬂ:ﬁqmmw PLTITNNTIE
° ™ @ @ N @ 1Y) . ~ ° a ' a
mv\mﬁasawamamomImug‘mua:maqaamquSnmummummuw%msaemammm:ﬁua:tﬂu
was o Q 9 a A ' ' a ¥
gs‘uNmsaumhmulummﬂmmﬂ:ﬁqmmw Tunsdinwuienlidwllawguansuziamnzvaamiag
Tns wisnazdanhouindalniitunaspmseulilsmes laslidasldiola 9 malu 30
RN AT TSINELIR LR 11azmuﬁnﬂaﬁ’uﬁmsmmsmuaﬂmmd’mdwuao;jmuua:/
-] v oa & .
wiagndalunssdaly
o v o o A o a 4 a 4 'Y ' °
6.4 Qm’ma:maqsmﬂauummam‘lnaummq wiaflaifiansFenanindisysznsla g naurinua
A
7. LlaNATOU ‘
X - ' v A ' . o
7.1 lunsdifiuwnzidonenanuinnit 2 9 azdasddnurnmwdnananisAinm Long term stability @ah
fuRudulunadoueausas wszldsunsaswusisasenasnngismivasuiem
ad P o ' v e ' s o o
7.2 lunsdunzidousnuniasnin 2 9 9zl @ unINENSRaNITANMIANAIAIUBILIA NN U
wudnlunzidouewuaas uazldsunsaswnsisesenasnngiismnavasuivh
Ad\l q [ [, a add a Y o a . .
7.3 nydin Wlseduuuudasfinangiumeimmsiisatie lduaasnan1sdinwdi Bioequivalence study
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naNBIYg : 819893N
1 = General requirement ¥a3LNdud"SUE Y Finished product Juuuug e
2 = Requirement specification 2aILNAUULY
3 = The United States Pharmacopeia 3%
4 = British Pharmacopeia 2013
5 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies uﬂ:g:ﬁa
n'rsﬁnm%aﬂs:ﬁnfwaua:%"mugamawﬁmn"m‘ﬁm N2INILANLN FMNNUATILNTINNS

AIRITUATHN n's:m’mmmsmqm

wwediauyy  aeddand)

- . . -
4 QS\ 4 \\\h
LG Rs12) W S NTINANT TCRE 1) W D A ATINMT

(W9srd yase) (WNEMNTT mMyandant)

Mﬁhﬁslﬂumsﬁ1_1gni‘m3112557



v [ s ¢
71zjaztﬁﬂﬂqmanumzmmumuff'mLanmsmsaﬂ%ammm*nm
1N M31 /2557
57801571 2 Ibandronic acid 150 mg Tablet

: ﬁ'mﬂs:mﬂé'w%'ﬂquaﬂmﬂﬁl 5 N.6 255

M Ibandronic acid 150 mg Tablet

amaaian
1wl indaufsy (Film-coated Tablet) Tfiasulsznu
2. 14 1 1ja Usznausedas Ibandronic acid 150 mg

P ¢ & ¥ o X e
3. ussq'luumagﬁmuuﬂam w38 blister pack Yasruanuaula
4. 93Ny - Faen FMUTENALAIENINUSZAANLT TURRA i’uﬁumq wafinde wasarnaioudiim

arnetaauumursiont
- uuumazhaﬁauﬁms:q%‘am FIULTNOUALNEINTY ANVUT 'J"u‘a‘”umq uaiafinge

g@guﬁmomnﬁn“ (Wi official lwunawdrsy USP 35, BP 2013 Fiamznssumsy Miduananssnedslu

MITaMAUAN NN IZYBILN)

| 1. USnmaasdngy 90.0 - 110.0 % L.A. of Ibandronic acid

2. Identification test mimcimmuﬁ"sxq‘lu Finished product specification
- N P — -

3. Content Uniformity @lﬁamumumzq‘lu Finished product specification
4. Dissolution time mmmumu‘ﬁ‘s:qm Finished product specification
5. Water content > 40-6.0%
6. Total impurities (TLC)? NMT 0.05%
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1.a‘hmmwrhs_u.anm‘sms‘lﬁ%”uagmﬂwifumtﬁﬂwh%‘umﬁaa‘mﬁwluﬂmm‘lnu URSHIUAY (declare) UNEING®
1.1 Windgmsiuwnadoudiue me.2 ne.3 no.4 ududnsd)
1.1.1 lunsdifiduenindaludszanalng maneds no.2)
11.2 'luﬂsﬂﬁt,ﬂumﬁwﬁ’lLﬁam‘mﬂwm (wanwds ne.3)
1.1.3 lunsdifdugnidhanandsana (manefie ne.4)

1.2 ludvaiunzidous ne. 1 vesnfiauanan wiaunwandsavatanImuguamaINLad
nAar et unzdewly (finished product specification) nszﬁﬁagl;s:m"nmstﬂé"ﬂuuﬂmufﬂmﬁmﬁu
ardasuuuenmmIadmawanansvaun lwanwsaw finished product specification
2. Tunsdifigmanluysanalng fuiadasiidnnwieniisisesnaspunianiamaunaninmst

"J"ﬁmsﬁﬁ'lumswﬁmmmaam:mnmmsmqw (GMP) Tunuaaendiauaniy
Tunsdfdugningromnarsdsana fudadasiidunmuwtionisisiuseanaspunsuiamany
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3. mﬁtauaﬁ'amﬂumﬁn%ﬁ'mﬂuﬁwﬁw’%aﬁunuémﬁ’m (LEAILBNATITIUTAY)
4. mtmmwmmanmmm&nvmmaammmsaﬂm
4.1 wamIanRilanzigmnHREanmivaaHia (Certification of analysis) 1um'suwao|,ﬁumama
'lumsmuamamnwNammamnﬁmumuawmmsnmmsmmmsaa
4.2 wanaTadieniguMwWingaA (Raw material) maammmﬂmﬁ‘lﬂummamm m-uaowwaﬂm
ua:gwammqﬂumﬂwgummnu uaztﬂw;ummnummammaa (WEANBNAITUTDY)
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7. Lanasaug
7.1 lunsdidunadougnanannni 2 9 axdasfidnmmuwananansfine Long term stability aufiiu
Wwudnlunsdougnanuaes uas‘l@"%’umsmmu%’maoLanmsmnu:ﬁé"\mwaau?ﬁ'ﬂ
7.2 lunydidunsidonenantasnin 2 @ AR I NI TNERAMIAN NIRRT BT DY
Wwaudnlunzdiouuuaas waeldsunmssswususesenasangiisinavasnisn
73 ndiAbilsnduudssindngumeinmeiifefieldimasnamsfinmnila Bioequivalence study 14
aywdiFaufisunuenduiuy %etﬂu’lﬂmwé’nmm‘szmsﬁnm%qauga'umnaqmuqum NRVTHIDIIY @
naneme : 88N
1 = General requirement YaindsR1SUE MU Finished product ;nJLLUU Capsules, Tablets
2 = Requirement specification 783¢"1@%LUY
3 = ASEAN Guidelines for the Conduct of Bioavialability and Bioequivalence Studies u.a:qjﬁa
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s1gnsn 3 Menatétrenone 15 mg capsule

awdlszmasiwinguanssii | 9 0. 2990

%_aﬂ Menatetrenone 15 mg capsule

amaaiana b
1. \ilugdiaguuy Capsule FiasuUsEMu
2. 1u 1 e Ysznaudaudaen Menatetrenone 15 mg
3. ussaluumaamuuuwaua %38 blister pack ﬂaonumww'lﬂ
4, amnIzy - %am gulsTnaustEAILAZAINLTY TUNEA mav.mu Wwfinae wazaunzioudsue
'l':”aahd’is'mwuumﬂﬁmwf
- uuumammamaoszmam dansrnaudendfy AL i’uf«‘vumu uazLafinGa
amansgamemana™? (i official lwngueénsu USP 35, BP 2013 Finmznssumay idulananssneds

lumssarhguanyMzIanIZIaIEN)

1. USinmadaendngy 90.0 - 110.0 % L.A. of Menatetrenone

2. Identification test m‘i’m;i’mmmﬁi:qlu Finished product specification

3. Content Uniformity mm&humuﬁinﬂu Finished product specification

4. Dissolution time AT si‘mmm"’iszq‘lu Finished product specification
dowludw 9

1.zi’ummwmmanmsms‘l«ﬁ'uagtym%m:tﬂwﬁﬁuﬂ'n.ﬁa'-'i'mﬂ'mluﬂs:mﬂ’lm URSEIUAY (deciare) WARINA®
11 'luéﬂﬁmms%uﬂ:tﬁuumfum (Me.2 Ne.3 N4 uFuanTol)
111 lunsdidmduenfindaludsnalng manois ne.2)
112 1un‘s:ﬁﬁtﬁummtﬁmﬁamsuﬂmssq (mangds ne.3)
1.1.3 lunsdiAdugindrndedsang (anadis no.4)

1.2 ludwatunafious no. 1 vasenfiaueman wiaunossduanatanIniugugmaInges
naarranafizunzdouly (finished product specification) nszﬁﬁ'asjszwmmsv.ﬂsuuuﬂmurﬂmﬁ'mau
wﬂaqLmuLanmwsamtmmwn’mn’mauﬁ‘lmmwsau finished product specification
2. lunsdifiemaalnsanalng uwamaaumtmmwmwmaawsaammﬁ'mmwammmwamn:um

ﬁ‘ﬁ'mi‘?iﬁ'lumwﬁe\mmaons:mummsmqm (GMP) lunanamilauang
Tunsdfdueningronasysana fudadasiidnnmwdomiiiaiTeanasgunisuiamen

waNINAITITMINAluMsHEALva I sEIMANER 130 Certificate of pharmaceutical products
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3. mﬁ'muad’amﬂuv'lﬁu‘%ﬁ'mﬂuﬁwﬁw?aﬁunm‘huﬁm (WRAILANEITIUTDY)
4, mtmmwmmanmmmanwnwaommaunﬂm

4.1 wamIamnRieTsigMN KB anuuaIHAR (Certification of analysis) 'luzmuﬂaatﬂumamo
lu.mmmamummnuwamwsamnv\mm'maunnvmwmmsmmmsm

4.2 HANIATIIATE mnmwwmnﬂu (Raw material) maemmmﬂmﬁlﬂumwanm NIvaIHRan
un:ﬁwﬁwi’mqﬁuﬁtﬂu‘iutﬁmnu ua:tﬁwgummnummamanao (WEAILBNFITIUTDY)

1. ﬂ?&nmﬁ"imﬁ‘m‘i’g NLT 98.0% of Menatetrenone (dried basis)
2. Identification AU

3. Heavy metal A NMT 20 ppm

4, Menadione ATVIU

5. Cis Isomer AU

6. Related substances AU

7. Water NMT 0.5%

8. Residue on ignition NMT 0.1%
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study TuaysdulSaufisunueduuy FaduluaamsninaueinsdnsndiauyaraIneInIugumn NTENTN
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nANBINAG : 58990
1 = General requirement 2aILNFBA1FUFINTY Finished product 3ULUY Capsules,Tablets
2 = Japanese Pharmacopeia 16 edition
3 = ASEAN Guidelines for the Conduct of Biocavialability and Bioequivalence Studies u.a:gl:ﬁa
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1 zln’\i‘?; 4  Strontium Ranelate 2 gm Granules

manlsznadsninguanysit 15 nA 73557

%ﬂ_ﬂ" Strontium Ranelate 2 gm Granules

anaaiana

1. luenrIunIua gmiuazawlwin (Granule for oral suspension) TRATULSIMU

2. 1w 1 999 Usznaudas@Ien Strontium ranelate 2 gm

3. urnylugasdasiin usstastunaduld

4. an Ny - Fagn SuUszneudIn@AYUAzAAILT Tunde i’uﬁvumq WwuiinRe usnaamzdoudiuen
Wathstaruunussyninet

- uuussgﬁ'm‘r‘fﬁé’uﬁam aai'wﬁaﬂd’aﬁ:q%am fntlsznaudend@ngy AL i’uﬁuumq uae

\UANEe

Qo - 1 Q- el A R -
amaiamanana™ (L Official lwndwéd1syu USP 35 , BP 2013 @samzn3sunsy Liiduianansdnads

Tunsiahgmuanyaziawzyeden)

1. YSinasaendnn’ 95.0 - 105.0% of the L.A. of Strontium ranelate

2. Identification m’mn’mmuﬁsquu Finished product specification
3. Uniformity of Dosage Units m‘S’Jiwimmuﬁi:Lqﬂu Finished product specification
4.pH? 6.5-85

5. Moisture content AT

6. Microbial limits AT

Gonludw q

1.mm'\mwn"lmanmsn’rs'l@”%’uagty'mfumﬁ sudsueniiadmirslulsznalng uszduas (declare) UNRINA®
11 ‘luﬁ’m”ryn’rs’ifumtﬁuuﬁﬁ'um (n8.2 n8.3 Ne.4 URIUENTT)
111 lunsdifdunfindaludszindlng mansds no.2)
1.1.2 'lumtﬁﬁtﬂumﬁmiﬂLﬁammﬁouﬁq (manefia ne.3)
1.1.3 lunsdifidusnitudrandedsana mansiie ne.d)

12 ludvedunaidonen ne. 1 vasiiiawenan wiaunuazlduaiaTan1InILAUA TN INYEY
naen e ufdunziiowly (finished product specification) n‘stﬁﬁar‘.l;‘s:niwn’mﬂﬁ'uuuﬂmurﬂmﬁ'mﬁu
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4150

5198n15N 5  Teriparatide 250 mcg/mL injection a 255-(
analsrnAdIninguaysIi o

#oun Teriparatide 250 mcg/mL injection

amauianahl

1. iumsazansumannda la Lidd

2. 1u 1 mL Ysznaudau@asn Teriparatide 250 meg

3. uﬁq'lum'm:mamﬂﬂﬂmnL%agﬂuuu Pre-filled pen 153103 2.4 mL / Pen

4. NIy - Foon EIMUTNALANEMAURZANUUTI TUKER i’u?;umq \pfinGa uazinunailowdisy
o Hodtauunussaio
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Qmauunmomaun"’ (lai Official lutnas@1$1 USP 35, BP 2013 BIATENTINNITY i duenanssradalums

FNAUANBIUSLANIZVEILN)

1. ﬂ?mmﬁ’dmﬁﬁﬁmf 97.0-100.0 % of the L.A. of rh-parathyroid hormone
(thPTA)

2. ldentification mnn"mm'mﬁﬁ:l.ql'lu Finished product specification

3. Particulate matter aTasHumuTiszylu Finished product specification

- BUMATUIA > 10 pm Litfiu 6,000 ayMA
- BYMAYWIA > 25 pm Liifiu 600 aymia

4. Sterility av9kuaaifiszyly Finished product specification
5. pH 3.8-4.5

6. Metacresol assay (HPLC)? 2.7-3.3 mg/ml

7. Bacterial endotoxins” aitfin 100 EU/mg

8. Bioresponse2 75-125%

9. Clarity and colour test ayaeaele Lidd

10. Impurities2
- largest other individual related impurities NMT 1.0%
- Total related impurities (HPLC) NMT 3.0%
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