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318NN 1 Alfacalcidol (1 alpha-hydroxyvitamin D,) 0.25 mcg capsule

aaldszmAIInIngUaTTsIi

amn Alfacalcidol (1 alpha-hydroxyvitamin D,) 0.25 mcg capsule

anantianaly
1. iwedlauatga sfiasudsnu
2. 1u 1 ulia Usznaudandaen Affacalcidol (1 alpha-hydroxyvitamin D;) 0.25 mcg
3. u73qlu uwsagdiflsanand wia blister pack tasnuaruguled
4. a0n3zYy - Haen FUUTTNALAILFIARYUAZANANTI TUNER fu§ua1q WfinAe uazaunzdiou
dsbnliadwdanuunussaion
- UNWHIEN azhaﬁ'aum”aﬁ:q%am fusznaudInfmfgy AU fu§umq uwnziafinga

o= - ' . o o as 4 ) v a
amaniamonana’ (L Official lulndwdnsu USP 35, BP 2013 Senmznisumsy Iiduanassnss

lumssarguansmzianzuasen)

1. WSy 90.0 - 110.0 % of the L.A. of 1 Alpha-hydroxyvitamin D; (Alfacalcidol)
2. |dentification test W'S'J‘ilvhumuﬁi:q‘lu Finished product specification

3. Content Uniformity - ﬂ$1aﬁ1uﬂ1uﬁi:q1u Finished product specification

4. Dissolution time m'sﬁlmumu'ﬁ.ﬁ:qlu Finished product specification
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1.ﬁwm*nmwrhmanmsms"lﬁs”uagnvnm-i‘fuﬂnﬂuue‘h{umtﬁai‘hminﬂluﬂs:mﬁ'lm uBFIUAY (declare)
UHRINE®
1.1 luddgmstunadoudifue mo.2 ne.3 ne.4 udrudnad)
1.1.1 lunsdiiduenfindaludsanelng manefs ne.2)
11.2 1unsrﬁ°?ill,ﬁumﬁﬂtiﬂtﬁanmmouﬁq (panefla ne.3)
1.1.3 lunsdifdusiidhaneadssne (wupdla ne.d)

1.2 ludwatunzifouen ne. 1 vasefauanan wisunuaziduanatansmunun N wYas
wARATaaRidunziowly (finished product specification) nsrﬁﬁazqis:w.i’nmﬂﬂﬁuuuﬁmuﬁ‘lmﬁ'utﬁu
dILUUIBNIIRSad LM MNENINTauR Ly wSau finished product specification
2. unsdifigmaalusanalneg grAndadidwInwineniIRasUsaanasIunsHRaE AN

'“J%msﬁﬁ'lumswammmamszmwmmsmqm (GMP) lunuamfiiausane
Tunsdifudugmingrnadszna drRadasdidmnmniieniifaiusasnaspunmsuiagnan

ﬂﬁ'mnmﬁﬁﬁmsﬁﬁlumwﬁmmmaoﬂs:mmjnﬁm %38 Certificate of pharmaceutical products
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3. mv‘ftauaoi'aaLﬂumﬁﬁﬁ'mﬂugnﬁw?a;jtmuﬁhmhu ( WRAILDNRITIUTDI)
4. SunmwialenMInusn Bz eIk TIA

4.1 mansanlinnzigunwkiaiusfuaaiie (Certification of analysis) 'lumsumuﬂumamo'lu
mstauamumnwmammamnwmm’maunnsvnmqmmsmammsao

4.2 HINIATIVNATAR UMW TARAL (Raw material) TasdaedR R lslunnEam m-uamnamm
uamwammmumﬂmummnu uwnnugwdeanuendiagnefias (uamtanmﬁmae) FDIUTAIMTATIRNIH

1. YInmaaendag 97.0 - 102.0% of 1 Alpha-hydroxyvitamin D,
(Alfacalcidol)

2. Identification #7291 Ud83% Infrared absorption spectrophotometry

3. Related substances By liquid chromatography

-Impurities A,B,C : For each impurity : NMT 0.5%
-Total : NMT 1.0%
-Disregard limit : NMT 0.1%

5. @a0819en
5.1 disuaman dasdediatnmagiiens 3 wihussenied Fudusunuuraimoazisesld
ﬂsun”aumuﬁﬁ'lnuﬂ‘lw”ﬁaqmauﬁfﬁﬁ"ﬂﬂiwv’fu
6. msﬂs:ﬁ'uqmmwmﬁdwau ( WEAILANRITNNTIULSZAR)
6.1 a’mmaamﬁﬁwauﬁae‘lﬁﬁann'j'\ 12 LAa% WLUININEINAY
6.2 mnm’m’nmuau ir'ﬁaaaeml.mmwmﬂ'lmusmNammﬁmmﬂmmmna\mamjawmm
6.3 'lunstu.wnm ﬂwﬁmsﬁﬁmsaumamom'nawaumaaamsn’amﬂ*mmmw WiTTMTITT
niResasvade mom'[ﬂua‘uwamaaaumtwuanmuéﬂmum\muwﬁmsmmvmmﬂ:v\u,a:l,ﬂu
pﬁuﬁmaum’lﬁ'lﬂ‘lums@mﬁmﬂ:m‘qmmw 'lunstiﬁwuhm"laiLﬂu'lﬂmuqtué'num:mm: AUIWNTAT
vitardanheniuindalnaifidrunaspudowaulilsmenuns Tavlidadldsaole 9 anelu 30 Fwiuen
i’uﬁ'ld’%’uLw"omniﬂwmmau,a:'uazmuﬁnﬁ%é’uﬁmsmmnauaﬁmms?’onsi'maoc{mmm:m%argwﬁmlu
asasiely
6.4 Q"mm:ﬁaeé’mﬂe‘fﬂumtﬁam'l.na”mmmq wiailaiianiadananndandsznisla g neudnue
7. \anmMIiug
7.1 lunsdidunzfouenanunnn 2 9 ssdasddummwtnsnanisinm Long term stability anufi
Sudadalunafoneuuans ua:'lé’%’umsaomm%’mamnmsmmjﬁéwmwam%ﬁ'n
7.2 lunsdidunafonenantesnin 2 9 sxdasfimmndinonanmsdnsnanunisavssnauiiu
dadulunadoueuuaas uaz"lofs”umsmmm"maaLanmsmm‘ql"ﬁmmwaau%ﬁ'ﬂ
nanEmg : 81989970

1 = General requirement 2a3LN&§T#1SUFHIU Finished product FUuuy Tablets,Capsules
2 = British Pharmacopoeia 2013
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578130 2 Calcium Carbonate 1,250 mg tablet

o a =
ﬁ'l%lﬂ%'&ﬂ"lﬁil\‘lﬂ'lﬁﬂﬁi’lﬁﬁ’l%

iﬂi’.’l Calcium Carbonate 1,250 mg tablet

amantiana
1. \lueida siasulsenin
2.1 1 1@ Usznaudiadaen Calcium Carbonate 1,250 mg
3. ussylumauzdaniin dastuanugule
4. amnTzy - Forn damtlsznaudannifguazaause Tundn i’uﬁ”umq WwfinAe wazmanzdouduen
athsaanunussesiound
- UWUAIEN azhntami’auxq%am fautsznaudau@Ing AN 'z”u?;umq unziavfinde

Qmauﬁﬁmomﬁﬁﬂ’

1.5 mareday 90.0 - 115.0% of the L.A. of Calcium Carbonate
2 Identification ATIHU

3.Dissolution usaansazans liasndn 75%(Q) of the L.A. of

CacCo, lu 30 wif

4.Uniformity of dosage units ATIVHIU
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taunmwiaenaImsidsuesygradunafoudiieiesminelulszinglng uszduas (declare)
UNSINE® *
o @ & o O [9) ]
1.1 ludmdmstiunadoudiiuen me.2 ne.3 nu.4 uduensd)
1.1.1 lunsdndusindaludsznalng mansds no2)
A o w A ' v ]
1.1.2 wnsdifidugihduRamsutisuss (manatly ne.3)
1.1.3 lunsdiiduenringhanendszna wanofs ne.d)
o ! é %/ @ W
1.2 ludwstiunzifonsn na. 1 vsenfiauena wibanuanduaiatansniugugmmwees
a 4 P . . . a ' o a a
nRaniauftunzidowly (finished product specification) nsr‘iﬂagszwmn’mﬂauuuﬂmuﬁ”lmwumu
¥ A ° ' 9/ . . .
ABIuRLBNMIRIBEIWIMWENEMTVaLT luawIBu finished product specification

C A4
(BT ) reeierereresseeeeereeesese e eeseeeseeeavesaesesensneeennenen desmuamenssums

nIvINIT

wwiril yasn) (WWRMNBT mayandant)

m’hﬁ1I'numn"'|2_zgﬁﬁA3312557




2. lunsdifieudalusanalng guiadasddninnmdeniadeusesanasguntsuiasanunsninual
’Jﬁnﬁﬁﬁ'lumwﬁwwaonrm’ma’msmm (GMP) lunanaenfiiauasne
Tunsdifidneningrondredsana gudadsddanumwiieniifesuseanaspunisniamany
nantnm‘n‘iﬁmmﬁlumwﬁmr.n'umﬂamﬂqwam %30 Certificate of pharmaceutical products

3. mﬁmuam’aoLﬂumﬁu%ﬁnLﬂuvjwﬁw‘sagtmuﬁwmr.l ( WAAILANAIITLTDN)

4, z%'nmmwﬁ"lmanmsﬂ:ué'nwmwaomﬁtauaﬂm

4.1 Naﬂﬂ?mnﬁl’:tﬂﬁ*ﬁﬂmﬂwNﬁmﬁm‘ﬁmaoci'uiiw (Certification of analysis) 'lums'uﬁa’mﬂuo‘i’aatiw
42 Nan'ﬁmﬁmmﬂmﬂmmwmnﬂu (Raw material) maqmmmﬂtymﬂunﬁwamm NvadNEan
ua.nnammnﬂunLﬂusummnu ua*tﬂummmnummammae (LEAILBNATILTDI) Tmﬂmmﬂ*mmnﬂu

@BILRAINTTATIV Calcium Carbonate @Nu

qm«mmmamaun . : U o BP 2013

1. ﬂsu'lmm mﬁ'\nm 98.0-1 00.5%’ of CaCOa 98.5-100.5% (Dried substance)
(Dried at 200° for 4 hours)

2. Identification ATIWY ATIWU

3. Loss on drying NMT 2.0% NMT 2.0%

4. Acid-insoluble substances NMT 0.2%, the weight of the residue NMT 0.2%
does not exceed 10 mg

5. Limit of fluoride NMT 50 ppm -

6. Arsenic NMT 3 ppm NMT 4 ppm

7. Barium AU AU

8. Lead NMT 3 ppm -

9. Iron NMT 0.1% NMT 200 ppm

10. Mercury NMT 0.5 ppm -

11. Limit of magnesium and alkeli salts | NMT 1.0%, the weight of the residue NMT 1.5%

does not exceed 5 mg

12. Heavy metals NMT 20 ppm NMT 20 ppm
13. Chlorides - NMT 330 ppm
14. Sulphates - NMT 0.25%
RUIYNG 1. m”muamuamsmaauqmauu‘ﬁmqmnﬁﬂnml”asfmsi'z'v’a 1 - 14 uszudsswatanrmagavly

WATPIUMINARBUAWNFTAITY USP 35 n3e BP 2013 Ale
2. NMT = Not more than

5. 2881981
5.1 giauanan dasdsidndwenataies 3 wiauTsgsitel Fadusunuusasnoazisele
ﬂsuﬁ'mmuﬁlﬁﬁmuﬂluﬁ’1ﬁaqmauu“mﬁ5vlﬂ1|’ﬂa@Tu
6. msﬂszn"’uqmmwmﬁﬁwau ( wWEMILBNEIINTIVYTENW)
6.1 mq’uaomﬁa’auaud’aoNﬁmmua”a‘hil.ﬁu 12 1fau NN IUEIWNaY

6.2 1MNANIANEINBL IzdaIFIdL 'lwd'lu'lu%’usaaNamsoma"’Jmﬁ:ﬁmjuﬁdmawmg{wﬁm

(BRI dszruanenssunis
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(wwirih yasim) (WHEMINTT mMgyaudant)
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6.3 ‘lunsmmmummmsmmsquma:mm-naauamwaamﬂmmﬂ:ﬁqmww wieTwnITasin
nﬁ'aﬁm’awaé’mmwﬂﬂﬂ@m H9TAIFILNANTNAINIIWINANUIBINTNITFINTIITLATIzR ez DN
vj%’uﬁwﬁamhl’f'-ﬂ'lalum‘smn%mm:ﬁqmmw 1unstﬁﬁwu:hm‘hhﬂu'h.lm’mqmé’num:mm: AW
visnazdashenjuindalnifidranaspudweulsmeuie Taglidadldiole 9 mulu 30 Ty
awn’i’uﬁ‘lﬁs"uuﬁamnkawu*nmau.a:maamuﬁnﬁ‘lﬁ%’uﬁm‘:mnﬁmuaﬂmmm”ondﬂmmcj’muua:/ﬁacj’m‘m
luasadaly

o v o A 9 a 4 a 4 [y ' °
6.4 g«;znua:maosmﬂauummam’lnav\mmq wlallaifianaananwdasdsznisle g daurmue
A
7. 1ONR1TAU Y
ad a ' v A ' a e ad
7.1 lunsditwnadousuunni 2 9 asdpsdidummndnanamsans Long term stability aufiw
windalunzdoueninuans wazldfumssanuiusesenmsanglmnauasisn
P4 ' v s ' o ad
7.2 lunsdidunzafsusnaniasndi 2 9 asdaadd I mMNINIRaNITENHIANUAIRI T IENIUTEY
Wudnlunzifousuuaas ua:‘lﬁ%’umsmmm"maoLanmsmnsjﬁa’wmwmu“sﬁ’n

naNua : 8798990
1 = The United States Pharmacopoeia 35
2 = British Pharmacopoeia 2013
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