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1. faen Doxazosin 4 mg sustained release tablet

2. amanianaly

2.1 luny WDuenidie gﬂuuuaanqﬂ%fmu (Sustained release) #WIUTULUTEN U

2.2 fmwdsznay  Usznaudisdien Doxazosin mesilate ﬁaugaﬁ'u Doxazosin 4 mg 4 1 1@

23 mruusy - ussgluusaglifloavand w3e blister pack Jasdin

2.4 2870 - s:q%‘am fudEnaudin@nguazaNuuT Tunde fuﬁyumq wfinde ussunzion
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3. amsaIRMINeka

3.1 Finish product specification'"?

1. Phnmdand gy mwmumuﬁszq‘lu Finished product specification

2. Identification mwmuﬁ’m'ﬁiquu Finished product specification

3. Content uniformity ﬁmil&i’mﬂ'mﬁ?:lﬂu Finished product specification

4. Dissolution ~ mwmumw?is:q'lu Finished product specification

5. Impurity / Related substance m’aﬁlmumuﬁsquu Finished product specification

3.2 Drug substance specification : Doxazosin mesilate™"
auasiimanetia | k BP2013 S

1. lﬁmmﬁ"lmﬁﬂﬂ@ 98.0 - 102.0% of Doxazosin mesilate 98.0 - 102.0% of Doxazosin mesilate
(anhydrous substance) (dried basis)

2. Identification AU ATIHIU

3. Appearance of solution AT -

4. Related substances - Unspecified impurities : for each impurity , - Terazosin related compound A : NMT 0.3%
NMT 0.10% - Any other identified individual impurity
- Total : NMT 0.3% : NMT 0.25%

- Any other unidentified impurity : NMT 0.10%
- Total impurities : NMT 1.0%

5. Water NMT 1.5% -

6. Sulfated ash NMT 0.1% -

7. Loss on drying - NMT 2.0% (105°C, 4 hours)

8. Residue on ignition - NMT 0.1%

9. Heavy metals - NMT 20 pg/g
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2. Drug substance specification ﬁmsmmnln"smﬂ:ﬁwaoq WA drug substance W3alu3LAT1e drug substance 189
HuiaednTagy avulaatunile é‘ﬁoi’imseﬁ’zﬁmﬂ:ﬁmunnﬁﬁaﬁﬁmu@
3. Namsmfaﬁmﬂ:ﬁqmmw 1 uliana Finished product specification WAz Drug substance specification
Aldvamailonsdadineu menTsunssmisuase NENTHININGY nidiguaniinmanafinvesen
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1. mnmsms’lﬁ%’umgzymifuml,ﬁuuﬁﬁuUﬂLﬁaﬁﬁ%uwﬂluﬂsznnﬂ'lwﬂ UaZEIUAY (declare) LNAINA®
1.1 1u§'m”n~1msifuﬂaﬁuw‘iﬁnm (1.2 n8.3 N4 uFuAnsil)
1.1.1 lunsdifidueiindaludsznelng wanods no.2
112 lunirﬁﬁtﬁummL‘LT’\Lﬁan’ISLLﬂwﬁq nnefls ne.3
1.1.3 luns@ifdusihidrandetissme winods no.4
12 ludmweduwnzfouen ne1/m.1 sasnfiauenm wiawmuasdvanadanmun g wsBINEAn AT
aufidunzifon (finished ~ product  specification) ~uazTarinuAgMNINTaITAYAY (drug  substance
specification) nsrﬁﬁ'ay;s:m'mmsl,ﬂﬁnmn,ﬂamfﬂmLﬁuLﬁu ABIUUVIBNITEFUWIMWEN SN TTUA 1Y (81.5)
uW3BY finished product specification Uaz/w3a Drug substance specification lapvaudlunauiudszna
dezmenadiannsading uazlaifiu 2 9 o Sudemadssmenadidnnsefing
2. 18NF1TTUTAINIATF A THANEN
2.1 nidewdaluwlszinglng Hrdndasdianansiusasnaspunisndamaumaninusiuazdsnisia
lunsnAaen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lauwiag97u PIC/S participating
authoriies %38 Hlana1ITuTBsINATPIUNINAALIMARANIN U UAZA TN GluN TN A AL T aIEEN I
ATUENTTUMIAMITURZEN NIENTHRITITUFY Fatmuadulasfinnuseandasuasriafioutunsninneiuas
Fnsfialunsuian PIC/S luwinasfliauevy atudgaausaunisanassulasinanissusasiieiu
Uszmedszmanmaidnnsafing
22 mydifwanindmnandsane ANfndaslianmsiuTesnasunIN asmuRanIN I LRE
AFnialun1snEne GMP PIC/S (Pharmaceutical Inspection Co-operation Science) lagivtiae9u PIC/S
participating authorities %39 GMP clearance atiudgamaseumsaTiasey lasfinanssusasfistutlszme
Uemanandilinnsefing wisayaaaadn uduednsdl
3. tanmsqmmwwaamﬁmuaﬂm

3.1 Nammﬂﬁmﬂzﬁqmmwwﬁmﬁ'msﬁmﬁm%agﬂmau;jwﬁm (Certification of analysis of Finished product)
Tuenjufigadudaadg

o

32 Naﬂ1$®$193Lﬂﬁ:ﬁqmn1wfﬂqaumam"’amﬁ’mm (Certification of analysis of Drug substance) m’E
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33 mnmsmavxanmumuwmmauwuﬁsm'msumswammaomnﬂn’uaammmnm (Drug substance)
18 3.2 nusumswamawamm‘nmmmsﬂ (Finished product) 92 3.1
3.4 Wam3fAnw1 Long term stability emaﬂmamzyuaommummw'hn”uﬁwﬁmwuﬂm:nssumsmmma:
81 NTNTNIITTUFY
3.5 nsdnfiaue lailsanduuuy (original drugs) faviinitiRauseInmaey Bioequivalence U848
wwualSoufnunusnduuyy IﬂmﬁmsanmmaoLﬂuvlﬂmumnmmmLm*LLu'ngum'lumSﬁnmmauuamao
BRI NUA TR AT T M TU RSN nsms‘nmmsma’u( ) lunsmmummuu@hsummuuunm
atylng (Idsamadoun NG) mmsmmnumsuu.nLanmsmmnmmauuamaom
4. o9
4.1 disuanan dasdinlngssnatotay 3 WA Faududunmusasmoansoaldnsudau
mmmm@lummaﬂmauummvlﬂmmu
5. msﬂnnuqmmmrmawau (uandana1IN15TUlsENW)
5.1 mﬁdauauﬁaaﬁmu‘lﬂd’lajﬁaunh 1 1 duaniusway
52 mwﬂomwmuau '«M]aaaommewmaﬂ,mmawamsmﬂmms’l:wmmﬂawau
53 n‘smmmﬂﬂmmsmmsmmamomwmuamwaaam’:mmsw.mmmw wihyTMIsnwife
Jovaalatng I@w’uwmmaammtwuanmwmmummmw'nmsaamammﬁmua,tﬂumuwmau
m‘lmwmnmmao'lumsmsqmmﬂ:mmmw nsrumwmwmvl,mﬂu"lﬂmuﬂmanwnumwwv WiUTITNE
m’mﬁwﬂmuwmsmnmauaﬁmmmnmwao wmuua'”/mawwam'lumma'lﬂ
5.4 ez maosmﬂaﬂummam'l,namﬂa'm mawamﬂmﬂaauamwmﬂﬂimﬁlﬂ61 nowinualas
Lidd auvlm
6. flauavien (de) twgaalisniandygnewasuimne aoit
6.1 nstimansguaTIiiaTeieni ‘[mnsm‘nmmammmwnwsaﬂaaﬂgummsﬂ'lﬂmmmu ISO/EC
17025 Liduldewanasgudarmueludsemedseniasan
6.2 nsmwamﬂm‘nmwﬂugnLsunmmumn‘nammﬂ‘[ﬂuﬁwunmuﬂwnssumsmmsua:m lughaaan
maaﬁ'mmw"faa:mu
6.3 nsmwuﬂmmﬂmwwmnwamnwﬂﬂa’mamamaﬂs,a'nﬁwauawmwﬂaaﬂnﬂmawﬂwﬂ'lmum
7. ‘mmtm’ﬁms'uamauam‘tmuwmsmwamnmmm‘nuﬂ?mnmsumnuauImmunmuammwms
amsuazeluszuzm 1 Jhawiulemadssmanmsignnsafing

g : 8198990

1 = General requirement ¥89tNFYA1SUAIRIL Finished product FWuuueida

2 = The International Conference on Harmonisation of Technical Requirements for Registration
of Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B (R2);
Current step4 version, 2006,

3 = British pharmacopoeia 2013

4 = The United states Pharmacopeia 38

5 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies meﬂu Jan1sfnmndlseiniua
me'mauuawama@nm'nm ﬂENﬂ'J'UﬂN ql mun\nuﬂmmimmsmmma"m nszm’mmmtmw
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719M1971 2 Etonogestrel 68 mg for implant
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1. Bagn Etonogestrel 68 mg for implant

2. ansanianaly

2.1 guuy Duurisen iafsusasasfiuuas (Barium sulfate) éw%'mﬁquﬁuﬁm

2.2 dulszney Usznaudie Etonogestrel 68 mg 1w 1 uni

23 MTUzuIN Lwiammiq'luqﬂnmfﬁ%al,ﬂ%'mﬁa wiawdsiusannids dmiulda g (Single use)
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dsuen Lm:fiﬁnmﬁu%'nmmvlfashafmwuumsgn”m*ﬁ

- UWMTULUTIIEN adwaﬁaﬂﬁ’aqnq%am visfomamsdn sanUmnauLazIman T

UWTIVRILN (nUANER 'Tu?;ua'lqvl’a”'&'ﬂwu

3. AnENIAMInaka

3.1 Finish product specification“’

1. S e ma”m”ry m’zamumuﬁiquu Finished product specification
2. ldentification @lswmmnmﬁiizlﬂu Finished product specification
3. Uniformity of content ATIINN
4. Barium sulphate mmmumuﬂ‘ith Finished product specification
5. Drug release m’J'«Jmumwﬁixq‘lu Finished product specification
6. Dimensions of implant
- Length m'mmumwﬁs:qlu Finished product specification
- Diameter wﬁ’mmumuﬁszqh Finished product specification
- Skin thickness 6151’«3:4"1%61’131171.53141%& Finished product specification
7. Related substances / Impurity mi‘mmumuﬁiquu Finished product specification

MAING 1. mdifsansdousimaiu (waive) MIaTageLeTEHTnsla 'Lu"ﬁuu,amtanmmé’ngﬁuﬁ'ﬁndnmﬁuagﬁ'ﬁﬁm
2. Drug substance specification ﬁﬁﬂsmﬁ’m‘lniLﬂ?’l:ﬁ'mm@hﬁﬂ drug substance #3aluieTew drug substance w84
HuAaduiagl avulaasuwite "ﬁaﬁmssmﬁmﬂzﬁﬂsunnﬂ"ﬁaﬁﬁwuﬂ
3. wanmsaravinszignwen iwluan Finished product specification et Drug substance specification
ldenzdoudadinmunsenssumismsuasen NIENTNETINGY nIdlgmanifnmefinvasn
wiedandy vasfiauenalinsmuiilsweunadszme ’lﬁruﬁm;auﬁﬁwauﬂm:nswmsﬂszmﬂﬂm 0N
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1. Lanmsms'l,@"%”uagry’lﬂ’fuﬂnﬁyw‘iﬁumLﬁ‘aﬁ'mmu'luﬂsmﬂvlﬂﬂ uaTELAY (declare) UHFINE®
1.1 lwddgynsfunzifoudriven mo.2 ne.3 no.4 udusingd)
1.1.4 lunsdifidusindaludssanelng wansds ne.2
112 'luﬂsrﬁﬁl,ﬁumﬁwL’Fﬁtﬁammﬁmssg nnefe ne.3
1.1.3 lunsdifidusnhdraneslssng nanefis noa
12 ludmetunsifione ny.1/m.1 vasnfiauanen wiaunuszidsanatsnInIuguA N IWYBINE A U
anuidunaon (finished product specification) wazUaritnuan N WBITARAL (drug substance specification)
nsrﬁﬁaQizwiwmstﬂﬁumtﬂaourﬂmﬁmﬁu rdasunuan®IsFUwIMwEemMIvewn 1y (8.5) v ansay
finished product specification uas/nIe Drug substance specification Tagvaurdlurdawindsemadsznias
aiinnsafing uazlaiifin 2 § s Sudszmedsenianandidnnsafing
2. 1BNFTIVTBINIATZIMNTHA AL
21 padAmuaalusznalng rdadasdienmsiisssnaspunsriammamaninomiuasisnsfialu
MINANLN PIC/S (Pharmaceutical inspection Co-operation Scheme) Taswiaeanu PIC/S participating authorities
3o flanmsiussanaspumniagimunaninmsiuasiinsnalunmniauirasdinauamenssuns
2IMIIURZEN NTTNTWIITIIUY Fanuadulasfaruranedasussrafisarundninamiuazisminalu
msndaw PIC/S lunuansnfiauasns atudrgamusaunsanaseulasiinanisiusesfisiudszma
Usznienandiannsafing
2.2 nsdifdweningroineysane HHAAADINIENETTTUTONNATIUM INALNANRI IIN T UaE
AFmfialunniag GMP PIC/S (Pharmaceutical Inspection Co-operation Science) Taemiiatnm PIC/S
participating authorities W38 GMP clearance aliuagaausaumsaTaray lasdnanisiusesfisiudszme
Uszmenendidnnieiind wiaagaaaadn ududnsd
3. tanmsqmmwwaomﬁmnaﬂm
3.1 mamIesR ez WK anteiend@15agUva ke (Certification of analysis of Finished product)
lumjuﬁauﬂuﬁ’aaﬂ'w
3.2 wamIanI e nzigmnwiagAutesdandAty (Certification of analysis of Drug substance) Alflu
mswﬁmms;uﬁ'aiuﬂué‘saﬂ'wrfwao;ﬁ'waﬂmmz;‘{wﬁmi’mqﬁu
33 Lanmﬂﬁaﬂé’ngwuﬁut‘fummé’uw”ufs:wj'm;un'ﬁwﬁmaai’mqﬁwamﬁmﬁﬁﬁ%y (Drug substance)
T8 3.2 AufunINAaraIniaitianduTagy (Finished product) 99 3.1
3.4 WaMIANW Long term stability maam‘wmzynaamﬁifuml,ﬂﬂuvh"n”uﬁwﬁmmﬂmmsumsmms
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4. Apg19N

4.1 diauaman dessedagsmatnles 3 wisousneimed Sududrunuurarmoandoaldasudan
mu'nn'muﬂ'lummaﬂmauuwm‘lﬂmmu
5. nMlsziuamnneidensy (uanenaTmITul sz

5.1 mﬁdwauﬁmﬁmu‘lﬂm"iﬂﬁaumﬁ 1 9 wuaniuswey

5.2 rMnaIaRFINEY 'wﬂaaaemmewmu‘lmusaaNamsmﬂmLﬂﬂmmsuwaauau

5.3 nsnmﬁmawnmsmmsaumazmmnawamwamm'zmms’]*mmmw nhgNImMTIsimiRe
Fo9v8d20819 T@mwmmmammnwuanmummummuswmsaomammﬁmumnﬂumummau
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6. flauana (Fzng) Busanlismandyqnienasuimun o
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=l U = ; 3 1 3 s
6.1 natinamsguasdiinTeiend lasnsuingemsaimsunmdniane s fufinied ldunasgu ISonEC
17025 Liidwllanuunasgmdaimualulszmadsznianan
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6.2 nydindanneiesiiafigniSnifuiunniasemalasdninnuaaenssumsemsiscen lughasues
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1 = General requirement ¥8ILNFFRITUFIMIY Preparations for implant

dszsruatuenssunms

welaunas Jgnasud)

(8378) NITNNIT

[GRY 1) Y, A NITUNT
(W auangiamw) (WNRUNTITNT L)

m’i-nﬁamnmﬁiz«qaﬁaaslzssz



ﬁﬂa:LSﬂﬁqmé’numzmmzuuuﬁ'wLanmsn"lsa’fﬂ%anﬁﬁwﬁﬂ'l
182N B33 /2562
3180150 3 Leuprorelin acetate 11.25 mg for pre-filled syringe

aalsznmadminguasysiii 13 an. 21562,

1. o Leuprorelin acetate 11.25 mg for pre-filled syringe

2. amaniianaly
2.1 3uluuy \urseuuy lyophillized Ysaainida dmivde
2.2 dwdsznay  Usenausae Leuprorelin acetate 11.25 mg / syringe
23 MTULUIN ussaﬂunsxuanammﬂﬁﬂmnvfmmu Pre-filled syringe (dual chamber) wiausTazane
Unenigels Lidd
24 28N - i:q‘fi‘am FUUTZNaUMILFAYPUITAUUTI TUnRa i'uﬁ”umq Wwfinda wanzdou
dsue LLa:‘SEmsLﬁu%'nmm‘h”azjwﬁ’mauuumsqﬁ’m‘ﬁ
- UWMTUZUTIYLN azmﬁfaum"aﬁzq%am viaBaynImsd smdsneuuazmanY
WHITBILN 1UTINER i'u‘a’vumq'lf’ﬁ'ﬂwu

3. amENLAMINARA

3.1 Finish product specification”

Test item  BP2013

1. Yinudsndnagy 95.0 - 105.0% L.A. of Leuprorelin

2. ldentification AT

3. pH 5-7

4. Sterility ATV

5. Bacterial endotoxins NMT 11.6 1U/mg

6. Uniformity of dosage units AT

7. Water content NMT 5.0%

8. Related substances - Impurity D : NMT 1.0%
- Impurity A,B,C : for each impurity, NMT 0.5%
- Unspecified impurities : for each impurity, NMT 0.5%
- Total impurity : NMT 2.5%

(wiwlawnas Jaqud)

) .
(G R N nNIUMT (GERT) I N A NITNNT
(WnMEw fgwayiam) @EIwETIan auuw)
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3.2 Drug substance specification : Leuprorelinm

Testitem . o A e 'MBP:",,"'

1. Fnwdaendrdy 97.0 - 103.0% L.A.of Leuprorelin
2. Identification ATIVHU

3. Specific optical rotation -38.0° to -42.0° (anhydrous and acetic acid-free substance)

4. Related substances - Impurity D : NMT 1.0%

- Impurity A,B,C : for each impurity, NMT 0.5%

- Unspecified impurities : for each impurity, NMT 0.5%
- Total impurity : NMT 2.5%

5. Acetic acid 4.7 - 9.0%
6. Water NMT 5.0%
7. Sulfate ash NMT 0.3%
8. Bacterial endotoxins NMT 16.7 1U/mg

wanume 1. medifisavad eudameiu (waive) MiaTamaL Mz nemsla 'lm"f‘juuamwnmmé’ngwuﬁ'andnﬁ'lﬁ%’uags&‘ﬁﬁ‘w
2. Drug substance specification ﬁm§m1ﬂ1n1u3lﬂﬂ:ﬁwaq§N§m drug substance #3alu3iATe drug substance W84
HuAnenduTagl atuleatunis sﬁoﬁmim':ﬁmﬂ:ﬁ'ﬂmnnn"ﬁaﬁﬁmuﬂ
3. NGﬂ’liﬂS’m’;Lﬂi’l:ﬁﬂMﬂ’lWﬂ’l «Wwlianw Finished product specification Was Drug substance specification ‘ﬂ
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specification) nmmamwmwan’m,ﬂaﬂuu,ﬁamﬁ”lmqumu adasunLana s W svautly (2.5)
NIWSBY finished product specification Las/%5e Drug substance specification Iﬂwauﬁ”l'unamuﬂﬁ‘:mﬁ
Uszmanandidnnsafing warlsiifiu 2 9 o Sudszmenlszniamaisidnnsaiing
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2. 1BNFEITTUTBINATFIRNTHANL
21 nadifigudalwdsanalng HrdadasdianmsiUsannaspunskiaeeamaninariuadsnisialu
mMINaaE PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taowsiapamu PIC/S participating authorities
wia flanmsiusaanasgunsndammunaninaeiuaimfalunsaaswesdinauamen s
DIMITURZLT NIENTWATIIUFY Fammuadulavfanusaandosussiafoarundmnaeiuas3enmsials
nmIndae PIc/s lunwiagilauesiy adudgaawsaumsanvsevlasdnanistusesfaiutszme
dermanandidnnsaing
22 nsdfidiuemingroneotssna HHAadasdiianansilsasnasIumMINAnIauA NI TLeE
FBnshialunsnaatn GMP PIC/S (Pharmaceutical Inspection Co-operation Science) lagntiagsu PIC/S
participating authorities %38 GMP clearance atuagamussunIasIsrey lavlinamasusesfisiulsene
Uszmenedinniaiing wiearyaasadn usaudnsd
3. mnmsqmmwwaomﬁmuaﬂm
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1. %881 Multivitamins plus minerals tablet

2. amaaianaly
2.1 Uuuy Wuede dwnsusudsemu
22 dwdszney  Uszneudlu@aen Vitamin A 5,000 U, Vitamin D 400 IU, Viamin E 10 IU, Vitamin C
(Sodium ascorbate) 75 mg, Vitamin B1 2 mg, Vitamin B2 3 mg, Vitamin B6 2.5 mg, Vitamin B12 3 mcg,

Nicotinamde 20 mg, Folic acid 1 mg, Ferrous fumarate 200 mg, Caicium lactate 250mg, lodine (as potassium
iodide) 0.2 mg U8 Zinc (as ZnSO,) 20 mg 1% 1 1l

2.3 MIULUIN ussqluﬂwuzmﬁgﬁﬁﬂaﬁn uazmsqn”m‘ﬁﬂaaﬁ'uum

2.4 28N - s:q"ﬁam SUYNOUAILNFIRYUATAIWLT TUNER fuéumq wrinda uazaanadeou
diumn Magstaauumurryrioe

- UUMTUSUTIIEN au"mfauﬁaﬁ:q%amﬁa"‘ﬁaw\mﬁﬁw FIUUTTNOLURZIWIAA IS
I LBUTINER fuﬁvumq 1ioaan

3. AmMANUANISINARA

3.1 Finish product specificationm

1. USanudapdngy . m‘mu"mm’mﬁiuﬂu Finished product specification
2. ldentification test mnmumuﬂ‘ﬁ:qlu Finished product specification
3. Uniformity of dosage units ATIINIU

4. Dissolution test m’aﬁwi’mmu‘f'l'iquu Finished product specification

NALIAG 1. mdifaanadsudimsiu waive) minneserie e omsla lﬁ‘ﬁluu:«mmnmmé’npuﬁ’andn‘?ﬂﬁfua»‘m“ﬁﬁw
2. Drug substance specification ﬁmsm’mnluimﬂ:ﬁmwj wAa drug substance wWIaluSLATIER drug substance 784
gudandniag atulaatunit 3\1ﬁmsﬂ‘naﬁLﬂﬂ:ﬁﬂinnnﬁ"zﬁaﬁﬁmm
3. Nammnﬁmﬂ:ﬁqmwwm vJwlilana Finished product specification Laz Drug substance specification
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winiandy maa@tauasnm‘lajmamuﬁ’[wwmmaﬂszmﬂ ‘lﬁﬁ‘fur‘fuqaﬂﬂﬁwammzmwmsﬂs:mﬂﬂm 4]

) vv
(a\ma)/h ........... [ A T TUATENTTINT
wialaanes Janqsud)

2
............................................ nNIIUNT (89%0)
(WNEW IguNy W)

................................................ nITUNS
(@NEINTISAT Fuaw)

wiisumsiayeiesase2



Bowludnq
manaﬁmmawuﬁmmmwmmanms wsaummzma%asmamana’ﬁTﬂauumma Toazidua
aolh
1. Lanmsms‘lmuaummwmmwmsummamwma‘luﬂmm"lna uaTdIUAY (declare) UREINR®
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1.1.1 wnsdifdunindaludsandlng waneds no.2
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1.1.3 lunsdifidusriidranddsand nansfls ne.a
12 ’lummamuwmzlum NB.1/0.1 Vo9 aHaTIN wsauﬁuaaanwwam'smuauﬂnmwwmawamm‘n
mu'ﬂmuﬂ“mﬂu (finished product specification) uamamwuﬂﬂmmwmao‘mnﬂu (drug substance
specification) nsnmawmwmaﬂauuuﬂmun“lmwumu wdssunuenm s WIMWENenTuaurly (o.5)
WIW3BY finished product specification Laz/%38 Drug substance specification Ta poun lunawiuysznie
yumenmaidnnsefing uarliiu 2 9 o Futemadsemenaiidnnsaing
2. LINENITUTBINNIZINAIHAN L
2.1 nsdifisnudalutszmalng Hriadasfilanayiisasnaspum IR e munaninasiuas e snialu
NMINRNEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagmiieau PIC/S participating authorities
"38 flenasivsesanaspumsniasaananinuaiuaz3snsialunsniasvssdinnunnenssuns
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3.2 NaMIaTR AR N INIAALBIRILNEATY (Certification of analysis of Drug substance) Al
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33 Lanmsmwanj’muuaumwauwuﬁ:mwo;umswawaﬁmqﬂ“umam"’amﬁm"zy (Drug substance)
19 3.2 n”ug'umswﬁwaawﬁmn”mwfmzim%’agﬁ (Finished product) 18 3.1
3.4 Nan13AN®I Long term stability @mamhomqmaumﬁ%fuwuﬂuu‘lfn"uﬁwﬁ’nmuﬂm:n‘smmsmms
MAZEN NSENTIIANBITGY

&,
9 9
L4
(33%8) ATIUNT (a9%8) nITUNT

(WREW iauTiaw) (WNEUNTIIAN FLaw)

m’i‘lﬁzmumsﬁﬂ;ﬂﬁasslzssz



4. @889z

4.1 dimuanien dasdidretagatotas 3 whsursdoed Fadudunuusasmasaioeldasudou
mwmvxuﬂiummaﬂmauumm‘lﬂmmu
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6.1 nsmwamsaumammﬁmmu Iﬂunsmnmmamsnmwmmﬁaviaaﬂgummsn‘lﬂmmmu ISO/IEC
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1. 3281 Potassium citrate 1,080 mg extended-release tablet

2. ansasiaivia Ty
2.1 yuuuy Wuegnde gﬂuuuaanqw%%u (extended release) &% TUSUUTEMU
22 dmseney  dsznausudann Potassium citrate 1,080 mg 11 1 13ia
23 mrurusny  ussyluunsegiiifiuunesd wia blister pack Jasdin
2.4 aan - s:u%iam FWUTNILAIN TN YUITANALTI TUNE R i’uéumﬂ wufinGe
wanzifoudisuen ua*‘aﬁmsmusnmm‘hamommuuummnm&n
- LUK amauaum awu’ﬁam wiofamansh smU=ney eI uLs
YBIEN 1RVTINER maumqvhmmu
3. AnENAMIINARA

3.1 Finish product sgecification“’

1. U?mméﬁmﬁm"ry 90.0 - 110.0% of the L.A. of Potassium citrate

2. Identification AT
3. Dissolution - ugaimsazangliunnia 45% (Q) of the L.A. of potassium citrate melu 30 w1l

- ugaym3nzaeliunnd 60% (Q) of the L.A. of potassium citrate melu 1 $alue
- ugasmIaza1elaiieandn 80% (Q) of the L.A. of potassium citrate melu 3 5214
4. Uniformity of dosage units ATIFHIU

5. Potassium content 36.4% - 40.2% (in mg of potassium)

3.2 Drug substance specification : Potassium citrate'”

Testitem . o USP38 e
1. Phinudamdndny 99.0 - 100.5% of Potassium ditrate (calculaled on the dried basns)
2. Identification AU
3. Acidity or Alkalinity ATV
4, Loss on drying 3.0% - 6.0% (180°¢, 4 hrs)
5. Tartrate ATIVEIU
6. Heavy metals NMT 10 ppm

WAL 1. ndifisanadomdimaiu (waive) MIaTaReLTiNeiMonsle IR uusasenamer npuﬁ'ondwﬁ'lﬁfuagu“@l‘ﬁw
2. Drug substance specification Anoninlulinmziuesnda drug substance #3aluSinTsw drug substance 184
HuiadnTagl avulaatunity f‘mﬁmwm’«ﬁmﬂ:ﬁﬂmnnﬁ'ﬁaﬁﬁwuﬂ
3. HamIanIIRNgnwen Wwlia Finished product specification ez Drug substance specification i
SeBsnnindadrivatidisndu deldeanadowdesinmuamenssunsemsuazen NINTNETITUTY
nsmﬂmaummamﬂuﬂ’ummmmmmu vasfiauenien linnmuilsnenadszme Wy edondudniy
avuilwinifAilsowewratsene dugu e fugesRiaratnninssumstiznianam
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1. Lanmsms"lmuaumm’uummuummmtwaa’mmu‘luﬂs,mﬂ'lnu URzE LA (declare) UNAINAG
1.1 luddymsiunadoudsuen (n8.2 n8.3 Nu.4 LRUANTEL)
1.1.1 lunsdifiduenindaludszndlng nansds no.2
11.2 lunsrﬁﬁtﬂummLﬁntﬁ‘amsuﬁomsg waeds ne.3
1.1.3 lunsdlfilusighandassing naneds no.s
1.2 1umma°nummzmm N8.1/8.1 VoINTILAUITIAN wmamuavtaﬂﬂm'uamsmuwﬂnmwwmaawawnm‘n
m&mmummﬁlu (finished product specification) Ll.a"uanwuﬂﬂmn'lwmad’mnﬂu (drug substance
specification) nsm‘nammmmsmaUuuﬂmuﬁ*lmwumu wdssunulanasEMwinsmvautly (2.5)
NIN3aN finished product specification WaZ/%3a Drug substance specification Iﬂﬂmauﬁ”l'ﬂn auIndszne
demenmaidnnsefing usrliiiu 2 I o udszmadsenianadidnnseting
2. 18NAITUTDINIAIFIRATHAAL
241 padineaaalusanalng AuAadasienmatusasnaspunsnintmansnin iz e gl
mMINaae PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taensiannu PIC/S participating authorities
w38 Slanmsiuse s e IUmM KA A MU NN B TUaZ M IR TR Y9N A BN SIS
9IMITUITLT NIZNTWATITOUFY %aﬁwuw‘fu‘[ﬂﬂﬁmwaamﬂiaau,a:ﬁ'mﬁwn"wé'nmmwfua:ﬁ%msﬁﬁlu
nmsniapn PIC/S lunuaaenfiauasie atudgamusaunisasiamaulasdnanisiusasfieutszne
Uszniasadidnnsading
2.2 nsdiiiiineinhonessana v Hrfadaslianmsiseanaspumsninmauns ninoiuas
’Jﬁmsﬂﬁ‘ﬂumswamm GMP PIC/S (Pharmaceutical Inspection Co-operation Science) Taewiasau PIC/S
participating authorities 32 GMP clearance aunmqﬂmmaumsmmaau Tﬂﬂuwamﬁmamamﬂﬂmﬂ
Uszmearadiannsefing wiaaryanaadn usiuenyal
3. Lanmmmmwmaomﬁmnaﬂm
3.1 NamwmmLﬂﬁvmmmwwamnmfn mmmsﬂmaawnam (Certification of analysis of Finished product)
Tusnjuisadudaadne
3.2 Nami@lﬂmmﬁ”%ﬂmﬁlwmnﬂumadmmﬁ’mm (Certification of analysis of Drug substance) Yﬂ‘ﬁ
'lumswammswnmLﬁumamom’uawmammuamwammn@u
33 Laﬂmsmwangmwﬂumwauwumzmw;umswamao’i’mqﬁumam“aznﬁm"mv (Drug substance)
79 3.2 n”ug'umswéimaowé‘mﬁmﬂmﬁﬂﬁagﬂ (Finished product) 18 3.1
3.4 Ham3fnw Long term stability aa aﬂ’ﬁwmqmaomﬁifumLﬁﬂuvli'ﬁ'uﬁ'lﬁ'mwﬂmnﬁumsmms
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wnailFeufisuitmduuuy Tap3snsdnmdaadulumunsninneiuas suwalualunsfinmnrsuyanes
BRI VDIF NI UA TS ATTUM TEIRIT LR SN nENTHETITHEY” )‘lunsmwmmammsummuLuuum
ainylnd (ldisanadouss NG) mmmﬂnnummumanmsmsﬂnmmawmmaom
4. Matey

4.1 diuanen dasdserataenagatay 3 winuTsaoet Fududunuusasnsanioeldasudou
mmmm@llummaﬂmauumm‘lﬂmmu
5. matsrinannmenfidesoy (wa@astanaInsTulsenn)

5.1 mﬁdouam’faaﬁmnlﬂm‘"l:iﬁatm’h 1 1 duanniuseney

5.2 a’mmmnawau wmaammmewmu‘lmusawamsmﬂmLfm:vxmswnawau

5.3 nsmmmﬂﬁﬂjmsmmsaumamamﬂaauamwamm’smmﬂmﬂmmw wIgsrnTIzyniiFe

Jo9valatn9 TﬂUmnm”mmaomtwuanmummuﬂwmUﬁ’nmsamnmLfmmu.aaﬂumuwmau
m‘lmmumnmmaa'lun’lmnmmﬁ”mnm‘]w nmmwmwm'lmﬂu"lﬂmuﬂmanwnuawv wiesnsTe
aa'mamvlusuwmsmwn’mauaﬁmmmnmwaa N'Il']ﬂLLN«—/%SE]NNNGl‘luﬂNGIBVlﬂ

5.4 wmmvmaosmﬁauummamlnavxuﬂmﬂ v\samam@m’maauamwmuﬂs*ms‘lﬂs] naurwualeslad

Jouly
6. {lanasnan (Aze) iwsenlianidndyanawasuivue doh

6.1 nydlANTIgATI TN Tﬂunsu’mmmammmwmmwaaﬂgummswvlﬂmmmu ISO/IEC
17025 laiidwly mummmwﬂammﬂ‘luﬂs*mﬂﬂs*mmwm

62 nsmwa ANTUH m’mﬂunmunmmumnn Tsamalasdninmuanienssumsamazen lugasaawes
fyynasdaszan

6.3 nsmwuﬂmmﬂmmwmnwamnm‘mna'maaNamaﬂivamwaLta,mmﬂaaﬂnumawﬂmn'lmum
7. ﬁmm’mms’uaanuam"lmuwmsmNamnmmmmﬂs*mnnLsunmuau'[ﬂumunmuﬂmvnisums
pmsuazeluszziaan 1 dlawiudsmadsenianaiidnnsaiing

WaIng © 8198937n
1 = The United States Pharmacopoeia 38
2 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa.ﬂua
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37801150 6  Potassium sodium hydrogen citrate granules 280 gm
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1. Haen Potassium sodium hydrogen citrate granules 280 gm
2. amaaianaly

2.1 yuuuy \Duenns JUULY Fine-grained granules dwiLsunlszmu
22 §mdsznay Usznauday Potassium 11 mEq, Sodium 11 mEq uas Citrate 27 mEq 1% 2.5 gm
2.3 MIULUITY msqlummzmsaﬁﬂﬂaﬁn
2.4 2N - 57T UL NaURINIAYUATAINNTY TUnEa 'S'u?;umq \nfinda e
neidundsuen Ll,a:?%n’mﬁufnmm'lfazi'm'ﬁ'm'«aunumsqn"mwf
- UWMTUEUTTIEN azhmfamx’aos:q%‘am wiafemanish samtsznanuazwIane
W99 18UTind e fu§uawq1f°&'ﬂtau

3. amaNUANIInNAka

3.1 Finish product specification'

1. USanuagndngy 16.9 - 18.1% of the L.A. of Potassium
(calculated with reference to dried substance)
9.9 - 11.1% of the L.A. of Sodium

(calculated with reference to dried substance)
68.2 - 74.4% of the L.A. of Citrate

(calculated with reference to dried substance)

2. Identification @li’aiwhumuﬁsquu Finished product specification
’ . p

3. pH of solution A779 N'mmu‘m:iﬂu Finished product specification

4. Loss on drying / water content mnchumuﬁs:q'lu Finished product specification

NN 1. natifanad o imaty (waive) miaTRALIATINEMIla lﬁﬁuuamtanmmé’npuﬁ'\mdnmﬁ{uagﬁﬁﬁ'w
2. Drug substance specification ﬁmsmmnlu"‘smﬂ:ﬁmmvj A% drug substance ¥3sludaT1e drug substance Va4
HnAandTagy atuleavunite f’ﬁoﬁmwmﬁﬁLﬂﬁ:ﬁ'ﬂsunnﬂ”ﬁaﬁﬁmuﬂ
. Namsm’sﬁtmw:ﬁqmm“ﬂm wIulyanw Finished product specification oz Drug substance specification
Frldransioudadninnunsensmnmismsuazen NENTRNTINGY nrdguaniininafinvesen
wiatandy vesfisuenmlinsauiilssmennalszma lﬁa‘fuﬁuqaUv‘v‘ﬁwaoﬂm:nrmmsﬂs:n'mrlm g

A
(m’ﬁa)// ............................ Uz uaMENIINMS
(winlaunas Jagaud)

4 g T4 dy
G R 2] I e nIsuNTg (GELT2) S W OO nIIUNT

(WHMEW guangiaw) (WIBTIWTTTAN 3 Luw)

Mﬁ1ﬁ1Ii1un17ﬁ62§ﬂ¢l83312562



Fowludn g
ntauaﬁmmawumtmmwmmanms wsauaamuuaﬁasmmtanawfmﬂuumma Tuaidua
aolh
1. Lanmsms'lﬁ%’uagrywm‘fun:tﬁweﬁﬁumtﬁ‘aﬁwmuluﬂszmﬂ'lm uazdLAd (declare) WARINAN
1.1 luddgmstunadoudrivem mo2 ne.s noa wuAnTTi)
1.1.1 Wunsdtfidusindaludssnalng wanoda ne.2
1.1.2 'lunszﬁﬁl,ﬂummL’!Tww‘viammmmsq nanefs ne.3
1.1.3 luns@fidueridrandstssne wanods no4
12 'lum'uamuwmuum N8.1/8.1 TaLaHeTIN wiaameaxSsaiitansmugugmmMwysinaasiiel
mml'uuml,uzju (finished product specification) Ll.a"uam%uﬂﬂmmwmad'mnﬂu (drug substance
specification) nsrumaﬂ?wmmsn,ﬂaUuuﬂaol,m"'l’ul,wumu wnaaLLuULanmsmLmn'\wnwn'ﬁ'uaun"'lm (8.5)
¥IW3aN finished product specification 4WAZ/W38 Drug substance specification Tavvaurlon awndszna
dezmenendidnnsading uazlaiiu 2 3 o Sudsemadsnmenedidnnseding
2, 18NEITUTBINATEIRMIHAALN
21 nadifigmdalusanalng Hrdadaslianmnsiisennaspumandaamumaninasiuaz3snsfialn
NISKAALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewiagsnu PIC/S participating authorities
w30 HIaNAIT LTI I ATHIUNTHR AL AT AE TN UL TN ST A U NN TN AN I 8N THA TR TIUNNS
2IMIUAZYT NIENTWITITUY Farnuadulavfinureandasussriafouiunaninueiua3ensnaly
nsuAasn PIC/S lunuiaunfilauasiy atudgamuseunisasisseulasdinanisiusasfiatutszna
dezmanadidnnsafing
2.2 nsdiiiiiveingrondrstlssna Hraadasdianmsivsannaspunniammunaninieiuas
FEmalunsnanem GMP PIC/S (Pharmaceutical Inspection Co-operation Science) laemiinim PIC/S
participating authorities #38 GMP clearance atiudgamaseunsaTiasey lasiinanissusesfetutsznie
Urmeanmiidnnsaing wisoyassadn ududns
3. tanaﬁqmmwmaomﬁmuaﬂm
31 Namsmmfamﬂ:ﬁqmwwwﬁmﬁmﬂ mz%m%agﬂmmqwam (Certification of analysis of Finished product)
lums;u?idal,ﬂuéﬁazi’m
3.2 NaM3asRdlaTzigMN W IagAuua gAYy (Certification of analysis of Drug substance) fil4lu
mswﬁwm;’uﬁdotﬂmﬁ amovﬁmaa@wﬁmmuazﬁwﬁmi’mqﬁu
3.3 Laﬂms‘vﬁaué‘ngmﬁ'uﬂ”ummé’uw”ufs:whag’unwwﬁmaa’?@qﬁﬂﬂam"‘;mﬁﬁty (Drug substance)
98 3.2 n”ujumswﬁmaawﬁmﬁ'wﬁmﬁwﬁagﬂ (Finished product) Ta 3.1
3.4 WaM3AN®N Long term stability maamhamq’uaamﬁ’ifuml,ﬁﬂuvﬁn"uﬁﬁﬁfmmﬂmmwmsmms
UAZET NIINTHITITUTY

i

A
(R Ei12) IR AR e A UIEFIUATRENITTNANS
(wilaunes Jgnqaud)

% g NIINANT (29%0) G nITUNT

(WrMEw BungIRm) @R UNTTIAN aaw)

wifizimunsiieyaiBaarse?



4. arad19en

4.1 dlauenen dasdseagnagnataias 3 whguTTIA Fududunuuanimoszioaldnsudiu
muﬂmmmlummaﬂmauummvlﬂmmu
5. msﬂ‘s:nuqmmwmnaauau (waavlanEIINITIUUTENN)

5.1 mﬁdwauﬁaoﬁam’lﬂ@’hjﬁaﬂniw 1 9 vuaniusnay

5.2 mwnam‘nmuau 'wmaaaaa’ummwmsflususamamsm‘;mLm’lmmsuﬂmuau

5.3 nytifiniia uwnmsmmsaumamom‘nmuamwammﬁmmﬁmﬂmmw wIETITNTT IR
Savvealatng T@awmm*@]aoaomquanmwmmuwmﬂﬂ%msmmﬁmLﬂﬂwmawtﬁuwsunmau
e m"uaa'l,umsmammsvvmmmw nmmwm'lmvl.mﬂuvlﬂmuﬂmanmmwmwm w8
au1uaﬂﬁvlmuwmsmnmauaﬁmmmnmwaa mnuu.a*/mawwam'lumma"lﬂ

5.4 ammmaasmﬂauummam‘lnavmmmq mamamﬂmnaauamwmﬂﬂs:ms'lﬂc] nanfmualaylad
A
ouly

[

6. dlawanen (J21w) Busenliunidandyanowasurvwuwe aod

s a & o v a v o
6.1 nstinansguasRiieszdoni laonwinmmaaimsunnduwlanasfimedlduasgu ISOIEC
17025 Liiduwldenumnespudaimualulszmelszniasan

= -y Qv =Y ; v o ar 1
6.2 nsmwamwm‘mwmugnL‘%zmLﬁuﬁumnﬂammﬂ“[ﬂumum'mﬂm:nssumsmmma:m uagi998n
.5 !
2YBIRYY T TDILINE
-l «~ e Qs (d‘ 1 . - =3 Qo 1} L 4 A R 2t
6.3 nsmwuﬂzqummwmnNamnmfnﬂmaaawa91aﬂsza‘nﬁwaLm:mwﬂaaﬂnumagﬂww'lmum
7. v zm’nmwaanuﬁn%‘l&i{uﬁmsmNﬁmﬁm‘ﬁmﬁﬁﬂs:iﬁgnL‘%ﬂnLﬁuﬁu‘[mﬁwﬁ'mmﬂm:nswms
asuazenluszesiian 1 Jrewiudsemalssmenasdnnseing

R : 81989310

1 = Specification requirement ¥a4 Finished product 1838 WY
2 = General requirement Ya9tnFdTUdMILILULLULN Powder

W

)
(SR 1: ) N A UsTsuamenIsunig
(wiwlaunas Jgnqaud)

................................................ NI
(WNEw guanyiaw) (WIRANTTIAN aLaiw)

wifismunfieyaiiBsaese



