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3. AMENLANWINARA

3.1 Finish product

. . 10,2
spemﬁcatlon( "

1. USanmaaediey

msaam%m’mﬁﬁzﬂu Finished product specification

2. |dentification

@y Uiy lu Finished product specification

3. Content uniformity

@inﬁhumuﬁi:glu Finished product specification

2
4, Dissolution( )

aseruaafiszylu Finished product specification

5. Impurity / Related substance

m'mmumwﬁsquu Finished product specification

3.2 Drug substan

age . . o 3),(4
ce specification : Doxazosin mesilate' e

Qmauﬁ?xmammﬁa BP 2013

USP 38

1. dSunmarendingy

98.0 - 102.0% of Doxazosin mesilate

(anhydrous substance)

98.0 - 102.0% of Doxazosin mesilate

(dried basis)

2. ldentification

ATIINU

ATIINH

3. Appearance of solution ATV

4. Related substances

- Unspecified impurities : for each impurity ,
NMT 0.10%
- Total : NMT 0.3%

- Terazosin related compound A : NMT 0.3%
- Any other identified individual impurity

: NMT 0.25%

- Any other unidentified impurity : NMT 0.10%

- Total impurities : NMT 1.0%

wislaunas Joagsud)

5. Water NMT 1.5% -

6. Suifated 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 ugl/g
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2 = The International Conference on Harmonisation of Technical Requirements for Registration
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(2R) ; Current step4 version, 2006.
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4 = The United states Pharmacopeia 38
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1.8087  Dutasteride 0.5 mg Capsule
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3.1 Finish product specification"”

1. USunmeaendnany asaaruaufiszylu Finished product specification
2. Identification m’:’almumuﬁszq‘lu Finished product specification
3. Dissolution m’mmumuﬁizqh Finished product specification
4. Content uniformity mwﬁhumuﬁizﬂu Finished product specification
5. Impurity / Related substance m’mmumwﬁszﬂu Finished product specification
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1 = General requirement 284LNFT@FUFNTY Finished product JUuuY Tablets

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 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa:@;ﬁa
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801N 3 Etonogestrel 68 mg for implant
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1. #amn Etonogestrel 68 mg for implant

2. amsgaanaly

2.1 suuy uurisen inRaudisansAiuLgs (Barium sulfate) éww%‘uﬂ?qwﬁmﬁ@

2.2 fawdszney  Usznaude Etonogestrel 68 mg i 1 wvig

2.3 MTULUIT Lwiamussq'luaqﬂnsrﬁﬁam‘%laoﬁa wionrsenfilsmnda dwivldasaiden (Single use)
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3. AmENIANIINAKA

3.1 Finish product specification“’

1. PSnmarendam msmmumuﬁis:q‘lu Finished product specification
2. |dentification Gli’nwhu@l'mﬁi:‘lﬂu Finished product specification
3. Uniformity of content ATIU
4. Barium sulphate miaﬂdﬁu@lﬂuﬁi:qlu Finished product specification
5. Drug release mwﬂwumuﬁlizq‘lu Finished product specification
6. Dimensions of implant
- Length @li’nwi’m@l'mﬁi:lﬂu Finished product specification
- Diameter mwmumwﬁsquu Finished product specification
- Skin thickness m’;mhu@’mﬁs:qlu Finished product specification
7. Related substances / Impurity mwmuma\lﬁszqh Finished product specification
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finished product specification 1Laz/"3a Drug substance specification lasvaurlarauiudsznayszniasien
aldnnsaiing uaz'laiviin 2 9 o FudszmeUsznmemadiEnnseing
2, Lanmﬁ'vsaou'msg’mm‘mﬁﬁm

21 psdfigmdaludsanalng Hrindasdianassusssnespumnaammunsninosiuasisnsialuy
MINENLT PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taemiaenn PIC/S participating authorities
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dszmeanadidnnsading
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3. tanm‘mmmwwaomﬁtauaﬁm (@wimnang)

3.1 Namsm’nmLﬂﬂ”%ﬂmnﬁwwa@mm‘n mmLiﬁmJ‘ua\‘lwwa@l (Certification of analysis of Finished product) T
mmmuﬂumamo

3.2 Namim’amLﬂﬂmﬂmﬂ’lwmn@‘um aammmﬂ”m (Certification of analysis of Drug substance) ﬁ‘l’lﬂu
miwaﬂmsuﬂa\nﬂumamom’uaowwammuavwwammnﬂu
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78 3.2 nummswammwamnmmmmLsfmJ (Finished product) 78 3.1
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801N 4 Leuprorelin acetate 11.25 mg for pre-filled syringe

mwa.lsxmﬁa‘i'\mi'ﬂquai'mmﬁ

1.Bas1 Leuprorelin acetate 11.25 mg for pre-filled syringe

2. amantiara
2.1 3uupy \JuNIENUUY Iyophillized Usieannidfa dmsuse
2.2 dmdsznay  dsznaueiy Leuprorelin acetate 11.25 mg / syringe
23 MUY ussaﬂ,uﬂszuanﬁ@mﬂﬁﬂmm%atmu Pre-filled syringe (dual chamber) wiauansazany
Uneanidels Lidd
24 aan - s:a_ﬁj‘am fIUUTENAUMILEAYUATANULTI TUNER fuéumq Wl aansdan
@l LL@:’?%ﬂ’]iLﬁU%'nmU’lvl'j”asmfmwuums?ﬁm‘ﬁ
- WM ZUEUTITREN aﬂwaﬁauﬁaaszq%am wiafamimsdh FamlsznauuazTwan Ty
WTITBIEL LHVTINGA i'uﬁvumq"h”f@wu

3. amaNLGNImaRA

Nﬂﬂ’]iﬂi’;ﬁLﬂﬁ“ﬁﬂNﬂ’lwLﬂuv[ﬂmw Finished product specification 18z Drug substance specification ﬁ
SNBINNFTETLALULAEIN val,@]ﬁmmmmmamum’mﬂm..ﬂssunﬁmmil,xa"m NIENTNRITITUFY mu
anjmmﬂl’ﬁa’mamauﬁuauuwmmJmeal%umwmmmuma‘ﬁmsulﬂmsu%m auUIzN1anTENTI9
SIDIUGY Lsao 5‘”1}@1’15’18’1 W.71.2556 ao’m‘n 11 LM BU W.¢1.2556 (adﬂiwn’lﬂluﬁ‘ﬁmmumn‘m’;u‘n 10 wﬂu’mu
2556) ﬂimv[,&lLY]EIULY]’]I%?Juﬂ‘UﬂaEJW‘LH]"IJadﬂmwﬂiﬁwﬂ’ﬁﬂiwﬂ’aﬂi'}ﬂﬁﬂ’l

3.1 Finish product specnflcatlon

Test item BP 2013
1. Uanudandey 95.0 - 105.0% L.A. of Leuprorelin
2. Identification ATIWIN
3. pH 5-7
4, Sterility ATIVHI
5. Bacterial endotoxins NMT 11.6 IU/mg
8. 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%
[CEV) A e g@i\ .............................. Uszmuamenssunig
) (Waghan Toedaindgy) //l
(m’ﬁa) ......... //h" ....... /ﬁ% ...... NN (ao‘z?ia) ..... %fﬂ/ ....... ~—-——/> ..NITUNT
walaunas fl@;m@puﬁ) (WIENIFIUT 1TNYUNQ)
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3.2 Drug substance specification : Leuprorelin("

, Testitem T BP 2013

1. Pnmdaedary 97.0 - 103.0% L.A.of Leuprorelin

2. Identification ATIIHU

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 IU/mg

WaBImMg 1. n3tifvenailouusmaiiu wave) masmeseL AT e Esle 'lviauuamtanmwanmumnman'lmuaummu
2. Drug substance specification Wansenanlus \TERUBIHAR drug substance WialLA TN drug substance %4
Hrdnsdudegy avtleatimils Sedmsanedion: dnsunniadafirinue
3. nmmmawummomﬂuﬂmaomma’mmu umam‘lummmwm winsaTndinneivesfisuenenlainseiy
L T T ST |C R yarey Poumappoy moaama’n@muwlwumwﬂs*mﬁnsmnqmmsmam 1389 sy
W.f1. 2556 mamammuma'nmmuanmuamnﬂ?mﬂnvmwmmsmm Lwalw,n@mswwu 'lwunumuwua
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Houlydu q
1. Funnweioienamslitueugnadunadoudiusmesmingludsanglng ussduas (declare)
LRNINRG
1.1 ‘Luz%ﬂﬂ”ryﬂ'ﬁﬁfuﬂuﬁﬂwh{um (N8.2 N8.3 N4 uFWANTH)
1.1.1 lunsdifiduenindaludsainalng wansds ne.2
1.1.2 ‘Lunsmmf]ummrmLwammmmm wneie ne.3
1.1.3 luns@ifiduendutnandalszng nuneds ne 4
1.2 ’l,ummamummaum NL.1/8.1 VaIENTEUITIN wsauﬁﬂmawwnmamsmuauﬂmmwmaawammfn
m&m*‘uu“n e (finished product specification) LLa“ﬂaﬂ’muﬂﬂmﬂ'IWﬂﬂd'J@m@U {drug substance
specification) nstumaasmmamnﬂamuuﬂaatm”lmwumu wdssuuylenETEMwasMIveu Y (2.5)
N NWTa finished product specification waz/"3a Drug substance specification I@wmm’”lmnamuﬂs:mﬂ
drzmenandidnnsafing uaeliiin 2 9 o Sudszmeszniamasidnnsaing
2. 1NFAIIUIDINATFIRMTHAA L
21 nsdingnaalulsandalng HrAadasdianmssuseanmunnaamaamaninasiuas sms el
MINAaEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) lasmiiann PIC/S participating authorities
%38 maﬂmsimaqmmmumswammmwanmmmummmsmlumwammmaamummﬂmwmmms
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2.2 nsdifdiugindrornsedszme HHiadaalianmyiusasnaspumniamneunsninmsiuas
"‘J%miﬁﬁlumswﬁmm GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) Tasnasanu
PIC/S participating authorities a1iudge ausaumsanasaulasdnanisiusesfieiudsznmadsznaman
Bulinnsedind wiaayasandw ududndl
3. LanmmmmwmmmﬁLauas'lm (Fnuwinnana)

3.1 Naﬂ’ﬁmﬂmmﬂ"%ﬂmmwwa@ﬂm‘nmmﬁ%ﬁmawmm (Certification of analysis of Finished product) T
msuﬂauﬂumama

3.2 wami@mmLﬂﬁ:ﬁqmmwfmqﬁu’u 89628NdeTY (Certification of analysis of Drug substance) 711411
mswﬁmmjuﬁ'dﬂLﬂm’hazmﬁ%maocgwﬁmmua:gﬁfmﬁmfmqﬁu

a

33 Lanmﬁﬁa‘ﬂa”ng’mﬁuﬂ'um'mﬁuw”uﬁszwms;umwﬁmacf@qﬁwaw’ﬁmE%'mzy (Drug substance)
98 3.2 ﬁ‘us‘umswﬁmaawﬁmﬁmm‘mﬁm%‘asﬂ (Finished product) 78 3.1
3.4 lunsdifunzdouenanunnnt 2 9 asdasfidnnmenonansane Long term stability anaifiis
Wudulunzdouguuaad LLa.,"lmumsaaumsmaoLanmsmnwummwaoumﬂ
3.5 lunsdifunsfouenanstasnia 2 9 ABITFUUWNIWAIHEMIANHIAINAITATDIEN NI
wiandalunsfoueanuans LLa*“'lmumsaommmaaLanmsmnwummwaauw‘n
3.6 lasnnifugnfidesacaorauld o AOILBLLANTTURAIATIUAIAITBIL SRR INITAZANY LAZADILTS
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6.3 nsmwuﬂmwmmmwmnwamnmmwmamwamaﬂswaﬂﬁwauwmwﬂaa@nwawﬂ’mw"lmum
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57801501 5  Multivitamins plus minerals tablet

muﬂﬁzmﬁﬁawi'ﬂquaiwmﬁ

1.Zas1  Multivitamins plus minerals tablet

2. amaniianaly
2.1 juuy Wugnida dususudsenu
22 duthznay  dsznaudiudlen Vikamin A 5,000 1U, Vitamin D 400 IU, Viamin E 10 U, 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, Calcium lactate 250mg, lodine (as potassium
iodide) 0.2 mg uaz Zinc (as ZnSO,) 20 mg 4 1.1
2.3 MIULUITY uﬁsﬂunwuzussagﬁﬂﬂaﬁﬂ LLa:ussgﬁm‘n‘ﬂaqﬁ’mm
2.4 2370 - :q‘?iam UUIZNAUMLEIARPUITAIULTI TUKEA 'S'uﬁvumq wafinde winzdou
dTuen LLaﬁ%‘miLﬁu{nmmﬂasm’ﬁ’@muuumsqﬁmsﬂ
- URWNIEN aﬂwaﬁayﬁaqszq%am wiaTanmams sulsznou URSYUINAINLTY

18981 Lavfinda TuFuatyliaian

3. qudanianmana

3.1 Finish product specificationm

1. UTunmarenday mwmumuﬁizylu Finished product specification
2. Identification test m’a’almum&lﬁsquu Finished product specification
3. Uniformity of dosage units ATIINIU

4. Dissolution test mwmumuﬁl‘i:ﬂu Finished product specification

Nana 1. nydifeemaiouudanasu (waive) MIaTIdaLa Tz TIENTle ‘Lﬂvﬁummmnmwé’ngwuw"ansinﬁ'lﬁ%’uagﬁ'ﬁﬁw
2. Drug substance specification w“mﬁmwmlﬁm?’l:ﬁmadgwﬁ@ drug substance w3aluAiaTesA drug substance vas
Huaaeduiagy atuleafuwils ‘fiaﬁmsmw’iLﬂﬁ:ﬁmunnﬁﬁaﬁﬁwm
3, nszﬁqmauﬂ‘@“mamﬂﬁﬂmmm‘vﬁa’?@qﬁv fdredslwnsodniuen Lwﬁn'lsm'm%ms'\:ﬁmaa;‘{Lauaﬁmhim\m“u
ndFTdsUNAlsnealseme e lAam Tt lﬁﬁuﬁuqaﬂﬁﬁwaqﬂmznssumsﬁszmﬂﬂm 81

Rouludu
1. i%'ummwrhmanmsms‘lﬁﬁ"wagtymifuml,ﬁmﬁﬁumLﬁaéwma‘luﬂsxmﬂvlm wazE LA (declare)
UAEINE®
1.1 luddymsfunadoudiven (N8.2 N8.3 NY.4 UFANTH)
1.1.1 lunsdiiduenfindaludszinalng naneis no2
1.1.2 'Luns:ﬁ"?'il,ﬂumﬂwLﬁﬂLﬁanWSLLﬁoussq nanuds ne.3
11.3 ‘LuﬂstﬁﬁtﬂumﬁwLﬁﬁ%ﬁﬂ@iﬁaﬂs:ma wiedd ne.4
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12 ludwatunzdouen nu.1/0.1 vaseniiaueran w%amwaauﬁaw”aﬁamsmuquqmwwmaqwﬁmﬁwn‘
muﬁlfuwnﬁﬂu (finished product specification) Lta:ﬁaﬁﬂﬁuﬂqmﬂ’lwmmf@lqau (drug substance
specification) nsrﬁﬁagszwmmsmsuuuﬂaoLLn"'l,mﬁaJLaw AADIUUVLBNFTENUWIMNEENSVALA 1 (8.5)
NIWTad finished product specification Waz/#38 Drug substance specification lasvaurlonawiulszne
drzmenadianniaiing uazliiAiu 2 9 o Sudsemeadszmenendidnnsading
2. 1laNEITUTDININTFIUNTHANEN

24 nsdifiemaaludsanalng HHAadasdionmssuTasnaspwmIniatnaamsninasiuas 35 nmshialn
NMIWENE PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwibsnu PIC/S participating authorities
w38 Lan®ITUIDINATIUNITHAALIANRAN LN L aZ 3T M IR N TN AE VSN SN WA BENTINANT
2IMITUSTYN NIENTIITNT 1T Formuaiulasfanuseansasuasriaifiouiunaninoiuazitnialy
mMIndasn PIC/S lunuaefiiauass atudgaawsaunsaessulasinanissusasdioiudsenme
Uszmenadiannsafing

2.2 nsdifdiugingreinssysane KWiadosliananiiutennasgunsuiasmunaninmsiuas
AFMsTiauNSNEAEN GMP wia GMP/PICS (Pharmaceutical Inspection Co-operation Science) lagvuiae s
PIC/S participating authorities atUd1ga aaseunisasivseulasinanmssusasfeiulsmealsznaman
Blinnsalind wisengaseadn udausnsdl

3. mnmsqmmwmaomﬁmuaﬁm (Fnwinwane)
3.1 wamsmsaa?mﬂ:ﬁqmmwwﬁmﬁmw‘f mzh%agﬂmaa;jwﬁm (Certification of analysis of Finished product) 11
mjuﬁauﬂu@hama
3.2 HaNIANRAATERRINIWINOFUVEITIENEIRTY (Certification of analysis of Drug substance) filflu
msm‘é‘@méuﬁduﬂu@ﬁazhaﬁgwaa;jw'ﬁmﬂ’m,a:tgwﬁmi'@qau

s

3.3 Lanmivﬁav}é’ngmﬁu:‘fumwé’wﬁ'uﬁi:wi’ms;ummﬁmaa’i’mqﬁwmﬁ'ﬁmémfy (Drug substance)
78 3.2 ﬁuéumsuﬁmawﬁmﬁmﬁmﬁﬁL%i]gﬂ (Finished product) 18 3.1
3.4 luns@ifunufouenanainnnd 2 3 wxdesfdummndionanisansn Long term stability anafifin
wadslunsauenunuwes LLaz1@T§Uﬂﬁsaquwu§usaaLanmsmn@fﬁa‘ﬂmwaau’%ﬁ’w
3.5 luns@idunzfouenaniasnia 2 9 AR DITEUUNMIWENIHANITAN B AIINAIRIVBILNANNT R
Wi lunadononunuaas LLa:'L@T‘s”un'\sadmaJé"maaLanmsmn@ﬁéwmwaw%ﬁﬂ
4. @2881981
4.1 dlsuanan dessediatvpatnatian 3 Wiy Fududunuugaimossifoaldasugau
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5. msﬂszﬁ'uqmmwmﬁdwau (waaIENF@1TNIITUYI2NW)
5.1 mv"iﬁwauﬁaaﬁmq‘tﬂﬁ"ﬁiﬁamnh 1 9 Wiwaniusavey
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5.3 nsmwmmwmsmmsaumaamm‘nmuamwammnmms%mmmw wWIETIINTIzYRIIFe
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5.4 Nmmmaﬁmﬂaaummam‘lnavxmam mamam@mmaauamwmvﬂsvmﬂmej Aautwualaslsid
Fauly

6. {lanasen (Az8) tusanlisnidandyandowasurivme asi

6.1 nsmwammumammﬁvﬂmumnnsmwmmamnmmﬂa"'l,uLﬂu"l,ﬂ@nwmmmwamm@
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51801351 6  Potassium citrate 1,080 mg extended-release tablet
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1. 3aen Potassium citrate 1,080 mg extended-release tablet

2. amanyianaly

2.1 uuy Wueida gﬂLmuaanqnﬁfum (extended release) #WILTUUTENH

2.2 gwdsznay  Usznaudlu@len Potassium citrate 1,080 mg 14 1 1fia
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3.1 Finish product specification"’

- . Testltem B S T : o ' usP38
1 Usmmmmmﬂm 90.0 - 110.0% of the L.A. of Potassium citrate
2. Identification AT
3. Dissolution - ugasnmIazaneliunnnin 45% (Q) of the L.A. of potassium citrate malw 30 wift

- ugesmIazae 3NN 60% (Q) of the L.A. of potassium citrate ety 1 T2l
- ugaImIazane lsiasnin 80% (Q) of the L.A. of potassium citrate n1elu 3 Falus

4. Uniformity of dosage units AT

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

3.2 Drug substance specification : Potassium citrate'"

Test Item USP 38
1. WSumdaendary 99.0 - 100.5% of Potassium citrate {calculated on the dried basis)
2. Identification ATIU
3. Acidity or Alkalinity AN
4. Loss on drying 3.0% - 6.0% (180°¢, 4 hrs)
5. Tartrate ATIVHU
6. Heavy metals NMT 10 ppm
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378013N 7 Potassium sodium hydrogen citrate granules 280 gm
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1.Z881  Potassium sodium hydrogen citrate granules 280 gm

2. amasianaly

2.1 guuyy Wuens 3UUDY Fine-grained granules &wsL3UUsEnu

22 &wdsznay Usznavudan Potassium 11 mEq, Sodium 11 mEq uaz Citrate 27 mEq 1% 2.5 gm

2.3 MTUUIN ussﬁﬂmwuzmsqﬁ'ﬂﬂaﬁw

2.4 2870 - szq%am IUTENAUMIL AN YUAZaNULTS TunEa i’u?«vumq \DUAHER 182
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3. AMLENUANIINARA

3.1 Finish product specification™?

a

1. Psnoudaendnety 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. |dentification @i’mmumuﬁszﬂu Finished product specification
3. pH of solution m’gﬁ]mumuﬁsquu Finished product specification
4. Loss on drying / water content m’si}&humuﬁsquu Finished product specification
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