YA LAAHA N HULIANITUWUTIRLENEITNTS AT DI TR T e

ﬂzlmiﬁ 1 Doxazosin 4 mg sustained release tablet
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muﬂszn'lﬁﬁ'wi'mquaswmﬁ

1.%8s1  Doxazosin 4 mg sustained release tablet

2. amanyanaly

o~ A‘ o Q@ O
2.1 suyy Wueuda sUuuueeananiuIu (Sustained release) EWTLTLLSENL

' (9 o . R ol & . s
22 swdwznay  Usznaududaen Doxazosin mesilate YRUYANY Doxazosin 4 mg u 1.1da

2.3 MYULLTH msglmmoagﬁl,ﬁwwaui %30 blister pack Jagdin

A U e o O Qo _ Qe : i o
2.4 337N - *YToEeN muﬂsznaummmﬂmu,a:mwlm TUNIN maumq WBUANER wastanzLian

Fsuen 13 BEITAIULULTIYA A

) v o A :
- U%ﬂ?ﬁuzﬂﬁ‘?ﬂﬂ atIdopd aas:qwamﬁamamamiﬁ‘l FIMUTTNAVURSVINAA NS
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VDI LRUNHER maumq vlmmau

3. amsANINeRa

3.1 Finish product specification

(142}

1. Yhnmdamdaty

ATIVHIUAN uﬁs:q‘lu Finished product specification

2. ldentification

avarhumufiszylu Finished product specification

3. Content uniformity

m’li]thumuﬁi:q'lu Finished product specification

4. Dissolution

m’:ﬁlmumuﬁsquu Finished product specification

5. Impurity / Related substance mwci’mmuﬁs:q'lu Finished product specification

3.2 Drug substance specification : Doxazosin mesilate™”

quanddmanaia ‘BP2013 L : ’
1. YTnmdandng 98.0 - 102.0% of Doxazosin mesilate 98.0 - 102.0% of Doxazosin mesilate
(anhydrous substance) (dried basis)
2. Identification AT AT
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

(wwlawmas Jgnasud)
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3181151 2 Etonogestrel 68 mg for implant

muﬂssmﬁé’m‘i’mquaﬂﬁmﬁ

1. Houn Etonogestrel 68 mg for implant

2. ananyianaly

2.1 gluuy Wuurieen nfaudsasfiuuas (Barium sulfate) ﬁ'm%luﬁi‘lquﬁ"ltﬁﬂ

22 dmsznay  Usznauday Etonogestrel 68 mg s 1 uvig

23 MTULLIN ummmmluaﬂnsmmamsawa wsaummﬂﬂﬂﬂmnwa fmsulEnTadiua (Single use)

24 aan - s,u’nam § I ITNIUAINEINLURTANNLTI Tunhn mauma WuTinEe taunzdion
fsuen LLamﬁmsmusnmmvhamo‘mmuuumsqnmm

- LUMTUELTIIEN adwoﬁ'auﬁaqzq%am wiafavams dauLlenatuszunany

US89 Leufinde i’uﬁ”umqvla”'ﬁ'mau

3. AmdNLGNIImMaRA

3.1 Finish product specification'”

1. USunouen ma‘i’m”tg AN mumuﬁ"szq’lu Finished product specification
2. ldentification m'ﬁwi’mmuﬁsqu‘u Finished product specification
3. Uniformity of content AT
4. Barium sulphate mwmumuﬁi:q'lu Finished product specification
5. Drug release maﬁ)mum’mﬁiaﬂu Finished product specification
6. Dimensions of implant
- Length mm&humuﬁsxq’lu Finished product specification
- Diameter m’mmumuﬁii:q‘lu Finished product specification
- Skin thickness mawhumuﬁs:qlu Finished product specification
7. Related substances / Impurity m’mmum'mﬁsquu Finished product specification

vanuine 1. ndiflaanad o amaiiu (waive) MIaTRRELIITRATIIMTA lﬂ’ﬁuuaﬂuanmmé’npuﬁbndnﬁ‘l@ffuauu"ﬁﬁw
2. Drug substance specification wmitmﬁl’m‘l,mmﬁﬁwam WA® drug substance wialLAeTeH drug substance 284
grdnendufagy avvleatiunis 4 Faimianslinnsiasuyniidedtmue
3. Namms‘sanmﬂ*ﬂﬂmmwm Wuldanw Finished product specification L8z Drug substance specification
m"lm@mmwﬁaaﬁummﬂmnssumsmmma,m NENINIMIUGY nIdguanTinenefinzase
wWiadagdu vesfisuenan lasimaufilsomeninatsinea ‘lvanumuwm‘uaaﬂmvn‘smmsﬂvnmﬂm 0
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1.1.3 luns@idueihidranatissme nnads o4
12 'lum'uawmmaum NE.A/8.1 VBILTTLERETIAN wisumuazdseRatamInIunug MNTBINE AN T
mumummﬂu (finished product specification) LLavmamwuﬂﬂmmwmaamnﬂu (drug substance specification)
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2.1 nadifigwaaluysemalng guAadasdionasiisasmnaspumardaemunaninasiuadEnialn
MINEaL PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewasau PIC/S participating authorities
W30 SLaNAITUTRINNATTIUNINR AU IR NN AR TN TG WM AT TN IO TR NTTN NS
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6.1 nsn‘iwamsaﬁumqﬁmﬁ:ﬁmﬁ Tﬂunsu%“nmmam‘n'ﬁuwmmaﬁaoﬂﬁu msw’lwmmmu ISO/IEC
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1 = General requirement V8 ILNFTA1TUFIAT Preparations for implant
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i’l&lmi'ﬁ 3 Leuprorelin acetate 11.25 mg for pre-filled syringe

anlsenEdInIn avaTwsh
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1. Baen Leuprorelin acetate 11.25 mg for pre-filled syringe

2. amanyeana ly

! Q @ o
2.1 guyy \IUNIBWUY Iyophillized UTaanida dmiude

2.2 fwszney  Usznaudan Leuprorelin acetate 11.25 mg / syringe

= A’ 0.g
23 ﬂ’]'ﬁ%tﬂ?ﬁ? ussg‘lumzuanmmﬂﬂﬂmm'ﬁauuu Pre-filled syringe (dual chamber) WIaURITRZAY

! [T
Unanngela Ll

4 : a o o v a o A S
24 asn - YT ﬁ?uﬂﬁﬂE]UGI’JU’]E’W]Q}LLR:F"J'\%JLL?G L] 'Juaumq WINHES enzdon

#3uen Lm:"‘a%n'mﬁu%'nmn’lvh”azhai’mwuumsqﬁ’mwf
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3. AMANUANIIINARA

3.1 Finish product specification”

Test Item BP 2013

1. Wanmdaendnny 95.0 - 105.0% L.A. of Leuprorelin
2. Identification AU
3. pH 5-7
4. Sterility ATIWY
5. Bacterial endotoxins NMT 11.6 IU/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%

(aa%a) ................. A ........ % ................. Uszmuanienssums
(wislaunas Jgaraud)
-

) N nITuMS (D) NS NN

(WWMaw figuayiam)

(WWawTsIal aaw)
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3.2 Drug substance specification : Leuprorelinm

Testitem =

1. Vanmudaendrdy 97.0 - 103.0% L.A.of Leuprorelin
2. Identification ATVHIU

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

UAUING 1. mifvanadowsimaiu (waive) MmyeTgaLiensinamate w8 ﬂuuﬂmmnmmanmumnm'm'lmuauuwmu
2. Drug substance specification wmstmmn'lmmﬂvmaewwam drug substance wIaludemey drug substance ¥a49
Nwmmmmsﬁ avulaatiunily éﬂwmsmammﬂmmummmaﬂrhuuﬂ
3. Namsmuw,ﬂﬂmﬁmmwm Wwltenw Finished product specification W8z Drug substance specification ﬁ
esmnindrdsuatudsaru §o1ﬁﬁ1mﬂ°LUmwlamunmuﬂmn‘swnwmmmmm NIENTWETIIUGY
n‘smﬂmawu@momﬂuﬂmaommawnﬂu ’UadNLﬁ%i)?’lﬂﬂ&l@lﬂﬁ’]&lﬂbd?ﬂE.J']U'lﬂl]‘iuﬂ’lﬂ i ddenFedsy
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112 lunsmwLﬂummmtwan'm.waussa wauedis ne.3
1.1.3 ’lunmmLﬂummmmnmmmwﬁ wued ne.4
12 ‘lummamummaum ne.1/8.1 vopfiaue TN wsauﬂuaytammwamsmnﬂuﬂnmwwmawamnmm
maJ‘Yl’uumLUU% (finished product specification) uawamwuﬂﬂmmwmomnﬂu (drug substance
specification) nmmam*mnnmﬂauuuﬂmun”"lmqumu whBIUMLlana s Inwa M svauitly (8.5)
NWIBY finished product specification Laz/w3a Drug substance specification Iﬂﬂ’uaun“l'nnau’mﬂ?n'lﬂ
Uszmanmdiannsefing uazlsifin 2 J o Twdrmadsemanaifidnnseiing
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2. 19NFE1IIUTRINAIFIMMINAALN
21 nadniguaalwiseanalng grdadaslilonmsiisasnaspumsndaemunanineluss3smnale
MINaeY PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswipau PIC/S participating authorities
%30 Hana TN A U IR AR I N a3 B TN TN ALY 09 NI WA TSN TSNS
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nsuAaen PIC/s lunnaaonfiianarie avudgamusaunsaneseulasiinanissusesfotulszne
dszmenedidannseding
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INEYNIIN 4 Multivitamins plus minerals tablet

aalszmasminguaysiii

1.@987  Muitivitamins plus minerals tablet

2. ansdaninnialy
2.1 juuy wWwende dmsusudsemn
2.2 fwdsney  Usenaudlw@aen Vitamin A 5,000 IU, 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, Calcium lactate 250mg, lodine (as potassium
iodide) 0.2 mg U8z Zinc (as ZnSO,) 20 mg 14 1 e

2.3 MBULLITY msq’[umwzusﬁgﬁﬂﬂaﬁw LLa:ussqﬁ'm‘vfﬂaon"uum

2.4 2810 - ‘s:q%‘am FUUTNAUAIENFR YUSZANMAULT TUNG R 'S'uﬁvumq wfinde ussmanzdon
dsuen Magnda UK
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3. AMENUANIINATA

3.1 Finish product specification"”

1. UTanuarendnty mmmumuﬁssq'lu Finished product specification
2. ldentification test m’md'mmuﬁ“szq‘lu Finished product specification
3. Uniformity of dosage units ATIIN

4. Dissolution test @l‘snmumuﬁiquu Finished product specification
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318N 5 Potassium citrate 1,080 mg extended-release tablet

ﬁwﬂsxmﬁﬁ‘mi’ﬂquaﬁﬁmﬁ

1. %am Potassium citrate 1,080 mg extended-release tablet
2. amanianaly

2.1 guuuy Wugida gﬂuuuaanqwﬁnu (extended release) &% 3USULTEN U

22 dwmlwnay  Uszneudaedan Potassium citrate 1,080 mg 11 1 1fa

2.3 MyuzuTR ussa'luumaaﬁt.ﬁnuﬂaua’ w3 blister pack flaafin

2.4 2870 - s~u°ﬁam FmdsEnauA It AYUATAMILTY TUNER auaumzj \§vTinGe
wanzioudsuen ua*mmsmusnmm'hamommunuussmm‘n

- UNURIEN agnaniane aarumam WieTarmantsih fImUsENey LaTwen LS
2098 LAUARER auaumqvhmwu
3. AMANLANIIINAKA

3.1 Finish product specification"

1. YRunmdaendndgy 90.0 - 110.0% of the L.A. of Potassium citrate

2. ldentification ATII

3. Dissolution - ugaImIszarelidannnin 45% (Q) of the LA. of potassium citrate nelu 30 Wl
- usaamsnzaglalannni 60% (Q) of the L.A. of potassium citrate ngly 1 $lug
- ugmam3azmlikannd 80% (Q) of the L.A. of potassium citrate mely 3 Hlug

4. Uniformity of dosage units ATIU

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

3.2 Drug substance specification : Potassium citrate”
Testltern. i ; R USP 38 .

1. ﬂ?&nmmmﬁmty 99.0 - 100.5% of Potassium citrate (calculated on the dned baSIS)

2. ldentification ATIU

3. Acidity or Alkalinity AT

4. Loss on drying 3.0% - 6.0% (180°c, 4 hrs)

5. Tartrate ATIVHU

6. Heavy metals NMT 10 ppm
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3190150 6  Potassium sodium hydrogen citrate granules 280 gm

muﬂsxmﬁﬁ'cni’mquaﬂﬁmﬁ

1. Baen Potassium sodium hydrogen citrate granules 280 gm
2. amaatianaly

2.1 guluuy \Dug s JULLL Fine-grained granules §w3Lsusenn
22 swudsznay Ysznauday Potassium 11 mEg, Sodium 11 mEq uaz Citrate 27 mEq 1% 2.5 gm
2.3 MTUzUIN ussqlummzussgﬁﬂmﬁﬂ
2.4 2870 - szg%am fuUTENAUMILIEIALRLAULTI Tunda fu?;umq \finde 1w
nadoudrsue LmﬁﬁnﬁLﬁU%'nmm'h”aai"w‘ﬁ'mwuumsqn"m‘vf
- UWMTULUTIYEN azmﬁaum’aoxq’ﬁxam wiaFemamsin sanLsnauuazTInan
WYBILN L8UARE® i’uﬁvumqvli'ﬁ"mw

3. AUENITAMIINARA

3.1 Finish product specification™?

ar

1. Yanudsndey 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. ldentification mwmumuﬁsquu Finished product specification

3. pH of solution k @399 MAANTEY LU Finished product specification
; p e

4. Loss on drying / water content m’ﬁlmumuﬂizq‘lu Finished product specification
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1.1 luddymsfunadondrium (N8.2 8.3 N4 uRMANTH)
1.1.1 unsdifliduenfrdaludszmnalng wanads no2
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1 = Specification requirement U84 Finished product 789B1A UL
2 = General requirement 'uaamé"nﬁﬁ'uﬁ’m%'ugﬂuuum Powder
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