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gn1INn 1 Alfuzosin HCI 10 mg extended-release tablet
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1.3081  Alfuzosin HCI 10 mg extended-release tablet

2. ansantianaly
2.1 jluyy uede gﬂuuuaanqn%%u (Extended release) 1 IUTUU TN
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wemsana ez mnwiduluany Finished product specification Wz Drug substance specification
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3.1 Finish product specification“)

andNiaNImatia I B : ' BP 2013
1. USunoudendny 95.0 - 105.0% of Alfuzosin HCI
2. Identification ATIWU
3. Uniformity of mass ATIAW
4. Dissolution test ® 828 10 - 20% of the LA 71 1 T2 139

828 40 - 55% of the L.A 71 6 Talae
£y 65 - 85% of the LA 71 12 T2l
8xany >85% of the L.A Ha3a1n 20 $21u9

5. Related substances - Impurity D : NMT 0.5%
- Impurity E : NMT 0.5%
- The area of any other secondary peak : NMT 0.2%

- The sum of the al;eas of any other secondary peaks : NMT 1.0%
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3.2 Drug substance specification : Alfuzosin Hc®

: amanianunaia o T BP 2013

1. YInueiedegy 99.0 - 101. 0% of Alfuzosm HCI (anhydrous substance)

2. |dentification AT

3. pH 40-55

4. Water NMT 0.5%

5. Sulfated ash NMT 0.1%

6. Related compounds By liquid chromatography
- Impurity D : NMT 0.2%
- Unspecified impurities : for each impurity, NMT 0.10%
- Total impurities ;: NMT 0.30%
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1 = British Pharmacopoeia 2013

2 = Specification requirement VaIENFULLL
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18NN 2 Cyproterone acetate 50 mg Tablet
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1. #aen Cyproterone acetate 50 mg Tablet

2. amaNianLly
2.1 3upy Wuede §n
2.2 swdsznay  Usznaudiaen

Susudsenmn

81 Cyproterone acetate 50 mg
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Namsmw’imsnﬁammmﬂu'lﬂmu Finished product specification waz Drug substance specification
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3.1 Finish product specification'”

quidaiamamaia BP 2013 .
1. Sunuaendaty 95.0 - 105.0% of the L.A of Cyproterone acetate
2. Identification ATIINU
3. Dissolution AT

4. Uniformity of Dosage units

(Weight variation)

azane'laiiaandn 70% of the LA. malu 45 uadt

5. Related substances

By liquid chromatography

- The area of any secondary peak : NMT 0.5%

- The sum of the areas of all the secondary peaks : NMT 1.5%

TGN 12) N Uszmuamenssums

W13 ey

nIINNT

(WNEINDS Miyawiani)
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3.2 Drug substance specification : Cyproterone acetate"

AnANLANIINARA ' ' - BP2013
1. YSnmdrendnag 97.0 - 103.0% of the L.A of Cyproterone aéetate (Dried substance)
2. identification AU
3. Specific optical rotation +152° to +157° (Dried substance)
4. Related substances By liquid chromatography

- Impurity F : NMT 0.4%

- Impurity E : NMT 0.2%

- Impurity B, C, G, for each impurity : NMT 0.15%

- Unspecified impurities, for each impurity : NMT 0.10%
- Total : NMT 0.5%

5. Loss on drying NMT 0.5%

6. Sulfated ash NMT 0.1%
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318A15N 3 Solifenacin succinate 10 mg Tablet
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1.%881  Solifenacin succinate 10 mg Tablet

2. apsaaiana bl
2.1 3uuwy usnda dnsusudsemu
2.2 faudsznay  Usznausdiedaen Solifenacin succinate 10 mg
23 mawrussy s luwvesiiifluawasd wie blister pack Jaadin
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3. amanlaNImana

3.1 Finish product specification™® :
1. USanadansan 90.0 - 110 % of the L.A. of Solifenacin succinate 1
2. ldentification test m’:mhumuﬁi:qlu Finished product specification

3. Uniformity of dosage units ATINU

4. Dissolution test mwmumuﬁii:q‘lu Finished product specification

5. Related substances / impurity mmmumuﬁliquu Finished product specification
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181190 4 Leuprorelin acetate 11.25 mg for Pre-filled syringe
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1. B Leuprorelin acetate 11.25 mg for Pre-filled syringe

2. ﬂmauﬁ‘aﬁ"ﬂﬂ

2.1 uy Dunsgniseenida dnsuda
2.2 swdsznay  Usznaueae Leuprorelin acetate 11.25 mg
2.3 MIULUIN Uiiﬁﬂum:uanaﬂmﬂﬁﬁmm%atmu Pre-filled syringe (dual chamber) WIBN&1 IRz
Unannidels s
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3. AMANIANIINAKA

Nam‘smm’imi’l:ﬁﬁmmmﬁuvlﬂmu Finished product specification was Drug substance specification ﬁ
Srebannundrdiuatudsiu feldvenadoudedninemamznssunisemisuasen NINTHETITUFY it
indrdnsuildiessdonduatufitiisuirinnialnainia nsd@ldifisuriudduldaadszmensznsimnssugy
309 e Tl aratiy 'va"'i‘fuﬁ'uqa pAlatasnmenITIMItIzNIaTIanen

3.1 Finish product specification“)

AmANTANINARA : BP 2013

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

2. Identification AT

3. pH 5-7

4. Sterility ATV

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%
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3.2 Drug substance specification : Leuprorelin"’

AnaNtanvinaha BP 2013 '
1. BSnadasndag 97.0 - 103.0% L.A.of Leuprorelin
2. Identification ATIININ
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
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1 ﬂmsﬁ 5 Oxybutynin chloride 5 mg Tablet

m’mﬂszn'\ﬁﬁ'aw'i“ﬂqum'mﬁ'uﬁ

1.8a871  Oxybutynin chloride 5 mg Tablet

2. amaatiana

2.1 3uuy Wusnde §wsusudsemu

2.2 gandsznay  Usznauas@aen Oxybutynin chioride 5 mg

23 mruruTsy  usTaluunsegfiifluawand wis blister pack Ltazussﬁgﬁmeﬁﬂaoﬁ'mm
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3. AMANTANINARA

HamaTvlieTizigumwiduluens Finished product specification Waz Drug substance specification i
L a s o R a a Qs A 9/ ol ] o L
gndnnundrdrivaiuideinu seldvenzidoudedinuanznIsuniTemITuaze) NIENTHNAIBITUFY
ﬂ.: J At (3 e dl 9/ 9/ =3 Q/ L 4 ﬂl a ] -3 1 13 =~ [ =l 1 1
niinsrdrsunltassidaanduativinisuvinnielnainit nedlifisuiriudduwlderadszmansznsae
4 o [ e aa
IIUY 104 szydien WuiugasRiliaseaznysumadssmanane

(1h2)

3.1 Finish product specification

amsiamanaia - USP 35 BP 2043
1. PBanadandngy 90.0 - 110.0% of Oxybutynin HCI 95.0 - 105.0% of Oxybutynin HCI
2. ldentification [ phlAalll AT
3. Dissolution azaelaitaundn 80%(Q) of the L.A. of azansliviandn 70% of the L.A of
Oxybutynin HCI mglwiaa 30 wift Oxybutynin HCI meluian 45 wf
4, Uniformity of dosage units AT AN
5. Related substances - By Liquid chromatography

- Oxybutynin impurity A : NMT 1.5%

- Phenylcyclohexylglycolic acid : NMT 0.5%

- The area of any other secondary peak

4 NMT 0.2%

- The sum of the areas of any such secondary

peaks : NMT 0.5%

¢
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3.2 Drug substance specification : Oxybutynin HCI®

anmnianinaiia

USP 35

BP 2013 l

1. Unudaendegy

97.0 - 102.0% of Oxybutynin HCI
{Calculated on the dried basis)

99.0 - 102.0% of Oxybutynin HCI
(dried substance)

2. Identification AU AU

3. Melting range 124° - 129° 124° - 12¢6°

4. Specific rotation - -0.10° to + 0.10°

5. Chloride content 8% - 10% -
6. Residue on ignition NMT 0.1% -
7. Heavy metals NMT 0.002% NMT 20 ppm

8. Loss on drying NMT 3.0% NMT 3.0%

9. Sulfated ash - NMT 0.1%

10. Chromatographic
purity

-Oxybutynin related compound A : NMT 0.5%
-Diphenyl analog of oxybutynin chloride
:NMT 0.1%

-Oxybutynin related compound B : NMT 1.0%
-Oxybutynin related compound C : NMT 1.0%
-Cyclohexenyl analog of oxybutynin chloride

. NMT 1.0%

-Ethylpropyl analog of oxybutynin chloride

: NMT 0.1%

- Any other single impurity: NMT0.1%

- Total impurities : NMT 1.0%

- Impurity A : NMT 1.5%

- Unspecified impurities : for each impurity,
NMT 0.10%

- Sum of impurities other than A : NMT 0.5%
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318NN 6 Trospium Chioride 20 mg tablet

muﬂszmﬁﬁowfﬁqnaﬂﬁmﬁ

1. Boen Trospium Chloride 20 mg tablet

2. amsaatianaly
2.1 3uuuy
2.2 @utlvznay
2.3 MTULUIY
2.4 28N

WWuede dwsusudsemu
Uszneudiu@aen Trospium Chioride 20 mg
A bt v & o
msa;'lum’ﬁuzfl@auw Uasnuanudule
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3. AmdnianImaARA

3.1 Finish product specification

(1.2)

1. Slanudensng

90.0 - 110 % of the L.A. of Trospium Chloride

2. Identification test

: o) - . .
m’mmu@nuquh Finished product specification

3. Uniformity of content

ATIINU

4. Dissolution test

ﬂi’nﬁlﬁ’mﬂ’mﬁ‘szq‘lu Finished product specification

5. Related substances / Impurity

. Py — P
mnamumum:q‘lu Finished product specification

3.2 Drug substance specification : Trospium Chloride ®*

 qmuandamomaiia

USP35

BP2013

1. YRnmdensngy

98.0 - 102.0% of the L.A. of Trospium
Chloride (Dried basis)

99.0 - 101.0% of the L.A. of Trospium Chioride

(Dried substance)

2. |dentification AT ATV

3. Appearance of solution - AT

4. pH 50-70 50-70

5. Residue on ignition NMT 0.1% -
6. Loss on drying NMT 0.5% NMT 0.5%

7. Sulfated ash NMT 0.1%

(WieiTil yasm)

daemuamenIIunms

................................................ n3INM3
(WHENINTT nigawiand)

wﬁ'\ﬁuﬂumvﬁeqaﬁm 5/2559




3.2 Drug substance specification : Trospium Chloride (Gia)

ARANIAMImana | .. USP35 .y ' BP2013

9. Related substances - Trospuim chioride related compound B - Impurity A : NMT 0.3% k
: NMT 0.15% - impurity B : NMT 0.5%
- Benzilic acid (trospium chloride related - Impurity C : NMT 0.5%
compound A) : NMT 0.15% - Unspecified impurities : for each impurity,
- Any other individual impurity : NMT 0.10% NMT 0.1%
- Total impurities : NMT 0.5% - Total : NMT 1.0%
- Trospium chiloride related compound C
:NMT 0.1%
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Uszniarediannsaing

3. laﬂﬂ'l'sﬂmﬂ']“?]ﬂﬂﬂ'\ﬁla%a?\ﬂ'] (a’“%’]ﬂ'\“ﬁ'lﬂ)
a 'S a o ¢ v a . R . ¢ oA a '
3.1 Namsmmamiﬁmﬂmﬁ\wwamnm‘nmaoqwam (Certification of analysis) 1uﬂﬁ§uﬂmtﬂumamﬂ
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3.3 lunsdidunzdsuenanunnnd 2 § axdasfidunnwinenan1sAne Long term stability enafifiu
wWudulunzdouemiuans wazldsumsaswniusasenasnngiisrwiavasuien
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51801150 7 Multivitamins plus minerals Tabiet

aailsznadminguanzsiii

1.8887  Multivitamins plus minerals Tablet

2. ansangianaly
2.1 uny wWueida SwTusuysznmu

22 swusznay  Usznaudau@ien Vitamin A 5,000 IU, Vitamin D 400 U, 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 waz Zinc (as ZnSO,) 20 mg

2.3 MIULVITY usssg‘l,um"nu:ussqﬁﬂﬂaﬁﬂ LLa:ussﬁ;ﬁmwTﬂaaﬁ'mm

2.4 281N - szq%am SUUTZNAUMILIFAYURZANULTY IUNRA i’uﬁvumq WwfinAe wunzdou

v LLa:"JT%msLﬁu{nmﬂ'l"lﬁazm’&'ﬂwuuumsqﬁ'wﬁ
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3. AmENUANIINALA

3.1 Finish product speciﬁcation("

1. YSundenday

90.0 - 110% of the L.A.
90.0 - 110% of the L.A.
90.0 - 110% of the L.A.
90.0 - 110% of the L.A.
90.0 - 110% of the L.A.
90.0 - 110% of the L.A.
90.0 - 110% of the L.A.
90.0 - 110% of the L.A.
90.0 - 110% of the L.A.
90.0 - 110% of the L.A.
90.0 - 110% of the L.A.
90.0 - 110% of the L.A.
90.0 - 110% of the L.A.
90.0 - 110% of the L.A.

of Vitamin A

of Vitamin D

of Viamin E

of Vitamin C

of Vitamin B1

of Vitamin B2

of Vitamin B6

of Vitamin B12

of Nicotinamde

of Folic acid

of Ferrous fumarate
of Calcium lactate
of lodine

of Zinc

2. |dentification test

m?’«amum&lﬁ‘a‘:q‘lu Finished product specification

3. Uniformity of dosage units

ATIINH

4, Dissolution test

mmmumu‘ﬁmbﬂnished product specification
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5180131 8  Potassium citrate 1,080 mg extended-release tablet
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a131l3zn1AIINIAaUAINTSIH

4
1. 3881 Potassium citrate 1,080 mg extended-release tablet

2. anaaianaly
2.1 3vuuy
2.2 guilsznay
2.3 MTUSVIN
2.4 87N

Wuende gﬂuuuaanqvﬁfmu (Extended release) #MIUTUUszN U

tsznaudl8a2en Potassium citrate 1,080 mg

unluunsaglifiounasd wia blister pack Jaaiin
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wanzioudniue uasiimufuinmnladnsauunussasioed
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3. amaylanvmana

NaﬂﬁiﬂiiﬂaLﬂﬁ:ﬁqmnwmﬂuvh_lmu Finished product specification llaz Drug substance specification

¥ a v o s a o 4wy - ‘o o
ﬁmdm%’mmﬁ’ﬂ@]’liUQUULaﬂ’mu ‘Nvlﬂﬁ)@ﬂ:m?_lu@lamuﬂx‘l'luﬂm:ﬂﬁﬁuﬂ’lia'lwliua:ﬂ’l ﬂixﬂiiﬂmﬁ”limqm
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3.1 Finish product specification"’

quanlEnsnana ‘ , UsP35

1. Wumdedngy

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

2. Identification

AU

3. Dissolution

- M TazaEwad 30 wift urasmsazaneldunnnin 45% (Q)
- fMIazaEnad 1 52l uaasnsazas lsiwnndn 60% (Q)
- MMIREAERAY 3 T2lus usaamIazanelivasnin 80% (Q)

4. Uniformity of dosage units ATIWIU

5. Potassium content

36.4% - 40.2%

3.2 Drug substance specification : Potassium citrate

(U]

AUANLANIINAKS USP 35

1. Ylanaudaendraty

99.0 - 100.5% of Potassium citrate (Calculated on the dried basis)

2. Identification

AN

3. Acidity or Alkalinity

ATITHW

4. Loss on drying

3.0% - 6.0% (180°, 4 hrs)

5. Tartrate

ATINU

6. Heavy metals

.
NMT 10 ppm yyd
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57801151 9 Potassium sodium hydrogen citrate granules 280 Gm

aalsznadaninguanssiil

1. Boen Potassium sodium hydrogen citrate granules 280 Gm

2. ansaianialy

2.1 31wy \luens 3UULY Fine-grained granules swsusudsemu

22 swudsznau lu 2.5 gm Usenaueae Potassium 11 mEq, Sodium 11 mEq uaz Citrate 27 mEq

2.3 MIULUIN uss‘{lum'm:msgﬁﬂ@aﬁﬂ

2.4 287N - sxq%am fIUUIZNALAILEAYUAZAMNLTI TUNRR i’uﬁvumq Wwufinde 18
naoudiuen waedinmiusnme edtaauusussanie

- IWMTULLTTIEN adwoﬁavﬁamq%am wiaamamsen gmUssnevuazuInan

WS99I LeUTikAe i’uﬁvumqvl'a"fﬂwu

3. amayianImana

3.1 Finish product specification"

1. USanmudendaty 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 AT

3. pH of solution 51-54

4. Loss on drying NMT 5.0%
Pawlydn 9
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12 ’lummamummuum NE.1/8.1 veefiiEmeTIoN wsauﬂaavtammwamﬁmumlﬂmmwmaawamntwfn
mu‘n’uumm 378 (ﬁmshed product specification) Ltawamﬂuﬂﬂmmwmam@mﬂu (drug substance
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3.1 Namsmafﬂﬁmﬁw‘ﬂmmwwﬁmﬁ'mﬁmaw’wam (Certification of analysis) ‘l.ums‘uﬁduﬂuﬁ'aazm

32 wamsmammsﬁmﬂmmwmn@waammmﬂm (Drug substance) ﬁl’ﬂumma@mmmuﬂu

mamamﬂuawwammuawwamm@m

3.3 'Lunsmmummzmmmmnmw 2 1 szdipalidumnniwdnenansdinen Long term stability anafifiv

wadslunsfowouiuaas LLawVLmumsmmmusaoLanmsmnwummwawmw
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3180150 10 Etonogestrel 68 mg for Implant

Al nAdINIngUaTIBE

1. Bamn Etonogestrel 68 mg for implant

2. amsganianaly

2.1 guluwy Duurisemanadin Sanguld infaudrumsfiuuas (Barium sulfate) ﬁm%’uﬁﬁquﬁnﬁ@

2.2 susznau  Usznaueay Etonogestrel 68 mg

2.3 MTULUITI Lwiamms{luqﬂnsrﬁﬁatm‘%’aoﬁa wiantefuneninde smiuldeinden (single use)

24 28N - s:u%am IUUIENaUAILIEIAYULAZANNLTY TUNEA fuéumq Wwuiinga wansdiou
@Fuen wseiimafiuinmenliedvtarsuunusaioed

- UWMNTUTLIIYEN amauawaasvwam wiaBarnamsd muﬂrnauuaﬂlwmmw

WSIVBILN LaUANER auzmmq‘hmwu

3. ANENITANINAKA

3.1 Finish product specification

1. USunadapndnary 90.0 - 110.0% of the L.A. of Etonogrestrel
2. Identification ATIU
3. Uniformity of content AT
4. Bacterial endotoxins msaa&i’mmuﬁsth Finished product specification
5. Drug release @lsmmu@‘m‘ﬁsquu Finished product specification
6. Dimensions of implant
- Length mmmumuﬁszq‘lu Finished product specification
- Diameter m’mhumuﬁsquu Finished product specification
- Skin thickness mi’a’eamu@l'n.lﬁ'izqtlu Finished product specification
7. Related substances / Impurity ﬂi’Jﬁlmumuﬁ.i:qlu Finished product specification
Gownludng

1. ﬁ’u,mmwrhmanmmﬁﬂé'%uaymvnmifuﬂnﬁ pudrsueniasmingluumindng ussduas (declare) UWAINR®
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1.1.1 lunydifidueiindaludsznelng nanefis ne2
11.2 'Lumtﬁﬁl,ﬂumﬁ']Lﬁﬂtﬁammﬂwssq nuwds ne.3
1.1.3 luns@fiduidhandnalszng wanads ne.4
12 ludratwnaouen ne. /.1 vesenfiauasan wibanpszdsaatamImununmnwusRaan
mu‘ﬁ"ﬁfuml.ﬁ U (finished product specification) Waz aﬁ’muﬂqmmwmadf@\qﬁu (drug substance specification)
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2.2 nsdfdineringroindradszina HHFadaslidnmuianiiifeiusasnasgunsndasan
wanInoiuLaE IS NMsRalunsHAAEN GMP-PIC/S (Pharmaceutical Inspection Co-operation Science) lag
WiaL91u PIC/S participating authorities atud1ga MuIaUMIATINEEY T@mﬁwamﬁ’usmﬁai‘yﬂs:mﬁ
szmenadidannsaiing
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3.1 NOMIATRVUAERMNHIASTTATUB IR (Certification of analysis) lumwjuﬁdatﬂué'aatiwa

32 Namsm’m%msw:ﬁqmmwf@nqﬁwaaé’amﬁwﬁzy (Drug substance) ﬁl’ﬁ’lumswﬁmmjuﬁa’mﬁu

61"1athovﬁmaa;jwﬁﬂmt,m:;gwﬁmfmqﬁu

3.3 lunsdidunadougnanannni 2 9 wxdaddiunwanonan1s@nm Long term sta ility @ aTiHN
Wudnlunsdsuenanuans u,a:'l@i’%'un'lsam'm%'usaaLanmsmngﬁéwmwaau?ﬁ‘n
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5180150 11  Tamsulosin HCI 0.4 mg prolonged-release tablet

mailsenadminauanssii

1.#o87  Tamsulosin HCI 0.4 mg prolonged-release tablet

2. ansangianaly
2.1 3uuuy Wueda gﬂuuuaanqvl%%u (Oral controlled absorption system : OCAS)
fnsusUEnn
2.2 gmdsenay  Usznaudlualzn Tamsulosin HCI 0.4 mg
2.3 mrueusny  usTaluursagdifivawans wia blister pack Jasiin Yasruanuiu
2.4 281N - szq%am FIULTZNOUAILIE A YUBTATINUTI IUNEA i’uﬁvumq weiinde wanadow
@suen LLaﬁﬁmﬂﬁu{nmm‘l’i’a&iwﬁ’ﬂwuuumsgﬁ'mﬁ
- UWLNIE aﬂwaﬁaﬂﬁaas:q%am W3aToN M IR §IULSNOU UATTWIARNULT
2831 LaufinGa i’uﬁvumq‘b"’z?mwu

3. amantAnImaha

wamsmm’?Lﬂﬂ:ﬁqmmmﬂu'lﬂmu Finished product specification ua= Drug substance specification
o a w g Qs v Qs A o . o 9
wé”'maammnmmmwmﬁmnu m‘lﬂwmtﬁﬂumamumwuﬂm:nsmmsmvmua:m ns:‘ns’sammsmqm
& X @ o w Al vy A w v o4 a A MW e ' '
mummmsuﬁl’nmoamaoLﬂuauuwmﬂmmmalﬂun'n ﬂivaSJL"nfJ‘iJL‘Y]"ILL@Lﬂu‘ﬂ@ﬂuﬂitﬂﬂﬂﬂitﬂi’N
A o Y- Y aa
mmsmqm L34 T:q@l’]i’lﬂ’] ‘hﬁ‘DRHUCﬂﬂfJW%i]‘!JENﬂﬂLZﬂSiMﬂ']iﬂi:ﬂ’)(ﬂi’]ﬂ']iﬂ

3.1 Finish product speciﬂcation“)

angalanmaia BP 2013
1. USunmaaendngy 95.0 - 105.0% of Tamsulosin HCI
2. Identification ATITNU
3. Dissolution time® 82818 15 - 35% 71 3 Falug

8z 45 - 65% 11 7 Tla
azaNY > 80% MAIIN 12 Falag

4. Uniformity of content ATIINIU

5. Related substances - Impurity H : NMT 0.5%
- The area of any other secondary peak : for each impurity, NMT 0.2%
- Total impurity : NMT 1.5%

A
(R NT12) KOO, SO UszmuaenIsunng
o a o
(WEand 330un9)

A A 4
[GEXi2) N S nITUNT (RI%D)..ecvecree. \\r\ .................... nIsuN3g
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3.2 Drug substance specification : Tamsulosin HCI o

Ammnianemana BP 2013
1. YSumdaendagy 98.5 - 101.0% of Tamsulosin HCI (Calculated on the dried substance)
2. ldentification ATINIU
3. Enantiomeric purity Impurity G : NMT 0.1%
4. Heavy metals NMT 20 ppm
5. Loss on drying NMT 0.5% (105°c, 2 hrs)
6. Sulfated ash NMT 0.1%
7. Related substances A. Impurities eluting before Tamsulosin. Liquid chromatography

- Unspecified impurities : NMT 0.10%
B. Impurities eluting after Tamsulosin. Liquid chromatography

- Unspecified impurities : NMT 0.10%
- Sum of impurities eluting before Tamsulosin in test A and after Tamsulosin in test B
: NMT 0.2%

ad ~ Y o . P ' i e w JVL was e o
waaing - nadinvemadeuudsmaiu waive) mamsseuiierzdniomsle Wuusaensmanguains i lduend@dae
- Drug substance specification Ra13an3nluAiaTewasinia drug substance w3alUAATIEW drug substance 189
© A o ar | a o d o
Aranduag atilearimih Silinsareiinnsiasunniadenismue

Gonludn g
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LR INER
1.1 'luﬁwﬁtynwsi‘fuwuﬁuuﬁw%’uzn (NB.2 N8.3 NY.4 LILANTIR)
1.1.1 lunsdifiduniindeluszinalng nanefs ne.2
1.1.2 ‘lunszﬁﬁlﬂummmﬁLﬁanwsl.l.ﬂamﬁg nnale ne.3
1.1.3 lunsd@ifdugntdranndnalszina nanefis ne.4
12 ludmatunziiowen ne.1/u.1 vasenfiawenan wisumuaziBuaiademImunug s TWIaIN ARt
muﬁifuﬂuﬁﬂu (finished product specification) Lm:iaﬁmu@qmmwmaai’mqau (drug substance
specification) nstﬁﬁa:is:mﬁamsmﬁ'uuuﬂmun”'[mﬁmﬁu AUV TEURMIMNEIBMTVOUT 1 (8.5)
VINIBY finished product specification Laz/%Ie Drug substance specification Immmm‘i’unamuﬂsmﬂﬂ
daznaanadidnnsafing usliiu 2 9 o Judszmeadssmanmidnniefing
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3. lNEIRMANTBINEWD IAT (Fwinwaie)

3.1 HanIATR ARV IWKEAA iYvBIKER (Certification of analysis) 1um§'uﬁdmﬁuﬁ‘msjw
3.2 Namsmaﬁt,ﬂﬁ:qummwﬁ'mq@“waoéﬁmﬁ'\ﬁ‘:y (Drug substance) Yﬂ‘ﬁlumsmﬁmméuﬁdatﬂu
@T’Jazhw'ﬁmao;‘dfwﬁmmtl,a:;jwﬁmi'mqﬁu

3.3 luns@dunsdousanannni 2 9 axdasfidunawananansdnw Long term stability aafids
wndulunsdonenunusns wazldsumsasuaiisasensnnglsunazesnisn »

3.4 luns@dunsiisugnantasnin 2 9 a:ﬁaaﬁﬁmmmwmzJNamsﬁnmmwm@‘hmaaLﬂmwuﬁﬁu
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