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‘i’lzm’li'ﬁ 1 Alfuzosin HCI 10 mg extended-release tablet
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1.8om1  Alfuzosin HCI 10 mg extended-release tablet

2. amansanaly

2.1 guuuy Wuenida gﬂuuuaanqnﬁfmu fwnsusudemu
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3. AENTAMIINATA
.2

3.1 Finish product specification

1. Banmdaendny | 95.0 - 105.0% of the L.A of Alfuzosin HCI 90.0 - 110.0% of the L.A of Alfuzosin HCI
2. Identification anwhn | anwiu
3. Uniformity of mass | €3290 % AU

/ Uniformity of Dosage

units

4. Related substances | - Impurity D : NMT 0.5% - Deacylated alfuzosin : NMT 0.40%
- Impurity E : NMT 0.5% - N-Formy! analog : NMT 0.30%
- The area of any other secondary peak - Any individual unspecified impurity : NMT 0.20%
T NMT 0.2% - Total impurities : NMT 0.80%

- The sum of the areas of any other secondary

peaks : NMT 1.0%
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3.1 Finish product specification

(M42)
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5. Dissolution test avI9dIn Test 1
® L1 Each Tablet :
fam 1 $alue : azenn 10 - 20%
fiom 6 9alus : sxane 40 - 55%
e 12 $alus : azene 65 - 85%
fam 20 Falae : azanelaiteundn 85%
® |2 Average of 12 Tablets complies with L1
and each Tablet :
fian 1 ks ez 9-22%
fiam 6 93lug : fxanw 36 - 61%
fivm 12 93l : avenn 59 - 94%
fivam 20 Falus : axanelaistenndn 77%
[®L3 Average of 24 Tablets complies with L1, NMT 2
Tablets outside L2, and all Tablets within :
fan 1 %l axane 8 - 24%
finm 6 $alue : azann 32 - 66%
faa 12 43lus : avan 52 - 102%
fivam 20 $alws : szanelaianndn 68%
%38 Test 2
fiam 1 9alue : sxelsivnni 20%
fom 3 9alas : seene 15 - 35%
fam 12 F2lu9 : avene 50 - 70%
fian 24 Falws : avanelaistannsy 80%
938 Test 3
fam 1 9alas : sxmelalinnnd 15%
fam 6 Falue : azenn 20 - 40%
fiam 12 $alus : avaw 45 - 70%
fion 24 Falus : azanolaivesndn 80%
%38 Test 4
fiam 1 dalus : sxelalunnd 30%
fiom 6 $alus ; azanw 40 - 60%
finm 12 Falus ;v 65 - 85%
fiam 20 Falws : avanelaitannd 85%
38 Test 5
fiam 1 9l : szwliannn 20%
fam 3 Falw9 : sxanw 20 - 40%
fae 6 $lu9 : axenw 35 - 55%
finan 12 Falus : avan 60 - 80%
fian 20 Falws : sxanelaitenndn 80%
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3.1 Finish product specification

(142

Gh))

5. Dissolution test (¢18)

ATIHIU

#3a Test 6
- o
Aam 1 Tl
a o
At 6 Tala
A 12 dalus
fivaan 20 Falue

: azanellanndi 30%
: azane 45 - 65%

: AEa8 70 - 90%
: azmnlidosndn 85%

#30 Test 7

'
=

w1 $alus
6 $alua

: gzanalalannndn 25%
: AZAND 40 - 60%
: LAY 65 - 85%
: azaw iveendn 85%

2.

VIR

=

A 12 Flas

fiamn 20 $alue

n.

3.2 Drug substance specification : Alfuzosin HCI 0@

98.0 - 102.0% of Alfuzosin HCI

(anhydrous and solvent-free basis)

1. Tanmeindingy | 99.0 - 101.0% of Alfuzosin HCI

(anhydrous substance)

2. Identification AU @770
3. Residue on ignition - NMT 0.1%
4. pH 40-55 40-55

5. Related compounds | - Impurity D : NMT 0.2%

- Unspecified impurities : NMT 0.10%

- Deacylatedalfuzosin : NMT 0.20%
- Any other individual, unspecified impurity

- Total impurities : NMT 0.30% : NMT 0.10%
- Total impurities : NMT 0.30%
6. Water NMT 0.5% NMT 2.0%
7. Optical rotation - -0.10° to +0.10°
8. Sulfated ash NMT 0.1% -
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1.1.3 Tunsdifdugridhananadsane nansfls ne.s
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518n15N 2 Doxazosin 4 mg sustained release tablet
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1.#amn  Doxazosin 4 mg sustained release tablet

2. ansaasiana lu

2.1 3uuuy Wuedia ;nJuuuaanqn%ﬁm (Sustained release) #WIUIUUTENU

2.2 ulsznay  Usznaudia@ien Doxazosin mesilate 'ﬁ'augaﬁ'u Doxazosin 4 mg 1w 1 1iia

2.3 MTUTLIN msq’luumagﬁuﬁuuﬂauﬁ w30 blister pack Jag¥n

2.4 287 - i:q%'am AU TNEUAENERYUAZANALTI TUHAA i’uﬁvumq inufinia wasiaamaion
dnsuen Taghedauuiussasioet

- IWMTULLTIIN asj'wﬁauﬁ'aﬁ:q%aU'm?a"lnamqmsﬂ"'] FINUTENOLURSTWIAAIUUTY

20387 BUAKER a"u?«vumq 1i%aian

3. gmauu‘ﬁmomnﬁn

3.1 Finish product specification"”

1. Yhnmammdagy m‘zamumuﬁs:qlu Finished product specification

2. Identification mwpi'mmuﬁs:q'lu Finished product specification

3. Content uniformity m-rmhumu?’is:qlu Finished product specification

4. Dissolution ﬂﬂwhu@nuﬁs:q'lu Finished product specification

5. Impurity / Related substance mﬂamumuﬁszq'lu Finished product specification
3.2 Drug Doxazosin mesilate”™"

substance specification :

98.0 - 102.0% of Doxazosin mesilate 98.0 - 102.0% of Doxazosin mesilate

1. YBnmdamndagy
(anhydrous substance) (dried basis)

2. Identification ATIVY AU

3. Appearance of solution ATIWU -

4. Related substances - Unspecified impurities : for each impurity, | - Terazosin related compound A : NMT 0.3%
NMT 0.10% - Doxazosin related compound A : NMT 0.25%
- Total : NMT 0.3% - Doxazosin related compound B : NMT 0.25%

- Doxazosin related compound C : NMT 0.256%
- Terazosin related compound C : NMT 0.25%
- Terazosin related compound D : NMT 0.25%
- Doxazosin related compound E : NMT 0.25%
- Doxazosin related compound F : NMT 0.25%
- Any unspecified impurity : NMT 0.10%

- Total impurities : NMT 1.0%
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3.2 Drug substance specification : Doxazosin mesilate™ (Gia)

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 ppm
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2. Drug substance specification AT13anINIUANTIZHVBIHER drug substance n3oludiaTe drug substance V89
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3. Nnmiﬁﬂﬁmﬂ:ﬁqmmwm wWwluena Finished product specification W&t Drug substance specification
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1.4 luddgnstunadieudiim (me.2 ne.3 ne.4 ufuend)
1.1.1 Wwnsdiidusiingalutszandlng wanedy no2
1.1.2 luns@fdusnhdienauteussy wneiy no.3
1.1.3 lunsd@niduenindrandratssing nunedy nu.4
12 ludetunadousn no./u.1 vestndiauemen ws’auﬂuauﬁumﬁ'ﬁanwﬂ’auquqnmwwwamﬁmﬁm*ﬁ
muﬁ’ifun:tﬁuu (finished product specification) LLa:'lTaﬁwuﬂqmmwmaﬁmqﬁu (drug substance
specification) nstﬁﬁa‘gﬁ:m"aomstﬂsuuuﬂaauﬂmtﬁutau ATEDILBLLENETENIIANTEMTVaLN 1 (8.5)
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2. 1aNENTILIDINATFIBMTHAALN
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lun1swRaen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taunizeu PIC/S participating
authorities W38 ﬁLanmﬁ'maammgwmwﬁmmmwé’nmmﬁua:ﬁ%msﬁﬁ'lummﬁmuwaaﬁnﬁnmu
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22 msdfiTwenindronanalsana fudadad LONAIITLTINATIUNTIHR AL T URE
’a'ﬁ'msﬁéﬂummﬁmm GMP PIC/S (Pharmaceutical Inspection Co-operation Science) Taswianau PIC/S
participating authorities W38 GMP clearance RULAAMNIBUNIATIANOL Taufnan1ssusasdninlszme
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341 Nan'ﬁmﬁﬁmﬂ“ﬁqmmwué‘mﬁmm’ @1 T93Uva9gHAR (Certification of analysis of Finished product)
'lumsuvmtﬂumama

32 Namim’m’nﬂi’lmﬂmmwmnﬂumaom mﬂ’mm (Certification of analysis of Drug substance) ﬁl‘ﬁ
T.umswammqunauﬂumammwaog«luammuaquammqﬂu

33 Lanmsvﬁav\é’nmuﬁuﬁ'um'mé’uw"ufs:whos‘ummﬁmaafmnﬁwaed‘z @AYy (Drug substance)
49 3.2 nmummawaawammmmmmsﬂ (Finished product) 98 3.1

3.4 NAN3FANBY Long term stability e\aaﬂmammlaoU'm-uwn.Lur.lu‘hmJmunmuﬂnunﬁumsmmma.
E1 NIENTNITVIUY

3.5 nsmmmaua‘lu‘l'nmwuuu (original drugs) daaliniRauaaIn1snasay Bioequivalence 'DENLI'm
nallSsuisutusaueuy lasdinnidnmdaadulanamaninueiuszumujudlumsdnmaiauysves
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7. minsm’nn'mlaamuﬁn‘f‘lﬂ%’uﬂmsmwﬁmﬁmﬁmﬁﬁﬂnﬁgm‘%‘unLﬁuﬁuTﬂuﬁwﬁnaﬂuﬂmnssunws

awsuazenluseaziag 1 ddawsudsemadsznienadidnansaiing

nangwme) : §19833N
1 = General requirement T83WNAa1FUANTD Finished product JUuULENLiA
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 2016

4 = The United states Pharmacopeia 41
5 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies ua:sjﬁamsﬁnm%—m-szﬁniwa
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1. o Oxybutynin chloride 5 mg tablet

2. amaianly
2.1 pluuy Wueuda dwmiuiudsemu
2.2 sulszney  Usznaudandaun Oxybutynin chioride 5 mg 1 1 Ll
23 mauzuany  ussiluusaalfisuWasd wie blister pack Ltazussqﬁm‘rfﬁmﬁuum
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3. AmMANIANIINAKA

3.1 Finish product specification‘""z’

1. ﬂ‘immm“dmé'm"ry 90.0 - 110.0% of Oxybutynin HCI | 95.0 - 105.0% of Oxybutynin HCI

2. Identification ATIVHY | e

3. Dissolution sxanplaitaanin 80%(Q) of the L.A. of . | nranslalstaunin 70% of the L.A of
Oxybutynin HCI melwam 30 wafl ., | Oxybutynin HCI Aeluaan 45 wadl

4. Uniformity of dosage units ATIHIU ATIVTW

5. Related substances - - Oxybutynin impurity A : NMT 1.5%

- Phenylcyclohexylglycolic acid : NMT 0.5%

- The area of any other secondary peak

: NMT 0.2%

- The sum of the areas of any such secondary
peaks : NMT 0.5%

3.2 Drug substance specification : Oxybutynin HCI"®

1. YInueendnagy 97.0 - 102.0% of Oxybutynin HCI 99.0 - 102.0% of Oxybutynin HCI
(calculated on the dried basis) o (dried substance)
2. Identification AU | 939U
3. Melting range - 124° - 129°
(aq%a) ......................... "-L ..................................... UTeFIUATUSNIINNIS

wwanmd aflyaana)

A A .
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3.2 Drug substance specification : Oxybutynin HcI™@ (da)

4. Specific rotation

5. Chloride content 8% - 10% -
6. Residue on ignition NMT 0.1% -
7. Heavy metals NMT 20 ppm 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 chioride
: NMT 1.0%

- Ethylpropyl analog of oxybutynin chloride
: NMT 0.1%

- Any other individual 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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