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AMANYZIANIZ YL
Leuprorelin Acetate 11.25 mg injection
1. Foen Leuprorelin Acetate 11.25 me injection
2. AuauiAnaly
2.1 juuuu wsguaziehazansla ussylunszuendn

faedAny Leuprorelin acetate 11.25 mg lu 1 viasn
UsIQluuntegiiiliouvosd
- syyleaniymiee wuie 3519 Yurdn fumineny weiindn wazdoudivenly
Yoy
3. auduUAnamaiia
Han13In329 AT IERAn A Imluluny Finished product specification wae Drug substance

q

2.2 dwsenay
2.3 NYULUIN
2.4 aan

o a s <l

specification #8148991niAdEA1TUATUIREITU FeldaanaiTouronmEnITUNITOMITUALE NTENT2
41515048 wgaﬁmﬁmﬁ%%’uﬁlﬁé’ﬂaﬁeﬁmaﬂuaﬁuﬁﬁU'Uwim%a‘[mjm'wmrﬁigﬂumf’t’w?ﬂ%'uiﬂﬁﬁwﬁamu
UTENIANSENINAIBITULFY L'%‘aﬁzqcci"mm W.A. 2561 asiuil 6 Surtau 2561 (asUsznialuseian
wunwiud 12 nuaius 2562) WAZUSENIANTENTNANSITUAY 1589 521381 @UUT 2) w.a. 2562 ag
fuit 3 nsnias 2562 (asUsemaluseisamuunwiuil 26 nsngia 2562)

Finished product specification:

49 Test items Specifications
Identification test mn%ﬂhummﬁiw
Assay 95.0 - 105.0 %LA
pH 5.0-7.0

Bacterial endotoxins Less than 5 EU/Syringe

AT UAIITEY Y EP

Residual solvent Not more than 10 mcg/100 mg

Water

Not more than 1%

Drug release

1
2
3
a
5. | Content uniformity
6
i
8

-In 3 hrs Not more than 25%
-1In 28 hrs 45-70%
-In 48 hrs Not less than 85%

Wndunsviadiosay yiwaans

AR
WNATNIRAUIDANS YIRFTURNS
NISUNTS

vdwaiy duadan

NSNS
Al
waynsriu sssulnim

N33UNTT N3FTUNIT




wihil 273 naudl 4 naueTfasnsTy (lBNATUUY 1)

4,

1)

2)
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fiavesiadpsdudiunnmeneienans wsuasmeiedesusoasnansiaudiisung svandunsail
wnansmslisuaygntunsieusiusniiesmielutszmalng uazduns (declare) umdandn
1.1. luddymstunafousiue 18un ve.2 ve.3 ne.a w3 8.2 uduinsdl
- nsdiimduiindelulsemelne vanede ne.2
- nsdiidugniuduiienisuteussy wineds ve 3
- nsdidugnudhananadssna wnete ve.a
1.2, fveBunzilou ne.1 wie 0.1 veswnfiauesia wieusiwanduaatenisniuauamuamyes
winfusinuiiiuneiou (finished product specification) wardanimuanmunmasingiu (drug
substance specification) n'itﬁﬁagjixwmn'lsmﬁ'sulmamfﬂmLﬁ'mﬁmsﬁaquuuLanm'ﬁm‘smam'ﬂ'u
(8.5) w3y finished product specification wag/#38 drug substance specification Tagaaudly
newiuusgnmausgmasmdiannsatind uaglifiu 2 ¥ u Fusemausemasadidnvseiind
LBNANSIUTRIATFIUNSHAREN
2.1. nsflowinluusenalng dudndasdiienarsiusonnnsgunsdneimundninausinagisnisiai
NSHANET GMP-PIC/S Tagwiagany PIC/S participating authormes mamanmssmaqmmmu
GMP rasdinuANENITNNNTEIMUALE NIENTHATIIUAY Termuatulaefinruaonads
uazvimisuiu GMP-PIC/S lumnagiitauens atudnaamuseunisasanaeulaeiinanisiusasis
TulsgmeauszninsaBiannsatind
2.2. nsdlgmindhansiedsuva gudadosiionatsiusesnnssiunmsedneauvdninaeinagnsia
Tumsudnen GMP-PIC/S Taamuasau PIC/S participating authorities 38 US cGMP w83Useing
dwdn adudganuseunsesivasy lneiinanisiusestiviulssmaussmesadidnuseiing wie
914AADATN LaIUANT
lenansANANYLEYBsETIELDTIAN
3.1 wan1sns9daseiguamnandusierdnieguvedndn (certificate of analysis of finished
product) lugnguitdaiiufiashs
3.2. wamsnResinuamIngAvyasiiend ity (certificate of analysis of drug substance) 71l
‘lumswﬁmmq‘uﬁdaLﬂuﬁuamaﬁg@mmﬁw5mUWLLaa§m§ﬂ"J’mqé‘m
3.3. nansviendangubudumuduiusseninsjumsudnvesingiuiendidty (drug substance)
1o 3.2 Mujumsninvessdndasiednsagy (finished product) 4o 3.1
3.4. HamsAny long term stability nasatasergvesefitunafoulifudninnuamenssumseis
AT NTENTIEANEISUGY
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6)

8)

3.5. nanssusaeiriiszuumaifiunasdadseniu cold chain system filsiunmsgiu snundninast Good
Storage Practice (GSP) wag Good Distribution Practice (GDP)

ienansuansisauedunividmdudninviofumudmielngase

RLIRRCR

5.1. flaupsnan fesdsiedetetinfes 3 meussytus Sulumunuuanineazdonldasudu
i musluidenuautivialudeiu

mUszugunENTidaay

6.1. pidesufinaiionglildlivesnin 12 Weu unniudsey

6.2. pnuInfidwouIzdasdsdnunmieluiurswanisiinssionjuiidwevrasuiauarly
Tseiingiuisvesiudnsuazinanngiuilindnejuiideey
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nda
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AMANHUANIZUDIEN
Dutasteride 0.5 mg + Tamsulosin 0.4 mg

o . .

87 Dutasteride 0.5 mg + Tamsulosin 0.4 mg
AausuUANILY

2.1 gUuuy Wusdinviaiulsemiu

22dwdsznau Tu 1 dinUszneususien Dutasteride 0.5 mg + Tamsulosin 0.4 mg
23 awurussy  Ussglunelinadn Yestuauiy
2.4 aan - seyilon dusznausiendiduaranuuss Tundn Tudueny w@alindn uasan
nabouiivenliodndamuuuussyios
- Uum‘uuv’u's'mEnamquaumaﬁvwammawam5m druusznaumenddgy
Auuse Suduany wasarinanl iy
AMANUANIUNATA

HANTIATIVILA sw*ﬁammw \Wulunu Finished product specification w8 ¥ Drug substance

specification 8198391 duRfvatuiioaty Saldanaiousoanenssunisemisuazen nsensae
21515044 ﬁ'aﬁné’%ﬁ'}%’ﬁ?i’t%wﬁaéfaqﬁ}uaﬂ’uﬁl,ﬁEmwi'm'%'a'lmjﬂ'J"mwmﬁmmf‘f’ﬁﬁﬁ'ﬂﬂﬁ'\%’uwﬁw'u:u
UsBNIANTENTNaNssneay Léaaizuﬁi'ﬁwm WA 2561 asiuil 6 Sunau 2561 (asszmalusivfanyiunw
Fuil 12 puanius 2562) uAZUIYNIANTENTNENSIITNUAY 1309 T2yi1s1en (UL 2) wa. 2562 asiudl 3
NIN{IAY 2562 (aaﬂssmﬂ‘lu‘:wﬁf\mumﬂwﬁ’uﬁ 26 nINHIAN 2562)

Finished product specification:

U0 Test items Specifications
1. | Identification test m'nsacémmuﬁisxq'[u Finished product specification
2. | Assay Dutasteride 0.475-0.525 mg/cap (95.0-105.0%)
Tamsulosin HCL 0.380-0.420 mg/cap (95.0-105.0%)

3. | Dissolution mwmumu'ﬁ'ssqiu Finished product specification
4. | Uniformity of content mwthumuﬁ?zulu Finished product specification
4. Gouladug

NLaua’iﬁﬂmawua'}l.mmwmaLana"l'i wiaummaua'ﬂa‘iu'ia&l,anmﬂﬂamua'm’m swanduaieil
1) Laﬂm‘im'ﬂmuaum’mmuﬂmuU'umEUUWLwamwmﬂTuﬂimwﬂm warduns (declare) unasudn

1.1. 'LUﬁ']ﬂfyﬂ’%S‘EJUWL’LUEJUGﬂiUEﬂ 1AuA 8.2 8.3 ne.4 ¥ 8.2 UauAnsel
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5)

ainduefindalulssindlne vuneiis ne.2
gidugniduionisudaussy maneis ve.3

-
- N3
- nsddugnidhandisszma waneis ve.a

1.2 dvatuvsidou o1 wie 8.1 veseiauesinn wieussanduaadonisaruauaunngos
wn S uiituneidoy (finished product specification) uazderimuaamunintesingiu (drug
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AMANYMZIANIZYDEN
Diosmin 450 mg + Hesperidin 50 mg Tablet
1. Foen Diosmin 450 mg + Hesperidin 50 mg tablet
2. auaudAnaly
2.1 3uuu Wuediawiaiulsemu

22 dudszneu Tu 1 wiausznaumesaen Diosmin 450 mg + Hesperidin 50 mg
23 mauussy  usToluusegiliilsmand vde blister pack Jeatuauiy
2.4 aann - szydesn dlsznaumindfguazaunse Tundn Yuduony wauiindn uaziay
nzidoudivenliodredmauuiusigding
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3. AuauUiniumaia
nan1snsradasizinnaimiiuluniy Finished product specification wag Drug substance
specification fi819Bea1nmadusrduatuidisaiu dsldvanzdoudonuenssunisemisuazel nsensn
asnsugy vedinduiiuiilddededonduatuiiiivunimdelmininnasgunduiiiuladdunienny
UsENANTENT9asn T gy (30a3eysiisnen wa. 2561 asiudl 6 Suaiau 2561 (asUsznialusiviann
yunwiuit 12 puaius 2562) uazUssmansensnatsgy Soe ssyiisien @dufl 2) na. 2562 ag
$uil 3 nsngrAn 2562 (aaUsemAlusvfeaiyununiuit 26 nangiau 2562)
Finished product specification:

U9 Test items Specifications
1. | Identification asvaruAissylu Finished product specification
2. | Ysuuaendidgy 90.0-110% of the L.A of Diosmin
90.0-110% of the L.A of Flavonoides
3. | Uniformity of dosage unit (weight mw&humuﬁwu’lu Finished product specification
variation)
4. | Disintegration time m’mhumuﬁisq'lu Finished product specification
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ARENBUTANIZYBIEN
Bethanechol chloride 10 mg tablet

Foun Bethanechol chloride 10 mg tablet
AuANUANALY
2.1 guuuy Juguinviniudszn

2.2 dwUszney 1y 1 Winusznaumesien Bethanechol chloride 10 mg tablet
23 urussy  usTRluuneagiiilouwees
2.4 aan - 52yTee1 dwdsznauimendAguazauuss Tundn Tudueny lavrindn wazay
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HAaN1Im57 %"‘;mexﬁqmmw Wulumu Finished product specification uaz Drug substance

i . o v b o o o L7 =l s o L4 o4 1
specification 1819843 1nad¥A1TuatuReIiy FelaranioudanuenIsuNITOIMMITUALET NTENTN
415158 Ml dvarsunliddsdsatuatuidisuinviolniniuinsgundydrsulamiuniemiy
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UI¥NIANTENTNAIGITUEEY LTDITTYAISIET WA, 2561 aaTud 6 Surau 2561 (aaUsznialusiviae
WUNWIU 12 QUAITUS 2562) wagUsenANSsNINEISITNGY 1383 53Ud15181 (QUUT 2) w.a. 2562 a9
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Finished product specification:

5 Test items Specifications
1. | Identification mfmmumu'ﬁixﬂu Finished product specification
2. | YSuneusendidgy 90.0% - 110.0% of the L.A. of Bethanechol chloride
3. | Dissolution Not less than 80% of the L.A of Bethanechol chloride
4. | Uniformity of dosage units m'i'ai}ai’lumuﬁﬁm‘l.u Finished product specification
5. | Organic impurities

- Desacetyl methacholine Not more than 1.0%

- Any unspecified degradation product | Not more than 0.2%

- Total impurities Not more than 1.5%
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