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AMANYLLANIZUDIEN
Leuprorelin acetate 11.25 mg powder and solvent for prolonged-release suspension for
injection, 1 prefilled syringe
(GPU 961497)
1. Feen Leuprorelin acetate 11.25 mg powder and solvent for prolonged-release suspension for
injection
2. quantdnaly
2.1 Uuuy watnuazthehazanela UsIgluNIEUDNan
2.2 dndseneu w1 viaen Usznaumiedien Leuprorelin acetate 11.25 mg
23 Mupussy  UsTluunsegiiflouesd
2.4 281N RANUUUSSYIRDesEyToe druusenoumendfey armuss Jundn Yudueny
inuindnuaziavnzidoumivelfognedniay
RANNUUNTUEUSSNenardesEyTan dauusznaufietdty Anuuse Sudy
1y WazlaviinGn
3. AruadutAnIamAlln
mamamw%miwﬁ@mmmﬁulﬂmu Finished product specification wa¢ Drug substance
specification 819899 nLadysvatuiieatu Fsldansidoudonmrnssun1se1msLasen nsensg
A151504G 198 gy $uiildsradasionduatuiiisumiwielminiwnnsgundusiiulasfunils s
UsEnAnsEnsIeas1sagy 1389 seyiiuen (@Uuil 2) wa. 2562 asiufl 3 nsngiau 2562 (assynaly
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Finished product specification

h) Test items Specifications
1. | Identification test ATITUABITTEY
2. | Assay 95.0 — 105.0 of the labeled amount of
Leuprorelin acetate
3. | pH 5.0-7.0
4. | Bacterial endotoxins Less than 5 EU/Syringe
5. | Content uniformity m’aﬁwhummﬁisqlu Finish product specification
6. | Residual solvent Not more than 10 mcg/100 mg
7. | Water Not more than 1%
8. | Drug release
-In 3 hrs Not more than 25%
-In 28 hrs 45-70%
-In 48 hrs Not less than 85%
/
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Drug substance specification #9519 NlUIASIEvREHEAR drug substance vsalulATIZY
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4. Roulvdue
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WAn st ATungLSeu (finished product specification) WAEUBMYUARNAINTBIINGAY (drug
substance specification) nim’f&ﬁagjiwdwm‘sm%‘ammmLmeLﬁmLamsé}’mLLuULaﬂmimiﬁuaLu"ﬂm
(8.5) w1 o finished product specification way/wse drug substance specification lagvauily
neuiulssmadszmasimdidnnseiing uagliiiu 2 U s Juussnmauszninsendidnnsednd

Laﬂms%’usaqmmg’mmsmﬁmEn

2.1,

2.2,

nsdlemdniudszndlne fuanfosdionarsiusemnnsgrunsaaneinamaninasiuagisnsfiaiu
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nInsIRdeulavinanisTusastisiulsznausznnsandidnnsetind

nsdlenindranaelssnd uandecdiionansiusesmnnsgIumnaneImuvaninasiLagIsn1saa
lundne GMP-PIC/S Tnguniaesu PIC/S participating authorities 38 current GMP (cGMP) 84
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3.1

3.2.

HANINTIIATIBRAUAINKER Suaiend15agUredudn (certificate of analysis of finished
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HANIIATIINATIEVAUNININGAUVIFIEd1AEY (certificate of analysis of drug substance) il
lunsrdnenguiidadushedneieosianeuazduaningiu
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3.3. lnasvisevangududumnuduiusseningunsndnvesingAudiendday (drug substance) 4o
3.2 flugumsnanvednsiueiendnsagy (finished product) 4o 3.1
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3.5. lonansiuseshilssuumafiunasdadasiiiu cold chain system Aldunsg i sumdninasi
Good Storage Practice (GSP) wag Good Distribution Practice (GDP)
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Diosmin 450 mg + Hesperidin 50 mg film coated tablet, 1 tablet

(GPU 304700)

Foen Diosmin 450 mg + Hesperidin 50 mg film coated tablet
2. auaudAnLly

2.1 3Uuuy
2.2 @uusenau
2.3 MUULUTITY

2.4 2810

[~ [~ a o
Wugdavinsudseniu
Tu 1 WinUsgnoudedaen Diosmin 450 mg + Hesperidin 50 mg

Y
UsTghuuntegiileunesd vise blister pack Yesuaiuiu

1 = P Y d' [ ! L wa
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AAINUUUTINMU9IRBITEYTREN druusenaumend Ay anuuss Junds Judueny

WUNNARLaZaYNZIUsURSUs T ag et aLau

AAINUUNYULUTIENegtoeRaseyTes diulsenaufiendify Auuse Judu
918 WAZLAVNIHER

3. gruautaniamaila

wamﬁmm"?meﬁammmﬂulﬂmu Finished product specification k@& Drug substance
specification 819899 nLadsTuatuiieafy eldannsidourennsnIsunIseIvIsuasen NseNI
a5nTauaY vheil wndyi3uiligrdaieaduatuiifisuvimielminiwasgunduhiulamuni s
UsEnANSENsI9Es15algY 1309 szysi3uen @Uufl 2) wa. 2562 astudl 3 nsnQIAN 2562 (asusznielu
SWAIYUAYIUT 26 nINgAN 2562)

Finished product specification

4o Test items Specifications
1. | Identification m’aﬁ]ﬁhumuﬁ’iaﬁﬂu Finished product specification
2. | Assay 90.0-110% of the labeled amount of Diosmin
90.0-110% of the labeled amount of Flavonoides
3. | Uniformity of dosage unit m’mmumuﬁszﬂu Finished product specification
4. | Disintegration time mi’aﬁlﬂhummﬁisﬂu Finished product specification
NG
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Drug substance specification s nluliAsIeueinan drug substance soluiiasnzs
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international Conference on Harmonization of Technical Requirements for Registration of

Pharmaceuticals for Human Use (ICH)
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AMENYULIANIZVDIYT
Bethanechol chloride 10 mg tablet, 1 tablet
(GPU 684280)
Ho81 Bethanechol chloride 10 mg tablet
2. quantAnaly
2.1 Uiy \Dugndaviinduuszmu
22 dwlszneu T 1 Wiauszneusieien Bethanechol chloride 10 mg
23 MUUrUTI]  UsIluwasegiileunend
2.4 281N AeNUuUSIYAResYyTosn duusznauiendifty anuuse Tundn 5’u§umq
iuinanLaziauzidoumiuelfognedniay
RANNUUNYLEUSSatnaaedessEyTen diuusznaufendidty Anuuse Sudy
91y uazlavTINGR
3. AuduUANIamAiln
Namﬁm’afﬁLﬂi’wﬁ@ma’]mﬂulﬂmm Finished product specification k@ Drug substance
specification 1819899 nLadesSuatuiieatu FeldennsifourenmuynIsunNIToMNTUALEN NTENTI
a1530uqY el wndysi3unligrdetesduatuiiiisuvimdelminiunasgunduiiulamiunis e
UsgMANsENsINEsIsagy (309 seysiiduen UUll 2) wa. 2562 asfuil 3 nsngiau 2562 (aeUsenielu
swiAsInpUNYITUT 26 nIngIAN 2562)
Finished product specification

U9 Test items Specifications

1. | Identification mwmummﬁ'ﬁsq’lu Finished product specification

2. | Assay 90.0% - 110.0% of the labeled amount of
Bethanechol chloride

3. | Dissolution Not less than 80% (Q) of the labeled amount of

Bethanechol chloride

4. | Uniformity of dosage units m’m&hummﬁizﬂu Finished product specification

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%

EEILTE)
- nsdiivemsifeundenisiiu (waive) Mmansandeudinsesisienisia Tduuanaonasndngiu
Fananilladsuoysiice
- Drug substance specification #1509 nlUTAT1eMvedgHEn drug substance wioludlaszit
drug substance vesfrdnendniagzy atulnatuwils Fsdimsnsanneinsunnidedidime
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AMENYUIANIZUDIY

Ispaghula husk 2.45 g/5 ¢ powder for oral suspension
(GPU 739925)
Foen Ispaghula husk 2.45 ¢/5 ¢ powder for oral suspension
2. AuandAnly
2.1 suuy Wunaiazaneinde lidufouniety dwmsuazarethiulseny
2.2 dwlsenau T 1 wesUsznausmedae Ispaghula husk 2.45 g
2.3 MYULUITIY  UsIghugesleain Hoafupmmity wazusTieilaaiuuas
2.4 a8 aanuUUssYt ety ylen daulseneusendifty Auuse undn fuduoy
iuindnnaziaunsiousiuelfetredaiau
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Finished product specification

b} Test items Specifications
1. | ldentification m’i’sﬁlﬁhumuﬁ‘izﬂu Finished product specification
2. | Uniformity of Weight m%}ﬂhumuﬁ‘isﬂu Finished product specification
3. | Range of mean weight 4.62 - 5.38 ¢/ Sachet
4. | Ash Not more than 4.0 % w/w
5. | Swelling index Not less than 40 mL/ 2.04 ¢
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