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Dutastetide 500 mcg + Tamsulosin hydrochloride 400 mcg capsule, hard
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3.1 Finished product specification:

UD Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay 95.0-105.0% of labeled amount
3.1.3 | Uniformity of dosage units Meet the requirement
3.1.4 | Dissolution (Dutasteride) Not less than 80%(Q) is dissolved in 60 minutes
3.1.5 | Dissolution (Tamsulosin HCL) Acid stage at 2 h: Not greater than 10%

Buffer stage at 3 h: 40-70%
Buffer stage at 7 h: 280%

3.1.6 | Degradation products
-Any unspecified degradation Not more than 1.0%

-Total degradation products Not more than 1.5%




3.2 Drug substance specification:

Dutasteride

-Any other impurity

-Total impurities

4o Test Items Specifications
3.2.1 Identification Meet the requirement
322 Assay 97.0% - 102.0% of the labeled amount
323 Specific optical rotation +15.0 to +25.0

324 Water Not more than 0.2%

3.25 Impurities

Not more than 0.1%

Not more than 2.0%

Tamsulosin hydrochloride

D) Test Items Specifications
3.2.1 Identification Meet the requirement
3.2.2 Assay 98.5% - 101.0% of the labeled amount
323 Sulphated ash Not more than 0.1%
324 Water Not more than 0.5%
3.25 Impurities
-Desethoxytamsulosin Not more than 0.1%
-Any other impurity Not more than 0.1%
-Total impuirities Not more than 0.2%
3.2.6 Enantiomeric purity Not more than 0.1%

4. MIANWIDU 9

4.1 Long term stability ATUAIUDEYN

4.2 In-use stability N/A

43 | Insfnw TE N/A

aa | myvudeuvedlavewiin Tuanuenanstoyamstutouvadanginldun

Heavy metal %38 Elemental impurities (Risk

assessment report)




KUY
- 9

1.%1%0 Dissolution wag Uniformity of dosage units TluULONATLENIT1882LDIANANITATITIATIEANINTT LAY

srvaztduamdusnavlilulu CoA

2.n30IN9ANLEULTINSLIN (Waive) N159539a0UIRT1ens1en1sle IiulansenansnanguainaIntasuayds

5. Reulvdy

fiauesadiesdudiunnimdieionans wieuasmediedosusesonaslaeifiiswnaneanden il

5.1 wnansfildiusygndungdeuhiveniosminglulssmdlye warduns (declare) uvdsuan
5.1.1 TuddnistuneDeusmiue o ne.2 ve.3 ne.4 vide 0.2 udusdnsdl
5.1.2 Tuiwetunsidou ve.1 vi3e 8.1 veseniliaussia wiouneazdenitonisaiusuamnin
voswdnfasinuiitungidou (Finished product specification) uazdioruunamninves ingiu
(drug substance specification) nsdifiegszmitsnsiasunvaudluifisfuogdeauuuienasns
vaunly (8.5) umdau finished product specification Wwaz/w3e drug substance specification

5.2. lBNANTIUTDWINTFIUNITHANY
5.2.1. mmigmi‘iwwmmamm Active Pharmaceutical Ingredient (API) faglasun155uUse9

WHO GMP #4138 GMP PIC/S \Ntu Lagn3auuuna@swand

5.2.2. 11953141599UN15NEAY0S Finished product (FP) fadl@sunissusessnnsgu GMP PIC/S
WINTUNSBUMUULENANTUARS

53 Laﬂﬁ’ﬁﬂﬂm’]W‘UaﬂEJ’]ﬁLﬁ‘LJE]i’]ﬂ’W

L4 a

5.3.1 Nan159 I3 NHAR S ugied153UvednEn (certificate of analysis finished

q

product) lugnsuidadusiogns

'
o w a

5.3.2 HANINTITNATIVIAUNNINGAUVRIIENEAY (certificate of analysis drug substance) 1

o

o a

Tlunsndnenguiidaduegaivesindneuazindningau

q

[

5.3.3 lona1nsenangiududunnuduiusseninegunisuanvesingavvesfiendidgy (drug
substance) 9 5.3.2 fusun1srAnvewanTaueie1d1593U (finished product) 98 5.3.1.
5.3.4 nan15An1 long term stability maamj"mmsfuaamﬁﬁwzLﬂauiﬁfﬁuﬁwﬁmmﬂmmismmi
PIMNIUAZEN NTENTNEATITUEY (E1T)

5.4 msUsziugunwenTidsueu
5.4.1 gniidsneusiosiongliitesnin 1 Y fuaniudwueu
5.4.2 gnnnfidsey wdesdsdnunnaeluiusemanmInnvlinsgiouiidsaey
5.4.3 nsliimihesvnsvimsguiegieniidmeuiiiodmaiineinuam miesvnsassi
wifsdefoswoiiogns Tnsflaussian (une) axdesdwfiudnmudnouiiviiensnisdingg
Ansgrinazidudiuiaveualddofifsdeddummmaiemesiguaiw asdifinuietliduly

AINANANBAUZIANTE MIBT1TN15V0aUANE LIS URAITULENeTIAEIRINEITBILIAUDTIAN

(Hve) waz/viednanlunsisialy



4

5.4.4 giauesian (§v1e) agdesiuldguguilesilndvuneny viseldlaiinnsidenanimmigusenis

a9 noufnun lngldfiteuly

=

5.4.5 LlONASLEANINTFIUNSINNULAZNSEA18EUAT (GSDP) fodl@3unissusesssau WHO 13e

PIC/S Wit

' °

5.5 flauasnn (§une) Buveslienidndyaneuasuiivug Al

)

¥

5.5.1 NIANANTAUNTIVBATIZEN Tnensudnemansnisunng wseviesuuanisilaunsgu
ISO/IEC 17025 wan1sasavdasizibiilulunuannsgiudeniivun

a o 4 a

5.5.2 n3findnduriesiiatgniseniiuAuainviemainlagdinunnznssunsemswaz ey

o

BRNANVDIF YY1 T ALY

(e}

553 nadinullymamuamaneiifienduadeUsyavsuauasmiutasadorogiheildsue

5.6 Wihgwnsveanuanslisuinnsanansueieiiuse iignidenifiuAulasdrinauanenssuns
gnsharelussezan 1 Y

5.7 flausazdedliifusammudifinsusmavesnnznssumsimuananas wagsalutyTemdn
WisATENsUsENIA waznnevdsinisussmananatsag s ludyTomdnuisndlu lauesian ()
wdesUiunaliliifunmalsznmavesnuznssumsivunsianans Inefina o Fuflssyniuusena uaznsdli
salulszniAruznITUNITMUUATIAINaLar TIA luUsE nAdY TemdnuisrAlinseiu Tuganiusiaini
Usgnadiflsansnagn

5.8 lunsaliidldendunuuazdesienansuansdoudlivesiiiunsivsesndwinnuanenssunisems
uazen fuansheniuideuddifeuriueduuulumnneildlunmssnvshiu

5.9 flaussadiosdsinegenegisiey 1 mheussyiudt dudufuvuianisazidonldasuiumud
svunluiadenmaut® d1efu nsdliamnsadsfogneeld Wssyngua ilkdudgasidevesnuenssunis
fnrsauea Insanunsndsiegaenlad Wnthauuimsedaviud a vesszyunuuimsndaiviu 0113
faendiiwuyasal (m.) duldiu ns. 043-363602 TuTunaziiamenis Ghiannsodedslddeudimiusdosls
\Auanfifmue)

5.10 swmmaﬂmﬁLa‘uaLﬁaﬁﬂmz:Lmmmamuqmmamimﬁm%ﬂa’m (7 nA 0417/2177 awiuil 24 WEAINEUY
W.7.2549) Fosldiiusadradavesend nsudadnarsivunsiadnld (reimbursement price) wagnnatewdsd

N15U5¥n1A51A181989904819 nsudy@narsimuasiandnle (reimbursement price) vl flauesinn ({u1e)

v

il
Y
efpsUTuansmadlaelieAuiusImenNgnIveInsutgnanudiadediinunaisndweseiingudnyd

[ALEN

Amuns1Adnld (reimbursement price) Tneiina a Juilszyaiuusznie

]



