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3.1 Finished product specification:

49 Test Items Specifications
3.1.1 | Identification Meet the requirement

3.1.2 | Assay 95.0 — 105.0% of labeled amount
3.1.3 | Content uniformity Meet the requirement

3.1.4 | Drug release Meet the requirement

3.1.5 | Impuirities
Chromatographic purity:

- Depropyl-rotigotine NMT 0.40%
- Dethienylethyl- rotigotine NMT 0.30%
- 7,8-Dihydronaphthol NMT 0.20%
- Any other single impurity NMT 0.20%

- Total impurities NMT 1.00%




U0
1.%9® Dissolution tag Uniformity of dosage units TALUULONANSUANISI188XIBUANANIIATITIATIERIINT AL
swazideamduiavlilulu CoA

2.nseiMameLdoundanisiiu (waive) N1sasavaeulinsensensle Wdulanuenamangudnannlasueyda

4. NMSANWIDUY

4.1 Long term stability ANUDIEEN

4.2 In-use stability N/A

43 | dmsfinw TE N/A

aa | msvudouvedlavewiin Tiuanuenastoyanmsuudouveslavemiin

1aun Heavy metal %39 Elemental impurities

(Risk assessment report)

5. Roulvdu
fauemendesiuduunmdisenans nfevasmeiioteusonenaslasifiisunavanden il
5.1 wnansfildsueugniunadousiusfiosminelulssmalng uazduns (declare) undsudn
5.1.1 Tuddymstunsilowsiifuen Wun ne.2 .3 1o.4 3o 0.2 udusinsel
5.1.2 Tudwetunsidou ve.1 vido v.1 vssefiiaussin wioussandeaitonmsniuguamam

a

vaInan A unTungidsu (Finished product specification) wagdannunaunInveingau
(drug substance specification) nsgifiog seninansiuagunlatui luiiufinzdowuuena1sNIg
vaunly (8.5) umdau finished product specification Wwaz/w3e drug substance specification

5.2, 1BNANTIUTOIIATFIUNTHAREN
5.2.1. mmgmi‘iw’mmmamm Active Pharmaceutical Ingredient (AP)) daslasuni1siuses
WHO GMP %38 GMP PIC/S Wintu Las Wik uuLanasHhand

5.2.2. 119551415991UN19HEAY8Y Finished product (FP) fadl@sunissusessnnsgiu GMP PIC/S
whtundenuuUNaTLan
5.3 LONANTAMAMYBILTILAUDTIAN
5.3.1 Nan159 5193 RRUN NHERAugied1593UvedNEn (certificate of analysis finished
product) Tugnguildadusoeis
5.3.2 nansnsIa AR IngAuTesiaend Yy (certificate of analysis drug substance) 7
Hlunswanefuiidaduesvimesinaneuasininingiu
5.3.3 LONA1TNI VAN IUHUIUANUFUNUTTENINTUNTHAN VBTN AUTDIRIEEALY (drug
substance) 90 5.3.2 fusunsndnveandnsiugiendniagy (finished product) 98 5.3.1.
5.3.4 nan15Anw1 long term stability maamj"mmqfuaaaﬂﬁ"ﬁumzL‘ﬁaul*ﬁﬁuﬁwﬁfﬂmuﬂmzﬂﬁmmi

9IMTHALYT NTENTEANTITUGY (E15)



5.4 msUszrugun W Tidsey
5.4.1 gnitdsueusiosionglitdosnin 1 9 fuaniudwueu
5.4.2 gnnnfidsey wdesdsdnunnieluiusemanmInrvlinsgiouiidaey
5.4.3 nsdliimihesvnsvinsquiiegseniidseuiiiedmsaineinuan mieswnisazrh
wifsdofeswaiiedis lnofiauesian (§v1n) axdesdsiiudnnuduiudiviiesvnisdmnsn

Bnszinaziludsuinveuailddneinertedunisnnaiesizinunin nsdiinuineiliduly

U

AIUANANBAULIANTE MIIBT1VNTTV0aNIUANELUTUN TN LaUDIIAEIAINE1IVOILAURTIAN

Y a

(He) uag/viennanluaisialy

Y
5.4.4 fiauesnan (§v1e) Igdessulfuendisunlnavuneny vivellaiinnisidenan niigusens
a9 noufnun lngldfiteuly

=

5.4.5 LlONASLENIINTFIUNISINNULAZNSE18EUAT (GSDP) Aol@3unissusesssau WHO 13e

PIC/S Winthu

' [

5.5 Jiauesan ((ve) Buserlienidndysneuasuimug il
5.5.1 nstikanIsduanvieTeiend lnsnafinermaninisunng vieesufuinisildunmsgu
ISO/IEC 17025 wan1sasavdasizibiilulunuunnsgiudeniivun
5.5.2 nadinAndusisviaignidonifvAuaniiomarnlasdtnaunmuznssunisomauazely
Puanevesdynarionsang

o o

5.5.3 ﬂ'ﬁajwuﬂﬁgmﬂmmwmﬂmﬁﬁmadmaﬁaﬂas%w%waLLasmmUaamﬁ'&JﬁiaQﬂaEJﬁiﬁ'iuum

5.6 M TvNTTeaUANElisuRsANEn sl TiTiusy TRgnidsniiuAulaeditinnuamznssunis
asiareluszeziian 1Y

5.7 enfiausazdadliiiusmmuiifinnsussmavesaniznssunsivunsanans wassanludayTemdn
WhsATENsUsENIA LazmnaevdainisUszmanainatsuasseiutyevdnuienalug fiauesian (ue)
wdesUsunalilifusmaulsznavesnuznssumsimunsianans Tnefina o Jufissynuusenia waznsdli
saludsenAruenITINSAmMuUATIAINaIazsIAtulsenady e manuisy 1ilinseiu Tiganusainig
Usgnadifisnansinagn

5.8 lunsaiffldendunuuazsesonansuansdevdivessiiiunsiusesndinnuangnssunisems
uazen fuansheniuideudfifeuniniueduuulumnneildlunssmvshiu

5.9 flaussadiosdsinegweegietios 1 mhoussyiudt FudufuvuianiseaziBonldasuiumud
svupluiadennaut® d1eiu nsdliamnsodsfogneenld Wssyngua ilududgasidevesnuenssunis
f1sauna Insaunsndeiogenldi Wanthauuinsedun e u fewssgunuuinsadanviugd eas
faendi¥aunyasal (m.) Suldfu ns. 043363602 lutuasiansens Ghidausadnddldnoudimiusdosls)
\Auanfifmue)

5.10 AvesETiiausiofuInsAEnNgnsTes YN (1 nA 0417/2177 asiuil 24 wardnioy
W.7.2549) Fosldiiusiandnadavesend nsutadnarsfivunsiadnld (reimburserment price) wagvnatewdsd

n15U5¥n1A51A181989904879 nsudy@narsimuasiandnle (reimbursement price) vl fiauasinn ({u1e)

CS) i3 £

efpslfuanimadlaeiiiomuiunmuienugnsvensudydnadazdethiiiunagdweseniinsudey

o

6
Y
Inang

mMuunsIAndnle (reimbursement price) Tnedlua a Tufiseyauusena

)



