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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 the labeled amount
313 Uniformity of dosage units Meet the requirement

3.1.4 Dissolution Profile

-1h 30 - 50%
-2h 45 - 65%
-4h 60 - 80%
-6h 70 — 90%
-8h > 80%

3.15 Impurities
- Individual <0.1%
- In total < 1%




NUELIA

1. ¥t Dissolution way Uniformity of dosage units TAWUUBNETSLARNIIIUAZIDIANANITASITIATIEAMNA LALLDS

srvaztduandusnavlilulu coa

2. nstivaandoundinIsiiu (waive) MINTINEOUIATIENTIENTIA IBLLEALONAISUANFINRINATINLATUDULR

4. NSANWIDUS

wa

4.1 Long term stability ANADIEEN

4.2 In-use stability N/A

4.3 | Inmsfinw TE N/A

a4 | mavudouvedaveuthn Tuanaenastoyamsuuiouveslavemiin Risk

assessment report) el Heavy metal #30 Elemental

impurities

5. aulvdy

Hlauemadestudiuinimaieionals nisuasaneledeiusenenanslngiliieunasigaziden feil

v
=

5.1 wnansnlasveugndunsdeumsveniedmielulsemelng uavdun (declare) waandn

5.1.1 luddynstuneDousiue Thu ne.2 ve.3 ne.4 3o 0.2 udausnsd

5.1.2 ludmetunsdeu ve.1 vde 8.1 vewiiauesa neuseasduntenisauauamnI
vowAnSuTnuiitunzideu (Finished product specification) agdaiunauamuesingiu
(drug substance specification) ﬂiﬁﬁﬁagjiwdwmimﬁ'auwaqLLr'flﬁuLﬁmamzé’amumaﬂmimi

waunly (8.5) umdau finished product specification Wwaz/#3e drug substance specification

52 LE]ﬂﬁ?i%‘lﬁ@ﬂll’]ﬁliﬁ?ﬂﬂ’ﬁwamﬁﬂ

5.2.1 119551115997UN15WERYBY Active Pharmaceutical Ingredient (API) fioalasun1siuses
WHO GMP #58 GMP PIC/S 1VNtU Layn3osluulonaIshans

5.2.2 110551Ul59UN5KERVRY Finished product (FP) dadldsunissusesuinsgiu GMP PIC/S

WINUUNS DU UULDNATTULENS

53 Laﬂﬁ’]if’]‘QJﬂW'WleE]JEJ"IﬁLﬁu@i']ﬂ’]

5.3.1 Nan159TI93AT RN NHERSuYiend1593UvednEn (certificate of analysis finished
product) lugn{uiidadusogig

5.3.2 HAN1IATIVUATIEAUNN IR AUYRIIE1EA (certificate of analysis drug substance)
flalumananejuitdanduosatwosndneuasinanTnghu

o

5.3.3 lenansvsenangiududuanuduiusseninegunisndnvesingavvesdiendifey (drug
substance) 9 5.3.2 ffugun1sHAnveNARfIIE1d 1593 (finished product) ¥ 5.3.1
5.3.4 #an13@nw long term stability naenvitongveteivungleulitudtinaunnenssuns

9IMTHALYT NTENTEATITUGY (E15)




5.4 msUszrugun e Tidsey
5.4.1 gnitdsueusiosionglidosnin 1 9 fuaniudweu
5.4.2 s mnnafidwey wdesdsdunnmagluiusesHansnsInliesgieiuiidwey
5.4.3 n3diivhenensinnsduiegeiidmeuiledinmaiinseinunin miesunisazy
wifsdofeswaiiedis lnsfiauesan (§v1n) szdesdsefiudnmuduiuiinitesnenisdnsie
Ansginaziduifuiaveudlddofifetedunmsmmnainngiquan nsdliinuieldduly

U

AIUAMSNYLIANTY NI8TI¥NTVOAIUENTlITUNITULEUDIIAEIRINEIIVRIFLaUDTIAN

Y a

(He) uag/viernanluasialy

Y
5.4.4 fiauesnan (§v1e) Igdessulfuendisunlnavuneny vivellsiinnsidenan1niigusens
a9 nounmun lagliditeuly
5.4.5 LONATUANININTEIUN TN ULAZN T2 EUAT (GSDP) fiaaldsunissusessyiu WHO %3e

PIC/S Winth

' [

5.5 Jiauesan ((ve) Busenlienidndygineuasuimun il
5.5.1 nsdluansduamaiinnesieni lnensinermansnisunmd vieesufofnisfildunsgu
ISO/IEC 17025 wan1sasavdasizibiilulunuannsgiudeniivun
5.5.2 nadiAndusisviaignidonifuiunniiomaislasdtinauangnssunsommakazely
Panevesdynarionzag

o o

5.5.3 nssnulymanninaineiiienadmaneUssansranazaulaendesegUlelasuen

o q
s,

5.6 Whewnsveanuavsliuinnsanndniueieifuse iignidonifvaulasdrinauanznssuns
g siareluszeziia 1Y

5.7 enfiausazdodliiiusmmuiifinisussmaesanignssunsimuasanans wazsanludyTemdn
WisATEINTUsENIA saznnevdsiinisuszmanainatsasseiutyemdnuisnalu flauesian (ue)
wdesUsunalilifusmaulsznavesnuznssumsimunsianans Tnefina o Jufissynuusenia waznsdli
salulsenAruenITuNsAmMuAsIAINaIas A lulsenaly e mdnuisndlinssiu Wdanusainig
Usgmafiflsnansingn

5.8 lunsaiffldondunuuazsesionansuansdevdivessiiiunsiusesndinnuangnssunisems
uazen Auansheniuideudfifeuniniueduuulumnneildlunssmvshiy

5.9 flaussadisdsinegnaensgiatios 1 mheussaius Fadusunuianisisazidonldasuiumud
svusluiadenmaut® d1eiu nsdliamnsodsfogneenld Wssyngua ilududgasidevesnuenssunis
f1souna Inganunsndsiogenldd wnthauuinmsedundud a Fosssguauuinmsedusiu a1
faend¥aunyasal (m.) Suldfu ns. 043363602 lutusasanssns Ghidausadnddldnoudimiusdosls)
\Aunaniiiivue)

5.10 AvesETiiausiofuInsIANEnNgRsTes TN (A nA 0417/2177 asuil 24 wardnioy
W.7.2549) Fosldiiusiandnsdavesend nsutadnansfivunsiadnld (reimburserment price) wagvnatewdsd

N15UsEN1AT1IANE198903817 nsudydnarsimunsiainle (reimbursement price) Insl glauasini ({v1e)

CS) i3 £

d
zfpaUTuansmadlnelieAiusImenNgnsveinsudglinatsudiszdedliiunasdweseninsudydna

a

MuunsIAndnle (reimbursement price) Tnedlua a Tufiseyauusena

)



