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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
3.14 Dissolution Not less than 80%(Q) is dissolved in 30 minutes

3.15 Degradation products
-Any unspecified degradation product Not more than 0.4%
-Total degradation products Not more than 1.0%
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4.2 In-use stability N/A
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a4 nsdudeuvedansmiin ‘LﬁLLamLaﬂmﬁa;ﬁamsUuLﬁaumaﬂamwﬁﬂlﬁm

Heavy metal %38 Elemental impurities (Risk

assessment report)




NUBLUA
1.%9® Dissolution tag Uniformity of dosage units TALUULONANSUANISI1882BUANANIIATITIATIERIINT AL
swazduadifusaavlilulu coa

2 nsdifaansidoundsnsiiu (waive) msnsaaeuinseisensla iduuansenansudngiudananiitlduoysa
3.Drug substance specification 915019 MNTUTATIZVIVOILHER drug substance %38 lUTiAS1¥34 drug substance

Yospnane1dnsazU atulaadunils Inefinnsasainsziasunnideiinivun

5. Roulvdy
Hlauesnadestudiunnindigionans nieuasaeileteiuseaenasineiliisnunaneaziden Al

5.1 enansilasveygetungilouisueniednmieludsemealng wasduwns (declare) unasuan

v
o = =]

5.1.1 TuddunsTunsidoudnsuen Town ne.2 118.3 1.4 138 8.2 WaIuange

o

v '

5.1.2 lurvetumeideu ve.1 vi5e 8.1 Yesenfiiaussnnn wieusIeazdenindanIsAIuALAMAIN

a

vaInan g unTungideu (Finished product specification) wagdannunaunInveingau
(drug substance specification) nsdifiog seninansiuasunlatui luiisfinzdowuuenaIsnIg
waunly (8.5) umdau finished product specification Wwaz/#3e drug substance specification

5.2. lBNANTIUTDWINTFIUNITHANY
5.2.1. 1n357Ul51UNHEAVRY Active Pharmaceutical Ingredient (API) fiasl@suni15suses

WHO GMP %38 GMP PIC/S 1111 LAENSaULUUDNEITHERS

5.2.2. 1055 1Ul59UN15HEAVE4 Finished product (FP) fadlasun1ssuseswInsgiu GMP PIC/S
WINUUNFoUUUULENETUARS

53 Laﬂﬁ’ﬁﬂﬂm’]W‘UaﬂEJ’]ﬁLﬁ‘LJE]i’]ﬂ’W

a L4 a

5.3.1 Nan1595I93A RN NHAR A ugiend1593Uvednan (certificate of analysis finished

q

product) Tugnguiidadusiedn
5.3.2 NAN1IATITNATIAUNININGAUVEIINEAGY (certificate of analysis of drug substance

) Aldlunisndnensuiidaluegnsiweindneuasindningiv

o

5.3.3 Lona13n3enang ududunuduiusseninegunsuanvesingAvvesdiedday (drug

substance) 9 5.3.2 fugun1srAnvewaniaueie1d1593U (finished product) 98 5.3.1.
5.3.4 nan15An1 long term stability maamj"mmsfuaamﬁﬁwzLﬂauiﬁfﬁuﬁwﬁmmﬂmmismmi
PIMNIUAZEN NTENTNEATITUEY (E1T)
5.4 mMsUsziununweTideey
5.4.1 giidsueusioaionglininnin 1 Iuaniundn
5.4.2 gnnnfidsey wwdesdsdnunnaeluiusemanmInmvlinsgisuiidsaey
5.4.3 nsliimihesvnsvimsguiegieniidmeuiiiodmaiineinuamm miesvnisazyi
wifsdefoswoiiogns lnsflaussian (une) axdesdwfiudnmudnouiiviiensnisdingg

a '

Berziuazludsuinveuailddrenertedunisnnaieszinunin nsdiinuieiliduly

U

AINANANBAUZIANTE NIBT1BN15V0AIUANELUSUNIITU AN BIINIEIFINA1IVRILEUDTIA

Y a

(Hve) uag/vieguanluasisialy

U



5.4.4 fiauesien () szfesiudsusdlosilndnuney viadlaiansidenanimseuszns
T Aeurmun Tngliifidoul
5.4.5 LONATHARNININIFIUNTINNULANIZAIBEUAT (GSDP) fiadl@sun1ssusesseiu WHO wa
PIC/S winiu

5.5 fiauesian ({une) Busenlisnidndayanieuasuimue il
5.5.1 nsdluansduanviinnesieni lnensinermansnisunms vieesufofnisfildunsgu
ISO/IEC 17025 man1sasaaiaszilbiluluausnasgiudetvun
5.5.2 ﬂiiﬁmamﬁm“ﬁmsﬂﬁﬂﬁgﬂL%“&JﬂLﬁ“uau%’]ﬂﬁ@dG]aWfﬂifﬂﬂﬁ’lﬁ’m’mﬂmzﬂiillﬂ’]i@?‘l/i’liLLaz'EJ’IEL‘L!
Prnamesdyg stz

o o

5.5.3 nssinulymamninaineiiienadmaneUssansranazauuaendesegUielasuen

v 9
s,

5.6 Mihesvnsveanudnslifuiinsundniausioiivse iignisenifvAulasdinauaaznsmns
pIsuazeluszezian 1 U

5.7 enfiauessdedlifumeauiifinisusznmuesrnznssunmsimuasainas wazsiailutydendn
WhsARENUsENIA wazminanevdainisussmasanatsuaselutyevdnuisnalu fiauesian Gune)
rAaIUsUTIAIRlALI AP UTENIAYBIAMEATTUNSMUUATIAINGNS tneiig ’;’uﬁizqmmszmﬂ warnsdii
s1alulsgnAnuENIINAITAUUATIANaILar TIATuUsE AATYTemanusr R liassiu Trganiusiainiu
ﬂigmﬂﬁﬁﬁmﬁwqm

5.8 lunsdififildendunuvassosionasuansdevddvosenfiniunssusesmnditnaunuenssunisems
wazen Auansirenuiideuddiiouririuanduwuuluruneeildlunssnwindu

5.9 Jiauesadesduwiiegsensgneies 1 viieussadue Juluiunuuaniseasidenldnsudiunun

Mvualuiitanuauds e



