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1.1 Active Pharmaceutical Ingredient Specification # 5
nsmlasunssuseslusisnen Official Pharmacopoeia
: 81989 USP,BPPh.Eur.IP,JP aduanan wazudlulunsidewiSueuda vseduendunuy 5
: 81389 USP,BP,Ph.Eur.,IP,JP atudgn uiddalduildlunsdeusdisuen i
: §198la USP,BP,Ph.Eur.,IP JP atulminiisemaszysisen uwazuilulunzibeusisueud 3
: 81389 USP,BP,Ph.Eur.,IP,JP atulmindsznesyysiisen uwiddaildudlalunzifewsiiuen 2
: 1989 USP,BP,Ph.Eur, IP,JP adumudszmaszysisneuazuillunzdeusisueuda 1
 lispyshsefisnadanedisdaangien 0
nsalllasunissuseslusisen (Non-Official Pharmacopoeia)
: 91984 In-house specification Faenndosiu general chapters muﬁixulﬂu USP,BP,Ph.Eur.,JP aduanan, ICH Guidelines
(Q6A) wazudlalunziBeuisugud vseluendunuu 5
. 919849 In-house specification ﬁaaﬂﬂﬁaqﬁu general chapters mmﬁizut”ﬂu USP,BP,Ph.Eur.,JP aﬁuﬁﬂﬁﬂ, ICH Guidelines
@Q6A) uidalilsiudlaluneidousisuen 4
: $1984 In-house specification idenndesfiu general chapters muftszyllu USP,BP,Ph.Eur. JP atulmininissmassysn
&1, ICH Guidelines (Q6A) wazwilulunsilausiueuas 3
: §1984 In-house specification fidenadesriu general chapters amiiszylilu USP,BP,Ph Eur, P atulmininusemaszysis
8, ICH Guidelines (Q6A) ualilldulalunziBeusisuen 2
: $1984 In-house specification Tidenndoaifu general chapters Auftszylilu USP,BP,Ph.Eur. JP atussssmassysdisen,
ICH Guidelines (Q6A) wazunlalunziisumsueiudn 1
lissysmeniigdvidesudmaedisen 0
1.2 Finished Product Specification # 5
nsdllasunisSusedlusingen (Official Pharmacopoeia)
- 81983 USP,BP,Ph.Eur.IP,JP atuanan wazudlulunsidewiSueudiszylulue.5) wiaduensuuuy 5
: 81984 USP,BP,Ph.Eur.,IP,JP atudgn uiddalduillunsidousisuen aq
: 1389 USP,BP,Ph.Eur,,IP,JP atulminiszmeszussen uwazudlalunzifewhiueudy 3
: 81984 USP,BP,Ph.Eur,,IP,JP atulmindnszneasyysiisen uiddildudlalunsibeusiiuen 2
: 1389 USP,BP,Ph.Eur,,IP,JP atdumudszmessysiseuwazuilulunzdeussueuds 1
issysmeniigdaviesudmaedisen 0
nsalllasunissuseslusmsen (Non-Official Pharmacopoeia)
: 971994 In-house specification Haenndoiiu general chapters mm‘ﬁ'izyvﬂu USP,BP,Ph.Eur.,JP alfua1dn, ICH Guidelines
(Q6A) wazuilalunziBeusiugud vsalusfunuy 5
: 1 91999 In-house specification fiaonadasiu general chapters muﬁizﬂ’iﬂu USP,BP,Ph.Eur.,JP aﬁua'ﬂejm, ICH Guidelines
(Q6A) wadilillaudAlulunzideusuen il
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#1, ICH Guidelines (Q6A) uwskilaudlalunsileausduen 2
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: 939U Active Pharmaceutical Ingredient Specification ﬂSUV‘Iﬂﬁ’J‘ﬁ'a‘Uaﬂ Universal tests Wag Specific tests 84

Supplier 138 Manufacturer LLm'ﬁﬂﬁLLammaiugﬂLLUU "Conforms,Complies,Not detected,N/A"

- m331U Active Pharmaceutical Ingredient Specification uns#adaves Universal tests wag Specific tests 994
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: M99V Finished Product Specification ﬂiuwﬂﬁ'ﬁamaﬂ Universal tests Waz Specific tests a4 Supplier #39

Manufacturer LLﬁiﬁﬂﬁLLamNﬂugﬂLLUU "Conforms,Complies,Not detected,N/A" 3
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Manufacturer uaziin1suwansxaluguiiaUsana (Quantitative date) wiesian eniiu #ade Physical description 1
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ABnsAnundunuy Randomized controlled trial lailaiSsuiisuiuenauwuu ARuilunsansmianisinng 15
Asmsanwduluy Non-Randomized controlled trial #finwluasansmismsunnd 10
Asmsanwnduluy Comparative studies Ly Cohort studies (Prospective) Afiusilunnsansniansinme 7
FnsAnwnliuwuu Comparative studies WU Case-control studies (Retrospective) Afiuluansansnianisunng 5
Laifimsfnwnidemendiin 0

|

Ingredient wazilmsuaninansiAT129% veus Finish product waz Active Pharmaceutical Ingredient > 3 JUYRINIHER 10
: fllnasuanen1svi Risk Assessment Report for Elemental Impurities o7t Finish product wag Active Pharmaceutical

Ingredient uAfin1SuAAINANITAATIEE VB4 Finish product wae Active Pharmaceutical Ingredient 1 4 989n15WER 7
- lsiflienansuananisvi Risk Assessment Report for Elemental Impurities uafinan15n53a Elemental impurities yaatie

Finish product Wag Active Pharmaceutical Ingredient > 3 iu‘ummsmﬁm 5
- hifllonansuaninisvi Risk Assessment Report for Elemental Impurities uAfinan15m339 Elemental impurities Yot

Finish product ey Active Pharmaceutical Ingredient 1 §"u YDINTTNAR 3
- ladfllonansuananisvin Risk Assessment Report for Elemental Impurities wagiinan15ns1a Elemental impurities 984 Finish

product 138 Active Pharmaceutical Ingredient ifieoenslnagnamila 1
- liifin1svi Risk Assessment Report for Elemental impurities uazlifinan13ns29 Elemental impurities 0

| A v oy ' a o o« ) o a a Y )
NuNIMINeudymautaunniosvesaniug (product defect) Mallgyminuusednsnin anudasndy saunstaym

nmsidarues Device

= Ay S v 1o ' %

dgunsaingiglunismeefianugndes uluduavazainsenisldanu 4
A dAv Y ' ' v ¢ Y 1

nsdiluidesdosiuuas ynq mhedesvesussydusiamnsalesiunasld 4

afninesaainefanuuainiiunisusussg 2

FJIUATLLUU

100




