Qmﬁﬂwmmamwaﬂm DARATUMUMAB STERILE SOL 400 MG./20 ML.
1.9981 DARATUMUMAB STERILE SOL 400 MG./20 ML,
2. Ausuinaly
2.1 sUnuu Huansarvans Usimannido dmsuie

22 @musrnau  Usenaumudisn Daratumumab 4400 MG. TuuSung 20 ml
23 Mwurussy  ussIlunnvusteadin
2.4 2870 setfonn drulsznauiendidyuasnuuss Jusde Tuduoty wuiinde
waziaansloursuenl o 19 dnauuuus I
- UunurUITa e sesdessyyles wiedevnanisin druusenauuas
PGSO lavTinae Tudueny 1egnetaiay
3.auautAnIanaila

nan13n 539 eann mluluay finished product specification wag drug substance

Specification 9191989 nundussuRIiY - Belavanzilourad unauANENITNNITOMNTHAZE
nsznsansIsaan  idindasisuildindssenluatuniisuvinvselniniuespunduiiula

]

AFUMTY PILUTENIANTENTNAISITNEY L30958URNTI1 WA, 2561 asTufl 6 Suamu w.e. 2561
(AeUsenielus R punyI Ui 12 nuawus 2562)

Finished product specification:

3.1 Potency IR L TuM Sy 9.8,
3.2 Particulate Matter praunTiTuns euiu o.e.
3.3 pH ALt W et 8.8,
3.4 Extractable volume m‘s"mmummﬁsﬁwsLﬁauﬁ‘u 9.8,
RUBLIAR

- nsdifeamadouudaniai i (waive) nspsiadeuivssisenisla Wuwanuenans
wdngrufananiilasueysiide

- Drug substance specification iR NtulATIEaeEndn drug substance w3e luliases
drug substance Tasnansd5asU atulnatunils Feimsnsiadieesiasuyniideiidius

ARENT PN ILAAUANYULLANY

/-2- ANANWZIANIEY887 DECITABINE



!
Qmﬁnwmnawwwaam DECITABINE STERILE PWDR 50 MG./VIAL

1.3987 DECITABINE STERILE PWDR 50 MG./VIAL

2.auauUAN2 1Y
2.1 sduuy Wunseusiaannis dnsudadiviasnidansn

2.2 dwlsznou  Usgnaumesien Decitabine 50 mg.
2.3 NNUULUITY uﬁﬂumwzéw%“w33@515@1)51%1m%@
2.4 2870 svuiien dulseneuddifyuarauuss Tuwde i’uéumq iR
wazlavnzileusnuenlisgrednauuuus syt
- vunuurussyee wesdesszydosvidedennanisdn diulsenauuay
YUAMILTIVBIE1 1vTinEn Tuduany Leghedaay
3.auautanIsmalia Finished product specification:

wamamwimiwﬁﬂmﬂwwﬁuhmm finished product specification wag drug substance
Specification  #dnsdsninndsiniuisivain sldanudeusedninnuanuenIsunMso e e
AsENTNEIsIEY  stndaiisuilddss sonduatuildieumiwislminiunasgndasifula
Fsunils uUsENIANSENTINESITNEY B0sTruiiTel e, 2561 asudl 6 Suau e, 2561
(aeUszneluswinagune ud 12 nuaniug 2562)

3.1 Identification test 51t Uit unsdeuiu 0.6,
3.2 Assay pyeuaTTunsdoutiu o 0.
3.3 Chromotographic Purity mmmummﬁsﬁumﬁauﬁu 0.8.
3.4 Residual Solvents 5N TTUnEITEuRU 8.0,

ARENTTUDAT IV UARANYIULLANY

UIEBTUNTINNG

[ARRENANP]

A33UNT

(Wanugua  Jyagdng)

/3 AUANLMELNIEYBI8) PERTUZUMAB



3
AANBUZIRNZUB81 PERTUZUMAB STERILE SOL 420 MG./14 ML.

14981 PERTUZUMAB STERILE SOL 420 MG./14 ML.

2.AnENUAN3lY
2.1 3Uuuu Juansazans Usnaainide dmsuie

2.2 dlsenau  Useneusaesien Pertuzumab 30 meg/ml. L TudSums 14 ml.
2.3 PUUTUSIY  UIIRHNITUE amwmmma@mmmmﬁua Unariuuas
2.4 287N - seydienn d@rulsenauiiudAyuLasAI NS TURER fudueny wauiinge
wazianzioumiueliegedmauuuus sy
- UuﬂWuwii'«qmasm‘fiaaﬁaaiw%amﬁa%amqmiﬁw druusEnaunag
JARANLSIURIE vidn Tudueny Methedaiay
3.AnaNUANIGnAtla Finished product specification:
WNANITHT m,mwmmmm wtulusng finished product specification wag drug substance
Specification W1 nnduinsudeaiy - ddddaamsilowiodinaunnnssuniiemiuaze,
NILVITIATTITY ﬁaft,ﬂé’Jcﬁ’ﬁ’um%ﬁwﬁﬂﬁa@L@uaﬁuﬁLﬁwwim‘%aimjﬂjwmmmw,ﬂﬁ'wh%’ﬂﬂ

FSUVTY MAUTENIANTENTIIE 18190480 LieNiu‘U@ﬁ’]Eﬂ WA, 2561 asiui 6 SuAN WA 2561
(aanmmiuawmmmgmm'nw 12 Q?Aﬂ’]‘W‘uﬁ 2562)

3.1 Identification test ps1eEus it unseuiu 0.6,
3.2 Potency by Bioassay ps1as U mTTunsdouiv o.e.
3.3 pH psrEnumuATunzdouiu 0.6,
3.4 Sterility test ps1Eumuitunsfoutu 0.6,

AMENTTYPATA VLA AUAN WIULLANY

.

................................................. UIeHIUNTINNIT

(WYsUANR WY

................. d AI3UNTT

(WadaTud  Jyansaa)

........... 3va/ ATIUNNT

(Wanugua  Jyagang)
0 oL anIY s 180 DARATUMUMAB



-4 —
@mﬁnwwuawwmaﬂm DARATUMUMAB STERILE SOL 100 MG./5 ML.
1.9987 DARATUMUMAB STERILE SOL 100 MG./5 ML,
2.ansantfivily
2.1 JUnuy Wuansazanes Usiminde dmsude

2.2 dwdsgnou Usenaumesign Daratumumab 100 MG. Tud3uins 5 ml

23 nwugusiy usTybumvusUeaiv

2.4 2870 seyiiann duusenouiiodifiyuazaniuuse Tunde ’E’ugumsg W@ TinEn
waziauneileuinsueliognsdnauuuussysioe
VUL e e AesTE T veleniannsin diulseneuay
PUMPLLIIVDIEN Tk TuFueny Tethadaiay

3.auaNUANIGnAla
mamwmaﬁmﬁzﬁammmﬁulﬂmm finished product specification wag drug substance

Specification o1 nnduisuiienty  Sdldannadeusediniunuenssunsesuaszen
nsEvsIsEssaEy  vindu3uiilids s ai vatuiidieuvivielminiinasgunduiule
FFunils M1USENIANSENTIIANITIUAY 39358UAnTIE0 WA 2561 aeTufl 6 Surau w.e. 2561
(@eUsznelussiaayununiuil 12 nuawius 2562)

Finished product specification:

<

3.1 Potency RSN IUANNTVUNEL DUy 0.8,
3.2 Particulate Matter NIV UM NTVUNZL VB UAY .8,
3.3 pH AT IUMLTVUNZITE U 9.8,
3.4 Extractable volume PN UNTUNZITEUNU B.b.
NUELAR

- neifiaamaDundnisdiu (waive) nsesiaaeuiasssisnenisle ouwansenans
wéngiufananilldsueysiiene

- Drug substance specification #191301910 03RS 1EMUBEKER drug substance 38 Tullaseyt
drug substance wasfrAnsId 53U adulnatuniia Ssllimansaiwsisdiasunnideridvun

ARENITUNISIVUAAMAN YUZLAN Y

(Wwanugua Jyaddng /-5-Rouludu



Wouludy

4. Jeulvau
dlauesnssdunansisdesuses niouasaedevesusenonarsladiisiuia
TUauLdyAsiail

4.1 wenanansidsueygntunadousinSueniodmieluusemelne uazduns (declare)

WABINER

4.1.1 TuddymsTunsdoussuen lun ve.2 11e.3 .4 50 8.2 wudnsd

4.1.2 TuAmetunzieu ve.1 vie 8.1 veswiauesinn ndeusasiduaadons
PIUANAMN MYDIKER it unzieu (finished product specification)
wardorivunauAmYosIngAv (drug substance specificationinsdifieg
sewanssuntasuiluisiisardemuuenarsnisvansly (8.5) uwiou
finished product specification waz/v3adrug substance specificationlagve
wilunautulsgniauseninsiaidiannseting wazldiiu 2 U o Tudsenie
Usgminsipdidnvselind

4.2 PNANTIUTRWINTHIUNTHAREN

4.2.1 nsdlemdntulsundalve uindosdidiuinmaendsdosusewnsgiuns
AP NS NN T RAZIENSARUNINER BT GMP-PIC/S %58 11AS§IUNTS
MEREIPINNANINUTLar IS NTFTuN 1SN AR e sdTNIIUAMENIINNTS
2IWSUAYE NITNTIAITITUGY Faununiulasiinuasandeuasiniion
FUMANINUTLaEISn1s7alun1suaney1 Pharmaceutical Inspection Co-
operation Scheme (PIC/S) Tunuanefiiauovis alua1anniusauns
asrvaeulasiinanisusesiviuusemausemnddiinnsetind

AMZNITUNIZN VLA AMAN YL IANY

UI¥51UNTIUNT

AIIUNTT

A3IUNIT

(Wwanugua  yagdng)

/-6-8.2.2



=6=

4.2.2 nsdimBugniudiainensuseina AnEnsaddnuinmaenisdesuses
HIRTFIUNINANL LA NN eIk Y IEN1IARIUNHERET GMP-PIC/S Y84
Useimnaguanadudrganiuseunisnsivaeulaeiinanisiusesisiulsenea
Usgmesiandianvseding

4.3 1ONANTANN MYDITAUDTIAT

4.3.1 #an1sns19 kAT IERAUN INNER T uTie1d 1S3 nEn (certificate of
analysis of finished product)IuaﬁjuﬁdﬂL@uﬁjadﬁd

4.3.2 HaMINTIVUATIERAUNNIRYAUVRINILERY (certificate of analysis of
drug substance) filflunssdnejuiidadusoswiswesrdneuazinan Tnghu

4.3.3 vangruniaenarsiuduanuduiusseninagunisuinuesingfiuae e,
@Ay (drug substance) 98 4.3.2 AUsuNIHARVOIMARd UL 1dN53Y
(finished product) 9 4.3.1

4.3.4 wanmsfinw long term stability naonzteIgvew itunadeulifudninay
ARENITUNNTOMITHALET NTENTHATITUGY

4.3.5 nsdhJuengu vaccines , blood products faeiitona1ssuToITUNISHEN
(lot release) IMNNIWINEIMAATNITUING NTENTHAITITUGY

4.4 §npg19e
4.4.1 fiauesian fosdaiieyiseag ey, 1. MHuTIiud Sadufunuuans
wazdualansuiiumnunivusluiidenuaudii iyt

4.5 mMsUsziunun e dey
4.5.1 prvdsweuseliongltlalidesnin.. .. 12... Aeutiuainiudesy
4.5.2 pnnaidaeu wdesdidinnmagluiuseswanisnaliaseieniufidwey

ANENTTYA TN IMUAAENYUZIANY

................................................. Use51UNIIUNT
(

................ (Y?(Tm”“m““mu”” AFINNIT

I3 a

(W9ENMERNIUR  IUANIAS)

v

ey (o cot AINNTT

(Weanugua  yaging
/-7-453
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4.5.3 ﬂizﬁﬁmwﬁmﬂﬁﬁwmsdmﬁaasmmﬁﬁwauLﬁadamm%mawﬁﬂmmw
wigswnsasimilsdesevediedas lneflauesia@uie)avdosdagiis
Snauduauiiniieswnisdwsiatinsgsivanfuguinveuanlisned
Weatedumsnsmaiinsziauam nsdiinuinelidulunuanudnsus
w1z wheensveanudnihifuiinsanmsaueimedina1veiaus
swen(neuas/vioduanunfeioly

4.5.4 fauesia(fuiesdesiudsuenileolndnuneny vieidleiAnnis
Gdouanmieusenislageuivunlagliiidouly

4.55 nsdduideafiufioumgll 2 - 8 sswnwaldea fesuanuenansisusesind
sruunsiiuuardndse iy cold chain system lsnnsgIunumdninast
Good Storage Practice (GSP) wag Good Distribution Practice (GDP)

4.6 AT

4.6.1 natdeiiauslylaesunuu (original drugs) fasilonanswanisAnel bioequivalence
o iauesnUssuiisuiuedunuy laedsnsAnumdeadulunundninusiuay
WU UFlunsAnwauyaveseadyuesdtinauAuEnIIHNTE I TLAYE)
NIENTNAITITUAY

a < S v = ' v v o = Y

4.6.2 nstilueniidasazars/lleanenauld AeslinansfinwimIuAsanImudINIsavane/

T2 Tuiyaranesnge) asuduLazaonAdoInuLeNasAAUYN

4.7 giauatien (ue) Buseslvisnidndyayinauasuimvun

4.7.1 n3dinansdunsIviinsgveiainninineimansnisunndlddulumy
IR IFINTOAMUR

4.7.2 ﬂiﬁjwamﬁméﬁmmﬁmﬁgﬂL'%'aﬂLﬁuﬁumﬂﬁaamamlmaﬁwﬁﬂmuﬂm:ﬁnssums
DMNTHATE Iuﬂj’;aL’;awa@ﬁzw'mz%a%ma

0.7.3 nadinuiymamuamainudnduseifieradmadeyszininauaraany
Uaonsesiafuaeilisuen

ABIYNTTHBATN MU AN BEUTIANY

USEEIUNTIUNNS

NTINNIT

A3IUNTT




