ﬂmﬁnwmztawwwmm Oxaliplatin @00 mg/lmo mL concentrate for solution for infusion
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Hoen Oxaliplatin @oo mg/lwo mL concentrate for solution for infusion
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Drug substance specification: Oxaliplatin

) Test Items USP & Ph. Eur. 0o
® | Identification test ATIVHIY ATITHU
o | YSunamendny «z.0 - @ol.0% of Oxaliplatin, | &z.0 — @o.0% (dried
calculated on the dried basis substance)
o | Impurities
- Silver : Not more than & ppm | - Impurity D : Not more
- Content of platinum : €. - | than o.e¢%
&o.e% of the oxaliplatin taken,
on the dried basis
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U9 Test Items USP &l Ph. Eur. 0o
o | Impurities - Organic impurities - Related substances
GR)) Procedure @ - Impurity A : Not more
- Oxalic acid : Not more than than c.e&%
0.@% - Impurity B : Not more
Procedure o than o.e#&%
- Oxaliplatin related - Impurity C : Not more
compound C : Not more than than o.@¢%
0.0% - Unspecified impurities, for
- (SP-@-lo)-Diaqual(eR,R)- each impurity : Not more
cyclohexane-e,lo -diamine-N,N’] | than c.e0%
platinum : Not more than o.a@% - Sum of unspecified
- Diaquodiaminocyclo- impurities : Not more than
hexaneplatinum dimer : Not o.e&%
more than o.e%
- Any individual unspecified
impurity : Not more than o.e0%
- Total impurities : Not more
than o.;mo%
Procedure e
- Oxaliplatin related
compound D : Not more than
o.@%
& Acidity The solution is colorless, and The solution is colorless. Not
not more than o.5 ml of c.o0® more than o.oo mL of
M sodium hydroxide is required | o.o@ M sodium hydroxide is
to change the color to pink required to change the color
of the indicator to pink
& | Bacterial endotoxins test | Not more than e.o USP Not more than e.o IU/mg
Endotoxin Unit/mg of oxaliplatin
o | Loss on drying Not more than o.&% Not more than o.&%
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D) Test Items

USP & Ph. Eur. @e

o Microbial enumeration tests | - The total aerobic microbial -

and tests for specified

microorganisms cfu/g

count dose not exceed lvo

- The total combined molds
and yeasts count does not

exceed & cfu/g

« | Optical Rotation

Between +ai@.&® and

+mlo:$.oo, measured at bo°C substance)

+o@.& to +os.o (dried

Finished product specification: Oxaliplatin injection (USP &)

) Test Items

Specifications

@ Identification test

ATIVNY

«o.o0 - @@o0.0 % L.A. of Oxaliplatin

o | Yuusiendidy
o | Impurities

- Oxalic acid

- (SP-a-lv)-Diaqual(eR,oR)-cyclohexane-
®,lo -diamine-N,N’] platinum

- Diaquodiaminocyclohexaneplatinum
dimer

- Any individual unspecified impurity

- Total impurities

Not more than o.5%

Not more than o.o&%

Not more than o.¢o%

Not more than o.&%
Not more than lb.&&%

& Bacterial endotoxins test

Not more than @.0 USP Endotoxin Unit/mg of

oxaliplatin
& | Sterility test ATIWU
b pH &€o - oo

o | Particulate matter in injections

Meets the requirements for small-volume

injections
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AMANWUZIANIZYDIET Gemcitabine @ g powder for solution for infusion
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Hoen  Gemcitabine o g powder for solution for infusion
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Drug substance specification: Gemcitabine Hydrochloride (USP o)

99 Test Items Specifications
@ | Identification test ATIINIUY
o | Ysunumiendeny ®el.& - ®0®.¢% of gemcitabine hydrochloride,

calculated on the as-is basis

) Residue on ignition Not more than o.@%

Organic impurities
- Cytosine Not more than o.@%

- Gemcitabine Ol-anomer Not more than o.e%

- Any individual unspecified impurity Not more than o.e%
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io Test Items Specifications
& | Organic impurities (A@)
(@) | - Total impurities Not more than o.b%
& | Optical Rotation +&m® to +&o°, measured at bo°C
D pH .0 - ;.0
o | Sterility test A3
o] Bacterial endotoxins test Not more than o.o& USP Endotoxin Units/mg of
gemcitabine

Finished product specification: Gemcitabine for injection (USP &)

D) Test Items Specifications
® | Identification test M3
b | USunudiendifsy ®&.0 -eo&.0% L.A. of Gemcitabine
e | Uniformity of dosage units NI
Organic impurities
- Cytosine Not more than o.e%
- Gemcitabine (-anomer Not more than o.e%

- Any individual unspecified impurity Not more than o.l%

- Total impurities Not more than o.e%
& Particulate matter in injections Meets the requirements for small-volume
injections
! pH ®.0 — en.en
Clarity of solution Not more than eoc NTU
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substance specification lngvaurlunauiuuseniauszniasia1didnnsedng wazluiiu o U
o JudsznmaUsznansimdidnnseiing

. LBNANTIUTDININTTIUNTHERY

m.e NidemanluUEmAlne guinflienalsiusasunsgIuNITHARE M UANINeILaYIENNS
Aalunisudne PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagnua897u
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<. WIERIUIAMNANITIATIZY (Certificate of Analysis [COA]) lnnaslsenaunie
<o dumilideiusemanisiinseningaudendnfny (Certificate of Analysis of Active

Pharmaceutical Ingredient [API])
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(Supplier)
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(Manufacturer)
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mdAyIuRgiuivdwmisdeSusesmsin e ingfudenddny
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9snould viserdiugniiussalu Multiple-dose container
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wardoimuannN MNaRSMe81d1593U (Finished Product Specification)

o0 n3dungAusenddy iendnsasidniagy Seusinglussnen (Official Pharmacopoeia)
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The International Conference on Harmonization of the Technical Requirements
for Registration of Pharmaceuticals for Human Use (ICH) #3®
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Guidelines %39
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Atezolizumab e.e ¢/lbo mL concentrate for solution for infusion, mo mL vial
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Hoe1  Atezolizumab el g/bo mL concentrate for solution for infusion, wo mL vial
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Finished product specification: Atezolizumab injection

19 Test Items Specifications

® Identification test miaﬁlmumuﬁixﬂu Finished product specification
b | YSuusiendny mswmumuﬁixﬁlu Finished product specification
) pH m‘i’ailﬁhums.lﬁﬁzqiu Finished product specification
& Sterility test mimﬁhummﬁ‘ssuﬂlu Finished product specification
& | Bacterial endotoxin G]'i’;i]ﬁi'lum’lm‘ﬁ"isq‘lu Finished product specification
>} Particulate matter mi?ﬁ]ﬂhumuﬁizﬂu Finished product specification
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AMANBUSLANIEYBIY Hydroxycarbamide ¢oo mg capsule
(Hydroxyurea capsule ¢oo mg)
Isawenunanszuningn

%‘aen Hydroxycarbamide &oo mg capsule (Hydroxyurea capsule oo mg)
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Drug substance specification:

10 Test Items Hydroxyurea (USP &la) Hydroxycarbamide
(BP molad)
@ | ldentification test ATIVU ATIWU
b | YSunasignddy «el - @om% of hydroxyurea, | «o.& - @molb.o% (anhydrous
calculated on the dried basis | substance)
en | Loss on drying Not more than @.0% -
Residue on ignition Not more than o.&o% -
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U8 Test Items Hydroxyurea (USP &) Hydroxycarbamide
(BP mole)
& | Urea and related AT - Urea : Not more than o.&%
compounds - Related substances
- Any impurity : Not more
than o.@%
- Total impurities : Not
more than o.lb%
o | Chlorides - Not more than &o ppm
o | Water = Not more than o.&%,
determined on b.oo .
@ | Sulfated ash E Not more than o.e%,
determined on @.0 g.
« | Solubility - Freely soluble in water,

practically inscluble in
ethanol (%)

Finished product specification:

49 Test Items Hydroxyurea Capsules Hydroxycarbamide
(USP &) Capsules
(BP bolad)
@ | ldentification test ATITNIU AT
b | YsuaiendAgy ®0.0 - ®®0.0 %L.A. of «®&.0 - @o&.0% of the stated
hydroxyurea amount
e | Dissolution msazatelivosnit <o% (Q) -
Y9UFaiugs lunan o
U
& | Uniformity of dosage units RIIINIU .
& | Urea - Not more than o.&%
o | Hydroxylamine - Not more than @%
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Pharmaceutical Ingredient [API])
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AuNIIINIEWsHaze Iormunlifinudiauyaveswdn fusioniiuid

o. WWMIFIuvesteivungmunwingAufed1Aty (Active Pharmaceutical Ingredient Specification)
wazdaimuanuAMRERsTEd 593U (Finished Product Specification)
oo natiiduTngAusend ey wienansusidnsagy Ssusinglusisien (Official Pharmacopoeia)
Aldd1a8annsinsg lavunsgrueguteeieudulumudefvuauasuinsgiuuenis
Tnsziludisienla ssemils puusenavensEnIsas Y 30 sEyiTen
oo n3dhuingiuienddy viendadasierdSagy Mlsivsnglusisner (Non-official
Pharmacopoeia) audafmunuazainasgiuvesmsiinnesiludisela ssomis deuans
vinguienfnmsgruvesmsieneiidulumudenisdelaseluil
w.lo.o. fidafmuanazuinsgiueinisinsieiludisevest semaiiduauidnaes
The International Conference on Harmonization of the Technical Requirements
for Registration of Pharmaceuticals for Human Use (ICH) %38

wlolo TaimuALarNIASEILYEINTIATIEIUNENER (In-house process) Tidanrdasiy ICH
Guidelines %39

ANIENTTUNMSMVIUARMANBAIZIANTE

mwuﬁwﬁsﬁawi’mﬁuwﬁﬁ..9..?1.&.&( (béger

..rﬂgﬂ.}{.0.(.....q.ﬂam.f{ﬂﬁ..U'i::ﬁ'mnﬁ:umﬁ
(wsanwgy e yyudng)

|
........ I mﬁh‘?hﬂmimwmi 'fﬁ“ﬁa MUY | AsTuns

|
(e uwsiny 1a9lng) (W9@asdl aumes)




wnansitlélunisiarsan (se)

w.o.m TofmuaLazinsguialuvesmsiinseidsimualiludisela drsiemia sy
U3EN1AMYDINTENTIASITUAY 1309 S8yf15187 drmduguuuue1iue (General
requirement for dosage form)

nuBWme: Yanuafua wIngausie1dA (Active Pharmaceutical Ingredient Specification)
wazdafimunnun wnandnsie1d sy (Finished Product Specification) faailulniude
AvualazAsgIuMILansiluimels ssemis lnadudsidetulasatuiientiu uus
nsdliidnseridefmuauazuinsgiuresnisiinsgiany A uiiendfy viondndusien
dusagy

8

0. fuiesosiniideuansmniuiisveuliuandsunsdietlndvuneny vio douanm

. iifhetwetiios 9w @ ndes uasiimlidesusesnsnnviineienjuiitundufogily
N1SLEUBUILINENEN

Lol

. mﬁmumﬂumﬁﬁmEJLﬂuﬂwﬁmw%aﬁwﬁaﬁa%’mamﬁurﬁumf{i’mﬂwmnu‘%ﬁwQ’w?ﬁw%aﬁﬁwﬂﬁ%ﬁw

< fusgiesselunaldunsniuelimisnuisdluimiouaziedmin lidadedeislng
(lsuussinandeniu) mamuirsaumaniinglinienusiie guisufifuiunievaive
duadiudulilsmeiuia wag tanaasiany waa%zﬁaa%um’l.ﬁ AR NITULDY

¢ lunsdliiffuelivfonudeimunlugudnususiansvesendeladonis Q’%aamwmamé‘n”fgzgﬂ
aviuy

b, faussa (ue) Susenliisnidndygneursutmun il

o @
u

5.0 NsINANISALNTIVIAS T Tnensuinermaninsuwnduiavieal fURN 7 Ldn T
ISO/IEC ewolo¢ Haminsa9inszrlidulumuninsgudeiwualulsznmauszningia
b.lo nﬁwﬁmﬁ’m%awﬁﬂﬁgm‘%aﬂLﬁuﬁuamﬁaammmImﬂﬁﬂﬁ’nmuﬂmsﬂsiumﬁmmmazm
Tuthanawesdygazdessany
o nsdldmuilmaunmanadnSusienifio1vdmaUssavsnauasanuasnSosoUeildsy
o.& NIENANENTINNMINdTNITHLAENTUITRR SRR eanaIntadenlsmeuia
0. mi'aa‘swm'ﬁ‘uaawuﬁwﬁlﬁuﬁmimwﬁmﬁ’mﬁmﬁﬁﬂri’ﬁaﬂL%ﬂﬂLﬁUﬁuTﬂﬂﬁwﬁnmu
ﬂmuﬂsiumsa'\mmavaw'imvamm o Unauiulsenmlszmnsadiannsetingd
<. HARAMFTNEuRYE wmaaiuaxmeaaq‘luszmwmwnmum‘sgﬂmmuﬂﬁnﬁmﬁuma

=

azdlnundygRwinguunevsednslay ludviinsyaradu

ANTNIIUNN iﬁ’lﬁﬂﬂﬂﬂ&ﬁnﬁ(ﬁﬁmﬂ’l%

m’*wﬂ/ ﬁﬂ%’lf{ﬂﬂ AU¥E5UNTIUAT
(mamwmmﬁ ummﬂnm)

lmg?mﬂ }’i’mﬁ AITUNS

f.ﬁ\?& ANNA)  ocyine

(unsanunsim 1hdlng) (uwaﬂqﬁﬂau GRINN)




LUy Un.oo

Ans1eLERIIuIUUsTINuild SudagasuazseaziBeadlddne
s d 1 '
nMssntasadnedinldeunaadne
o.301A59M15 : Usennsiaidenadne (81) veslsaneruianssunng 91U & 5193
2/ ] a a & i S
fedsusynInsmaannseiing (e-bidding)

° s ° o# Y &
TneamnsTuNSIMUAAMERvUZIANITLALATVUATIAINANTINTBLIT N (81)
o GI/ g e s dé ar | o
pufd ¥ iadunyii emoe/oos astull bl WMBU bEba beox AMMUATIANAINTEY
YA (97) Suou & 18T il

ARy 3I8NT U iveld
® Atezolizumab @.b g/wo mL concentrate for ol vial
solution for infusion,wo mL vial
G Gemcitabine & g powder for solution for infusion m,enD vial
by Hydroxycarbamide &oo mg capsule olel,co0 capsule
& Oxaliplatin @oomg/woml injection s ol vial

wsud1vasiasing : lsseunawszuningt Swmdadunys

29UV L E YU AESS T4 @ emb,Edo. oo U (Adunilsauauviiunnium
LUV AURNUIVIUNAUNNER1A)

a9 3183 A/ NE 23U
quuszane
(uw)
® Atezolizumab e.b ¢/lbo mL concentrate wé boo.co U/ vial | & oad,slco.0o
for solution for infusion,lbo mL vial
© Gemcitabine @ g powder for solution for &and.oo UMW/ vial | e,boxm,c@0.00
infusion
@ | Hydroxycarbamide &oo mg capsule &om.0o UMW/ Nasd | eld€mol.oo
(@00 capsule/ NaBY)
« Oxaliplatin @comg/woml injection mean.be UMW/ vial | bodo,oea oo

ar ‘:‘ o 2 = s -:J
&. MWNNIMUATIANEGTN (31A1971989) TUN

SINEUAY 0ceds,oms.ec EULURS T MilLgenuE L EuNUWAUGER19)

318015 FIAV/AUW 29RUTIAINAN
° (um)
@ Atezolizumab .o g/wo mL concentrate | b&omo.co VW vial | €o&D,s&0.00
for solution for infusion,lbo mL vial
G Gemcitabine @ g powder for solution @, po&.00 UMW/ vial &,0R®,EM0.00
for infusion
e Hydroxycarbamide &oo mg capsule ec b U/ e capsule | e.eomslec.co
&

Oxaliplatin @comg/woml injection

b,enb.¢e U/ vial

¢,dwo,ecb.0&

& WNAaINU...




-[g..
1 A =3
&. Wndeu1raIsinInans (51n181489)

¢o DuAuT @) lusemmnnensi MvuasIANaAILYTENATEIAMENTIUN IR
i a o o v o a
STUUEWNTIR (FINMUATIAINGNTBLET B9IUN bE FWAN bdoa

o. et mithiigimuasianats (31Ad1e89)
Lﬁmﬁ']ﬁg’{ﬁmumi'\ﬂ’1ﬂaNﬁ'ﬂﬁﬂmuﬁfugﬁwﬁfﬂﬂ"uwﬁ omoc/odor AUl bl LB bdoe
AMENIIUNTS
®.UNaNY A qmmﬁ’nﬁ LndunIdIugnIs UsEs1UNTIUMS
o unsanYsIA alng wdwnsuinsnis NSNS
. UNEMAsEN aunes Wdrnsguyns NITUANT




