qmé’nwmzmwwmmm PACLITAXEL STERILE SOL. 300 MG.
1.%'881'1 PACLITAXEL STERILE SOL. 300 MG.
2.Auandanaly
2.1. guuuu
2.2. @ulszneu
2.3. MYULUTTY

Wuansazaneusmnide laliildviedvidessou

UsEnaumesien Paclitaxel 300 mg. Tu 1 VIAL
UssglunwuzdmIuUIIIEdaUnImINge vhainui type | U
fiwarafnfusounazsesiifurn furnannssunntlaafumiausn
-syylien duusEnauiedfyuareuuse Tundn 5u§um&4 \auTinGn
waztavnzilouiiven egrsnauuuussqsiue

2.4. 2870

- VUNMUBUSIEneg Ntpefasss Yo vsadeniamsdn diulsenaunay
VUIN ANUTIVBIET LATKER TuFueny Tidhau
3. AnENUANIANALRA : Finished product specification

3.1. Identification test AU
3.2. UsunausnendnAgy 90.0-110.0% LA of Paclitaxel
3.3. pH 3.0-7.0

3.4. Bacterial endotoxins
3.5. Particulate matter

NMT 0.67 Endotoxin Unit/ma.
- U9 > 10 micron LAY 6000/container

- un > 25 micron LAy 600/container
3.6. Limit of degradation products

- Baccatin Il NMT 0.8%
- Ethyl ester side chain NMT 0.4%
- 10-Deacethylpaclitaxel NMT 0.8%
- 10-Deacetyl-7-epipaclitaxel NMT 0.5%
- 7-Epipaclitaxel NMT 0.6%
- Any other Paclitaxel degradation product NMT 0.1%
- Total Paclitaxel degradation product NMT 2.0%

V8V - USEW 1 agResaiuayu Administration Set dwmsulvienlusnsidiu o1 1: set 1v3ely
wWganariunslduimsen Tng Administration set foadusin non PVC 1ifasanndrduen paclitaxel
injection e1avihUisenfiunanainuiia PVC

ARZNITUNTAINUARAMSN BULUDILN
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2

Qmé’nwmzqummm GEMCITABINE HCL STERILE POWDER 1 GM.

18981 GEMCITABINE HCL STERILE POWDER 1 GM.

2.AEUUAN2 LU

2.1 jUuuy Dugmananniedun

2.2 d@nusenau Usgneusiesiien Gemcitabine 1 ¢. Tu 1 vial

2.3. NYULUITY usslunuzdmiuussgendaunmnde venuf type | U509l
fwanafnvuseuuazsesiidunn fumennnszunndasiuranuan

2.4. @8N - svyliesn duusznoumenddguarauuss Tundn Fuduany iaeitndn

waziaunzouifuer Hegdaauuuussyiai
- VU usUITEepedesstydesvedenisnmsi duusznauuay
YUIA MUUTIVBEN LavTinEn 5’u§‘umq Lo

3.AnautAnIunaia

3.1 Finished product specification :

3.1.1 Identification test ATV

3.1.2. Assay 95.0 - 105.0 %

3.1.3. pH 27-33

3.1.4. Sterility tests ATIY

3.1.5. Bacterial Endotoxins L3i1nnd1 0.05 USP EU/me.

3.1.6. Clarity of solution ATIVUY

3.1.7. Impurities
- Cytosine Tainnnan 0.1% w/w
- Gemcitabine alpha-anomer la11nn31 0.1% w/w
- Any individual unspecified impurity laiu1nnan 0.2% w/w
- Total impurities Laiannnan 0.3% w/w

3.1.8. Particulate matter
- size > 10 pm laisnnnin 6,000/ VIAL
- size > 25 um Laisnnnin 600/VIAL

ﬂmzﬂ'ﬁiumsﬁmumﬂmé’ﬂwmmaqm
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3.2 Drug substance specification :
3.2.1. Identification test
3.2.2. Assay
3.2.3. Specific rotation
3.2.4. Heavy metals
3.2.5. pH
3.2.6. Impurities
- Cytosine

- Gemcitabine alpha-anomer

- Any individual unspecified impurity

- Total impurities
3.2.7. Bacterial Endotoxins

ATIVY
97.5%-101.5%
(+43°) - (+50°)
1lai1nn31 10 ppm
20-3.0

laiannnan 0.1% w/w
laiinnnan 0.1% w/w
lainnan 0.1% w/w
laiannnan 0.2% w/w
laiunnn71 0.05 USP EU/ma.

NUTBLHEA : HﬂﬁLauaﬁbﬂlﬁ%Uﬂ?i@ﬂﬁaﬂ7ﬂﬁﬂﬂhﬂﬂﬂ?ﬁﬂ%ﬂiimﬂ?i@?ﬁ?iuag81 wazANUNWLY
- 9 9

wna1snnuen kg lalunsalsasaluil

- SnwlsauziSedueeu (Pancreatic cancer)
- SnwilsauziSeuonwila Non-Small Cell Lung Cancer

- ShwlspusiSansemngtaane (Bladder Cancer)

- SnwlspugiSa@uy (Breast Cancer)

- SnwlspugSasaly (Ovarian Cancer)

- SnwnlsaugSamadud® (Biliary Tract Cancer)

v 3
- 3ﬂmiiﬂm|,samﬂmqﬂ
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L3 '! aa
(WNENMFUVNIYIU  IPUNETEINT)

UY5¥5UNTIUNNS

A33UNTT

A33UNTT

-4-/aulvdu



woulvdy

4. Joulvdy
Q’Lauaiwmcﬁmﬁmmmuﬂaﬁaﬁ”wsaa wianasaeilotosusaaenansinggiienuna S18aLLdunR Il

4.1 wnansmslesueygntunsidouidusuitesminelulsvndlne wasduas (declare) s

A6l

4.1.1 luddnstunsideusiiue 1dun ve.2 ve.3 ve.d ve 8.2 udusinstdl

4.1.2 ludvetunsdeou ve.1 wie 8.1 veswiaussia ndeusvasdeniitenismunu
@mmwsuaawﬁmﬁmeﬁmmﬁ%umLﬁau (finished product specification) wagUanIvunm
AMATNYBIINGAU (drug substance speciﬂcation)ﬂiiﬁﬁlE)E\ji:ﬁ“lﬁ’j'ldﬂﬂﬂﬂﬁlEJ‘ULL‘UaQ
wAludininesdosuuuianaisnisveauily (8.5) unweu finished product
specification L@ ¥/"38drug substance speciﬂcationi(w‘uaLLﬁl‘Uﬁauijuﬂizmﬂ
Uszmasmdidnnsedng wazliiiu 2 ¥ e Yulsenauszmesimdiannsednd

4.2 1aNANTIUTOWINTFIUNTHARY
4.2.1 nsdlpmdnlulssmelng guandasdidiunmaienididesusewnsgunsingm
VENNEETLaEIENITAIUNTHANEY GMP-PIC/S %130 N1MSEIUNNTHANLINIUNANLNN]
LazI3N15ARUNTHAR1YBIATNIUAMZNIINNITOMITUAZET NTENTIAITITAEY
Farmuniulaefinuaonadewaziinifiouiundninusinazisnisiinlunisnane
Pharmaceutical Inspection Co-operation Scheme (PIC/S) Tumnaefiauevy atu
dganmseunsnsrasulaeiinanisiusesdisiulsenmavsznianadidnnselind

ARIENITUNTMVUAAMANBAUZLANE
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4.2.2 ns@inugnndranssszna grindedidiuinmaienidedusosnnsgmums
NAREIMIUVBNLNUNLALITNITNA LUNISHNARNET GMP-PIC/S ﬂJmUisMﬂQ’wémﬁumqm
AUTOUNITMTIvERULAEINANISS USRI IUUSE M AYSENINSIABLENNTaTNg

4.3 1BNENSARNNMBILTLEUDTIAN

4.3.1 nanMIATIVNATIRRUN NGRS uie1dn5agUvedndn (certificate of analysis of
finished product) Tugnjuitdadusoeis

4.3.2 HaNMINTIVUATIEAUNWIRQAUVRIFIENEAY (certificate of analysis of
drug substance) Ml#lunssdnenuiidadumegiviseudneuasndningiu

4.3.3 yangunietenanstudunuduiusseninegunisnanvesingivvesdiend ey (drug
substance) 98 4.3.2 fugun1snanvoIndndneierdnsazu (finished product) o
4.3.1

4.3.4 nan13Anw¥ long term stability maammawmaqmﬁfﬁyuwmﬁaul*ﬁﬁ’ud’wﬂmm
ANENTTUNMTDWNTUAZET NTENTINATITUAY

4.3.5 n3dhfluengu vaccines , blood products fasfitenansiusasjunisuan
(lot release) MMNNTUINGIMAATNITUNNE NTENTNAITITUGY

4.4 f1e819e
4.4.1 flaues1nl feosdedaag1981081988e.. 5. M8 UTIIA NS Fududunuuans
Teazdenlansuiunuinvualumdeamaudiiniudiwu

4.5 MyUsziununweidway
4.5.1 enddeneuresiengldlalidosnii. ... 12.. . houtiuaniudweu
4.5.2 grynnandawey agsssdadiuinimeaneluiusemanisnsimeiejunide

ARENTTUNISAAUARANANYIULIANY

................. G/b-/ UZ5IUNTIUNNT

J [~
.............. e, NTUANS
(Wanitayy  asgynes)

........................................ N3IUATT
a \ % aa
(WENFINIYIN  IUNFIBINT)
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4.5.3 n3difivihesvnmshmsduiiegaeniidueuiitedsnsialinszsinuam miesns
wyihvisdesosweietni lneflauesa(fuie)esfosdeiiudnmusuauiinie
swnnsdamsraiinnsiuaniugiuinveudldsneiiiordeslunisasiafiasiey
auam nsdifinuienliiduluaugudnvasians misessnisveanuanslisu
fsanmsaueTaetinavesiiauesaEunewas/miednanluafiiely

4.5.4 flavoa(uie)ssdosuildsusuilonlnduunety visileinnisidenannde
Usznmstagrousmualaglifidouls

455 nsdidueniieufuiigumgd 2 - 8 ssmiwalda Feauanuenansfisusesindissuunis
Wuuazdndssndu cold chain system ﬁiﬁmmgmmuwé’ﬂmm% Good Storage
Practice (GSP) uaz Good Distribution Practice (GDP)

4.6 Wwnansoun
4.6.1 nsdenfiausldlienduwuu (original drugs) desilienansuanisdiny bioequivalence
yeefiiauesinSsudisuiueduiuy TneBBnsAnudeadulunmmdninusiuay
WU uRlunsAnuauyaveseadyvesdiinauamugnssunse LAY
NIENTNANTITVGY
4.6.2 nsdidueiidosazare/eansieuld fesdinansfnmaruasanwwdinsazane/
\$o919 Tudvihazanesneg Asudiusazaonmdedfuenalsiiuen

L

4.7 gauesi (Jue) Busedlvienidndyayineunsuinvun

o
s

4.7.1 n3finanisgunadaszieniannsuivermansnisunngldiduluauunsgu
YoM

a @ A

4.7.2 nsdindndndieviaigniseniivivainviewaialagdinauangnssunsemsuay
81 Tugananvesdygasaoaziy
4.7.3 nsdinulgmaunmainudnsdudieiionsdwareussdvinauavanulasniene

AUIeTlATUe

AMENITUNTNNUAAMANYULIANY
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