00100 Paclitaxel-Pack Insert-USA-B2

e o oquing B, awionn . oot wicts

T
I
PAGLTAXEL GUNGAL STUDEES THBLES. ThBLE 4 suBSET BREAST (contd) Patenisunotae | PATIENT INFORMATION
Paciase njoction,UsP Ovarian Carcinoma T | v | e | e Paentsube Disess Fres Suvval | Overal Suvval | N X -
4 oo | oo | ey | e T i T | T T e 3 st oo o s, o ot . ADVERSE REACTIONS  oronpcr ! Paclitaxel (pakl tax-el) Injection, USP
Fantnfomalon ackeedy fitune Dola Patients | Recurrences | (3% C1) |Deaths | (95% C) (=235 (=23%) ke TBLEs o i o s on, s, typstenion bt bon ceed i s o " Reonl
ot T sy o ey ofpcktcllone by g 0 s wh aharced 1 | e s 27 B2 | w2 Tamor Sz e Tt Frogrsson peson tori: o e e ity of ik s g by ‘?ifL"Q hlrion, s, etrn nev e el | Rxonly
ARG coos s o e ‘Mmqm':n‘vmx';:fx:'n inz o OMMM b, izt ouCostms nend {5620 | (145103 | @021 0710219 2 1w |18 mmo‘w‘ . E mﬁu:a‘ o ~median(monihs) 42 3 e o dcinid bcaus ol f e ypatnsin rwm vﬂ:\ wn | Read this patient information leaflet before
~Time o Progesson ) ) pake oo Contruois. !
Packtne shou be admisred under e supensin o a hysein exprened " 1 M 2 i | e | y spude sl s, | you start taking pacitaxel. There may be new
the use of cancer chemolirapeut agents, Appropriale managemen of complcaions s | - of Canada, b I (w56 | 35051 | @8042) | (1914 (06410057 086-008)| | edian {monthe) "z 105 T AN e ot as subsequnt gy ot Vet of s NGE) | information. This information does not take
0 Suvval % w | m o | 7 . sl Iecton, USP i indcaed a5 subsequen hry o h eatment of akan s :
aepeln 15 mg - mstan (o) 115 e 151 107 0510108 (051011 pes = Ushn Pactarlect an Syvtam 1 the place of talking to your healthcare provider
Ve esimen, angoadama, a0 generaized car have ccured 2 1o 4% of ez, ol 16% ecied o ewisy | powus [@101s|pions 2 I - w o] on J i cipan, mmn e o ofpitrd ey o, e deckoren o e | about your medical condition or your treatment.
emedca e, ng | 4 Falrs 4 Sl o e o4 b compaing e 2 o (130 175 mgh) e of e e (3 24 hr) o ) s ton @stwosn | fedwdn o e Whe  dpadiod ! What is the most important information |
ived either pacitaxel 135 mgin infused over 24 hours followed by aring o e ‘carcinoma study are described in in L e -
H, Post 118 50 073 155 077 ¥ | should know about paclitaxel?
d a7 mg ot v o 0570083 @58lasgs | 0914 andmarave fom. e e Podlll contin dtyirt deohl USP, 366 g cndortan shuk b gven o P
I b suses,patents reted wit pactaxl incomionaton wih ciplain hod sigicant REGR o bt prtiispvill o o g Carcinoma By o e 7Sl possile CNS and alher effects of scohol (see PRECAUTIONS, Pediatic Use).
Pakine thoray sbouki e b gien f pants with sl e ho v aseing | 1 D01 S5, paents vesed it pactrel i combinaion wih il had SGNSCENy 1 repons e was defied when compaing he 3wt w e 2Ehout s 1% |+ Recepor St lonondcalLngCashome8CLE) | Pacitaxel can cause serous side effets
igher response rate, longer ime {0 progression, and longer survival tme compared versus 17% [p=0.50), Patiens receiving the 175 mwammmm 1t alonger e o Pasiive” 2086 | 29 082 % | o0 @ Phase 3 openabel randomized study conducted by paents We s with esirogen and progestsrone recsplor-neglive tumors (see CLIMCAL STUDIES,  Hepatic including death.
oot oo teoma s besal o ottt 100 . n | sandrd thoray. Thse dferancas were o sigcnt for e sbset o patents n o ) 73011 050118 There i e evdenc thl e myskioily o actae may o exacbaed n patlnts |
crer t monk e ccutenceof b marow uppessin,prinaryneopenis, whch Tre paionts recsiing e r s 10 | a 26 (075 mgh a 24kt nson ot i s ot b 2 tres UL s CUNGAL PRARNAGOLOGY). Exvene cavien | Serious allegic. reactions (anaphylaxis) can
o st anlees TABLES 24 nd 28, Kapln- Mo sl cunes o ch sy e waummlhsmmsﬂmmhr tespectvely. Median suvival was. usmmm s (05510085) (05410053 MWMMW;WWNwsmmznsmwwwnw st ey Sl e et uten sl gl b i e, wh ok Ak 88 papoen 0 people who receive pacitaxel
s be perfomee on o patens receing pcie. ounin receiin it mgn’ TABLE appe
ESCRIP“:)N & e TABLE 2A. N dose (:Hl EZ] Median survival was 11.7 months for pz g the 3-hour Wusnn of S il and Pacttare ncton, USP, ingion with it s ndcated o he e oament 96000 S Reaction | injection.
Ui dea; is ot ergoup o optinaly SoTi a1, =051 These atcal VoG Packarl rfeton, USP, o combinatonwith i, s ncaed for e fskin VEsent i estons, g resctons secodary o exvvasaion,wereusualy mid snd | Anaphylaxis is a serious medical emergency
. debulked subset) e i oy . ederess, sk dscloatn, o vl o e it st Tt i o o death and must be treated right
infusion. Packitaxel Injection, USP is available in 30 mg (5 mL), 100 mg (16.7 mL), and 300 mg. TS C750 | THasiaa crsor Pachtaxel remained aciive in patients who had developed resistance to D‘ﬂ""“'“'-“"li‘"‘"ﬂ 4 and FIGURES 5 108). ‘and the cisplatn plus etoposide am. Pacitasel I USP is indicated for the i K i aw
60 mL) mulidose . Each Lo serie nanpyrogenc soluton contain § mg aclmel, USF, a7s a5 <5 Sy e g vl o f v ke i ¢ e Fowes, » aclacel Ijcion, USP s indisted fr th secondine opus B, e th ckrt L it | away.
I e eion " cacoma o a1 st s, ecal s e e ) .
P« bl o i s ity Pt oon v o e || BS e g2 s T [ wocHTons i iasn it e | Pt on S emion.
B e e e e W,mm - ae peren) T s cont ot P oy s isn i s b 0 okt M o e o Paclsal s contandcated i palens who have 3 iy of hypersaniity teacions 1o ave any of these signs of an allrgic reaction
T405910.11 e pake 00t o0t e g on 812 s Vs n 1 s T s s rd £ — » apronge ks r wasdelayod by aweek o 10 das ) * trouble breathing
Bt e s e B s e L L e T : ; . | » . e o e, I, e
E12Mwm: 12:benz 82 9 166 130 L 10.and d L s rate parcent) ‘etravasation, it is advisable to closely monitor the infusion site for possible infilration during ) ! .
s 0w o H plabe oo | o e I throat, o trouble swallowing
e i nior ez o (R o7 o0 '"‘:‘““‘f’""“""““”“”"“‘”‘“""”"'““‘;"’"“"‘“““m“’””"”“m’ H Time o Progesson g I+ hives (raised bumps) or rash
F e, administ 2 Carcinogenesis, Mutagenesis, Impaiment of Fertiity *
-95%CF 06210 05610 - median (months) 1 ger pair
s 51 inusion were mor tsi. However e sty h nsficint power (o Geemine whelher H <modnonk) L] e E wauncs RIS s vititonvivirsekor Vo 1" Yourhealtcare providervilgiveyou medicns
Survival Survival fequiing reaiment, angioedema, and generalzed uitcaria have cccured in 2 o 4% of  Pacitarel has been shawn (o be dlastogenic in vito (dhromosome aberatons in human | .
mesin (vont) | 295 n | s 2y | BrastCarcinoma “medion (nonte) 0 1 T il 1o lessen your chance of having an allrgic
o (4R o b AdnantTrerop Faues “plahe o | ow remedicaton, A patet shoukl b preveied i coricostrods, dpnennyramine, and 10601 the CHOMGPRT gne mtaon assa. | reacton
-hazard rafio (HRY BE an ists (see DOSAGE AND ADMINISTRATION). Pafients who experience severe N i
n P 3oty iy G rd s G § GAGH, s G yearSunial H, antagoriss At d et ot gt e s e | Wt pachtavel?
ssscr oselo 050 X , paclitaxel
Oncolgy Goup [ECOG). Norh Canl Garcer Treanent G (NGCTO) and S et 55 © 3
2 e gy G SHOG) o 3.0 s i s vl s F o ) Womge T S maron speson ity i) et ot iy TR G050 O L G, o8 g b | ooy | Pacitaxe is a prescrption medicne used to
rorg e i H z o oy, i pdtae
e e g s..;f"lm o oot ) T sl o wh gy H naecco0 T byt g e han s and ety tse : Ire::::::\ecl:':v::r of:
gosiie hymph nades flcwing ether a mastsony o ssqmenal sty and o i bal atent it 5. od counts shou e nstved g pciarel .
Pzl US s 8wl ol o i e aroia s 0, o ez E“‘“""‘”“ o - OVARAN GARCINOUA dasectons, H St Symtons Sl v e ol 15 iz o s el 3m omnt Pragnany |+ breast cancer
compare S e s, b 500 el -1
027 T as 1 ey eaimen! gups hssukicapibndati 1+ lung cancer
(CAL PHARNACOLOGY - W | o s ot v gnard o 0 B ™5™ w s Nursing lotors s |+ Kaposis sarcoma
Pacitare s a novel anlimrotubile agent that promoles the assembly of microtubues fom i =33 1) i vy o s s P pocaraoia st  pebants otk S adminstalon ) ; . )
=162 (r=151) days e Tand2 e [ R T B Yeoted it sleagen pokne n 0 cnicel s d 20 - e oy ot s o ! Itis not known if paciitaxel s safe or effective
-rae percen) 5 5 and cprofocac) every 3 weeks for 4 courses and ifer pacitarel 175 mgin’ 25 a hour s e - I il s g i s decine i el i e s o ) "
onl oo e o Soor e e doscibd n and contiuous cariac moneng shoukd b peromed ng subseauen hrapy wih s 2 oo v ik nd s of e s o oo | childen.
arbundes’ Time to Progression patasl advere reclons in rrsing nfans, i rcommenced tha nusing be discontnued when |
s - mein () 53 s ADS-Reatd Kaposs Sarcoma Pregnancy recivngpaltanel ey . Who should not recelve paciitaxel?
s a5 rtecoery rom Fesimentled ctes. Daiafon2, Packre can cause fetal ham when ainistred 1 pregnant woman, Adniisaion of  Pediatic Use ive pacitaxel f
r [ H i ptents it AIDSrested opos's saroma Fiys 1 Donat receiv palitare i
o ssvcr 031008 mon e v provous e st sy Nk o sora (m) Damu |+ you are allergic to any of the ingredients in
¢ ; o 5% s tamin, T iy s 1 o e, Ses the ond of (s el f
Tom b paard campuimnt . . PO [geplepied yuityiy e Co ey e ki H one o1 e o e | pacltaxel. See the end of this leafet for a
e a0t mwwﬂm ounkin s nber of posive o nces, o sz, menpasl H @ cou ot et ity ey (st 115 h daly masiun reconimended hman dose on 2 mgh? b3, erdogenc paich | complete st of ingredients in pacitael.
el 135 md 3 on s g A hon i -+ 2 oo o 1ok of s 5 s In Sty CAVS-176, pbins rceved potare at 135 mgh s @ b ks evry 3 | ae a"e'gw to medicines containing polyoxyl
patentsand re summarized n e foloning ble ol e sty i o AC s e o [ RROTS, 1 0 ] wess (nndad ose ety 45 oo, 10 dusolenin iy s e Tt te 10 0 e s kool ides 1 rogrint . e el cot o daried, o h does a1 4 s (vt s o rcmmended | 35 castor
s e i e ot ars w110 0w b 1 Sy ORI 251 ptt e bl b e of i ol e o s - youname bt o el couns.
Doss | nfusion | N o T T TR et 0 o652 000, Fr dte o il vl oy pda\un‘ g - s A gecirel e apprised f e pleial hazad 0 te et g | What should I tell my health d
(m¢ Duration atients) jimL) | (ngehimL) (h (Liim? ncreasing ° 0 at shoul tell my healthcare provider
)| Dt | ) | g | oan |00 | Faurer, Figurs s ECAUTIONS 112228 patent who resied pacloel n 6 clrcl sudes evakatng s safey and | before recelving pav:lllyaxel’! "
2 P I G 7 R ot of h nshied concent wi st ey s (PV) aSber 5 s e posimr 4 shend o cre o cocoams. 4 NoCLC, o |
x [ £ . g Boan® Figure . isease-Fee Suval: AC Versus AT Y Jisiiodtivit ol S i couty | Beforereceing pacitare, ol your heathoare
3 R Mosos | ¢ o v s DEP 67 el i 1o o
- T — § . 11 PV afusion bage or sst, dide g ot | provider about all your medical conditons,
——T——— — z e g oo 8 (gass. polypropylene) or mc bags. lvﬂvvwvwwe‘ wwm e imired g neutopathy was more common in ededy patients. In 2 ciical M.x in NSCLC, e adery | Including ifyou:
i ,wm.unmw-._mm.mmWmmnww E o H 2 terts vt i pacltrcl :»:amnwzmm:mm crdoisar s Eimas o+ ave iver problems
g o At gtns Sy V.74 ity pramaron s o 0o 0 sl Pk sk o it g oo She i s et 1l Sgpete smlar i iy pten and n yunge paiens, hower cmpara .
£ [ g g T—— . fragaii e i vt 5 damied i cottdrn 0 o sl e o ety wm; | * have heart problems
{75 mgh) et e G, mz,zﬂw.weveadsmehucm‘mn;neﬂpmvmmnn\ ferd pom me B % o8 H B 1w orworse at baseine. suded o e e f vy ol el |+ are pregnant or plan to become pregnant
win'a Tho nusn, o 3 0% nrase n o 1 o v than younger patients, bt 1o e eficacy paraneers avored h yaunge 1.
% nd e oy T st o v oy o [ R 8 ) LI T e - TABE S 1 s | e s o | Pl can arm yourunban baby. ok o
e usion of pcael, anged fom 221 0 688 Ui’ indcating exensive extavsculr [ A [ Filr Systni Thrapy btractorn sues according o age your healthcare provider if you are pregnant
distioution andlor tissue binding of paciiarel, Figure 2. Survivak: Cc Voreus e (GOG-111) o T T T T he wﬁxe event profil for the patients i e pacitarel subsequent Tﬂ:m: (":;'7 a0 “when paciarel ! or plan to become pregnant.
o mgi) ghen o o pail )
g s of 15 o 135 mghn o by 1wt usions (115 3 t 275 mafn’ gwen by wih snge-aget pactasel i 10 cinicl sttes, Trese aherse events are descbed n e at uas g afer cigan han with the el semuence (L. paciase) belre i) PACLITAXEL IN CLINIGAL STUDIES |+ are breastfeeding or plan to bveasl feed. Itis
g s (36, 20 275 o by 2 Fsons (160 e | H i 0 T e ] 1 Ot breast
o2t oy o it v ol o o £ T ) e 2 cpon il s o 41 s e e ] Tho it o pnl  co by pcone P wrynesCIP28 rd e ey | | mik Youand ot s ot s
Stcomahavs ok been s H g - Dol il e ety OYP3AL INoICATION ) Agey) | decide f you will receive pacitaxel or breast-
e e A st o s e cochene U] s OYFZCS s TP G | yegmen w5 [ e [ w |
H g o 2t 39 moeskinbothstues, wihasinda fange (201 24 05 051) ol e i e el oy st ot oom s [TOVRAN G | feed
£ H (R o ey (o i, by, oo, o, dun, o, s, o g L
ranteine,dexamet £ o o o T St w5l proouly e v  maiun o e pir - e B S ey nota ok oo | ey e s o) | mose |2ams o | asmss e | Teud your hea\mcarke provider about all the
Al navencus adiisaion of 15 b 275 mghtdoses of palanel 5 1- 6, o 2 8 L lazodone, eina, it din dampinand | (GOGH1 FrstLial | medicines you t cluding _prescription
asory o e oty oy f g fom 9% eor we " w 55% G 3% o 5% nd s ey Tis524 5] L) |19z ER | S0 240 and non-prescription medicines, vitamins, and
o 12.6% o the dose, indicatng extensive nonenal clearance. In 5 pabents adminsiered T Ve W E ® oous Cauton should also b exercised when packtaxl is concomitanly administered with knour (Phase 3 Second el
22251 20 i’ of sl ke o 3 S oo, 3 of 1% ;(;A\n ‘was qualaiely consitent wih that seen fo the pooled anaysis of data rom 812 T 2 3 H cuter et ooy SR8 6, oaginde o osiaon), WA, gnbrn, sied TH7S) sto@s) | amse | o | oms@ | 1 herbal supplements.
eces in 120 ours, and jents treate wih singlo-agen paciarel n 10 cinical suies, Trese adherse evets ond vears The dose of pacitare was 200 mgh 3¢ 24 oot fusn i GOSF sppert. N of 30 4 patent ! (Phase 3 Sscond el | Know the medicines you take. Keep a list of
v ot o n e ot e o dos o el was 200 mgh 35 24 hout nusn ith G.CSF siper N sy | sy | oo | 2
Tl eyl it e o 25 0 17 0 i P e ‘m Shrs ers o th Pha 3 s ne st carcnoma s o escrond i e Subt e s shersd a e cpon, o a rspnse ol 0% G5 C 15% 10 6% Sy e, G ool ttons ewee o, sl o CYF3AG, o o ors | 175289 L ) ® |1 trom and show i 1o your healthcare provider
iy Samyionpacina. aconied o b o sades Wb haman ool o ] . TBLE L oveRALL ; o, el fsts #1625 | 1081(12) | 00 | 81O | I and phammacist when you geta new medicine.
lver mirosomes and fissue sices showed tal pactarel was metaboized primarly 1o exarin PATIENTS. Phase 3 Second Linel ) ) )
o Data o5, Phase 1 and iy St ey et 4 e oo ST Repots in nat plasma leves of dosonbion (and is actve melabalte T 2 | ssesis | o200 | om0 | | How willl receive paclitaxel?
3-phydrorypacitaxel and G, 3-p-dhydrocypacitael, by CYP3AA. In i, the metabolism of (407 o 135 mgin” gven as & Mhour infusion. In the 471 patients enroled, 60% had symptomatc: P !+ Paditaxel is injected into a vein (intravenous
i insppor pramanc sl 3 Sty ony, nd 75% na vicord molscises. ] Homato st @y | wimis e | s | 2ean |
enim. e, s o, e cepo, s ok T vy v SXepln gl i ot e i ol dickn s 4052 Pl oar [ V] infusion) by your healthcare provider
the concentraions used exceeded those found in o folowing normal therapeutc doses. 13510 170 mof v seting (30%) of boh (31%) Partal esponse " |+ Adjuvant BREAST Cancer !
o e ) heto? dodes NTABLEA 0 it than 150 e o 7| s | s | g || Your healtcare proider il do certain tests
. 1110 37%)and 30% 5% C. 18 10 46%) witn and TABLE 4. BREAST N sn e ) 150 | while you p
may o be alered n uvo as a resl of feracions wih s thal e bl T el PO e e 1 and platelts foconr 1 a vl fmm, I the cace o sevre -l . .
" reament in 351 8Tkt 5 PatintSubset [ [ -Froe Burvival w e e — 1,500 celi’ znd plteels 2 levl 100,000 cabsf?. I the case of of il Therapy | What are the possible side effects of
1 17.4 monthe). respariveh onbs (ange, Wo.of Hazard Rafio| No.of da of reatmens, was .1 monthe(1ange: 3.4 0 1.1+ months). Oerall or e 471 patiens, he e 7 days o amk e i) e | s | 35012 | 122006 "
The dposton nd oy il S i v e 35 psrs w2 B0 ; S L) || BEAGH 71 monh © v Teduchon dos or sbseqen courss o hesap s o, iy oot | Soam e | oo | amets | 1 paclitaxel?
R o v Noder 1.7 monhs ange: 010 18 monte [T ol TG G ! i
S o St o e o e ThePhase 3 sy hd il ] C1.451087 mont] Tell your healthcare provider right away if you
severty of patients was 16.2% (95% C1, 128 1o 20.2%), with 6 complele s 13 - el I the followng table. ) s aleast 1,000 cellsi P10 ) sty | oo on [ oviar | warig | PR ain
o 0611009 (a5 i mmes ok oo crplons and phsaphsndco i i
BEn T A I Il MO o e e e U sy L | s dartes
R ASTRATON. 1 s o v gt oo o e St o 551+ o Ay 13 e (g 0210355 i) ossiotn o e s e onft e pens, g e f poed sty ncion 1 AT cs fckon e g o ockn ) | 2P e i
pocianei hos no boen imesgolst, Rosponss s, meian suival, axd mesan e ko prgession o tho & s ro gh i ‘ ‘ . | ‘ =R ‘ Vi iy o, mronk s, oot o e e sk norder b | The most common side effects of pacitaxel
; thefollouing table- Respons of facal esions and edera in paiens wit KS invohing te face, extremities, and genitaia 5 ool dohoryinie o b gl mch it o i) | o b e 1 Injection, USP indlude:
fomaby estgsted +rae peren) » z sa Ve s o,k resclors dyges hpomson e w| |+ low red blood cell count (anemia) feeling
sk 0135 ot requie nterruption of therapy. Howerer, severe reac oo ooty | G weak o fired
1
1
L

I Black Font: Times Aral Narow I
Dimension 7156300 Font Sice (Paient Information 10t
oding Sie. 63165 mm Date 2 Decamber 2017 Version 07

F
(Outline of folding sze for indication purpose only,
1t hould be removed hefore final printing.)

Final Packaging Site: Baddi-2
¢ Site: Baddi-2

Form No.: SOPPDDIO14-02 Rev. 00
fre-ko-10011P1

Pacitaxel-P:



00100 Paclitaxel-Pack Insert-USA-B2

T
I
+ hair loss | nforaton for Paint (s Paent nformtin Leate TLE 12 TBLE 15 ity be 2z CLIMCAL STUDIES, OvarienGarinam) o plyoein continrs, NonPVC cntaing ainsaion ses, such as o wich re
FORFRSELNE NSCLC hox o et s s o 38 s 145 o ptens v rened shakd b sed
. numbness, tinging, o buring n your hands | ADVERSE eACTIoNs LI . o sson s coms s rnco 1 iy s it i oo of b ot ey PO i .
S f Patients atients ____1 Y acltaxel should be administered through an inine fier with a microporous membrane ot
orfeet (neuropathy) ! D i e e b b prs o 1 s 15w v A A T TR0 | s s waffx vy e o sttt of 5 o by S 78 TBLE 110 g e e
* joint and muscle pain | caronoma and 319 wi breast carcinoma) envolled in 10 stuies who recesved singe-agent (095) | (0=105) | (o=98) | (n=t05) (..an Tt dove -smﬁcAuven-Ev-n\ExwmnmJ
+ nausea and vomiing 1 e tn T e ks v i e s Nowopuris - <200 w | w P T I patens wi NSCLC, adisaion of pctr oo b it st agror - P2 vercusyaver 3 o
*+ hypersensity reaction - trouble breathing; | g, .65 wassimrsrd 2 ot o). Twes e o pecrs <o a | e e Neutoperia <200 & w | ow " st e pacinl skon
sudden sweling of your face, lis, tongue, | <0 PO I B <50 T I3 5 2 135 moin olowes by
 hives i or 175 ) and 2 schedules (3 or 24 hours) f pachtasl 00’ ~Thomboryicpenia < norms plus it o NSCLC 135 minby 24 7 ? Stabity
throat, or trouble swallowing; hives (raised | o 175 main) and 2 schedufes (3 or 24 hours) of achtaxl, - ! z 2 ! Thrombosyiop d @ @ @ el Unopened vl of pacital are siable unl the dats indicaed on the package vhen stored
b or e | oy [Hems o ulola)ls moome |3 | @ | ow | e 2 v v 65 55 ) i o e e
mf) administered over 3 hours in a conrolled stuy. o ~Anemia <nomal o % d o, and n |
+ diarthea | e rowoR - ectons % 2 2 8 <agL 2 19 % o feeea have been rare (<1%) and have inckded grand mal sezures, syncope, ataa, and se= CLINICAL STUDIES, may precipiae, agiator
+ mouth orip sores (mucosits) ' I OF ADVERSE EVENTS INPATENTS - w6 || e I S 3t B e o e i oy b s St o o Trere is 1o mpacton et ualty under hese ciumataces I h solin remais
. N [ St Hypersensitty Reacton plerls wlhsrd KSCLC 1 o ECOG s, e s neutgenia & Forpatets with carcinoma o the breast, the folowng is recommended (see CLINICAL,
infecions - i you have a fever (temperature | Powto a5 AT S T . - A 5| || e it o s oy i % k5 T )l
above 100.4°F) or other sign of infection, tell | (=812) - Severe! 1 ra 1 m24 hours o u, gl 408 C.CSP) ompardaith 555 1 patins aho conditons for upkoﬂ hours.
~Bone Harow oy sympioms 6 | w [ s | e D o7 b el o the adiaant eaimen ofnodeposte st cancer, e recommended reginen s
your healthcare provider right away L e <2000 w - Syt ol B B Hoer, eprs n e llabre of anoma vsual evokad poleti n pabots Nae el ot ados of 175 g nvevnousyaver 3 s vty 3 ks 4 courses
+ swalling of your hands, face, or feet | rop o o o ~Any symloms 2 @ ° Feer ol Puwwaxwmm usPLs mg per ) issupphed n e cowing:
d " | seere synptons’ E i 1 aents an courses s piodes ver tal i o, and nchded I e o e e
+ bleeding events || -Lesopena <4000 ® oy s HERERE g b 5 s i s vl 9 b, s i i kol . s 9
< 1,000’ o | Severe symptoms’ ~Any symptoms. 1 o L o orted in 20% and 26% of the patients trealed with a dose of 135 mgin or 175 g/ orlsions. & reneons
+ initation at the injection site [ S e— < 100000 2 .?,;f;“ﬂ;;:‘m;*f o Sovem synptams’ 7 » 2 e s e e s o oS! taiaign 2 Aot taur of il chomatherapy for metstatc disease o relapse withn & monts of el iyt
« low blood pressure (hypotension) 1 <50000mm* 7 i et osool 'y o
et e - Mucosits e svery 3 waske o e shoa o o B3 i i
Tell your healthcare provider if you have any | | -henia o » - ny symptoms ® » 5| s o e ek Ao ot oo, sy g St o of el et oo e 19551 S el o o e e
<8y Wyolsuprecsion was dose and schadle slad WIR 1 chodde el b o |  Sovr ymptoms' i p 2| %t mions ot o bt copei ot o CLNERL SUDES, g %, it s oo T ‘ansent ceoured  For s ecommandd reginen, e ey 3 ; e ——{eanagel
side effect that bothers you or that does n0tgo || ectens © prominent.Th devconen of sevee hypersensiy eacions (45Rs) wes e, 1o e [~ Houramoto T DS Reatd Keposis Secom. T potive berapy, ndudng GOSE.fs 23 ays s The equency nd ek o [ f““ gpersonl Wl doe il
away. [ I e o o | il v ot e resopns (e DOSAGE AND by il v )
y || R ll Tanstsons » fo e HSR o | Amemsne 7 v “ | HomwsTRaTon epae g TP R Tt e i
These are not all the possible side efects | | ris ranscns 2 b s sy Tl Thntcspns v gt T pcn o e s st i i Y o
of pacitaxel. For more information, ask your \/ [-Fpersensiviy Resctor® Adinant Beest ! 4 s v 3 i L
bl X u iy en slals e : T o o ot o e e NCAL DS Nt eyt o) Rt s o 1
ealthcare provider or pharmacist. h H o e sy e kg - Severe ympons’ n » . 4AST (G60) i olsing :
Candovsscuar Eve caurses nd ccoma),h amer n
Call your doctor for medical advice about | 7 P B 0 2o || ey o e s e sttt o h st e npernue3 o
side effects. You may report side effects ‘maniored more inensively than other patents. - Severe symploms’ e 12 B mf every 2 week). REFERENCES
I Renat
to FDA at 1-800- FDA-1088 or go to o ) M TBLE 1. THEPHASES  [[Ersde ot e wloe T il el e T s ¥ 5 I B A 05 e P gt s b it rd o i
sion = ADJUVANT BREAST CARCINOMA STUDY. . o o Irugs in healthcare. ;e i e a meﬂ alth anc
www fresenius-kabi.comus or call 1-800-551- Sigicant Cardorastr Even's i Podm 5 e o, S e e e v s e e 204 US. eyt f el s o
! nt nts_ 2 ) 1. Reduoe the dose of dexamethasane as 1 of the 3 premedicafion drugs to 10 mg PO (instead Public Health Servi Prevention, Nmmm\ \nsmm. for
776, Aorormal ECG T oty |roae Avenia 1 <1 Te% of o palns and was severe (1 < ) n a20mgr0) Ot ooy st hoih, DS QHOST Pl i 065,
e % [ ToPopuson | (8005 16% of tre case. No coniten rlalonai beaen dos o schedde and he Tequncy  sonum e 970
General information about the safe and | | .p s omaisssine o RS i ptnts i 2 00l 2 09 T sl TED 115 Scin - i 2 el g
i i ~Peripheral Neurog =1 Toxcly was generally more severe in o ;. ‘xposire to hazardous drugs.
effective use of paclitaxel. I[Pty “ =155 getsro s gl o o e all kb, 5% becan aneic o s but r T hd sevre arema o cel 151 e i e combitn ey o kvl 0 il n gl o by 20% o Wi s gtV i
Medicines are sometimes prescribed for | | _soveesmpons' s o oo 2850l all s i 2% o s wi ol b S8 8 U e gt gt <50 e ot s o g 08 5 Anain Sl o Hoth Sy P, ASH gilns cn hrdin s
l i e I [“MyalgiaiArthralgia ~Neutroperia i i ® = ‘neutropenia. The incidence of febrile neulropenia was not reported in this study. M"“’gmmm‘s = /(e drugs. Am J Health-Syst Pharm. 2006:63: 11721163,
purposes other than those listed in a patient balg g N Thrombocyoperia <snmms 7 2 " 1 Fypersensiity Reactons (HSRs) N g, drth 8%, and 3% ol al ptents, 4 % "
information leaflet. Do not use pacitaxel for a ! N ~soemia g6 g 2 8 8 A patnts recoved promoseaton e o paliael adiisason (s00 WARNNGS g T*SPove. These manestaons were usul mid fo moderte. Mucosks was schedle breastand NSCLC) el e Kl L0, i 200 Creohy ity oo o
i 1 - Infections. 3 i 5 6 P ) 2nd ed. Pitsburgh,
conditon for which it was not prescribed. Do not e s e e PRECAUTIONS: Hypersensiiy Reactons). The fecuency and sevely o HSRs were ot e st St s 50 i o e et
, | 2 - Fover witoul hfecton - I patents with poorisk AIDSelaled Kaposis sarcoma, aseabondeg, mmmu = countis atleast 100, ﬂﬂﬂ ollsim’ L
give paclitaxel to other people, even if they have M sitiity Reaction” T TABLE 16, sy pesres he baselne 1,000 ceBsim,
the same symptoms that you have. It may harm ! 3 e v T 1POSTSARCOMA STUOES Do e o v St 0 e Wi oo s oo o ot s s iy s (e CLNICAL STUDES
! 1 et 4150 patint, These feacions wreseer s nan 2%t e pats d 1 of e ADS-Related Kaposis Sarcomal, “
tem. ) ‘ L [Pawrsenson Torey - m Caurse.No sove eacions wets cbenved el caesa 3 and seets ymploms ccaes v
This patient ,,,,U,mangn leaflet summarizes the | B - ysgiatalga = a0 g2k | Gl W o 1 bt f pid . T o T ypns cons a Nanulchred o
- Neuseani FE - g o5t shig crst pn, s Bl .
‘most important information about paclitaxel. If 2 l ! (n=56) arthea FRESENIUS
I ucosit i3 “Bons arow san o Oy 3o wo gt s bl conprd 1 <ol o, ok s o vy P "
you would hke more information, talk with yuur ‘ » Sasedon wostoorss v oo Pr— . - o (12%) bypoensicn_ rons " o) v s v et b s it ol v v ML Bt
g ks e ity i, ek i r i 21 i
eathear Youcnaskyourplametit | feim i P s i g 1 e () e o o 10, s n H e e e o o0l ot Segps ks o prtes s D o vl s, 011
o healthcare provider for information about —, - \io oS Lt e <5000 7 s ik, e . was bseved i patents veted wih pciael aone e oy U O s
paciitaxel that s witten for health | aneria Py “ n P i comiaion i e harcttspode oot TS o
For more information go to kabi. <agkL » > N
, e i et o o Miectin Ste Racton BT T s ——
conis o call 1305517176 Disease-Spaifc Advers Event Exprances e i E s ' v, 1 paa e shuk b shed fsed Decrber
z tual incidence given that safety data were collected differenty hnsed on um‘meﬂl b cwrszs ‘administered. Bm ardia, during the first 3 hours of infusion, ocourred in 3% of al \nmmn site reactions, including reactions %nmﬂw xa exnvusmw were usually mild and
What are the ingredients in paclitaxel? ! Bt Oy Cobiten yote | Opportnietcfecion N M ot 2 1% o all ot n e Phas 3 secnsine oata sy nlhs o ot of b ndemcs, s e i it U hion, ramen. Gt g o s o nd T2
? e | cmmmwm i po e et e’ﬂscl e equency of hypotension and bradycardia, These vial sign {eacion hve bon osene i unemuy o s o e Ay tseahave b eorc
Active ingredient: paclitaxel, USP. | therapy stdies, For both studies, i R infusi
H P ‘ - Hepes Smpex ® i it T Tty o Wincon s ot e 1o e b p P 3 e, . e o e Patents wih hepac impaimen ma be at creased fik of tty, priclry grade
Inactive ingredients include: polyoxyl 35 castor | [5ER RS P Grade NV ) ) and “ 2 by ey b, st hinoclsion, pifirods 1V mioksiesson (sce CLINCAL PHARWACOLOGY 3nd PRECAUTIONS, Hopat
oil, NF and dehydrated alcohol, USP. ! ! b “ N Sgnicant cadovascuar ovents posstly relted o si ol ocured in therapy ate hown n TABLE
i v ' paiael, Gate | -Conddas, sophagl 7 s E;,T,‘m,‘m ety i e el i 17 o both 3-and 2w fusons. Forther dose reucton i subsedien ourses shoud
What is cancer? ‘ of patens 15% Grade ! i eenson, ]
§ . o Coplococel meningts s 2 isibon ’
mg/m’ over extravasation, the infusicn site for
Under normal conditons, the cells in your body g | __GoGi___| ’ " - 2 ey i o ok g et S K0 . TABLE 1. RECOMINENDATIONS FOR DOSING N PATIENTS WITH HEPATIC
divide and grow in an orderly, controlled way. | TS [ CTS0 | TSEE T | st it e s f i, Ryparsensitiy Roacton: lacomen. Ancn plirs wih NSCLC el wih pakoel i comonabon W claln oy INPARWENT BASED ON CLINCAL TRIALDATA'
Cell division and growth are necessary for the o o @ BrastCance e Faure of il Charatarpy A i) 9 in the Phase 3 sudy,sigifcant cardiovasoular evenis oceurred i 12 fo 13%, This apparent orClnial Everts
human body to perform its functions and to ! o 0299 { (0999 | loetof) | foe2te) Cardovascuar Alcpecia was obsenved in amost al (67%) of the patnts. Tansient sk changes due fo fr—— Recommended
| “Boneflarow ~Hypolension " 9 patets it g cancer. T Paciitaxel Dose'
tepair itself, when necessary. Cancer cells are | |-Neuopsnia <200y o | w | s | @ bracarda 5 - Gotocartiogan (ECC) abrormai i, £
g o % | & | e | | wessdminstodbyashaur muson uscxdoyan (ECG) sbocmbles wers common among patens o bassne. vty st wi el snisston ol e (nves pomnsin Fefour fuson
different from normal cells because they are not | N . | - Peripheral Neuropathy deeclaration of nall bed) (2. e ot n 21% of o paterls [ | sthmg T T g
- Thrombosyioperia < 100000 | 21 = % Any i ® 1o inlenventon. ECG. mmvmimes ‘were noled in 23% of all s, Anorg M —vin o <10x U and <15 mgeL Toumg
able to control their own growth. The reasons | < EO AR ) s OF BREAST RWITHI S I 7 e et o s e e R e o e i egured veament dscotuaton. Edema was st commnly focel and dsease-clled betall |t | __tfmgil gy
for this abnomal growth are not yet fully | | -Aena <o sla] el WONTHS OF ADJUVANT CHENOTHERAPY oty T ot Ry oot 53 hsions s o sgo rpeln s s e ST e
<ag : ‘ ~ny anomaltes, s raycards, s chycarda andpremat ess,Aong s ity 107 1 oo oo
understoo 1| - s 5 | 7 | 2 s S Soveet u i ol ECGS at baseine, i heapy s, Stvens: S TR e W1 e .
Atumor is a mass of unhealthy cells that are | B 7 e . wom | oo ECG abnamaktes v son: ol e st et ooty T = ey T
dividing and growing fast and in an uncontrolled |  [+Fypersensvity Reacbon B Nausea andVoriing 3 n fudng cardac - 9% 0| s | Zores0x0N g’
wy Hhnat X|E oo | e [ ] R T R - 2 | i ot s e i S
" - - Severe! 1 1 - S <500imm* % 19 45 0 reported typicaly in patients who have received other chemotherapy, notably anthracydlines x e
body tissue, itis known as amalignant tumor. A~ [+ Reurterii® ~Thrombocylopenia < 100.000mm* it 7 {s22 PRECAUTIONS, Drug Iteractons). Repors of atheria a5 part ol o INJECTION, USP
malignant tumor can spread (metastasize) from | | -4 symoirs o w | s X S’ 2 H “hny u I st s o socntiio | el 1512200 Revised Decamb 2017
b # neia D S 7 5 G 0 o paents,
its origina sie to other parts of the body if not | - Sre e o s v 7 L Respitory ot e a0t
found and treated early. 1 | -Aewempone w | s | e — 2 H - lsconfoueonfor dig i it ush
. 18 2% 10 kil 2 2 * Packasel Conumws increased lacrimation, anorexia, wnh/smna\ state, photopsia, visual foaters,
| : o e, . photp Preparaton nd Adninstaon Precautons
Manufactured for | [raiaga Fypersansivi Rescion Alpabs e porndcaton Pl efsionan eirtry e e bon reord ‘ndinrease i bood realinhave ben 2 T .
FRESENIUS 80 a 2 Al % 31 e
Neurotge ol ideines on thissubject have ben puished'“.To iz th sk o doma exposue,
3 ' e | % z A . ¥ Adverse Event Expriencesby By System | expoee
e e uncrs o i, oy i o, o Bt v b e 20 L e A L
Lake Zurich, IL 60047 | e | e - o Peripheral Nouropathy " N et s s petrd 1 clcd st ot Dl st g buring,and edness. e oot
For Product Inquiry: ! 2 3 4 1 7 3 ey o e oo une prr sndior Vo [t SUSPECTED ADVERSE REACTONS, core Fsss Ko Ush UO o Upon
1-800-551-7176 or www resenius-kabi.comius | e , s e vty rartg etons g | R 050 i ko, e, et pan b oat,
7 104 % 7 In general, the frequency and severity of neurologic manifestations were dos ndent - OVERDOSAGE iven the possi ‘extravasation, it is advisable to closely monitor the infusion sit
451225D/Revised December 2017 : N e ' 1 3 < T Feney " A paints receiving singe-agent packtase, Perpherslneuropalhy was observed i 0% o Gen the possibity of extravasaon, i is adsabe fo dosey monior the ifusion sie for
o ey an patan s avnt o the
7220132602 ‘ (o oo s et NS, PreparatonforInavenous Adninistaton
we | we | ome | o e e inon o s e b i, plons mo 54 ssoaas i o sl iy o8
| sl e . o Shore i aar for by ement am, In ain, 1t eves have been 1ot fom Premons, satd oo i
i ks vk s Wyelsuprecson and parphea neuopaty vere dose aaed Thare was oo s e e i f ekt o 1% pans. ey oonc v DOSAGE AND ADMNISTRATION 5P o5 Dot i s i b1 sxeraor o 15 2L e
- persensiy eacion (5% chseed o th dose o 35 g o esohed wihn severl mmg sotors are physaly and chericaly state G up 1o 27
! may have more fiequent and severe hemaiologi toiciy, i . Inorder oty 2601 0 oo g condions. Preiard g o Skd b0
i FirstLine NSCLC in Combiration fecti TABLE 16) I the Intergroup rskine cvarian carcinoma study {see TABLE 1), neroloei muded ol inspected visually for Danw late matter and discoloration prior to administration whenever
| In the study conducted by the Eastem Cooperative Oncology Group (ECOG), patients were  and. 'STUDIES, AIDS-Related Toxicites. roroup o i . ly i "
" In e 1 sty, newolosiciy was c = perpheral neur andn yroup st pe (T) 135 mgim’ (poypropyk Upon preparation. 4
1 [l 01 . ey e sty v g | (375 g o a0 & A paontsshoud bo praesatedpor 1 pcarl atpiihakon n o o e o hove e s
| 'Swu e s o ik o wih GOSF aport o et ()75 mon day | o g = S o rcon (2% sovere). ecpectve a s m thoughl
mgihn’ on days 1,2, and 3 coni in ents as comy atients with solid tumors. ‘administered approximat and 6 hours before pacit fiphenhydramine (or its
1 o " ¢ g " " PO adminslered appe ey 12 and § hours before pacilaxl, dphenyc lm . Data collected for the presence of the extractable plasticizer DEHP [d»[zgmy\hexy\lnmhawd
| SecondLine Oy The fowing abl shows th inddence ofmporant adverse vers. Hemetobgie e A2 how that el increase with time and concanizalion when dulons are prepared
o S sccontine Bore marow sppression was th mijor casemitn iy of pcael, Nevkopeia,the y oty s contanes. "
! ‘most impartant hematologic tosioty, was dose and schedule dependent and was generaly  feported as peripheral neuropathy. The regmen with pacitaxel 136 moin’ !W!" by 24hour For patients with carcinoma of the ovary, the following regmens are recommended: (see  recommended. Paclitaxel solutions shoukd be prepared and stored in glass, polypropylene,
!
L
. Black Font: Times Arial Narrow 1 Size: TPt
Dimension: 715x390 mm Font Size (Patent nformation): 10 Pt
Folding Size: 6565 mm Date: 20 December 2017 Version: 07
(Outline of folding size for indication purpose only, Final Packaging Site: Baddi-2
it should b removed beforefnal printing.) i Site: Baddi-2
Form No. SOPPDDID14.02 Rev. 00
Wre-ko-fo0 117 Pacitasel: indd




