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Docetaxel Injection USP 20 mg/ nt eb 80ng/ 4n/

Hrtor{G DAN STIDUNG
Rx - Thu6c ngl ch! dilng theo don bdc si

D€ xa tdm tay trd em
Eg, W huong ddn su dqng tru6c khi dimg

N€u cdn thAm th6ng tin xin h6i j,kien bdciy

DOXTORED 20 / DOXTORED 80
[hu6c ti6m Docetaxel USp 20 mg/ml & g0 mg/ 4mt)

THANH PHAN
U5i mt dung dlch thu5c ti6m <lon lidu chr?a:
Hoat chdt: Docetaxel Anhydrous (khan) USp 20 mg
Td duoc: polysorbate 80 USP, dehydrated alcohol USp, acid citric USp.

D4.NG nAO CHn: Dung dlch ti6m truydn

QUY CACH DONG GOI:
- Docetaxel injection USP 2Omg/ml: HQp 0l l9 1ml.
- Docetaxel injection USP 80mg/4ml: HQp 0l lq 4ml.

DTIqC Lt'C HQC:
Co ch€ tdc dune:
Docetaxel ld mOt thutic ch6ng tdn sinh tC beo ho4t dQng bing c6ch thtc d6y sg l6p rip cdc tubulin
thdnh c6c vi 6ng bAn virng vd tic ch6 sg t6ch roi cria chring d6n d6n ldm gi6m d6ng k6 luqng
tubulin tU do. Su gan ktit cta docetaxel v6i c6c vi i5ng kh6ng ldm thay AOi sO luong c5c nguy€n
bdo sgi (protofi laments).
Tr€n in vitro, docetaxel cho th6y kh6 ning ph6 vO mang lu6i vi i5ng trong c6c t6 beo di6u ndy r6t
cAn thitit O6i vOi c6c chtic ndng s6ng cta gian k! vd giSn phAn ti bdo.

Tdc ddnq duoc l:;,:

Tr€n in vitro, docetaxel dugc cho ld ch6t gdy dQc t6 bdo chiSng lai citc ddng t6 bdo ung thu kh6c
nhau d ngudi vd chuQt vd chring lai t6 bdo ung thu 0 nguoi mdi <lugc phSu tich trong thu nghiQm
t6ch ddng. Docetaxel tl4t clugc n6ng dQ cao voi thdi gian luu tru ldu trong n6i bdo. Ngodi ra,
docetaxel cdn c6 t5c dQng l6n m$t s6 nhtmg kh6ng phai rit ci ddng t6 bdo tr6n p-glycoprotein
clugc md h6a boi gene kh6ng da thu5c. Tr€n in vivo, docetaxel ho4t d6ng tlQc lAp vd c6 phd hoat
tinh ch6ng kh6i u rQng trong thUc nghiQm chiSng lqi c6c t<trOi u gh6p titin trii5n 0 nguoi vd chuQt.

DTIOC DQNG HQC:
Hiip thu:
DugcdQng hgc c0a docetaxel dd <lugc d6nh gi6 d bQnh nhdn ung thu sau khi cho.dtng li€u 20-l l5
mglm2 trong c6c nghi€n cr?u pha I. DQng hgc cria docetaxel kh6ng phr,r thuQc li6u vd 6n dinh vdi
md hinh du-o. c clgng hgc 3 khoang, vdi thoi gian b6n thAi cria c6c pha o, B vi y lAn luqt ld 4 phrit,

36phrit,vdll,l gio.PhacuOi U! chQmmQtphAnlddodocetaxel ilugcdAyratuongd6i ch6mttr
khoang ngo4i vi.
Phdn b6:
Sau khi truyAn tlnh m4ch li6u 100 mglm2 trong I gid, nting d0 dinh trong huy6t tucrng (C,oy dqt
3,7 pglml, diQn tfch duoi duong cong (AUC) tuong img voi 4,6 gio.pglml. Gi6 tr! trung binh cho
d0 thanh th6i todn thdn vd th€ tich ph6n phdi 6n tllnh tucmg img ld ld 2l llgid/m2 vd I 13 l. Ss kh6c
nhau gita cfuc cirthe 0 dO thanh thii todn th6n khoing 50%. Hon 95%o docelaxel gin voi protein
huy€t tuong.
Thai trir:
MQt nghiCn ciru dtng docetaxel - Cra tr6n 3 benh nh6n ung thu. Docetaxel thii trtr qua ph6n vd
nudc ti€u sau chuy6n h6a oxy h6a nh6m tert-butyl ester qua trung gian cytochrome P450. Trong
vdng 7 ngdy, bdi titlt qua nu6c ti6u vd qua phdn tucrng img khoing 6Yo vit 7 5%o hoqt tfnh ph6ng x4
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{
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Doataxellnjution USP 20 ng/ nl dz 80ng/ 4nl

dE dilng. Khoing 807o ho4t tinh ph6ng xa dugc tim th6y trong ph6n bdi tii5t trong 48 gid dAu dudi
dang mQt ch6t chuy€n h6a chinh vd 3 chAt chuy6n h6a phu d6u kh6ng c6 ho4t tinh, vd mdt luqng
rat nhd thudc chua chuyOn h6a.

DAry sd ildc biht:
Tu6i vd gi6i tinh
MQt ph6n tich dugc dQng hoc d6n s6.da du<y.c ti6n hanh voi docetaxel tr€n 577 bQnh nhdn. C6c
thdng s6 dugc ctQng hgc u6c lugng blng md hinh ndy r6t s6t v6i c6c th6ng sd udc lugng tir c6c

lf;ll* 
cr?u pha I. Du-o.c tlQng hqc cta docetaxelkh6ng thay cl6i theo tudi hoic gioi tinh cta tr")[k,

//'
Suy Ealx /. -/
MQt sd lugng it b€nh nhdn (n=23) vdi dfr liQu h6a l6m sdng gqi f d€n suy chric ndng gan nhg d6n
trung binh (ALT, AST Z 1,5 lAn gidi h4n tr€n (ULN) vd phosphatase kiAm > 2,5 lAn gi6i han tr6n),
d0 thanh thditodn ph6n gi6m trungbinh2TYo.
Giic nudc
DQ thanh th6i docetaxel kh6ng thay d6i d bQnh nh6n giir nu6c nhg d6n trung binh vd chua c6 dir
ligu vA b€nh nhdn git nu6c nghi€m trgng.

Tri fiAu ohiii hoo:
Doxorubicin
Khi dirng.ptrOi hqp, docetaxel kh6ng 6nh hudng dti.n dQ thanh thii cta doxorubicin vd n6ng clQ

trong huy6t tuong cta doxorubicinol (mQt ch6t chuytin h6a crla doxorubicin).
Dugc dQng hoc cta docetaxel, doxorubicin vd cyclophosphamid khOng bi 6nh hu&ng khi dirng
ddng thoi.

Capecitabine
Nghi6n c(ru pha I cl5nh gi6t5c clQng cfra capecitabine l6n dugc clQng hgc ctra docetaxel vd ngugc
l4i cho th6y khdng c6 6nh hu<rng cria capecitabine l6n dugc dQng hpc ctia docetaxel (C."* vd
AUC) vd kh6ng c6 6nh huong cta docetaxel l6n dugc clQng hqc cria cira mQt ch6t chuytin h6a cta
capecitabinee ld 5'-DFUR.

Cisplatin
DQ thanh thii cria docetaxel trong trl liQu ph6i hqp v6i cisplatin li tuong tu nhu d clon tr! liQu.

Duo. c <lQng hgc cria cisplatin dirng ngay sau khi tiOm truy6n docetaxel ld tuong ty nhu khi dtng
cisplatin <lon <10c.

C isplatin vd 5 -fluorouracil
Dirng k6t hqp docetaxel, cisplatin vd 5-fluorouracil tr6n 12 bQnh nh6n c6 kh6i u ran kh6ng 6nh
huong il6n dugc d6ng hgc cria timg lo4i thuiSc.

Prednison vd dexamethas on
T6c ilQng cria prednison l6n du-o. c dQng hqc cta docetaxel khi sri dpng voi ti6n thu5c chuAn nhu
dexamethason cl6 ilugc nghiOn ciru 6 42 bQnh nhdn.

Prednison
Khdng quan s6t th6y 6nh huong cta prednison l6n dugc <lOng hqc cira docetaxel.

,
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CHi DINH
Uns thu vrt:
- Docetaxel ph6i hqp v6i doxorubicin vd cyclophosphamid <lugc chi dinh dC <ti6u tri h6 trg cho

bQnh nh6n ung thu vri c6 ho{c khdng c6 t6n thuong h4ch vd cdn m6-dugc
- D6i v6i bQnh nh6n ung thu vri kh6ng c6 t6n thuirng hqch vd cdn mi5 dugc, viQc diAu tri h6 trq

ph6i gi6i h4n cho c6c bQnh nhdn thich hgp dtng h6a tr! theo c6c ti6u chi chung d5i vdi c6c

diAu tri s6m ung thu vri giai dogn dAu.
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Docetaxel Injection USP 20 ngl nl zr glng/ 4nl

Docetaxel ph6i hqp v6i
ti€n tri6n tai ch6 hoac di
bQnh ndy.

doxorubicin duo. c chi dlnh d€ tli6u tri cric bQnh nhdn m6c ung thu vri
cdn, nhirng bcnh nh6n ndy tru6c <r6y chua cri6u tr! t6 bao 6c iinh cho

- Docetaxel clon tri li€u tlugc chi dinh di6u tri cdc bQnh.nhan ung thu v[ ti6n trii5n tai ch5 hoacdi cdn sau khi trl ligu bing h6a ch6t <lQc tti bao th6t bai. H6a tri tru6c <16 phei ;;; ;d;anthracyclin ho4c mQt ch6t alkyl h6a.
- Docetaxel ph6i hqp vdi trastuzumab dugc chi dinh dC <tidu tri cdc bQnh nh6n mic ung thu vri

di cin md c6c khdi-u c6 bi6u hi€n thu th6 c0a ytiu tO ting tru&ng thuqng bi HER2 (Human
Epidermal Growth factor Receptor 2) qu6 mric vd tru6c de, chua Eugc trOa tri cho di ctrn.- Docetaxel ph6i-hqp vdi capecitabine cluqc chi <llnh AC Oi6u ti cdc Uenf, nfran'm6c ung ttru vU
ti6n triiSn t4i ch6 ho{c di cen sau khi thdt bai voi h6a tri ct6c t6'bdo. olA, t.ii."o. aav pr,ar1 uo/ tii,
gdm anthracyclin. /LLy/ -''

Une thr ohii khAns ohdi i bdo nh6:
Docetaxel {ugc chi dinh d6 cli€u tri o c6c b6nh nhdn mic ung thu ptrOi khOng phii t6 bdo nh6 ti6n
trii5n t4i ch6 ho4c di c[n sau khi h6a tri li6u trudc th6t b4i. Do."t*.I phOi nqp v6i cisplatin rlugc
chi dinh.d6 cliAu tri o c6c bQnh nh6n mic ung thu ptr6i khOng ph6i tti bdo nh6 md kh6ng c6t b6
dugc, tii5n tri6n cuc b6 hoqc di cdn, 6 c6c bQnh nhin trudc ddy chua ttmg clugc h6a tri .ho tlnh
trpng ndy.

Ilne thr tuvdn fiin UAt:

Docetaxel phOi trqp voi prednison ho{c prednisolon dugc chi dinh dC di6u tr! c6c bQnh nh6n mic
ung thu tiAn li€t tuy6n di cin kh6 kii5m so6t bing hormon.

Uns thr bi6u,m6 da ddv:
Docetaxel phOi trqp voi cisplatin vd 5-fluorouracil dugc chi cllnh tti€u tri 0 c5c bQnh nhdn mic ung
thu bi6u md d4 ddy di cdn, bao gtim ung thu biiSu m6 ch6 nOi da ddy thuc qudn, md chua timg
ducv. c h6a trj tru6c $6y cho bQnh di cdn.
Une thtr ifiu yd c6:
Docetaxel phdi hqp voi cisplatin vd 5-fluorouracil dugc chi clinh <li6u tri bQnh nhdn ung thu bi6u
m6 ph6t triiSn t4i ch5 d4ng vdy d dAu vd ci5.

LIEU LI qNG VA CACH DUNG
ViQc dtng docetaxel cAn ph6i gidi hqn trong nhirng don vi chuy€n khoa vd sri dpng h6a tri dQc tti
bdo vd chi dirng duoi sg gi6m s6t cria b6c si c6 kinh nghi$m trong viQc sri dgng h6a tri ch6ng bQnh

ung thu.
Dudng dtng
Thu6c ti6m docetaxel dDng ti6m tuy6n tTnh mpch.

Lidu khuy6n c6o
OOi vOl ung thu vri, ung thu phdi kh6ng tti Uao nh6, ung thu da ddy, ung thu dAu vd' c6, thu6c sri
dgng tru6c khi truy6n c6 th6 dirng g6m corticosteroid udng, nhu dexamethason 16 mg/ngdy (8
mg,} lAn/ngdy) trong 3.ngd.y, Uit aiu ding I rJBdy trudc khi dirng docetaxel trir khi c6 ch6ng chi
dinh. C6 th6 sri dpng y6u tO tictr thich ddng t6 bdo h4t (Granulocyte colony stimulating factor:
G-CSF) phdng ngira d€ gi6m bort rti ro <lQc tinh huy6t hgc.
ptii voi ung thu tuy6n ti6n liet, c6 thi5 cho sir dgng cl6ng thdi prednison ho{c prednisolon vd ti6n
thudc cluoc khuy6n ciio ld dexamethason clubng udng 8 mg, ding c6ch 12 gid, 3 gid, vd I gib
tru6c khi truy6n docetaxel.
Cri m6i 3 tuin truydn docetaxel trong mQt gid.

Uns thu yil
Trong di6u tri h6 trq ung thu vri duong tinh ho4c 6m tinh vdi u cimg c6 th6 m6 dugc, li€u duqc
khuy6n c5o cria docetaxel ld 75 mglm2 truy6n tinh mach trong 1 gid, sau khi da truydn
doxorubicin 50 mg/m2 vd cyclophosphamid 500 mg/m2 cho m6i 3 tudn, trong 6 chu kj, (liQu trinh
TAC).

DK REDDY'S I-4BORATONES LTD, Trang )/ 24
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Docetaxellnjution USP 20 ng/nlb 80ngl 4nl

ptii vcvi <li6u tri b€nh nhdn ung thu vri ti6n triiSn t4i ch6 ho4c di cdn, li6u duoc khuy6n c6o cria
docetaxel ld 100 mglmz trong don tri liQu. Trong diAu tri hdng dAu, docetaxel 75 mg/mz duoc phdi
hgp v6i doxorubicin (50 mg/m2).
Khi phtii hqp v6i trastuzumab, lidu khuy6n c6o c0a docetaxel ld 100 mg/m2 cho mdi 3 tuAn, v6i
trastuzumab dtrng hdng tuin. Trong nghiCn cr?u quy6t illnh, sq truyAn docetaxel ban diu du-o. c
thgc.hiQn cirng ngdy sau.khi dtng li6u trastuzumab thri nh6t. Nhirng lidu docetaxel tiiip.theo <lugc
truy€n lgay sau khi truy6n xong trastuzumab, n6u li6u trastuzumab tru6c d6 dung n4p t6t.
Khi ph6i hqp vdi capecitabine, lidiu khuy6n c6o cta docetaxel ld 75 mg/m2 cho m6i 3 tuAn,
capecitabine dnng phtii hqp vdj liAu 1250 mg/m2 hai lAn/ngdy (trong vdng 30 phrit sau btr-Zn)//lr"
trong 2 tuAn, titip theo nghi I tuAn. /L(-U
uns thu ph6i khdns tti bdo nhd: 

/ -/'
Trong h6a tri, ,)hft'ng bQnh nhdn m6i clugc cli6u tr! ung thu ptrOi t<trOng t6 bao nh6, ch6 dQ liAu
docetaxel khuy6n c6o ld 75 mglm2 ngay sau khi dtng cisplatin 75 mglmz trong 30-60 ph0t. Sau
khi thAt bai vdi h6a tr! dga tr€n platin, lidu docetaxel dtng mQt minh clugc khuy6n c6o ld 75
mglm2.

Unq thu tuvdn tiin li6t:
Li6u docetaxgl ctugc khuytin c6o ld 75 mglm2. Dtng li€n tgrc prednison ho{c prednisolon 5 mg
theo <ludng udng ngdy 2 l6n.

Uns thu bi1u m6 da ddv

@tinc6o|it75mglm2truy6ntronglgio,titiptheoldtruyiincisplatin75
mglm2 trong I dtin 3 gid (c6 hai chi dilng trong ngdy dAu), tii5p theo ld dDng 5-fluorouracil 750
mglm2/ngity truyAn li6n tqc trong 24 gid, trong 5 ngdy, U6t AAu khi ktit thric truydn cisplatin. Cf
m6i 3 tuAn cli6u tri nh6c lai. BQnh nh6n phdi ding thu6c chuAn bi trudc khi truy6n v6i thu6c chi5ng

n6n vd bt nu6c thich hqp khi truy6n cisplatin. CAn dilng G-CSF phdng ngira di6 gi6m dQc tinh
huyiit hqc.

Uns thu ddu vd c6;

BQnh nh6n ph6i dtng thu6c ch6ng n6n vd bt nudc thich hqp (trudc vd sau khi truy6n cisplatin).
C6 th6 dtng G-CSF phong ngira tl6 gi6m tlQc tinh huy6t hgc. Ti€m c6c kh6ng sinh phdng ngtra l€n

cSnh tay <16 c6 dtng docetaxel trong c6c nghi€n criu TAX 323 vdTAX324 cho tdt cA c6c b€nh

nhAn.
. H6a tri khoi dAu sau d6 xA tri GAX 323)
OC OlCu tri khdi dAu ung thu bi,3u mO t6 bdo vdy phrit tri6n tai ch6 kh6ng ph6u thu{t dugc 0 vtng
dAu vd c6, lieu docetaxel khuytin crio ld 75 mglm2 truy6n trong mQt gid, sau cl6 truytin cisplatin 75

mglm2 tOi tnieu mQt gio, vdo ngdy thu nh6t, ti6p theo 5-fluorouracil 750 mg/m2 truydn lien tqc
i.

trong m6i ngdy, trong 5 ngdy. ChC d0 ndy dugc thr,rc hiQn cho m6i 3 tudn trong 4 chu kj'. Sau khi
h6a tr!, bQnh nh6n cAn dugc ti6p tgc xp tri.

. H6a tr! khOi d6u sau d6 h6a x4 tr! (TAX 324)
Oe OiCu tri kh&i <lAu c6c bQnh nhdn bi ung thu bi6u m6 t6 bdo v6y ph6t tritin tai ch6 o d6u vd c,5

(khdng c6t b6 dugc, khi ning phSu thupt th6p, vd di5 b6o vQ co quan), lidu docetaxel khuy6n c6o

1d,75 mglm2 truy6n trong.mQt gid, vdo ngdy l, ti6p the^o truyOn cisplatin 100 mg/m2 trong 30 phrit

d6n 3 gid, ti6p theo truyCn 5-fluorouracil 1000 mglmzlngiry, li6n tgc ttr ngdy 1 d6n ngdy tlf 4.

Ch6 d0 nay duo. c th;rc hi€n cho m6i 3 tuen trong 3 chu kj,. Sau khi h6a tri bQnh nh6n dugc ti6p tpc
h6a xa tri.

Didu chinh lidu trong quf trinh tli6u tri
Khdi qudt:
CAn dirng docetaxel ntiu sii luqng b4ch cAu trung tinh Z 1500 t6 bio/mm3.
O nhirnfbQnh nh6n gi6m b4ch cAu trung.tinh c6 si5t vd sri lugng b4ch cAuJpnq tinh < 500 ti5

bdLo/mm3 trong hon I tudn, phin tmg da trdm trgng ho{c tfch lfry hoac bQnh th6n kinh ngo4i bi6n
trAm trgng trong khi cli6u tri vdi docetaxel, li€u docetaxel phAi gi6m tir 100 mglm2 xu5ng 75

-
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Doataxel Injection USP 20 ng/ nl ez 80ngl 4nl

mglm2 vdy'ho{c tir 75 xu6ng 60 mglm2. Ntiu bQnh nh6n ti6p tuc trii qua c6c phAn rmg ndy 6li6u 60
mg/mz thi phii ngtng ctiAu tri.

Diiu tri hd tro cho uns thu vti:

@andAubingG-CSFeoivoinhirngbQnhnhdntitipnhQnaieut4tr5
trg ung thu v[ bing docetaxel, doxorubicin vd cyclophosphamid (TAC). Nhirng bQnh nhdn bf
gi6m b4ch cAu kdm s,it valho{c nhi6m trung kdm giim b4ch cAu thi phii gi6m lidu docetaxel
xuting 60 mg/m2 trong.tdt c6c chu k! titip theo. Nhirng bQnh nhAn vi6m miQng d0 3 hoac 4 phdi,,^r.^
gi6m li6u docetaxel xuiSng 60 mglm2. / I // ,/e'y
Ph6i hop vdi cisplatin; 1 *''
OOi vOi c5c bQnh nh6n cl6 dtng li€u docetaxel Uat AAu i.c75 mglm2 khi phtii hgp voi cisplatin vd
s6 luqng tiiSu ciu o muc th6p nh6t trong quil trinh <li€u tri tru6c ctdy < 25.000 t6 bdo/mm3, ho4c 0
nhirng bQnh nhAn trdi qua gi6m bqch c6u trung tinh kdm s6t, ho{c d nhirng bQnh nhAn bi cl0c tinh
n4ng kh6ng thuQc v€ huy6t hgc, thi liOu docetaxel trong c6c chu kj, ti6p theo phAi gi6m xudng 65
mglm2.

Ph6i hop vdi capecitabine;
- o5i vOi bQnh nh6n xu6t hiQn lin dAu dOc tinh d0 2 t6n tai tai thdi rli6m cta dqt diAu t{ ti6p theo
blng docetaxel/capecitabine, thi tri hodn <li6u tr! cho il6n khi gi6i quyiSt giam dOc tinh xuring <lQ 0-
1, vd dirng lai li€u 100% Ii€u d6u ti€n.
- OOi vOi bQnh nhdn xu6t hiOn lAn thft 2 dOc tfnh dQ 2, ho4c xu6t hiqn lAn dAu dOc tfnh dO 3, thi tai
U6t cri thoi ilii5m ndo trong chu kj, diAu tr!, ho6n cli6u tri cho d6n khi gi6i quy6t dOc tinh xu5ng clQ

0-1 vd sau d6 phuc hdi <li6u tri voi li6u docetaxel 55 mg/m2.
- OOi vOi U6t ct c6c ctQc tinh xu6t hiQn sau <16 hoac b6t cf dQc tinh ndo clQ 4 thi phii ngmg dtng
docetaxel.

Ph6i hop vbi cisplatin vd 5=fluorouracil:
N6u c6 hic giim b4ch cAu trung tinh kdm s6t, gi6m bach cAu trung tinh k6o ddi, ho4c nhi6m trtng
gi6m b4ch cAu vdn xhy ra m{c dir dd dirng G-CSF thi li6u docetaxel phii gi6m tt 75 xudng 60
mgm2. N6u nhirng khodng sau cl6 gi6m b4ch cAu trung tinh c6 biiin chrmg xily ru thi li€u
docetaxel phii gi6m ttr 60 xu6n g 45 mglm2. Trong truhng hqp gi6m tii5u cAu dQ 4 thi li€u
docetaxel ph6i giSm tir 75 xuting 60,mglm2. Cdc bQnh nhdn ph6i khdng clugc t6i di6u tri vdi c6c

chu kj' ti6p theo cta docetaxel cho ct6n khi b4ch cdu trung tinh trd l4i mtic > 1.500 tC bdo/mm3 vd
ti6u cAu trd l4i mfc > 100.000 tti beo/mm3. N6u nhirng dQc tinh ndy v6n tdn tqi, phii ngtmg sri

dpng docetaxel.

Nhfrns thay d6i liiu khi xuiit hi€n d\c t{nh duqc khuyAn aifi vdt b€nh nhdn diiu tri vdi docetaxel
atin vd 5 nhu sau:

ung thu mo bdo v6y 0 va cric bQnh nhAn

trung tinh c6 bi6n chung (bao g6m gidm bach cAu trung tinh kdo ddi,

s6t, ho{c gidm b4c} cAu trung tinh nhi6m trtng), khuy€n sri dung G-
trong c6c chu kj,ti6p theo (nghia ld tir ngdy 6-15).
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/Di6u chinh li6uDOc tinh

Ti6u ch6y <lQ 3 Giai <lo4n l: gi6m li6u 5-FU 20%
Giai doan 2: sau d6 ei6m li€u docetaxel2O%o

Ti6u ch6y <lQ 4 Giai clo4n 1: gi6m lidu docetaxel vd 5-FrJ 20o/o

Giai doan 2: ngtmg <li€u tri
Vi6m miQng/vi€m mdng
nhdy <lQ 3

Giai tlo4n 1: gi6m li6u 5-FU 20%
Giai clo4n 2: chi drmg 5-FU o tdt ci cdc chu kj, ti6p theo

Giai doan 3: gi6m liAu docetaxel20%,
Giai clo4n l: chi dung
Giaicloan 2: ei6m li6u

5-FU 0 tit cit citc chu kj, ti6p theo
docetaxel 20o/o

Vi€m miQng/vi6m mdng
nhdy d0 4
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Docetaxel Injection USP 20 ng/ nl ez 80ng/ 4nl

Dan sd ddc biit:
B€nh nhdn suy ean
Dga tr6n dfr li€u duqc dQng hgc chi dtng docetaxel voi li€u l00mg/m2, nhirng bQnh nhdn vtra
tlng men transaminase (ALT valho{c AST) lon hon 1,5 lAn gi6i h4n tr6n binh thucrng (ULN :
upper limit of the normal range) vtra tlng men ki6m phosphatase lon hon 2,5 lAn ULN, thi li6u
docetaxel khuytin c6o ld 75 mglm2. OOi v<vi bQnh nh6n c6 bilirubin huy6t thanh lorr hon ULN .,.
valho{cALTvdAST>3,5 lAnULN,ctngvoi menki6mphosphatase>6lAnULN,thi kh6ng ///rl
khuy6n c5o gi6m liAu vd kh6ng <lugc dilng docetaxel trt khi c6 chi dinh sir dung nghi€m ngdt. /Ly
Khi sri dung ph6i hqp v6i cisplatin vd S-fluorouracil di5 <li€u tri c6c bQnh nh6n b! ung thu biiSu m'o /
d4 ddy, nghiOn ciru l6m sdng quyl5t dinh loai trtr c6c bQnh nhdn c6 ALT vd/Lo{c AST > 1,5 x ULN
cirng vdi men ki6m phosphatase > 2,5 x ULN, vd bilirubin > I x ULN. OOi vOi nhirng b6nh nhdn
ndy, khdng khuy€n c6o gi6m li6u vd kh6ng clugc dtng docetaxel trir khi c6 chi cllnh sri dgng
nghiCm ngit. Kh6ng c6 dft ligu d b€nh nhAn suy gan dugc cli€u tr! bing docetaxel cirng l0c vdi c6c
chi <t!nh <li€u tr! kh6c.

Trd em

Tinh an todn vd hi6u qud cta docetaxel trong bQnh ung thu bi,5u m6 mfli hAu 6 trd em ttr 1 th6ng
tuOi cl6n du6i 18 tu6i chua cluqc thi6t lQp.

Khpng c6 vi6c sft dpng ph[ hqp ctia docetaxel cho tr6 em trong c6c chi ilinh ung thu vt,.ung thu
ph6i kh6ng tE bio nh6, ung thu ti6n li€t tuy6n, ung thu bi6u m6 d4 ddy, ung thu tl6u vd c6, kh6ng
bao g6m ung thu mfri h6u it khdc biQt ki6u II vd III.

i.
Nguot cao tuot
Dr,ra tr6n phdn tich dugc <lQng hgc ddn s6, khdng c6 hu6ng ddn d4c bi6t ndo v0 st dqng cho ngudi
gie.
Trong diOu tr! ph6i hqp v6i capecitabine, d6i v6i c6c bQnh nh6n tu 60 tu6i trd l6n, khuy6n c6o li6u
kh0i dAu capecitabine giAm xuiSng 75%.

Pha ch5 dung dich ti6m truydn:,
Khdng sri dr,rng d6ng thoi ch6 phdm chfa docetaxel lo4i hai lq (d?m tl6c vd dung m6i) vd lo4i 1 l9
nay..
Thu6c ti6m docetaxel 20mg/ml ndy khdng y€u cAu pha loing v6i b6t cri dung m6i ndo vd dtng' ,.,( .
bcrm trgc tiep vdo dung dich ti€m truy6n. Chi st dr;ng bom ti6m c6 gdn kim s6 21G <l€ rut dung
dich thutic ti6m docetaxel ttr lg, boi vi c6c lo4i kim lon hon (nhu 18 ho{c l9G) c6 thiS gAy xu5t
hien hat nft cao su.

l. Chti ph6m phdi duqc b6o quin d nhiQt d0 nh6 hon 300C. N6u duo. c b6o quin trong tri l4nh
d nhiQt <l$ cho ph6p, trudc khi sri dgng ph6i il6 thutic d nhipt dQ phdng trong 5 phtit.

2. Bihg thao t6c vd khuAn rtt mQt th6 tich tucrng img thuaSc ti6m docetaxel vdo bcrm ti6m c6

chia <lQ c6 gin kim s5 2lG vd thdng qua I bcrm ti6m (chi mQt mfri ti€m) ti€m thu6c vdo trii
ho4c chai dung dich ti6m truy€n chria 250m1 natri clorid 0,9%o hodc dextrose 5% dd c6

dung dich c6 ndng d0 cudi 0,3 mg/ml d6n 0,74 mg/ml. N6u cAn dirng li6u tr6n 200 mg
docetaxel, n€n dtng mQt th6 tich dich truyOn lon hon sao cho n6ng dQ docetaxel trong dich

I ., ^truyen kh6ng vugt qu6 0,74 mglml.
3. TrQn ct6u trii ho{c chai dlch truyAn bing c6ch llc tay.
4. Nhu tit cd cdc lo4i thu6c ti6m kh6c, dung dich ti6m truyOn phii cluqc quan s6t k! bing mat

(tap ch6t ho6c d6i mdu) tru6c khi dtng. Loai b6 cdc dung dich ti€m truydn kh6ng trong
su6t hoic xu6t hiQn chdt k6t tia.

5. Dung dlch ti6m truyAn docetaxel ld si6u b6o hda, vi th6 c6 th6 tinh thC h6a khi de qu6 l6u.

N6u xu6t hi€n tinh thiS, dung dich sE kh6ng <lugc dirng vd ph6i <Iugc loai b6.

Dung dlch ti6m truyOn docetaxel phii ctugc ti6m truydn tlnh m4ch trong 1 gid 6 nhiet dO

phdng (duoi 250C) vd c6 <hi 6nh s6ng.

D0 6n dinh cia dung dich pha ch6

:
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Khi de pha thu6c vdo dung dich truydn (natri clorid O,9o/ohoic dextrose 5%) nhu khuy6n c6o,
dung dich ti6m truy6n 6n dinh trong 6 gid o nhi6t tlQ trong khoAng zoc - 250C. Dung dlch ndy
phii <luqc dirng trong vdng 6 gid (bao g6m cA I gid tiem truy6n).
Ngodi ra, tfnh 6n dinh ii5 sri dung vC mat ly h6a c0a dung dich ti6m.truydn duo.c chu6n bi nhu
khuy6n c6o trong tfii kh6ng phii ch6t liQu PVP <16 dugc chimg minh d6n 48 gid khi luu trt 6 nhi6t
dq tt 2oC <l6n 8oC.

Dontaxellnjection USP 20 ng/ nl b 80ngl 4nl

CHONG CHi DINH
- Qu6 m6n voi ho4t chdt ho{c U6t cri trl dugc ndo trong thu6c
- Benh nh6n c6 sii bach cAu trung tinh co bin < 1.500 t6 bdo /mm3
- BQnh nhdn suy ga:r n{ng
- C[ng 6p dgng ch6ng chi dlnh d6i voi c6c thu6c kh6c khi ph6i hgp vdi docetaxel

cANn nAo vA rHAN rReNG:
O6i vOi ung thu v[, ung thu ph6i kh6ng t6 bao nh6 thu6c dtng tru6c khi truy6n bao gdm
corticosteroid u6ng, nhu dexamethason l6 mg/ngdy (nghia ld 8 mg ngity 2lAn) trong 3 ngAy, bit
<lAu I ngdy tru6c khi dtrng docetaxel, trt khi c6 chiing chi dinh, c6 thiS g16m su xhy ra vd mric dQ

nghidm trong cta viQc giir nu6c cfing nhu cria c6c ph6n tmg qu6 mAn. D6i v6i ung thu tuy6n ti6n
liQt, thu6c chuAn bi tru6c khi truy6n ld dexamethason u5ng 8 mg c6ch 12 gid, 3 gid vd I gid tru6c
khi truyAn docetaxel.

Huv& hoc
Gi6m b4ch cau trung tinh ld ph6.n tmg kh6ng mong mu6n thudng g{p nh6t ctia 9ocetaxel. Gidm
b4ch cAu trung tinh mric th6p nh6t thuong xity rasau kho6ng 7 ngity nhmg c6 thO ngin hon 0 c5c
bQnh nhdn da di6u tri m4nh m€ ttr tru6c. CAn ph6i theo ddi c6ng thric m6u thulng xuy6n d c6c
bQnh nh6n dtng docetaxel. BQnh nhAn n6n tlugc t6i di6u tr! v6i docetaxel khi bach c6u trung tinh
trd l4i mric > 1.500 t6 bdo/mm3.
Trong trudng hqp giim b4ch cAu trung tinh trim trgng (< 500 tti bdo/mm3 tir 7 ngdy trd l6n) trong
qui trinh <li6u tri vdi docetaxel, khuy6n c6o gi6m lidu trong c6c chu kj, sau cta <li6u tri ho4c sri
dgng c5c biQn ph6p di6u trl triQu chimg thich hgp.
Ddi vcvi c5c bQnh nhdn di€u tri voi docetaxel ph6i hqp vdi cisplatin vd 5-fluorouracil (ch6 d0 TCF
: gdm 3 thu6cph6i hqp T = taxotere: docetaxel, C: cisplatin, F:5-fluorouracil), gi6m bach cAu

trung tinh c6 s6t vd gi6m bqch cdu trung tinh nhi6m trung xiy r.a d ty lQ th6p khi bQnh nhdn dugc
dg phdng bing G-CSF. C6c bQnh nh6n duo. c di6u tri voi TAC cAn ph6i phong ngria v6i G-CSF de
gi6m nguy co gidm b4ch ciu trung tinh bitin chung (gidm b4ch ciu trung tfnh c6 s6t, gi6m bach
cAu trung tinh k6o ddi ho{c gi6m bqch cAu trung tinh nhi6m trirng). CAn phii theo d6i b6nh nhdn
sri dyng TAC ch{t chc.
O6i voi c6c bQnh nhdn cli6u tri vdi docetaxel ptrOi trqp vdi doxorubicin vd cyclophosphamid (ch6

dgTAC=gdm3thuiScphOihqp:T:taxotere:docetaxel,A=adrimycin=doxorubicin,C:
cytoxan = cyclophosphamid), gidm b4ch cAu trung tinh c6 srit veAo4c nhi6m trtng gi6m b4ch cAu

trung tinh xdy ra0 ti le th5p khi bQnh nhAn c6 phdng ngtra ban d6u vdi G-CSF. Cin phAi xem xdt
viQc phdng ngtra ban ddu bing G-CSF d c6c bQnh nh6n <lugc cli€u tri h6 trq bQnh ung thu vri vdi
TAC. dC gi6m thir5u rrii ro xiy ra gi6m b4ch cAu trung tinh bi6n chimg (gi6m_b4ch cAu trung tfnh
c6 si5t, gi6m b4ch cAu trung tinh kdo ddi ho4c gi6m bpch cAu trung tinh nhi6m trirng). CAn phni

theo d6i bQnh nhdn str dgng TAC ch{t chE.

Phdn tns qud mdn
Cdn tt * Ooi UQnh nhdn ch{t che eOi vOi c6c phdn ung qu6 m6n <t4c biQt trong lAn truydn thri nh6t

vd thft hai. C6c ph6n img.qudmdn c6 thii xAy ra chi vdi phrit sau khi bat dAu truydn docetaxel, do

<16 ciic phucrng tiQn cl€ di6u tr! tdng huy6t 6p vd co thdt ph6 quin phdi sin c6. NOu phdn rmg qu6
: "- ^ L

m6n xiy ra, mQt so triQu chimg nhg nhu c6c ph6n rmg ung cl6 hoic tr6n da tpi ch6 kh6ng cAn ph6i

ngung <IiAu tri. Tuy vQy, c6 nhirng phin tmg trAm trgng nhu tdng huytit ap n{ng, co thit phti qu6n

ho4c ph6t mpn/ban d6 todn th6n cdn ph6i ngung ngay docetaxel vd <Ii6u tri thich hgp. Nhirng bQnh

nhdn cld c6 cilc phin ung qu6 m6n n{ng, kh6ng clugc tht dirng lqi docetaxel.
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Docetaxel Injection USP 20 ng/ nl dz 80ng/ 4nl

Phdn fine da
DE phSt hiQn ban d6 tr6n da t4i ch6 cta diu chi (gan bdn tay, ldng bdn chdn) kdm theo phtr sau khi
tr6c v6y. Nhirng triQu chimg ndng nhu ph6t ban sau d6 tr6c vdy d6n d6n gi6n doan ho4c ngtmg
di6u tr! vcri docetaxel cfrng <15 c6 b5o c6o.

nhdn c6 hiQn tugng gifr nu6c nlng nhu trdn dlch mdng ph6i, trdn dich mdng ngodi tim
va co trudng ph6i <lu-o. c theo d6i ch4t ch€.

Giir nudc
Cdc benh

R6i loan hA hO hdp
HQi chtmg hO h6p kh6 cdp tinh, vi6m pnOi telvi6m
cld clugc b6o c6o vd c6 th6 li€n quan cl6n

b6o cilo 6 c6c bQnh nhdn dugc xa tri d6ng
N6u x6y ra cdc triQu chimg tr6n phdi mdi
hii5u nhanh vd di€u tri thich hqp. Khuy6n
<lo6n. Su dgng
viQc trd lai di6u

ptr6i, Ugnn pfrOi k€, xo h6a phOi va suy h6 h6p
tri vong. C5c trulng hqp vi6m ptrOi do bric xa dd duoc
thoi
ho4c x6u di, bQnh nhAn n6n dugc theo d6i chat ch€, tim
c6o t4m dimg diAu tri v6i docetaxel cho d6n khi c6 chAn

4Anh nhAn suv ea\
O c6c bQnh nhdn cli6u tri chi vdi docetaxel o li6u 100 mg/m2, m0c transaminase trong huytit thanh
(ALT vd/hopc AST) lon hon 1,5 lAn ULN, ddng thdi n6ng d0 kiAm phosphatase lon hon 2,5 ldn
ULN, thi c6 nii ro cao ph6t trii5n c5c ph6n rmg c6 h4i n4ng nhu tri vong do tlQc tinh, bao g6m
nhi6m trtng vd chiy m6u da ddy ruQt, c6 th6 tri vong, gi6m bpch c6u trung tinh c6 s6t, nhi6m

. .2. ). .^
trung, gi6m tieu cAu, vi6m d4 ddy vd suy nhugc. Do v{y, li6u ilugc khuyEn cta docetaxel trong
cdc bQnh nhdn ndy vcri phdp thri chuc ndng gan dugc tdng cudng (LFTs - elevated liver function
tests) ld 75 mglm2 vd LFTs cAn ph6i do d mric co bin vd d trudc m5i chu k! di€u tr!.
OOi vOi c6c bQnh nh6n c6 n6ng dQ bilirubin huy6t thanh > ULN valho{c ALT vd AST > 3,5 lAn

ULN d6ng thoi ndng clQ men ki6m phosphatase > 6 lAn ULN thi kh6ng khuy6n c6o giAm li6u md
ph6i ngung dtng docetaxel, trir khi c6 chi <linh nghiOm ng4t.
Khi ph6i hqp v6i cisplatin vd 5-fluorouracil dii rli6u tri c6c bQnh nh6n bi ung thu bi6u md d4 ddy,

nghi€n criu lAm sdng quy6t <linh ild lo4i c5c bQnh nhdn c6 ALT vdy'ho{c AST > 1,5 x ULN li6n
quan voi men.kidm pho.sphatase >.2,5 x U,LN, vd bilirubin > 1 x ULN. Otii vOi nhirng bQnh nh6n

ndy khuy€n c6o gi6m li0u md ph6i ngtmg dtng docetaxel, trtr khi c6 chi clinh nghi€m ng4t. Kh6ng
c6 dfr liQu o c6c bQnh nhdn suy gan di€u tri v6i docetaxel ph6i hqp trong c6c chi dinh kh6c.

BAnh nhiln suv thdn:

-

Chua c6 dir liQu vC c6c bQnh nh6n suy giAm chric ndng th{n n4ng <tugc cli6u tri vdi docetaxel

HA lhin kinh:

;|!ilT:::tinh 
thAn kinh ngo4i bi6n n4ng cAn phii <lusc gi6m lizu. 

I
Dd quan s6t th5y suy tim o c6c bQnh nh6n dtng docetaxel ph6i hqp.voi trastuzumab, cl{c biQt sa'ul

h6a tr! c6 anthracyclin (doxorubicin hoqc epirubicin). Suy tim c6 th6 ttr trung binh <l6n nlngvd yfl

iii,TJ"ilr"r"#t;uo. c di6u tri bing docetaxel ph6i hqp v6i trastuzumab, cAn theo dusc gunn gill
tim co bin. Chfc ning tim cAn clugc theo d6i titip tpc trong su5t di6u tri (vi du nhu m6i ba th6ng)

sdm c5c biQn phSp chlm s6c h6 trg c6 th6 gitp cdi thi6n tinh tr4ng. Loi ich crja
tr! v6i docetaxel ph6i tlu-o. c ilinh gi6 cAn th4n.

,_

P

.l
i'

;H

dC gifp ph6t hiQn c6c bQnh nh6n c6 th6 bi suy gi6m chric nlng tim.

niii loan vi mlit:
Phir hodng di0m (CMO - Cytoid macular oedema) <16 dugc b6o c6o 0 cdc bQnh nhdn cli6u tri vdi
docetaxel. BQnh nhdn th! lUc gi6m n€n <lu-o. c ki6m tra v6 m6t todn diQn vd klp thdi. Trong trudng
hqp chAn do6n bi CMO, n6n ngtmg <li6u tr! voi docetaxel vd b6t clAu chfta trl phir hqp.

Crtc vdn iti khric:
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BiQn ph6p tr6nh thai phii dtng cho ci nam vd n[ trong qu6 trinh di6u tri vd cho nam tiii thi€u ld 6
th6ng sau khi ngimg diAu tri.

Crtc thdn tro\s bO sune cho yidc s,h dune thu6c fione itiiu tri hd tro uns tht vfi
Gidm bqch cdu trung tlnh bi€n chilmg:
D6i voi bQnh nhdn de trai qua gi6m b4ch cAu trung tinh bitin chung (gi6m bach cAu trung tinh k6o
ddi, gi6m b4ch c6u trung tfnh c6 s6t ho4c nhi6m trtng;, phdi xem *?tAtng phdng ngria voi G-CSF 17 7,.1
vd giAm li€u. /{L(1"../V
Phan ung dq ddy rupt: / -/
C6c triQu chimg nhu dau bgng s6m vd mdm, si5t, ti6u ch6y, c6 hopc khdng c6 su gi6m b4ch cdu
trung tfnh c6 thO ld c6c d6u hiQu dQc cho dq ddy ruQt trAm trgng, c6n ph6i aann gia ra di6u tri klp
thoi.

S1? tinl suls huyet;
C6n ph6i theo d6i bQnh nh6n vC c5c triQu chrmg cta suy tim sung huy6t trong qu6 trinh <li€u tri vd
thdi ky theo d6i ti6p theo. O bQnh nhdn clugc di6u tri theo ch6 dO TAC cho ung thu vri duong tinh
voi u cimg, nguy co suy tim sung huyi5t cao hon trong su6t ndm ctdu ti€n sau tli6u tri.

B(nh bqch cdu:
O c6c b€nh nhdn cli6u tri v6i docetaxel, doxorubicin vd cyclophosphamid (ctr6 dg TAC), cAn phii
theo d6i huy6t hgc vi nguy co lo4n s6n triy ho4c ung thu tty bi chflm.

BQnh nhdn cd u d6 4+:
Vi lqi ich quan s6t dugc o bQnh nhAn c6 u d0 4+ khdng c6 f nghia th6ng kC v6 sg s5ng khdng m6c.,(
benh vd sg s6ng n6i chung, d lQ lqi/hai khi di6u tri vdi TAC trong c6c b6nh nhdn c6 u clQ 4+
kh6ng dugc ch(mg minh ctAy dt 6 phdn tich cu5i cirng.

Docetaxel Injection USP 20 ng/nl dz 80ng/ 4n/

B€nh nhdn cao tu6i:
Dt liQu ,C benn nhdn > 70 tu6i <lu-ry. c di6u tri voi docetaxel, ptrOi trqp v6i doxorubicin vd
cyclophosphamid cdn han ch6.
Trong 333 bQnh nhdn cli6u tri v6i docetaxel m6i 3 tuin trong mdt nghi€n cftu ung thu tuy6n ti6n
liet, c6 209 bQnh nhan tir 65 tu6i trd l6n vd 68 bQnh nhan tr€n 75 tudi. O c6c bgnh nh6n <li6u tri vdi
docetaxel m5i 3 tuAn, ti lQ thay dOi O mOng c6 li6n quan x6y ra d bQnh nh6n > 65 tudi cao hon
10% so voi bQnh nh6n tr6 hcrn. Ti lQ s5t, ti€u ch6y, ch6n 5n vd pht ngo4i vi c6 li€n quan xiy ra d
bQnh nhdn tir 75 tu5i tro l€n cao hcrn l0% so vdi bQnh nhdn duoi 65 tuOi.
Trong sO :OO b6nh nh6n (221 bQnh nhdn d pha III cria nghidn criu vd 79 bQnh nh6n 0 pha II cia
nghiCn ctru) di6u trl bing docetaxel ptr6i hoo vdi cisplatin vd 5-fluorouracil trong nghiCn criu ung
thu dp ddy, c6 74 bQnh nh6n ttr 65 tudi trcv l€n vd 4 bqnh nh6n ttr 75 tudi trO l6n. Ti lQ bi€n cd c6
h4i nghiCm trong d bgnh nhdn cao tudi cao hon so v6i bQnh nhdn trd hon. Ti 16 c6c bilin cd c6 hai
sau (d moi m0c d0): h6n m6, vi6m miQng, nhi6m trtng giim b4ch cAu trung tinh x6y ra d bQnh

nhdn tir 65 tu6i trO l6n cao hon 10% so voi b€nh nhdn trd hon.
BQnh nhAn cao tu6i <li6u tri vdi TCF n€n dugc rheo d6i chat chc.

Phu nft cd thai vd cho con brt
Phu nfr cd thai
Kh6ng c6 th6ng tin v€ sri dqng docetaxel tr6n phy nir c6 thai. Docetaxel cl6 cho th6y dQc tinh vdi
phdi vdbdo thai.th6 vd chuQt cting; vd ldm giAm khi ndng sinh s6n tr€n chuQt c5ng. Ctng nhu v6i
c6c thu6c <lQc t6 bdo kh6c, docetaxel c6 th6 gdy hai cho bdo thai khi php ntr c6 thai dr)ng thu6c
ndy. Do tl6, phu nt c6 thai kh6ng tluoc ding docetaxel tru khi c6 chi <linh 16 rang.
Php nir trong ilQ tu6i.sinh s6n dirng docetaxel c6n du-o. c tu v6n dc tr6nh c6 thai, vd th6ng b6o cho

b6c sI ngay l6p tric n6u c6 thai.
Phu nft cho con bil
Docetaxel ld ch6t thAn dAu, nhtmg kh6ng 16 n6 c6 bdi ti6t vho sta ngudi hay khdng.
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Vi ti€m n[ng phin img c6 hai cho trd dang b[, nOn phdi ngtmg cho bti trong qu6 trinh di6u trl v6i
docetaxel.
Trdnh thai d nam vd ntt
N6n sri dgng c6c biQn ph6p tr6nh thai hiQu qu6 trong su6t cli6u tri
Kha ndng sinh sdn

c6 thi5 ldm thay d6i khe
docetaxel. <lugc khuy6n
khuy6n vC vi€c b6o t6n

Trong c6c nghiCn cr?u ti6n l6m sdng, docetaxel c6 dOc tinh tr€n gen vd
ndng sinh sin cria nam gi6i. Vi th6, nam gi6i <lang dugc di6u tri blng
kh6ng n6n ldm c6 con trong vd 6 th6ng sau khi di6u tri vd tim ki6m ldi
tinh trtng trudc khi ctiAu tr!.

v{n hdnh m6y m6c ngay sau khi dirng thui5c.

TI.IONG TAC VoI CAC THUOC KHAC
Tr€n in vitro d6, cho th6y chuyiin h6a cta docetaxel c6 th6 bl thay ddi khi dirng <l6ng thd'i v6i c6c
ch6t c6m [mg, ric ch6 ho{c clu-o. c chuy6n h6a (vi thti c6 th€ ftc ch6 enrym tuong tranh) bOi

cytochrome P450-3A nhu ciclosporine, terfenadine, ketoconazole, erythromycin vd
troleandomycin. Do d6, cAn phii th6n trqng khi cho bQnh nh6n dDng tl6ng thdi vot cdc thu6c ndy

gav

t<6t

vi c6 khA ndng
Docetaxel gdn

tuong t6c d6ng k6.

cao voi protein (95%). Mac dtr tuong t6c c6 thii c6 trong co thi5 (in vivo) ctn
docetaxel v6i c6c thu6c dtng cl6ng thdi chua du-o. c nghi€n cr?u chinh thric, cilc tuong tilc trong
phdng thi nghiQm (in vitro) voi c6c ctr6t gin k6t ch{t v6i protein nhu erythromycin,
diphenhydramine, propranolol, propafenone, phenytoin, salicylate, sulfamethoxazole vd sodium
valproate kh6ng 6nh huong d6n sU g6n protein c0a docetaxel. Ngodi ra, dexamethason.cflng
kh6ng 6nh hudng d6n sy gin protein ctia docetaxel. Docetaxel kh6ng ldm 6nh huong su gAn k6t
cfia digitoxin.
Duo. c cl6ng hgc cria docetaxel, doxorubicin vd cyclophosphamid kh6ng bi Anh hucrng khi diing
chung. C6c dt liQu cdn han ch6 ttr mQt nghiOn cr?u clon khdng ki6m so5t gqi f d6n tuong t6c giira
docetaxel vd carboplatin. Khi cluqc ph6i hgp voi docetaxel, d0 thanh thii cta carboplatin cao hon
50% so voi gi6 tr! <lugc b6o c6o tru6c d6y cta carboplatin d<rn tri.
Dugc dQng hgc cria docetaxel khi c6 sr,r hiQn diQn cria prednison dd dugc nghi€n cr?u o c6c bQnh

nh6n ung thu tuy6n tiAn liQt di cdn. Docetaxel dugc chuytin h6a boi CYP3A4 vd prednison ld ch6t
cim img CYP3A4. Chua th6y c6 t6c ctQng c6 f nghia th5ng k6 c0a prednison tr6n du<v. c.<l6ng hgc
cta docetaxel. C6c ca l6m sdng phir hqp vdi sp gia tdng dQc tinh cfia docetaxel khi ph6i hqp v6i
ritonavir ila ilu-o. c b6o c6o. C<v cht5 cria tuong t6c ndy ld do su ric ch6 CYP3A4, ld isoenrym chinh
li€n quan cl6n chuyiSn h6a cta docetaxel, bdi ritonavir. Dua tr6n sg ngopi suy til mQt nghi€n ciru
ducr. c dQng hgc v6i ketoconazole tr€n 7 bQnh nh6n, cAn xem x6t gi6m 50% li6u docetaxel n6u b€nh

nhdn cAn st dgng d6ng thdi m$t ch6t tc ch6 CYP3A4 m4nh nhu c6c thu5c kh5ng n6m nh6m
azole, ritonavir vd mQt s5 macrolide (nhu clarithromycin, telithromycin).

TAC DUNG KHONG MONG MUON
Tdm tit itfic tinh an todn crta fit cd ctic chi ilinh
C6c ph6n img duo. c coi ld c6 th6, hopc c6 kh6 nSng liOn quan d6n viQc dirng docetaxel dd quan s6t

du-o. c d:
- 1312 vd l2l b€nh nhAn chi dtrng docetaxel v6i li,5u tuong ung 100 mg/m2 vd 75 mg/m2 mQt

minh.
- 258 bQnh nhdn dirng docetaxel ptrOi trqp voi doxorubicin.
- 406 b€nh nhAn dDng docetaxel ph6i hqp v<ri cisplatin.
- 92 bgnh nhdn ding docetaxel phOi hqp voi trastuzumab.
- 255 benh nh6n ding docetaxel ph6i hqp voi capecitabin.
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- 332 bQnh nhdn dtng docetaxel ph6i hqp v6i prednison ho{c prednisolon (di6u tri lAm sdng c6c
i

ph6n trng c6 hai xudt hiQn ld quan trgng).
- 1276 bQnh nhdn (744vd 532 trong nghi€n cfu TAX 316 vd GEICAM 9805 tuong tmg) dung
docetaxel ph6i hqp vdi doxirubicin vd cyclophosphamid (<li6u tri l6m sdng c5c phdn img c6 h4i
xu6t hiQn ld quan trgng).
- 300 bQnh nhAn ung thu bi6u md d4 dity (221b6nh nhdn trong pha III vd 79 bQnh nhAn trongpha , ,7,1 -
II cria nghiOn criu) dr)ng docetaxel phi5i hgp v6i cisplatin vd 5-fluorouracil (di6u tri l6m sdng cac/f /[,'/ .
ph6n ung c6 hai xu6t hiQn ld quan.trqng). 1':Y
- 174 vit251 bQnh nhAn ung thu <lAu vd cO dirng docetaxel ptr6i hqp voi cisplatin vd 5-fluorouracil -
(di€u tr! l6m sdng c6c phdn rmg c6 h4i xu6t hi€n ld quan trgng).
Nhirng ph6n ung ndy <15 dugc m6 tA bing Ti6u chi <l$c tinh chung cria NCI (NCI= National
Cancer Institute) (<10 3 = G3; d0 3-4 : G3l4; d0 4= G4), chc rhuft ngir COSTART (Coding
Symbols for Thesaurus of Adverse Reaction Terms) vd MedDRA (: Medical Dictionary for
Regulatory Activities).

Tdn sd ggp itn,gc xdc illnh nhw sau:
RAt thuong g?p: Z 1/10; thucrng gap: Z l/100 d6n < l/10; it gap: > 1/1000 cl6n < l/100; hi6m: >
l/10.000 il6n < l/1.000; r6t hi6m: < 1/10.000, kh6ng 16: khdng luqng gi6 dugc theo dir liQu hipn
c6.

Trong m6i nh6m t6n sri c6c ph6n rmg c6 h4i dugc bi6u thi theo mtic dQ nghiCm trong giim dAn.

C6c phin ring c6 h4i thuong gip nh6t cria docetaxel khi dtng mQt minh dugc b6o c6o ld: giim
b4ch cdu trung tinh (ph6n ung ndy c6 thi5 phuc h6i clugc vd khdng tich lfry; ngdy trung v! d;5n th6p
nh6t ld 7 ngity vd khoing thdi gian trung vl cta sg gi6m b4ch cAu trung tinh n4ng (< 500 t6
bdo/mm3) ld7 ngiry, thi6u m6u, rung t6c, budn ndn, ndn, vi6m d4 ddy, ti€u chiy vd suy nhugc.
Mfc ilQ nghiCm trgng cria c6c ph6n img c6 h4i cta docetaxel c6 th6 tdng l6n n6u dirng phOi trqp
vdi c6c thu6c h6a tri kh6c.
Khi phdi hqp,v6i.trastuzumab, c6c phin img c6 hai (mgi mric d0) tluoc b6o c6o bi ch{m lai >
l0%.Ty l0 bi6n c6 c6 h4i ning (SAE:Serious Adverse Event) tdng(40% so vdi 31%)vd d6 4 cria
bi6n c6 c6 hai (AE: Adverse Event) (34o/o so vbi 23%) khi ph6i hqp vdi trastuzumab so v6i khi
chi dtng docetaxel don trl.
Khi ph6i hgp voi capecitabin, c6c ph6n img kh6ng mong mu6n li6n quan dtin di6u tri thucrng g{p
ntr6t 1> 5%) duqc b6o c6o trong nghiOn criu pha III o cric bQnh nhdn bi ung thu v[ thdt b4i v6i
anthracyclin.

Nlftng phrtn ftng khilng mong mudn sau dAy thudng ggp vtf,i docetaxel:
R6i loqn h€ mi6n dich:
Nhirng phin tmg qu6 m6n n6i chung xiy ra trong vdi phrit sau khi bit dAu truyCn docetaxel vir
thuong ld tti nhg cl6n vira. Nhirng triQu chimg <lugc b5o c6o r6t thudng gap ld bimg d6, ph6t ban

c6 ho4c kh6ng c6 ngfa, th6t nggc,.dau ltmg, kh6 th6,.stit va on l4nh. Nlirng ph6n tmg nghiOm

trgng tlugc <lqc tnmg bdi tdng huy6t 6p, vdy'ho{c co th6t ph€ qu6n ho{c n6i mpn vir ban d6 todn

thdn.

Rdt loqn h€ thdn kinh;
Khi ph6t tri6n dQc.tinh ngo4i bi6n trAm trgng thi cin.ph6i gi6m li6u. Nhirng d6u hieu ctm,giirc
thAn kinh tir nhg di5n vta dugc ilac tnmg bdi di cAm, r6i loqn c6m nhfn, ho{c tlau rit. Cdc bi6n cd

vC thAn kinh vfn ilQng chir ytiu clugc d4c trmg boi sU suy y6u.

R6i loqn da vd m6 ducti da:
Nhirng ph6n img tr6n da c6 thiS phr,rc h6i n6i chung tir nhg d6n vira. C6c phdn img dugc d4c tnmg
bol plirit ban bao g6m phSt ban t4i ch6, chti y6u ld o chdn vd tay (bao gOm hQi chtmg tay ch6n

n{ng), nhtmg cfrng c6 tr6n c6nh tay, m{t ho4c nggc, vd thutrng kdm theo ngfa. PhSt ban n6i chung

*u6i niq, trong vong I tuAn sau khi truy6n docetaxel. it g{p hon, nhirng triQu chimg n{ng nhu
ph6t ban sau d6 bong viy, mQt s6 it d6n dtin gi6n do4n ho4c ngimg cti6u tri voi docetaxel <16 <lugc

t6o c6o. ROi loan m6ng n4ng cluo. c d{c trtmg b0i gi6m ho{c tdng s6c t6, d6i khi dau vd bong

m6ng.
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nfi bqn todn thdn vd vi tri dilng thu6c: Nhirng phdn rmg tai ch5 do ti6m truy6n n6i chung ld nhe,
x ..- ! .A

gom c6 Ung sAc t6, vi6m, il6 ho4c kh6 da, vi6m tinh mach hodc tho6t mach vd srmg tinh mqch.
Sg giir nu6c bao g6m c5c hiQn tugng nhu pht ngoai biOn, vd ft gpp hon ld trdn dlch mdng ph6i,
trdn dich mdng ngodi tim, c6 tru6ng vd tdng c6n. Phir ngo4i bi6n thuong bat dAu ttr chi dudi vd c6
th6 phu todn th6n vdi tdng cdn 3 kg ho4c hon. Sy gifr nu6c ld tich lfly khi mic ph6i vd npng.

Bdng sau lifi kA cdc phdn ftng cd hgi 0 bQnh ung thr vrt ifiiu tri bdng mQt minh docetaxel liiu
100 ry
Phfln lo4i co quan
theo MedDRA

N.heng phin ting c6 h4i
rAt thudng gip

Nhirng phin ting c6 hai
thudng g{p

Nhfrng phin
['ng c6 hai it
sip

Nhi6m khu6n vd kf
sinh trirng

Nhi6m khu6n (G314:

5,7%o; bao gdm nhi6m
khu6n vd vi6m ph6i, tri
vong,1,1oh)

Nhi6m khuAn li6n quan <ltin

giAm bqch cAu trung tinh G4
(G314:4,6Yo)

Gi6m bgch cAu trung tinh
(G4:76,4%); Thi6u m6u
(G314:8,9oh);
Gi6m b4ch cAu trung tinh
c6 s6t

Gi6m ti€u cAu (G4: 0,2Yo)R6i lo4n m6u vd hQ

th5ng b4ch huyt5t

R6i loqn he th6ng
mlen dlcn

Tinh qu6 m5n (G3/4:
5,3Yo)

R6i loqn chuy€n h6a
vd dinh du0ng

Ch6n dn

Rdi lo4n he thdn kinh BCnh thdn kinh cdm gi6c
ngo4i bi6n (G3:4,1Yo);

B0nh thAn kinh v6n dOng

ngo4i biOn (G314:4%);
Lopn vi gi6c (ndng:

0,07%)
Loan nhip (G314:0,7%): Suy timR6i loan tim
H4 huy6t 6p

Tdng huy6t 6p

ChAy m6u

Rdi lo4n mpch

R6i lo4n h6. h5p, nggc
vd trung th6t

Kh6 thd (n4ng: 2,7oA)

T6o b6n (ndng: 0,2%o);

Dau bpng(nflng:1%);
XuAt huy6t da ddy ruQt (npng:
0,3o/o)

Vi6m
qu6n

0,4o4)

th;rc
(n4ng:

R6i loan da ddy ruOt Vi€m da ddy (G314:

5,3o/o);

Ti6u chdy (G314: 4%);
Budn n6n (G314 4%);
NOn (G3/4: 3%)

Rrii loan da vd md
duoi da

Rgng t6c;
Phin rmg da (G314:

5,9o/o);

Rdi lo4n m6ng (n4ng:

2,604)
Dau co (ning: l,4o/o) Dau khopn5i loan hQ co xuong

vd t6 ch0c li€n krit
Giir nu6c (n4ng: 6,50/o);

Suy nhugc (n{ng:
11,2%o);

Dau

Phin img tai ch6 truydn;
Dau ngr,rc kh6ng phAi do tim
(n4ng: 0,404)

Rdi lo4n todn thdn vd
tai ch6 dtng thuiSc

Tdne bilirubin m6u d0 G3l4 (<Cric di6u tra

DK REDDY'S I-4BORATORIES LTD. Trangl2/24

https://nhathuocngocanh.com/



Docetaxel Injection USP 20 ng/ ml ez 80ngl lnl

0,5o/o);

Tdng men kiiim phosphatase
d0 G3/4 (< 4%);
Tdng AST d0 G3l4 (<3%);
Tdng ALT: c3l4 (<2%)

* Ghi chil: MedDRA: Medical Dictionary for Regulatory Activities : Tir
c6c ho4t dQng di6u hdnh, rlugc sri dr,rng 0 My, Che; Au ,i Nhat Ban.

R6t loqn h€ th6ns mdu vd h€ bqch huydt.
Hi6m gAp: chiy mdu c6 li6n quan v6i gi6m ti6u cAu d0 3/4.

Rdi loan h€ thin kinh:
Dir liQu hOi ctiu cho th6y di c6 ld khoing 35,3yo b6nh nhdn ph6t tri6n clQc tinh thAn kinh sau ili6u
tri v6i docetaxel 6 liAu 100 mglm2 dung mQt minh. C6c hi6n tucrng phpc h6i tu ph6t sau 3 th6ng.

R6t loqn da vd m6 dudi da;
R6t hit5m: mQt trudng hqp rqng t6c khdng phgc h6i cho <ltin k6t thric nghi€n ciru,73Yo nhirng ph6n
img trOn da phgc hOi Auqc sau 21 ngdy.

Rdi loqn todn thdn vd v! tr{ dilng thudc:
LiAu tich lfry trung vl d6 ngung didu tri ld hon 1.000 mg/m2 vd thdi gian trung vi iliS git nu6c phuc
hOi duqc ld 16,4 tuin (trong khoing tir 0 <li5n 42 tudfi. Kh0i ph6t cilctdc hai giir nu6c vria vd npng
b! chflm lAi (liAu tich lfiy trung vi 818,9 mg/m216 cilc bgnh nh6n c6 dtng ti6n thu6c khi truyCn so
v6i bQnh nh6n kh6ng dtng (iAu tich lfiy trung vi 489,7 mglm'); try vQy, ditiu <lugc b6o c5o d mQt
s6 bQnh nh6n trong c6c dqt di6u tri s6m.

Bdng sau lifit kO cdc phdn rhng cd hqi 0 bQnh ung thu vrt chi ettqc etiiu tr! bdng docetaxel liiu
75

Y khoa dilng cho

Phfln lo4i co quan theo
MedDRA

Phin ring c6 h4i r6t thudng g4p Phin tug c6 h4i thudng g{p

Nhi6m khu6n vd ky sinh
trtrng

Nhi6m khu6n (G314:5%);

R6i loan mdu vdL hQ bach
huv6t

GiAm bpch cAu trung tinh (G4
54,2o/o);

Thi6u m6u: (G314: l0,8Yo);
Gi6m ti6u cdt(G4:1J%)

Gi6m b4ch cdu trung tinh c6
s6t

R6i loan h6 mi6n dich Qu5 m6n (khdng nang)

Ch6n dnn6i loqn chuy6n h6a vd
dinh du6ng

BQnh thdn kinh c6m gi5c ngo4i
bi6n (G3/4: 0.8%)

BQnh thAn kinh van dQng

ngoai bi6n (G3 14: 2,5Yo)
R6i lo4n hQ thAn kinh

R6i loan tim Loan nhip fth6ne nane)

R6i loan mach Ha huyiSt 6p

T6o b6nR6i lo4n d4 ddy ruQt Bu6n n6n (G314:3,3Yo);

Vi€m dp diry (G314:1,7%o);

N6n (G3/4: 0,8Yo);

Ti6u ch6y (G314:1,7%o)

Rdi 1o4n da vd m6 dudi da Rung t6c
Ph6n img da (G314:0,8%)

n6i loan m6ng (n4ng: 0,8%)

Dau coR6i 1o4n hQ ccr xucrng vd t6
chric li6n k6t
Rdi lo4n todn thdn vd vi tri

,i
oung muoc

Suy nhugc (n4ng: 12,4o/o);

Giir nu6c (n4ng: 0,8o/o);

Dau
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Di6u tra TIng bilirubin m6u d0 G3/4
(<2%)

sau liQt kA cdc phdn tng cd hqi 0 bQnh ung thu vrt diiu tr! bing docetaxel tiiu 75 mg/m2
vdri doxorubicin:

Bdng sau lig kA cdc phdn tbng cti hgi 0 bQnh ung thr vrt ifiiu tr! bdng docetaxel liiu 75 mg/m2

pnil hqp vdri cisplatin:

o
o

T

1N
H

)

Ph0n IoSi c0 quan
theo MedDRA

Phin ring cri hqi r6t
thudns slp

Phin ring c6 hai
thudne e6p

Phin f'ng c6 hai it
sip

Nhi6m khuAn vd kf
sinh trung

Nhi6m khu6n (G4:
7,8Yo)

R6i lo4n m5u vd hQ

b4ch huytit
Gi6m b4ch c6u trung
tinh (G4: 91,7Yo)

Thii5u m6u (G314:
9,4o )
Gi6m b4ch cdu trung
tinh c6 sdt
Gidm titiu cAu (G4:
0,8o4)

Qu6 m6n (G3/4:
1,2%)

R6i loan hQ mi6n dlch

R6i loan chuv6n h6a
vd dinh dudne

Ch5n 5n

R6i loan hQ thAn kinh BQnh thdn kinh c6m
gi6c ngo4i biOn (G3:
0,4Yo)

B€nh thdn kinh v0n
ctQng ngogi bi6n
(G314:0,4o )

R6i logn tim Suy tim
Lo4n nhip fthdng
ning)

Ha huy€t 6pRrii loan mach
R6i loan da ddv ru6t Burln n6n (G314:5%)

Vi6m d4 ddy (G314:

7,8Yo)
Ti6u chiy (G314:

6,z%o)

N6n (G3l4: 5%)
T6o b6n

R6i loan da vi m6
du6i da

Rqng t6c
R6i lo4n m6ng (n{ng:
0,4Yo)

Ph6n img da (khdng
ning)

Dau c<rR6i loan hQ c<r xucrng
vd tii ch0c li€n k6t

Ph6n tmg vi tri ti6m
thu6c

R5i loan todn thAn vd
vl trf dung thu6c

Tdng AST d0 G3/4
(< 1%);
Tsng ALT d0 G3/4
(< 1%)

Tdng bilirubin m6u
G3l4 (<2,5o/o)
Tdng men ki6m
phosphatase trong
m6u <10 G3l4 (<2,504)

Di€u tra
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Docetaxel Injection USP 20 ng/ nl et 80ng/ 4nl

PhAn lo4i c0 quan
theo MedDRA

Phin ring c6 h4i r6t
thudng gip

Phin ["ng c6 hai
thudne eip

Phin ring c6 h4i it
sap

Nhi6m khu6n vd kf
sinh trung

Nhi6m khu6n (G314
5,7o/o)

R6i lo4n m6u vd hQ

b4ch huy6t
Gi6m bach cAu trung
tinh.(G314: 51,5Yo)
Thi6u m6u (G314:

6,9Yo)
Gi6m ti6u ceu (G4:
0,s%o)

Gi6m ti6u cAu trung,:
tlnn co sot I

R6i lo4n he mi6n
dich

Tfnh qu6 m6n (G3/4:
25%)

R6i lo4n chuy€n h6a
vd dinh du0ng

Ch6n 5n

R6i loan hO thdn kinh BQnh thdn kinh cim
gi6c ngo4i bi6n (G3:
3,7o4)
BQnh thAn kinh van
dQng ngo4i bi6n (G3/4:
2%)

R6i lo4n tim Lo4n nhlp (G314

0,7Yo)

Suy tim

R6i lopn m4ch Gi6m huy6t 6p (G314:
0,7%)
T6o b6nRdi loan d4 ddy ruQt Budn n6n (G314:

9,60 )
N6n (G3/4: 7,6Yo)

Ti€u chiy (G314:

6,4o/o)

Vi6m miQng (G314:

2%)
R6i lo4n da vi m6
du6i da

Rqng t6c
n6i loqn m6ng (n{ng:
0,7Yo)

Phin ung da (G314:

0,204\
Dau co (n4ng: 0,504)Rdi lo4n hQ co xucrng

vd t6 chric li€n k6t
ung tai ch5Ph6n

truydn;
Dau

R6i lo4n todn th6n vd
vi tri dtng thu6c

Suy nhugc (n{ng:
9,9o4)
Git nuoc (npng: 0,7Yo)

S6t(G314:1,2%)
Tdng bilirubin (G3/4
2,l%o)
Tdng ALT (G314

1,3o )

Tdng AST (G314:

0,5Yo)
Ttrng men ki6m
phosphatase (G314:

0,3o )

Di6u tra

sau liQt kA cdc phdn img cti hgi 0 bQnh ang tht vfi etiiu tr! bdng docetaxel liiu 100 mg/m2

v0i
Phin tfrng c6 hqi
thulne e{p

PhAn lo4i ccr quan theo
MedDRA

Phin ring c6 h4i r6t ttruUng g{p

Gi6m b4ch cdu trung tinh (G314:32%)
GiAm bach cAu trung tfnh c6 stit (bao g6m gi6m

Rrii loan milu vd hQ bach
huy6t
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Docetaxel Injedion USP 20 ng/nl es 80ng/ 4n/

b4ch c6u trung tinh li6n quan <li5n s6t vd sri
dpng kh6ng sinh) ho4c nhi6m trung gi6m bach
c6u trung tfnh

R6i loan chuy6n h6a vd dinh
du0ng

Ch6n 6n

R6i loan t6m th6n MAt net
R6i loan hQ thAn kinh CAm gi6c b6t thuong c0a da, dau dAu, lo4n v!

gi6c, it cim gi6c
Rdi loan mIt Tdng ch6y nu6c mit, vi6m k6t mac
R6i loan tim Suy tim
R6i loan mach Pht bach huy6t
R6i loan h6 h6p, nggc vd
trung th6t

ChAy m5u cam, dau hong thanh quAn, viOm mfri
h6u. kh6 th0. ho. chdy mfli

R6i loan da ddy ruOt Bu6n n6n, ti6u chiy, ndn, t6o b6n, vi6m miQng,
kh6 ti6u. dau buns

R6i lo4n da vd m6 du6i da Rqng t6c, ban d6, phdt ban n6i mqn, r6i lo4n
m6ng

hQ co xuong vd t0
kct

R6i lo4n
chric li6n

Dau co, clau khdp, ctau cl6u chi, dau xuong, dau
lung

Trqng th6i h6n
m6

R6i lo4n todn th6n vd vl tri
i

dung tnuoc
Suy nhugc, phi ngo4i vi, s6t, mQt m6i, vi6m
mdng nh6y, dau, bQnh nhu ctm, dau nggc, 6n
l4nh

Tdng c6nDi6u tra

c

It
Il
H

c

MA fi m\t s6 phdn irng cd hgi chgn lgc 0 bQnh ung thn vri itiiu tr! bing docetaxel liiu 100

mg/m2 phiii h{,1vdt trustuzumab
R6i loqn h€ th6ng mdu vd h€ bqch huy€t:
RAt thuong gqp: dQc tfnh huy6t hgc tdng l6n d c6c bQnh nhAn dirng trastuzumab vir docetaxel, so

voi docetaxel dtrng mQt minh (Gi6m bgch cAu trung tinh dO 314 32o/o so voi 22oh, dtng tiOu chi
d6nh gi6 cria ViQn Ung thu qu6c gia M!). Luu f ring <lidu ndy c6 thi5 bi d6nh gi|thfip vi chi dirng
docetaxel mQtminhdli6u 100 mglm2 dabiiStlddSn<l6ngi6mb4chcAutrungtfnh tronggTohs6
bQnh nhAn, 76%o mlc clQ 4, dga tr6n si5 d6m c6ng thtic m6u thSp nh6t. Tf lQ gi6m b4ch cAu trung
tfnh c6 si5t/ nhi6m trung gi6m b4ch cAu trung tinh cfrng tdng.l6n trong s6 c6c bQnh nhdn cli6u tri
v6i Herceptin vd docetaxel (23% so v6i 17%o sd bQnh nhdn <ti€u tr! chi voi mQt minh docetaxel).

R6i losn tim :
TriQu chtmg suy tim <lu-o. c b6o c6o ld 2,2Yo s6 bQnh nhAn du-o. c di6u tr! voi docetaxel vd

trastuzumab so vdi 0%o cic bQnh nh6n chi di€u trl vdi docetaxel mQt minh. B€n di€u tri vdi
docetaxel vd trastuzum ab ld 64% c6 di€u tri h6 trq tru6c vdi anthracyclin, so vdi 55Y, b€n <li6u tri
chi vdi docetaxel.

sau liQt kA cdc phan ftng cd hqi 0 bgnh ung thu vri itiiu tr! bing docetaxel liiu 75 mg/m2

vdi

,

n,t
..t'i\q
i

'1
\

Phin rrirng c6 hai rilt
thudns slp

Phin rfrng c6 h4i thudng g{pPhin lo4i c0 quan theo
MedDRA

Nhi6m nAm candida & miQng
(G314: < lo6)

Nhi6m khu6n vd k), sinh
tring

Gi6m tiiSu cdu (G314:3%)Gi6m bpch c6u trung tfnh
(G3/a: $%)
Thii5u m6u (G3la: fi%)

R6i loan m6u vd hQ bach
, i.nuvet

Ch6n 5n (G314:1%);
Gi6m nson mi€ne

Mdt nuoc (G3la:2%)Rdi loan chuyCn h6a vd dinh
du0ng

Ch6ng m{t, dau clAu (G3/4: <
t%\

Lo4n v! gi6c.(G314: < l%)
Ct.;r, si6c b6t thubng cria da

R6i loan hC thAn kinh
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Docetaxel Injection USP 20 ng/ nl dz 80ng/ 4n/

(G314: < 1%) B€nh thAn kinh ngoai bi6n
R6i loan mdt Tdng ch6y nudc mdt
n6i lo4n h6 hAp, nggc vd
trung thdt

Dau hgng thanh quin (G314:

2%)
Kh6 tho (G314:1%);
Ho (G3l4: < l%o);

Ch6y mdu cam (G314: < l%)
R6i loan d4 ddy ruQt Vi€m miQng (G3la:18%)

Ti6u chiy (G314:14%);
Bu6n ndn (G314:6%);
Ndn (G3/4:4%)
T5o b6n (G314: l%);
Dau bpng (G314:2%);
Kh6 ti6u

Dau bung trOn;
Kh6 miQng

Rdi lo4n da vd m6 du6i da Hdi chtmg tay ch6n (G314:

24%);
Rpng t6c (G314:6%);
Ri5i loan m6ne (G314 2%)

Vi6m da;
Ph6t ban d6 (G3/4: .1%);
Bi6n mdu m6ng;
Bons m6ns (G314:1%)

Rdi lo4n hC co xuong vd t6
chric li€n ktit

Dau co (G314:2%);
Dau khop (G314:1%)

Dau cldu chi (G3/4: .l%);
Dau lrms (G314: l%)

R6i lo4n todn thdn vd vi tri
dr)ng thu6c

Suy nhugc (G314:3%);
Sdt (G3/4: l%);
Y€u mQt (G314:5%)
Phir neoai bidn (G314: l%)

Trang th5i h6n m6;
Dau

Ei6u tra Gi6m c6n;
Tdng bilirubin miiu (G3la:9%)

Bdng sau li/t kO ctic phdn ftng cd hgi 0 bQnh ung thtt vfi ttiiu tr! biing docetaxel liiu 75 mg/m2
vOi

PhAn lo4i co quan theo
MedDRA

Phin rfrng c6 h4i rAt ttrudng
sIp

Phin ftng c6 h4i thudng gip

Nhi6m khuAn vd k1i sinh
trunS

Nhi6m khu6n (G3 14: 3,30h)

GiAm ti6u cAu (G3/4: 0,6%o);

Giim b4ch ciu trung tfnh c6 s5t
Ri5i loan m6u vd h0 bach
huy6t

Gi6m b4ch cdu trung tinh
(G3la:32%)
Thi6u m6u (G314:4,9o )

Qu6 m6n (G314:0,6Yo)ROi loan h0 mi6n dich
R6i lo4n chuy6n h6a vd
dinh du0ne

Ch6n 5n (G314:0,6Yo);

BQnh thAn kinh v4n clQng ngogi
bi6n (G3/4: 0%)

R6i loan hQ thAn kinh BQnh th6n kinh cim gi6c ngo4i
bi€n (G314: 1,2Yo)

Lopn vi ei6c (G314:0%)
Tdng chiy nu6c mit (G314

0,60 )
R6i lopn mdt

Chirc ndng tdm thdt tr6i gi6m
(G314:0,3Yo)

R6i loan tim

Chiy m5u cam (G314:DYo);

Kh6 tho (G314:0,60/o);

Ho (G314:0%)

R6i loqn h6 h6p, nguc vd
trung thdt

R6i loan da ddv ru6t Eu6n n6n (G314:2,4%o);
Ti€u chiy (G314: l,2o/o);

Vi6m miQng/Vi6m hqng
(G314:0,9o4)
N6n (G3/4: 1,2%)

Ph6t ban tr6c vAy (G314:0,3o/o);Rung t6c;R6i loan da vd md du6i da

DK REDDY,S L./IBORATORIES LTD. TranglT/24
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Docetaxel Injection USP 20 ng/ nl b 80ng/ 4nl

ROi lo4n m6ng (kh6ne n{ns)
R6i lo4n hQ. co xuong vd td
chric li6n k6t

Dau co (G314:0,3Yo);
Dau khop (G314:0,3%)

R6i loan todn thdn vd vi trf
,i

dung thuoc
Y6u mQt (G314:3,9Yo)

Bdng sau fiet kA cttc phdn ftng cd hqi trong ttiiu tr! hd tg vti,i docetaxel liiu 75 mg/m2 phiii hqp
vci doxorubicin vd cyclophosphamid 0 cdc bQnh nhdn ung thn vti cd u drong tinh (TAX 316)
vd u Amfinh -dft

{l
]ll

i|l
it

t.

*

PhAn lo4i c0 quan
theo MedDRA

Phin ring c6 hai rat
thudng gip

Phin ting c6 h4i
thudng gip

Phin fng c6 h4i it
sip

Nhi6m khuAn vd kf
sinh trtng

Nhi6m khu6n (G3l4:2,4o )
Nhi6m khuAn gi6m b4ch cdu
trung tinh (G314:2,6Yo)

Thi6u m6u (G314:3%)
Gi6m bach cau trung tfnh
(G314:59,zYo)
GiAm ti6u ciu (G3/4: 1,6%o)

GiAm bach cdu trung tinh c6
s5t (G3/4: kh6ne c6 dir li€u)

Rdi lo4n m6u vd hQ

b4ch huy6t

R6i loan h€ mi6n dich Qu6 m6n (G3/4
0,60 )

R6i lo4n chuy6n h6a

vd dinh du6ng
Ch6n 5n (G314:1,5%)

BQnh thAn kinh
van dQng ngo4i
bidn (G314:0%)

g6t tinh (G314:0%);
DOc tinh thAn kinh
(G314:0%);
Bu6n ngri (G3la:0%)

ROi losn vl gi6c (G314:

0,6Yo);

BQnh thAn kinh c6m gi6c

ngo4i bi€n (G314: <O,l%o)

Rdi lo4n hQ thAn kinh

Tdng chiy nu6c

0,1%)
0,l%o)

R6i lo4n mdt

Lo4n nhlp (G314:
0,2%')

R6i lo4n tim

Phtr bach nuy6t lCll+
0%)

Gi6m huy6t 6p
(G314:0%);
Vi6m tlnh mgch
(G314:0%)

D6 bung mat (G3/4: 0,5o )R6i loan mach

Ho (G314:0%)R5i loan hd h6p, nggc
vd trung thAt

Dau bpng (G314:

0,4o )
9iln6,(c314 5,oYo);

Vi6m miQng (G3 I 4: 6,00/o);

Ndn (G3/4: 4,2o/o);

Ti6u ch6y (G3l 4: 3,4%o);

T6o b6n (G314:0,5o )

n6i lo4n d4 ddy ruQt

Rgng t6c (G314: <O,lYo);

Rdi loan da (G3l 4: 0,6%o);

ROi loan m6ng (G314

0,4%o);

R6i loqn da vd md
du6i da

Dau co (G314:0,7o/o);

Dau khop (G314:0,2Yo)
nTi toan ne co xuong
vd td chric li6n k6t

Tfi-ni"n tcv+: khdng c6

d[ li€u)
R5i toan hQ th6ng sinh
s6n vd v0

I

,.
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Docetaxel Injection USP 20 ng/ nl ez 80ngl 4nl

Rdi lo4n todn thdn vd
vitri dtrng thudc

Suy nhuoc (G314: 10,0%o);

S6t (G314: kh6ng c6 dfr
li0u);
Pht ngoai bi€n (G314:

0,2o4)
Di6u tra TIng c6n (G314:

0%);
Gi6m c6n (G3/4:
0.2%\

MO fi mQt phdn tng cd hgi chgn lgc trong tr! liQu h trq vhi docetaxel 75 hqp
vdi doxorubicin vd cyclophosphamid 0 cdc bQnh nhdn ung thn vri cri u duong tinh (TAX 316)
vd u dmtinh (GEICAM 9805):
R6i loqn h€ thtin kinh:
Dd quan s5t th6y bQnh thAn kinh cdm gi6c ngo4i bi6n xu6t hiQn trong qu6 trinh theo d6i 0 10
ngudi trong sO S+ Ugnh nhdn t4i giai do4n cutii cria h6a tri trong nghi€n ct?u ung thu v[ c6 u
duong tinh (TAX3l6).

R6i loqn tim:
Trong nghi€n cuu TAX316,26,bQnh.nhdn (3,5%) 0 nh6nh TAC vd 17 bQnh nhdn (2,3o/o) d nh6nh
FAC(ch6d0FACg6m3thu6cphdi hgp:F=fluorouracil,A=adrimycin=doxorubicin,C=
cytoxan = cyclophosphamid) bi suy tim sung huy6t. T6t cA trir mQt bQnh nhdn d m6i nh6nh duoc
chdn do6n suy tim sung huy6t tr€n 30 ngdy sau thoi gian di€u tri. 2 bQnh nhAn 6 nh6nh TAC vd 4
bQnh nhdn d nh6nh FAC tri vong vi suy tim.

R6i loqn da vd t6 ch*c dudi da:
Trong nghiCn cr?u TAX3l6, ryng t6c dai ding trong thdi gian theo d6i sau giai cto4n cutii cta h6a
tri dd dugc b6o c6o 0 687 b€nh nh6n dirng TAC vd 645 bQnh nhdn dirng FAC.
T4i cu6i thdi gian theo d6i, <15 quan s6t th6y rung t6c xiy ra 0 29 b€nh nh6n dtng TAC (4,2Yo) vit
16 bQnh nh6n ding FAC (2,4%).

RAi loqn hQ thdng sinh san vd vil:
Mat kinh dugc quan s6t thdy clang x6y
bQnh nh6n b! mAt kinh o giai do4n cu6i

R6i loqn todn thdn vd vi tri ditng thudc:
Trong nghiCn ct?u TAX3 16, phir ngo4i vi duo. c quan s6t th6y tlang x6y ra 6 19 tr6n I 19 b6nh nhdn
pht ngo4i vi d nhSnh TAC vd 4trln23 bQnh nhdn pht ngo4i vi 0 nh6nh FAC.
Trong nghidn ctu GEICAM 9805, pht hQ b4ch huy6t dugc quan s6t th6y dang x6y ra tv 4 tr6n 5

bQnh nh6n phn hQ b4ch huy6t tai giai do4n cu6i cria h6a tri.

B€nh bqch cdu ciip/hQi chtng loqn san tiy:
Sau l0 ndm theo d6i trong nghidn cuu TAX3l6, bQnh b4ch cdu c6p dugc b5o c6o d4 trong s6744
bQnh nh6n dDng TAX vd 1 trong s6 736 bQnh nh6n dirng FAC. H6i chimg lo4n s6n tty clugc b6o

c6o 6 2 trong s6 7 44 bQnh nhdn dirng TAX vd I trong s6.736 .b€nh nhdn dirng FAC.
T4i thoi gian trung v! theo d6i77 th6ng, ung thu bpch ciu cdp cld xtry ra 0 1 trong 532 bQnh nh6n

(0,2%) <lugc ili€u tri bing docetaxel, doxorubicin vd cyclophosphamid trong nghi€n criru

GEICAM 9805. Kh6ng c6 truhng hqp ndo clugc b6o c6o trong s,5 c6c bQnh nh6n di6u tri vdi
fluorouracil, doxorubicin vd cyclophosphamid. Kh6ng c6 bQnh nhdn ndo clugc chAn do6n m6c hQi

chrmg lopn sAn triy trong ci hai nh6m.

Bi6n chung giam bqch.cAu ffung tinh
BAng duoi ddy cho th6y tf lQ gi6m bach cAu trung tinh <lQ 4, gi6m bach c6u trung tinh c6 s6t vd

nhiCm trirng gi6m b4ch cAu trung tinh gi6m d c6c bQnh nh6n nh{n clucv. c di6u trl phdng ngira ban

dAu vdi G-CSF sau khi tudn theo nghiCn ciru TAC-GEICAM.

ra trong qu6 trinh theo d6i d 121 bQnh nhdn trong sO ZOZ

cta h6a tr! trong nghi€n cuu TAX3l6.

1-l
,1
.t

r:

,l

$
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Docetaxel Injection USP 20 ng/ nl ez 80rug1 Lnl

Biiin chhng gidm bgch cdu fiung t{nh 0 cdc bQnh nhdn dilng TAC cd hofic khilng cd phdng
vfii G-CSF

Bfing sau liil kA cdc phdn ftng cd hgi 0 bgnh ung thu bi6u mO dg ddy itiiu tri bdng docetaxel
lrcu /) ot va

1\I
r(
I

PI

t{

4

I

t

itI

..4

MA fi phhn
mg/m2 phili
RiSi loqn h€

ftng cd hgi ch,pn tpc 0 bQnh ung thtt bi6u mO dq ddy itiiu tri bing docetaxel liiu 75

hqp cisplatin vd S-Jluorouracil:
thi5ng mdu vd h€ bqch huyiit:

Khdng phdng ngria ban tliu
vtri G-CSF (n = 111)
n ('/")

C6 phdng ngira ban tIAu vr5'i

G-CSF (n:421\
n ("h)

Gidm bach cdu truns tinh cl6 4 104 (93,7) r3s (32.1)
Gi6m b4ch cAu trung tinh c6
sdt

28 (25,2) 23 (5,5)

Nhi6m khuAn giim b4ch cAu
trung tinh

14 (12,6) 21 (5,0)

Nhi6m khudn giAm bach c6u
trung tinh (d0 3-4)

2 (1,8) 5 (1,2)

Phin lo4i ccr quan theo
MedDRA

Phin rfrng c6 h4i rAt thudng g{p Phin ting c6 h4i thudng
s{p

NhiSm khuAn vd k;f sinh trirng Nhi6m khudn gi6m b4ch cdu;
Nhi6m khuAn (G314: 1 1,7Yo)

R6i lo4n m6u vd h€ bach huy6t Thi€u m6u (G] I 4: 20,9Yo);

Gi6m b4ch cdu trung tfnh (G3/4:
83,2o/o);

Gi6m tiiiu cdu (G3i4: 8,8o/o);

Gi6m bach cAu trung tinh c6 s6t

R6i loan hO mi€n dich Tinh quii mdn (C314: 1,7%o)

R5i loan chuy,Sn h6a vd dinh
dudng

Ch6n 6n (G314:11,7oh)

Hoa mdt, ch6ng mdt (G314:

2,3o/o);

BQnh th6n kinh v6n tlQng

ngoai bi6n (G314: 1,3%o)

Rtii lopn hQ thAn kinh BQnh thAn kinh c6m gi6c ngo4i
bi6n (G3/4: 8,7Yo)

T6ng ch6y nu6c m[t (G314:

0%)
R6i lo4n mit

R6i loan tai vd mC ilao Gi6m thinh lvc (G314:0%)
Loan nhip (G314:1,}oh)Rtii loan tim
T6o b6n(G314: 1,0o/o);

Dau d4 ddy ruOt (G3/4:
1,0o/o);

Vi€m thyc quirVnu6t
kh6/nu6t dau(G3/4: O,7o )

Ti6u chAy (G3 1 4: 19,7o/o);

Bu6n n6n (G314: 16%);
Vi0m miQng (G3 I 4: 23,1oh);

Ndn (G3l4: 14,30 )

R6i loan da ddv ru6t

Ban ngua (G3 I 4: 0,7 o/o);

ROi lo4n m6ng (G314

0,7o/o);

Tr6c mAng da(G314:0%)

Rr,rng t6c (G314: 4,0o/o)R5i loan da vd m6 dudi da

Tinh trang hdn mC (G314:

19,0o/o);

sot (cll+: 2,3%:o);

Git nu6c (ning - de dqa tinh
mqng: l%o)

R6i lo4n todn th6n vd vi tri
dirng thu6c
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o Hda 323,
PhAn lo4i c0
quan theo
MedDRA

Phin ri'ng c6 h4i r6t ttrudng
sip

Phin fng c6 h4i thudng
s{p

Phin f'ng c6
hai ft gip

NhiSm khu6n vd
klf sinh trirng

Nhi6m khudn (G3 14: 6,3Yo);
Nhi6m khu6n gi6m b4ch cAu

trung tinh
Tdn sin ldnh tinh,
6c tinh, vd khdng
*4c dinh (bao
gdm nang vd
polvp)

Dau ung thu (G3/4: 0,60/o)

Rdi lo4n m6u vi
h6 bach huv6t

Gi6m b4ch cAu trung tfnh
(G314:76,3oh)
Thi6u m6u (G314:9,2oA)

Gi6m ti6u cdu (G314: 5,2o/o)

Gi6m b4ch cdu trung tfnh
c6 s6t

n5i loan hO mi6n
dich

Qu6 m6n (kh6ng npng)

Rdi lo4n chuy6n
h6a vd dinh
dudng

Ch6n 5n (G314:0,60A)

R6i loan h€ thAn
kinh

Lo4n v! gi6cllo4n mti;
B€nh thdn kinh c6m gi6c
ngo4i bi€n (G314: 0,6Yo)

Hoa mdt, ch6ng mdt

TIng ghey nudc mit;
Vi6m k6t mac

Rdi lo4n mlt

Rdi lo4n tai vAL m€
dao

GiAm thinh h;c

Logn nhip
(G314:0.6%\

Rdi lo4n tim Thi6u m6u co tim (G3/4
1,7o )
Rdi lo4n tinh mach (G3/4
0,6%)

Rdi loan mach

Budn n6n (G314:0,6Yo)

Vi€m miQng (G3l 4: 4,0Yo)
Ti€u ch6y (G3 I 4: 2,9Yo);

N6n (G3/4: 0,6Yo)

T6o b6n;
Vi6m thgc qu6n/kh6 nu5t/
nu6t dau (G314:0,6%o);

Dau bgng;
Kh6 ti6u;
Chiy m6u da diy ruQt
(G314:0,6Yo)

R6i loan da ddy
ru0t

Rpng t6c (G3/4:10,9Yo) Ph6t ban ngta;
Kh6 da;

Tr6c vdy da (G314: 0,6Yo)

R6i lo4n da vd mO

du6i da

Dau c<v (G314:0,604)Rdi lo4n hC c0
.l

xuong va to cnuc
li6n k6t
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o Hdo rii hoa

R6i lopn todn thdn
vd 

. vi tri ding
thu6c

Tr4ng th6i h6n
3'!N);
Sdt (G3/4: 0,6%o);

Giir nu6c ;

Phu

md (G3/4:

Di6u tra Tdng cdn

c0loqi
theo

MedDRA

Phfin
quan

Phin ring cO traiidi tnucrng
sip

PhAn ri,ng c6 hai
thudng gip

Phin ri'ng c6 h4i
it gip

Nhi6m khu6n vd
kf sinh trirng

Nhi6m khu6n (G3 /4: 3,6o/q, Nhi6m. khuAn gi6m
b4ch cdu trung tinh

TAn sdn ldnh tinh,
6c tinh, vd kh6ng
*4c <linh (bao
g6m nang vd
polvp)

Dau ung thu (G3/4
1,2o )

R6i lo4n m6u vd
hQ b4ch huy6t

Gi6m b4ch cAu trung tfnh
(G314:83,5o )
Thi6u m5u (G3 I 4: 12,4Yo)
GiAm tiiiu cAu (G3/4: 4,OoA)
Gi6m b4ch cAu trung tinh c6
sdt

R6i loan h€ mi6n
dich

Qu6 mAn

R6i loan chuy6n
h6a vd dinh
du6ng

Ch5n dn (G314:12,0Yo)

R6i lo4n h0 thdn
kinh

Hoa mdt, ch6ng mAt
(G314:2%);
BQnh thin kinh van
<lQng ngo4i bi6n (G3/4:
0,4Yo)

R5i loan mft Ting ch6y nu6c mit Vi6m k€t m4c
Rdi lo4n tai vd
m0 dao

Gi6m thfnh lvc (G314: 1,2Yo)

R6i loan tim Loan nhip (G314:2,0o ) Thi6u m6u co tim
R6i loan mach R6i lo4n tinh

m4ch
Rdi lo4n da diy
ruQt

Bu6n n6n (G314: 13,g%o)

Vi6m da diry (G314:20,7%)
Ndn (G3/4: 8,4Yo)

Ti6u chiy (G3 I 4: 6,8Yo);

Vi0m thgc qudnlkh6
nu6t/nu5t dau (G3/4: l2,0Yo);
T6o b6n (G314:0,4Yo)

Kh6 ti6u (G3/4:0,8%o);
Dau dp ddy ruQt (G314:
l,2Yo);
Chiy mdu da ddy ruQt
(G314:0,4Yo)

Rung t6c (G314:4,0Yo)
Philt ban ngta

Kh6 da;
Bong vdy

R6i lo4n da vd
m6 du6i da

Eau co (G314:0,4Yo)Rdi lo4n he co.:
xuong va to cnuc
liOn ki5t

R6i loqn todn
thdn vd vt tri

Tr4ng th6i h6n me: (G314
q,0%):
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Docetaxel Injection USP 20 ng/ n/ dz ghng/ 4n/

Kinh nehiem sau luu hdnh:

Y !d!!,tinh, dc t{yh, w kh6ng ddc trtrng. (boo g6m nang vd polry):
Rdt.hi6m .,f tyTq h.np *.g ll" tty c6p vd hQi cnrmg"toan ,an i,iy li€n quan dtin
ph0r hqp voi ciic chdt h6a tr! liQu kh6c vdhodc x4 tri dugc b6o c6o.
4i5i looy hQ thdng mdu vd hi bqch huy*;
Uc ch6 tty xuong vd c6c phdn ung c6 h4i cho miiu khrlc <ld dugc b6o ciio. D6ng
phdt t6n thucrng Iien qr,zn d6n nhi6m khu6n ho{c suy da co quan da a,ro. 

" 
bdo ciio.

R6i loqn hQ th6ng miin dlch;
MQt sd trudng.hqp sO. phin vQ, d6i khi tt vong cld ilugc b6o c6o.
R6i loqn h€ thdn kinh:

docetaxel dirng

m6u ndi mach

R6t hitim c6c trudng hgp co gidt, m6t y thlrc t4m thdi <lugc b6o c5o.li€n quan diin vi€c sri dgng
docetaxel. \htng phan img ndy il6i khi xu6t hi€n trong qud trinh truy€n thu6c.
ROi loqn mdt:
R6t hiiim c6c.trubng hop pi loan nhin tho6ng qua (ch6p, sdng l6e, di6m mtr) xity radii5n hinh
trong quil trinh truy6n thu6c vd vd li6n quan d6n cilc phin.rlmg qu6 m5n dE dugc b6o c6o. Nhirng
phin ung ndy phpc h6i ducv. c. khi ngung truyCn thu6c. Hi6m gap ciic trulng hqp chdy nuOc mii
kdm hodc kh6ng kdm viOm k6t m4c, cfrng nhu c6c trulng nqpi6i tuy6n 16 OA'n otin chay nu6c m6t
qud mftc. C6c trudng hqp phn hodng di6m da dugc b6o c6o 0 cic b€nh nh6n du-ryc ili€u tri vcyi
docetaxel.
Rdt loqn tai vd mA dqo:
R6t tri6m trudng hqp gdy tlQc tfnh cho tai, giim thinh gi6c valho{c ditic duoc b6o c6o.
ROi loan tim:
Hii5m c6c trubng hqp nh6i m6u co tim du<y. c b6o c6o.
R6i loqn mqch:
C6c hiQn tugng huytit kh6it6c m4ch hi6m khi c6 b6o c6o.
R6i loqn h€ h6 hdp, nguc vd trung thdt:
HQi chtmg suy kiQt h6 hdp c5p, vi0m phdi ke, bQnh ph6i kE, xo h6a ph6i vd suy h6 h6p thinh
thoing g6y tri vong hi6m khi c6 b6o c6o. Nhirng trudng hqp vi6m ptrOi ao ph6ng xq dd dugc b6o
c6o trong c6c bQnh nh6n ti6p nh{n x4 tr! d6ng thdi.
R6i loqn da dq day,ruQt:
Hi6m khi xtty ra m6t nu6c nhu ld h{u qu6 cria phAn ung da ddy ruQt, thring da.ddy, thi6u m6u vi€m
ruQt k6t, vi€m ruQt k€t vd vi6m ruQt non k6t <luoc b6o c6o. Hi€m trubng hqp tdc ru6t xiy ra.

n6i loqn gan mQt:

Hi6m gap trudng hgp vi6m gan, d6i khi c6 tri vong, chri y6u 6 c6c bQnh nhAn dd c6 rdi lo4n gan
tdn tqi ttr tru6c tlugc b6o c6o.
R6i loqn da vd m6 dudt da:
n6t ni6m cAc trudng hqp ban cl6 lupus da vd ban b6ng r6p nhu ban <td cla d4ng, hQi chftng
Stevens-Johnson, ho4i tu bi6u bi do dQc tinh tl6 dugc b5o c6o li6n quan d6n docetaxel. Trong mQt

i,i
sd trudng hqp ciic y€u tO cl6ng thdi c6 th6 <16 t3o ra cilc hiQu ung ndy. C5c thay cl6i gi6ng nhu xo
h6a da thudng xhy ratrudc bdi pht b4ch huy6t ngopi bi6n dd duo. c b6o c6o li6n quan d6n viQc sri
dpng docetaxel. C6c trudng hqp ryng t6c dai ding da dugc b5o c6o.
Rdi toqn thqn vd ti€t ni€u
Gi6m chric nlng th4n vd suy th4n cld ilugc b6o c6o. KhoAng 20%o cilc trudng hqp ndy khdng c6

,LI
c6c y€u t6 nguy co suy th6n c6p nhu dirng cl6ng thdi c6c thu6c gdy dQc thQn ho{c r6i loan hC ti6u
h6a.
R6i loqn todn thdn vd vi tri ditng thuiic:Hitim c6 hiQn tuqng thu h6i bric x4 dugc b6o c6o. Sy giir
nu6c kh6ng di kdm boi nhirng trOl tnieu niQu ho4c ha huytSt 6p c6p tfnh. Su m6t nu6c vd phi ph6i
hi6m khi dugc b6o c6o.
R6t toqn chuydn h6a vd dinh dudng

\
6t
\U

)t
\s

v

I

(
)

J

ding thu6c SOr (G3/4:3,6%o);
Git nudc (G3/4: l,Z%)
Phn G3t4 L2%)

Di6u tra Gi6m cdn Tdng c6n
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C.u.lyM,g^hqp gidm natri huy6t dd cluo. c b6o c6o, hiu htit c6 li€n quan <l6n sg m6t nu6c, n6n 6i
va vlem pnol.
Thilng bdo cho Bdc s! cfia bgn biit kj tdc dltng khOng mong mu6n nao ggp phdi li1n quan
viQc sfr dqtng thudc.

QUA LIEU vA DIEU TRI QUA LIEU

nAo euAN
86o quAn d nhiQt d0 dudi 300C. Trenh 6nh s6ng.

HAN DUNG z 24 thdngkC ttr ngdy s6n xu6t

TIEU CHUAN cHAr LLIQNG: Nhd san xu6t

NGAY CAP NHAT NQI DUNG TO HIIONG DAN STI DUNG

TEN & DIA CHi NHA SAN XUAT
Dr. Reddy's Laboratories Ltd.
Formulation Unit -VII, Plot No. Pl to P9, Phase - III, VSEZ,

Duvvada, Visakhapatnam District - 530046,

Andhra Pradesh, An D0.

D4i diQn co sO ding kf :

$y tAn, ddng ddu)

+r&,,
Hg t6n: Kailash UdaY Patki
Chirc danh: Truong VPDD tai ViQt Nam

DR. REDDY'S LABORATORIES LTD.
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