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(Docetaxel Injection] 60mg/8mL) e
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Doc kj hudng dén sir dung triede khi dimg
THUOC POC

1. THANH PHAN CONG THUC THUOC
M&i mL dung dich pha tiém chira:
Thanh phdn dirpe chdt: Docetaxel (duéi dang Docetaxel trihydrate) 20mg

Thénh phdn td diege: Polysorbate 80 (Montanox 80 LPI), Ethanol Anhydrous (Eprove,
100986).

2. DANG BAO CHE

Dung dich pha tiém

M5 ta: Dung dich mau vang nau dén vang nhat.
3. CHI PINH

Ung thuw vii

Docetaxel két hop véi doxorubicin va cyclophosphamid trong liéu phép didu trj bb trg cho
bénh nhén:

« ung thu vii cé hach c6 thé phiu thuat

« ung thu v khéng hach ¢ thé phau thudt

Dé&i véi bénh nhén ung thu v khéng hach co thé phAu thuat, pén _han ché'dféu tri bd trg cho
nhitng bénh nhén phti hgp nhén hoéa tri theo céc tiéu chi quoc té da thiét ldp cho viée lya
chon ligu phép diéu tri ung thu v giai doan sém.

Docetaxel két hop véi doxorubicin trong chi dinh di'éu tri bénh nhén bj ung thu va di cin
hoac tién trién tai chd ma chua duge didu tri bang chat doc té bao trude do.

Docetaxel don trj li¢u duge dung trong chi dinh didu tri cho bénh nhén bj ung thu vii tién
trién khu tri hodc di can sau that bai hoa tri. Hoa tri truée do phai bao gdm anthracyclin
hodc mot tac nhan alkyl hoa.

Docetaxel két hop véi trastuzumab trong chi dinh diéu tri ung thu va di can & bénh nhan cé
khoi u vuot qua HER2 va nhitng bénh nhén di can chua duge duge hoa tri trude do.

Dq:::etaxel két hop véi capecitabin trong chi dinh qliéu trj bénh nhan ung thu v tién trién tai
cho hodc di cin sau khi hoa tri liu thit bai. bao gbm hoéa tri vdi anthracyclin,

Ung thu phéi khdng phdi té bao nhé |

Docetaxel duoc chi dinh d& diéu tri ung thu phdi khéng phai té bao nho tién trién tai chd
hodc di ciin sau khi héa trj thit bai trude do.
Docetaxel két hop v6i cisplatin dé diéu tri bénh nhén ung thr phdi khéng phai t bao nho

khéng thé cit bo, tién trién tai chd hogc di cin, & nhiing bénh nhén chua dugc hda trf trurée
do.
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Ung thie tuyén tién liét // VAN I’I-I[l!N!-
Docetaxel l<et hop vdi prednison hoge prednisolon duge chi dinh dé didi 1&‘1’) %ﬁ u .!
thu tuyén tién liét khang cit tinh hoan di cin. / "
1P Hﬁ un WINH/
Docetaxel két hop véi lidu phép loal bo androgen (ADT), ¢6 hogc khong &6 prednison-Hoje

prednisolon, duge chi dinh dé diéu tri bénh nhan ung thu tuyen tién llLf\H.hdy* camA /Gi
hormone di cin.

Ung thu biéu mé tmyén da day

Docetaxel két hop vai cisplatin va 5- fluorouracil duge chi dinh dé dlt‘.l.l tri cho b¢nh nhén bi
ung thu biéu mo tuycn da day di cén, bao gbm ung thu bidu mé tuyén ndi da day thue quan,
ngudi chua duoc dneu tri hoa chét diéu trj bénh di cin trude do.

Ung thue diu va cd

Docetaxel két hop véi crt;plalm va 5- ﬁuomma{:ll duoc chi d:uh dé dleu trj khai phat cho
bénh nhan bj ung thu biéu mé t& bao vy tién trién khu trd & dau va cb.

4. LIEU DUNG, CACH DUNG

Vlec st dung docetaxel Chl nén duge tién hanh tai chuyén khoa vé didu tri hoa tri thude déc
té bao va chi nén diing thude ndy dudi sir gidm st cia béc si héa trj ung thu.

LIEU DUNG

Déi voi ung thu vi, phdi khéng pha: té bao nho, ung thu da day va dau va ¢d, c6 thé didu
tri trude bang corticosteroid &uong ubng, nhu dexamethason 16 mg mdi ngay (vi du: 8 mg
%2 Iam’ngéy) trong 3 ngay dau trude khi st dung docetaxel 1 ngay, trir khi c6 chdng chi
dinh, c6 thé duge st dung.

Dbi véi ung thur tuyén tién liét khang cat tinh hoan di can (mCRPC), khi sir dung df’mg, thon
prednison hodc prednisolon, liéu khuycn cdo didu trj trude véi dexamethason udng 8 mg
trude khi truyén docetaxel 12 gidy, 3 gior va 1 gio.

Dbi véi ung thur tuyén tlén llet di cin nhay cam voi hormone, sir dung ddng thoi prednison
hofic prednisolon, phac dd diéu tri truée duoe khuyén cdo 1a ubng dexamethason 8 mg
trude khi truyen docetaxel 12 git, 3 givva 1 gid.

Dy phong G-CSF ¢6 thé dugc sir dung dé giam thiéu nguy co nhiém doc mau.
Docetaxel dwoe ding dudi dang truyén tinh mach trong vong 1 gid, 3 tudn/lan.
Ung thw vi

Trong li¢u phap diéu tri bd trg cho bénh nhan ung thu vii ¢6 hach va khéng hach c6 thé
phiu thugt, liéu khuyén cdo cua docetaxel 12 75 mg/m2, dm;!c dung 1 gio sau khi dung
doxorubicin 50 mg /m2 va cycloplmsphamld 500 mg/m2, 3 tudn/lan trong 6 chu ky (TAC
phéc dd) (xem thém Diéu chinh lidu trong qua trinh diéu tri).

Dé diéu trj cho bénh nhdn ung thu vi tién trién khu tra hodc di cin, liéu docetaxel khuyén
cdo trong don trj li¢u 1a 100 mg /m2. Trong diéu tri dau tay, docetaxel 75 mg/m2 dugc
dung két hop voi doxorubicin (50 mg/m2).

Khi két hop véi trastuzumab, llcu docetaxel khuyén céo la 100 rnga’mZ mbi 3 tudn,
trastuzumab duge ding hang tudn. Trong céc thir nghiém, viéc truyén docetaxel ban dau
dugce bat déu vio ngay sau liéu trastuzumab dau tién. Truyén docetaxel duge tién hanh vao
ngay nép theo ctia lidu dau tién trastuzumab, néu lidu trastuzumab trude dé duge dung nap
16t.
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Khi két hop vai capecitabin, lidu docetaxel khuyen cao la 75 mg/m2 6 lal‘luéhﬁlﬁn heu
capecitabin 1250 mg/m2 x 2 lan/ngay (trong vong 30 phit sau bira i dong 2 tiiéin' Sﬁl.l‘l do
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Ung thw phdi khong phai té bao nhé

b
\

0 nhitng bénh nhén ung thu phdi khong phai té bao nho chua ting hoa tri, ché d6 ilcu

khuycn cao la docetaxel 75 mgfmZ ngay sau do truyén cisplatin 75 mg/m2 trong 30-60 phuit.

Néu hoa tri vai platin trude d6 thét bai, lidu docetaxel don tri khuyen cdo 1a 75 mg/m2,
Ung thu tuyén tién ligt

Ung thie tuyén tién liél khdang cdt tinh hoan di céin

Liéu docetaxel khuyén cdo 1a 75mg/m2. Prednison hodc prednisolon Smg udng 2 lan /ngay
duge dung lién tuc.

Ung thu tuyén tién liét nhay cam voi hormone di cdn

Li¢u khuyén cdo cua docetaxel la 75mg/m?2 mdi 3 tudn trong 6 chu ky. Prednison hoiic
prednisolon Smg uong 2 1dn /ngay duge ding lién tuc.

Ung thw biéu méd tuyen da day

Liéu khuycn céo cuia docetaxel 1a 7Smg/m2 khi truyén tinh mach trong 1 gid, sau do tmyen
1-3 gio cisplatin 75 mg/m2, (trong cling mot ngay), sau két thie truyén cisplatin, l:uyen 3
fluorouracil 750 mg/m?2 truyén lién tyc 24 gi¢r trong 5 ngay. Lap lai ligu trinh moi ba tudn
mot lan. Bénh nhan phai duge dung thude chéng nén va céc bi¢n phap phu hop dé ding
cisplatin. G-CSF dyr phong nén duge sit dung dé giam thiéu nguy co nhiém doc méu (xem
thém Diéu chinh liéu trong qud trink diéu tri).

Ung thu diu cb

Bénh nhén phai duoe didu tri trude bing thude chéng non va bu nude thich h(;{p (truGe va
sau khi dang cisplatin). Dy phong G-CSF cé thé duge sir dyung dé giam thiéu nguy co
nhidm doc mau. Tt ca bénh nhan sir dung docetaxel déu duge dimg khang sinh dy phong.

* Hoéa tri liéu trude khi xa trj (TAX 323)

Dé diéu tri khoi phat ung thu biéu mo té bao vay ving dau va cd tién trién khu tra khong
thé phéu thugt (SCCHN), liéu khuyen caola truyen docetaxel 1a 75 mg/m2 trongl gid, sau
do la crsplatm 75 mg/m2 trong 1 gid, vao ngay ddu tién, tiép theo la 5- ﬂuorouracll truycn
lién tuc véi lidu 750 mg/m2 tir ngdy 1 dén ngdy 4. Lap lai liéu trinh mdi ba tudn mot lan
trong 4 chu ky. Sau d 6 xa tri.

» Héa tri li¢u trude khi hoa- xa trj (TAX 324)

Ung thur biéu mo té bao vay & dau va cb (SCCHN) tién tlén tai chd (khong thé cit bo ky
thuét, kha ning chiva khoi phau thudt thip va cén béo ton co quan), lidu khuyén céo cua
docetaxel la 75 mg/m2 truyén tinh mach trong 1 glb vado ngay thi nhét, sau do6 tiép tuc
truyén cisplatin 100 mg/m2 trong 30 phut dén 3 gio, sau dd truyén 5- ﬂumumac:l 1000
mgf’mZ;’ngay lién tyc tir ngdy thir nhit dén ngﬁy thir 4. Lap lai liéu trinh mdi ba tudn mdt
lan trong 3 chu ky. Sau khi héa tri, bénh nhan nén duoc hda- xa tri.

Didu chinh liéu lugng trong qud trinh diéu tri

Tfmg quan
Chi ding khi sd luong bach ciu trung tinh > 1.500 té bao/mm3.
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Bénh nhén ¢6 s6t giam bach cdu trung tinh, sb lugng bach cau trung /fm,h <560 10 pao?mnﬁ
trong hon mot tudn, phan (g da nang hodc tich liiy hodic dau thali kinh n;,q*q bién pdn;,
trong sudt qéu trinh diéu tri docetaxel, nén giam liéu docetaxel tir ] 100 p}gfmaq xudrg 75
mg/m?2 va/hodc tir 75 dén 60 mg/m2. Vi lidu 60 mg/m2 ma bénh }mn ‘van gap cac phan
tng trén thi nén ngimg diéu tri.

Diéu tri hé tro' bénh ung thw vi

Bénh nhén diéu trj ung thu vi doce!axcl doxor ublcln va cyclophosphamide (TAC) can
duge diéu trj dy phong véi kich thich t6 tao bach ciu G-CSF. Bénh nhén sét blam bach ciu
va /hogic nhiém tring glam bach céu trung tinh nén glam liéu docctaxel xunng 60 mg,KmZ
trong tat ca cac chu ky tiép theo. Bénh nhin viém miéng d6 3 hodc 4 cin giam liéu xudng
60 mg/m2.

Két hop didu trj véi cisplatin
Bénh nhan dimg liéu ban dau voi docetaxel 75 mg/m2 ket hop vdi cisplatin va co so lugng
tiéu cu trong qué trinh didu tri trude do la <25.000 té bio/mm3, hodc & bénh nhén sdt

gidm bach céu trung tinh, hodc ¢ nhiing bénh nhén cé d¢ tinh ngoai huy hoc khong nghiém
trong, lidu docetaxel trong cdc chu ky tiép theo nén giam xuéng 65 mg/m2,

Két hop diéu trj voi capecitabin

Bénh nhan lan dau cé céc biéu hién nhigm doc Cép db 2, kéo dai dén thoi diém dlcu trl
docelaxelfcapecxtabm tiép theo, tam ho@in trj li¢u cho dén khi tinh trang nhiém doc vé cdp
dd 0-1 va tiép tuc & 100% lidu ban dau.

» Péi vaenh nhén xudt hién lan thi hai nhiém doc cép do 2 hodc 1An ddu tién xuit hién
doc tinh cp do 3, tai bit ky thai diém nao trong chu ky dleu tri, tam hodn diéu tri cho dén
khi tinh trang nhiém dgc chuyén sang cap do 0-1 thi tiép tuc didu trj Er:ﬁinlgD docetaxel 55
mg/m2.

* Néu c¢o bt ky biéu hign tiép theo ciia nhidm doc ndo sau dé, hodc nhidm doc Cép 4 nao,
hay ngimg diéu tri docetaxel ngay.

Két hgp diéu tri véi cisplatin va 5-Mluorouracil

Mic du da st dung yeu tb kich thich tao bach cdu hat G-CSF nhung van xay ra sot glc'lm
bach céu trung tinh, glam bach clu trung tinh kéo dai hogc nhiém khuén do gidm bach cau
trung tinh xay ra, cin giam lidu docetaxcl tir 75 dén 60 mg/m2. Néu vin xay ra cic blCIl
chimg ctia giam bach cdu llung tinh tiép theo xay ra, cin giam liéu docetaxel tir 60 xuong
45 mg/m2. Khéng duge diéu tri tiép tuc véi céc thl ky tiép theo cua docetaxel cho dén khi
bach céu rung tinh phyc hoi or muc> 1.500 té bao/mm3 va tiéu ciu _phuc hm & mirc>
100.000 té bao/mm3. Ngimg diéu tri néu nhimg triéu chimg nhiém dde vin con tdn tai.

Liéu khuyén céo diéu chinh liéu lugng & bénh nhan nhim doc duge diéu tri bing docetaxel
két hop véi cisplatin va 5 fluorouracil (5- FU):

Bing 1: Klmxen cio ditu chinh lidu:

Pie tinh Diéu chinh lidu
Giai doan 1: giam liéu 5-FU 20%.
Giai doan 2: sau d6 giam liéu docetaxel 20%.

Giai doan 1: giam liéu docetaxel va 5-FU 20%.
Giai doan 2: Ngung diéu tri.

Tiéu chay cdp d6 3

Tiéu chay cp do 4

Viém miéng/ viém  |Giai dogn 1: gidm liéu 5-FU 20%. )
niém mac d¢ 3 Giai doan 2: ngung dung 5-FU & tét ca céc chu ky tiép theo.
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Giai dogn 3: giam lidu docetaxel 20%,  [[i[ DFT T 'x.
Viém miéng/ viém Giai doan 1: ngung dung, 5-FU & tt ca cac CL‘\“\\X Mﬁp m@o“ ;
niém mac do 4 Giai doan 2: gidm liéu docetaxel 20%. ,.3

Bénh nhan ¢6 céc bién ching giam bach céu trung tinh phirc tap (han gom glam bach cdu
kéo dai, qot giam bach cau hoic nhlem khuén) nén duo dy phong trong céc chu ky tiép theo
bing yéu t6 kich thich tao bach ciu hat G-CSF (vi du: ngay 6-15)

Cic dbi twong dic bigt
Bénh nhén suy gan

Duya trén dit liéu duoe dong hoe cia liéu don docetaxel ¢ 100 1ng!n12 bf;nh nhédn ting ca
hai transaminas (ALT va;’hcac AST) I6n hon 1,5 lan gi6i han trén clia gioi han binh thudng
(ULN) va phosphatase kiém 16n hon 2,5 lén ULN, lidu khuyén céo ciia docetaxel 1a 75
mg:’m2 Déi vai nhiing bénh nhan co bilirubin huyct thanh> ULN va/hodc ALT va AST>
3,5 lan ULN di kém véi phosphatase kiém> 6 lan ULN, khéng thé dua ra khuyén nghi
giam liéu va khong nén ding docetaxel trix khi ¢6 bét buge chi dinh.

Trong phdi hop msplatm va 5-fluorouracil dé diéu trj bénh nhan ung thu bidu mé tuyen da
day, khong c6 khuyén cdo diéu chinh liéu va khéng nén st dung docetaxel trir khi ¢o bét
budc chi dinh cho bénh nhén ¢6 ALT vd/hoiic AST>1,5xULN két hD‘p voi plmsphatase
kiém>2,5xULN, va bilirubin>1xULN; Khéng cé dit liéu vé phéi hop dicu trj docetaxel két
hop véi cac thude khéc trong trudmg hep nhén suy gan ning.

Tré em

Tinh an toan va hiéu qua cua docetaxel trong diéu trj ung thu bidu mé mii hong & tré em tir
| théng dén dudi 18 tudi van chua dugc thiét lap.

Khong 6 chi dinh docetaer cho tré em lién quan dén ung thu va, ung thu phdi khong phai
t¢ bao nho, ung thu tuycn tién ligt, ung thu biéu mé tuyén da day va ung thu dlu va cé,
khong bao gom ung thu biéu mé vom hong loai 11 va I11.

Ngwoi I tudi

Dua trén céc phén tich duge dong hoe dén 56, khong c6 hudng dan stir d déc biét cho nguoi
lém tudi. Khi két hop veoi capecitabin, d6i véi bénh nhén tir 60 tudi tré 1én, nén giam lidu
khoi dau ciia capecitabin xudng 75%.

CHUAN BI VA CACH DUNG

Docetaxel la mot chét chéng ung thu va, cling nhu cic hgp chét ¢6 kha ning gay doc khic,
cdn than trong khi xtr 1y va chuin bj c4c dung dich Docetaxel. Nén st dung gang tay khi
chauanr bi dung dich,

Néu da tlep xuc véi cac dung dich thuéc tiém docetacel ddm dac, nra ngay ldp tirc vi: rua
ky lugng bang xa phong va nude, Néu Docetaxe[ 0 diic hode dung dich tiém truyén tiép
xtic v&i mang nhéy, ngay lap tic rira viing tiép xtic bing nuée sach.

Ciach pha dung dich lruxen tinh mach.

Thube tlem DOCETERO véi nong d6 docetaxel la 20 mg/ml cin duge pha lodng véi thi
dich truyén hodc chai dich truyén 250mL Glucose 5%, hodc NaCl 0.9% trude khi sir dung.

Néu cén dung lidu docetaxel 16n hon 190 mg docetaxel, nén sir dung thé tich truyén dich
16n hom twomg g dé ndng do docetaxel cudi cing khéng vuot qua 0,74 mg / ml khong bi
vuot qud.

Lic tron k§ dung dich bing tay.
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Kiém tra cam quan dung dich vé su ¢é mit clia cac tieu phén biéq ﬂ{n i §éc tiuﬁ dich
trude khi truyén cho bénh nhan. Néu dung dich xuét hién cin, hle can virt'bo tlwo quy

dinh. N\ \" HO Gl MINTL

\.‘\ J’/
Nén tudn thti cac quy trinh thich hop dé xur Iy va loai bo tc nhan kim té bim ctia dia
phuong.

Dung dich san pha nén sir dung ngay hoéc duoc bao quan trong ngan mét ta lanh (2°C -8°C)
t6i 48 gior hodic dé & nhiét d§ phong (2°C- 25°C) toi da 6 gio. Ké ca thoi gian truyén 1 gid
cho bénh nhan.

5. CHONG CHI PINH

Qué man véi hoat chit hodc véi bat ky t4 duge nao ciia thube.
Bénh nhén cé sb lugng bach cau trung tinh <1.500 t& bao/mm’.
Bénh nhén suy gan nang.

Chéng chi dinh cta céc thube khéc ciing duoe ap dung, khi ching dung két hop véi
docetaxel.

6. CANH BAO VA THAN TRQNG KHI DUNG THUOC

D6 véi ung thu v va ung thu phéi khéng phai t& bao nheé, viéc dleu trj trudc bao gom
comcostelmd duong u(mg, chdng han nhu dexamethasone 16 mg mdi ngay (vi dy: 8 mg 2
lin/ ngay) trong 3 ngay, bét ddu tir 1 ngay trude khi ding docetaxel trir khi c¢6 chéng chi
dinh, ¢ thé 1am tan sudt va mirc d6 @ dich ciing nhu erc do tram trong ctia phan (mg qua
mén. Ddi véi ung thwr myén tién liét, didu tri tr ude la uong dexamethasone 8 mg, 12 gid, 3
gid va 1 gidr trude khi truyén docetaxel (xem phén Liéu dimg va cich ding).

Huyét hoe

Gmm bach cau trung tinh 1a phan @ng khéng mong mudn thuong giip nhét clia docetaxel.
Trj s6 bach ciu trung tinh xay ra & mic trung binh 1a 7 ngay nhung c6 thé ngan hon &
nhitng bénh nhén duoc didu tri trude, T hu'ong xuyén theo doi cong thirc méu & tit ca bénh
nhén ding docetaxel. Bénh nhan cln nén duge diéu trj lai bing docetaxel khi bach cdu
trung tinh phuc hdi vé mac > 1.500 té bao/mm3.

Trong trudmg hop giam bach cdu trung tinh nang (<500 té bao/mm3 kéo dai bay ngay hogc
hon) trong mét dot didu ti docetaxel, nén giam liéu cho cac dot diéu trj tlcp theo hodc sir
dyung cdc bign phép didu tri tridu chimg thich hop.

B&i voi cac bénh nhan duuc dwu tri bang docetaxel phm herp vai cmplalm va 5-fluorouracil
(TCF), ty 1& giam bach ciu do sot va nhiém khuén do giam bach ciiu trung tinh s& hon khi
bénh nhén duge ding du E)hong, yeu 16 kich thich hat bach ciu tao hat G-CSF. Bénh nhén
duge dlcu tri bing phét do TCT' nén du phong G- CSF trude dé g giam thiéu nguy co g:arn
bach cdu phirc tap (giam bach céu sét, giam bach ciu kéo dai hoic nhlem khuan do giam
bach cau). Nén theo dai chit ché céc bénh nhan nhan diéu tri v&i phac db TCF.

O bénh nhan duge dieu trj bang, docetaxel phm hop véi doxorubicin va cyclophosphamide
(TAC), giam bach céu do sbt vahodic nhidm khuin do gtc‘am bach clu trung tinh sg xay ra
Vi ty 18 thip hon khi bénh nhén dwrge diéu trj dy phong yéu 6 kich thich hat bach ciu tao
hat G-CSF. Cén nhéc diéu tri du phong G-CSF tru6e ¢ nhing bénh nhan duge diéu tri ung
ter Vi voi ph:ic do IAC dé giam thiéu nguy co bién chirng bach cau phtic tap (giam bach
clu ¢6 sdt, giam bach cau kéo dai hodc nhiém khudn do gidm bach chu). Nén theo doi chat
ché cédc bénh nhan nhin diéu tri vai phac dd TAC.
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Cin thin trong st dyng cho bénh nhén bi giam bach cau, dic biét co ng p,y co uc.nuulen cAC |

\ |

bién chirg dudng tiéu héa. Mic dit phin 16n cic tmong hop xay ra tr. r‘lg\qhu ky.lda‘n lien,
hogc thir hai cta ché d6 diéu tri ¢ chira docetaxel, viém rudt co thé ti 0 trién bét e l!.lL
ndo va cé thé dan dén to yong ngay tir liéu khoi phat vao ngay dau tién. ‘Bénh hhan’can
duge theo doi chit ché vé céc biéu hién ban diu cia nhidm doc duong tiéu hoa nghiém

trong.
Phin ing qui mén

Benh nhén can duge theo dai chit ché céc philn ing qui min, dic biét 1a trong su6t lan
tr uyen thur nhﬁt va thir hai. Cac phan Ung qua man co thé xéy ra trong vong vai phul sau khi
bat dau tmyen docetaxel, do d6 nén chuén bj siin sang dé diéu tri ha huyét 4p va co thit phé
quan. Néu phan tmg qué man xay ra, cic triéu chimg nhé nhu do bimg hogic phan img cuc
bo trén da thi khong ciin :11._,un{, diéu trj. Tuy nhién, cic phan (ing ning, chéng han nhur ha
huyét 4p ning, co thit phe quan hoac phat ban/ban d6 toan thin can ngirng ngay docetaxel
va dung cdc bi¢n phép diéu tri thich hgp. Nhitg bénh nhan di xuét hién cac phén u*ng qué
man ndng khong nén tai sir dung docetaxel. Nhitng bgnh nhin da timg c¢6 phéan (mg qua
méin véi pac]ttaxel cé thé c6 nguy co phét trién phan 6 {mg qué mén véi docetaxel, bao gom
cé phan ng qua min nghiém trong hon. Nhiing bénh nhén nay nén dugc theo dsi chit chg
trong thoi gian bit dau didu tri bang docetaxel.

Phéin émg da

Ba quan sdt thdy ban do da tai chd & céc chi (Iong ban tay va long ban chén) kem theo phu
né sau dé bong troc vay. Céc triéu chimg nging hon nhir phat ban sau dé bong vay dan dén
hodin hogic ngimg diéu trj docetaxel da dugc béo cdo.

Céc phan g c6 hai trén da nghiém trong (SCAR) nhu Hoi chimg Stevens-Johnson (SJS),
hoai tr lhm;m;, bi nhiém doc (TEN) va Bénh mun mu toan than cép tinh (AGEP) dé duge
béo cdo khi didu tri béng docetaxel. Bénh nhéan cn duge théng bédo cac déu hléu va triéu
chimg ctia cac biéu hién da nghiém trong va dum: theo doi chit chd. Néu cac ddu hiéu va
triéu chimg goi y dén nhitng phin (mg nay xuit hién thi nén xem xét viéc ngirng ding
docetaxel.

U dich

Cén theo doi chit ché & nhitg bénh nhén ( dich nang nhw tran dich mang phéi, tran dich
mang tim va ¢d truéng,

R&i loan hé hip

Hoi chiing suy hd hép cdp, viém phdi mé ke/viém phéi, b¢nh phéi k&, xo phdi va suy ho
hip va d6i khi din dén tr vong da duge béo cdo. Viém phdi do birc xa ciling d duoc béo
céo & nhiing bénh nhén xa trj dong thoi.

Néu céc triéu ching phél mdi hoac tinh trang phdi x4u di, bénh nhén cén duge theo dai
chat chg, kip thoi chudn dodn va didu tri thich hop. Tam ngung docetaxel cho dén khi ¢6
chin doz’in Cac bién phap cham séc hd trg c6 thé gitp cai thién tinh trang nay, Can danh
gid cin than loi ich cua viée tiép tuc didu tri docetaxel.

Bénh nhén suy gan

O bénh nhin dugc diéu tri bing docetaxel don tri & lidu 100 .mg/m2  ¢c6 nong do
transaminase trong huyet thanh (ALT va/hodc AST) 16n hon 1,5 lan ULN dong thﬂﬂ vai
mirc phosphatase kiém trung huyét thanh 16n hon 2,5 14n ULN, ¢6 nguy co phat trién cae
tac dung khéng mong mubn nghiém trong cao hon nhu tir vong do nhiém dée bao 1g,om
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nhiém tring khudn va xuft huyét dudmg tiéu héa ¢6 thé dén dén tir von L g gfﬁh’l ‘Héé‘h cj
trung tinh, nhiém khuén, giam tiéu clu, viém miéng va suy nhuoe. Do d kf g hW

cO xét nglngm chic ndng gan tang cao (LFTs) la liéu khuyén céo ¢ “!Pé Il:‘i' ?5
mg/m?2 va chirc nang gan LFTs nén duoe do tir ddu va trude mdi chu ky dl%u lrl e /

Pdi vai nhitng bénh nhin c6 nﬁng d¢ bilirubin huyét thanh> ULN va/hofc ALT vil A‘“s I>
3,5 lan ULN dfmg thoi v6i nong do phosphatase kiém trong huyét thanh> 6 lin ULN
khéng nén khuyén céo giam liéu va khong nén diing docetaxel trir khi ¢6 chi dinh bét bu(}c

Két hop véi cisplatin va 5-fluorouracil trong didu tri ung thu biéu md tuyén da day, Cic
nghién ctru lam sang quan trong da loai trir nhiing bénh nhin c6 ALT vid/hodic AST> 1,5 x
ULN két hop véi phosphatase kiém> 2,5 % ULN, va bilirubin> 1 x ULN; Bi véi nhiing
bénh nhén nay, khéng ¢¢ bét cir diéu chinh giam liéu ndo va khong nén ding docetaxel trir
khi cé chi dinh bt bude. Khong ¢6 dir lidu & bénh nhan suy gan duvge diéu tri docetaxel,
trong phéi hop diéu tri ndy va két hop véi cdc chi dinh khac.

Bénh nhin suy thin

Khong ¢ sin dif liéu cho viée diéu tri docetaxel & bénh nhan bi suy giam chic ning than
nang.

H¢ thén kinh

Cén giam liéu khi cé sw phat trién ciia nhidm ddc than kinh ngoai vi ning.

Doe tinh trén tim

Suy tim d& dugc quan sat thdy ¢ nhitng bénh nhin ding docetaxel két hop véi trastuzumab,
dic biét la sau khi hoéa uj liéu tiép tuc ding anthracyclin (doxorubicin hoiic epirubicin),
triéu chiing c6 thé tir vira dén niing tham chi tir vong.

Khi bénh nhan du dinh diéu tri béng docetaxel két hop vai tlastu.cumab cin duge danh gia

chirc nang tim va duge theo d6i chirc ndng tim trong qua trinh diéu trj (vi du ba thang/lan)
dé phat hién nhimg bét thuomg vé chite nang tim.

Réi logn nhip thét bao g g,om nhip nhanh thit (déi khi g géy tir ' vong) da duge béo cdo & nhimg
bénh nhén duge diéu tri bang docetaxel theo phac d5 phéi hop bao gbm doxorubicin, 5-
fluorouracil va/hoiéic cyclophosphamid.

Khuyén co dénh gia chirc nang tim.

R6i loan mit

Phii hoang diém dang nang (CMO) di duoc béo céo ¢ nhitng bénh nhéin dugc diéu tri bing
docetaxel. Bénh nhén bj suy giam thi lwe cdn duge kham ngay chuyén khoa mit va dﬁy di.

Trong llubng hop chin doan CMO, nén ngimg diéu tri docetaxel va tién hanh céc bién
phdp diéu trj thich hop.

Khéi u e tinh nguyén phap thir hai

Céc khéi u dc tinh nguyén phat thi hai da duge béo cdo 1a ¢6 lién quan khi dung, docetaxel
két hop véi céc phuorug phap diéu tri chung ung thu duge biét. Cac khdi u dc tinh nguyén
phat thir hai (bao gém bénh bach céu cip dong luy, h¢i chirng ro loan sinh tiy va U lympho
khong Hodgkin) c6 thé xay ra vai théng hodc vai nam sau khi diéu tri bang docetaxel. Bénh
nhén cin duoe theo ddi cdc khdi u 4c tinh nguyén phat thir hai.

Hoi chiing ly giai khoi u

Hoi chimg ly giai khéi u da duge bao edo khi ding docetaxel sau chu ky ddu tién hoic chu
ky thir hai. Bénh nhén c6 nguy co mic héi chimg ly giai khoi u (vi du suy than, néng do
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axit uric mau cao, ung thu dang trong giai doan tien tt"i#{l‘.t / cam dugeitheo’ddi chat ché.
Khuyén céo didu chinh tinh trang mat nude va diéu {r] nﬁﬁg;_ O axit uric caolf;:hgl) bénh nhin
trurée khi bt du diéu tri. \ e ci v/

N 'y

Khic L T i
Ca nam va nir phai thye hi¢n céc bién phap tranh thai trong thiri gian diéu trj va it nhat 6
thang sau khi ngimg diéu trj.
Nén trénh sir dung dong thoi docetaxel véi cdc chit e ché CYP3A4 manh (nhu
ketoconazol, itraconazol, clarithromycin, indinavir, nefazodon, nelfinavir, ritonavir,
saquinavir, telithromycin va voriconazol).
Thin trong trong didu tri hd tro ung thw v
Bién chivng giam bach ciu
Bénh nhén véi bién chimg gidm bach cdu (gidm bach cdu kéo dai, giam bach ciu do sbt
ho#c nhiém khudn), can nhic st dung G-CSF va giam liéu.
Phan iing tiéu hda
Céc trigu chimg nhu dau bung sém va bung mém, sét, tiéu chay, ¢6 hoiic khong giam bach
cau, co the xuat hin sém cdc trigu chimg ctia nhiém doc duong tiéu héa ning va cin duoc
chén doén va diéu trj kip thoi,
Suy tim sung huyét

Bénh nhén cin duge theo dai cde tridu chiimg suy tim sung huyét trong sudt qué trinh diu
tri va trong thoi gian theo d&i. O bénh nhén ung thu vii ¢ hach duge diéu‘lri bang phéc do
TAC ¢6 nguy co suy tim sung huyét cao hon trong ném dau tién sau khi diéu trj.

Bénh nhin cé hach 4+

Vi lgi fch diéu tri vé thoi gian phat bénh sau diéu tri (DFS) va thoi gian song sau khi duge
chdn dén (0S) & bénh nhén ¢6 hach 4+ khong cd y nghia thong ké. Ty 1€ lgi ich/nguy co &
bénh nhin c6 hac 4+ trér 1én chua duge phén tich ddy du.

Nguoi lén tudi

Dir ligu vé viée didu trj docetaxel két hop véi doxorubicin va cyclophosphamid & bénh
nhén > 70 tudi con han ché. Can theo di chit ché bénh nhan diéu tri bang docetaxel phéi
hop véi cisplatin va 5-fluorouracil

Ham lwong alcohol

D# ghi nhén cac béo cdo lién quan dén mot sé ché phim docetaxel do c¢6 chita ethanol.
Lugng ethanol ctia mét licu docetaxel c6 thé gay téc dung 1én hé thin kinh trung wong va
can cén nhdc khi ké don cho bénh nhén; trdnh ho#ic han ché dua ethanol vao co thé,

Thudc ¢6 chira ethanol ¢6 hai cho nhiing ngudi bi nghién rugu.

Cin lru ¥ & phu nit ¢6 thai hodic cho con bi, tré em va cdc nhém c6 nguy co cao nhu bénh
nhén mac bénh gan hodc dong kinh.

Cén xem xét céc tac dung c6 thé xéy ra trén hé thin kinh trung wong,
Ta dirpe

Séan phim néy chira ethanol (rugu) 50% thé tich, tic a 1én dén 395mg (0,5ml) ethanol khan
trén lo 1ml, tuong dwong véi 10ml bia hodic 4ml ruou trén mdi lo 1ml, 1,58g (2ml) ethanol
khan trén méi lo 4ml, twong duong véi 40ml bia hoge 17ml rugu trén méi lg 4ml, hoic
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3,16g (4ml) ethanol khan trén mét lo 8 ml thé tich, twong duc V61 80 Hil bia I\Aab 33ml

ruou trén $ml lo thude. \1 P HO CHi Ht ’[ ;,

C6 hai cho nhitng nguwdi bi nghién rivou, N
Can luu ¥ & phu nir ¢6 thai hoac dang cho con bu, tré em va cdc nhom nguy co cao nhu
bénh nhan mac bénh gan hodc dong kinh.

CAn xem xét cic tic dung co thé xay ra trén hé than kinh trung wong.
7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nir ¢6 thai

Khong c6 thong tin vé vice sir dung docetaxel & phy nir ¢o thai. Docetaxel da duge chimg
minh 1a gy dgc cho phoi thai va dje hai déi véi thé va chudt, va lam giam kha ning sinh
san & chudt cong. Ciing nhu cac thude gay dQc té bao khdc, docetaxel c6 thé gay hai cho
thai nhi khi ding cho phy nir ¢¢ thai. Vi vdy, khong dugc dung docetaxel trong thoi ky
mang thai trir khi ¢6 chi dinh rd rang.

Phu nir trong dq ru01 sinh dé dung docetaxel nén tranh mang thai va thong bdo ngay cho
béc si diéu tri néu diéu nay xay ra.

Phu nir c¢ho con bi

Docetaxel 12 mot chit wa béo nhung ngudi ta khong biét liéu nd 6 duoce bai tiét véo sita
me¢ hay khoéng. Do do, do kha niing xay ra phan tng c6 hai & tré bi me, phai ngirng cho con
bl trong thoi gian dleu tri biing docetaxel.

Ngira thai ¢ nam va niv
Can thiét sir dung bién phép tranh thai hiéu qua trong subt liéu trinh diéu tri.
Khi niing sinh san

Trong céc nghién ctru phi lam sang, docetaxel ¢6 téc dung giy doc gen va cd tl]é lam thay
doi kha ning sinh séan cta nam gidi. Vi vdy, nhiing nguoi dan 6ng dang diéu tri bang
docetaxel nén dugc khuyén cdo khong nén co con trong sudt qua trinh diéu trj va 6 thang
sau khi két thue ligu trinh. Can tim céc bién phép bao ton tinh tring trude khi didu tri.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Chura ¢6 nghién ctru nao vé anh huong cta thuée 1én kha nang l4i xe, van hanh méay mée.
Luong ¢dn trong thude nay c6 thé\lém giam kha ning lai xe hogc sir dung may mée. Do do,
bénh nhin nén dugc canh bo vé tac dong tiém tang cta lugng cbn va tac dung khéng
mong muon ciia thube nay dbi vai kha niang lai xe hodc sir dung may moéc. Khong nén lai
xe hodic stt dung mdy méc néu bénh nhéin gip céc tac dung khong mong mubn niy trong
qué trinh diéu tri.

9. TUONG TAC, TUONG KY CUA THUOC
Lwong con trong thude nay cé thé lam thay ddi tic dung ciia cac thude khée.

Céc nghién ciru in vifro da chi ra rang c6 thé bi thay ddi su chuyén héa cua docetaxel khi
st dung dong thoi cac thude gdy cam tmg, te ché hodic duge chuyén héa bai cytochrom
P450-3A (va vi vily cé thé re ché canh tranh enzym ndy) nhu ciclosporin, ketoconazol va
erythromycin. Thén trong khi sir dung thube ndy cho bénh nhan dang diéu trj docetaxel do
cé kha niing xay ra twong tac déng ké.

Khi két hop voi céac chiét uc ché CYP3A4, sur xua‘lt‘ hién cua péc l;éc dung khéng mong mudn
Ichi dung docetaxel ¢ thé tang lén, do giam chuyén hoa. Néu bat bude phai ding dong thoi

Trang Ii



https://trungtamthuoc.com/ vl

/, AN | HONG .‘\.‘-

fol palDIEN |7
voi cde chit e ché CYP3A4 manh (vi dy: ketoconazol, itraco Azol, cld{-ithrmm)cf 1
indinavir, nefazodon, nelfinavir, ritonavir, saquinavir, telithromycin\va. vorieottdzol), thi
c¢éin phai giam sat 1am sang chit ché vé viée diéu chinh liéu docetaxel ichhop ll'aligf-s'uél
qué trinh diéu tri v6i chéit irc ché CYP3A4 manh. Trong mdt nghién ciru ditge.ddhg Foc véi
7 bénh nhan, viéc ding ddng thoi docetaxel v6i ketoconazol tte ché CYP3A4 manh din
dén giam déng ké do thanh théi docetaxel, khoang 49%.

Dugce dfng hoc cua docetaxel khi ¢ prednison da duge nghién ciru & nhiing bénh nhén bi
ung thu tuyén tién liét di cin. Docetaxel duoc chuyén héa boi CYP3A4 va prednison va
cam tmg CYP3A4. Chua ghi nhdn dugc anh huéng cé y nghia thong ké cta prednison 1én
duoc dong hoc ctia docetaxel.

Docetaxel lién két véi protein cao (>95%). Mic di turong tic in vive cua docetaxel trong
viée sir dung dong thoi docetaxel véi céc thude khic chua duge nghién ciru chinh thirc,
nhung tuong tac in vifro voi cée tic nhin lién két manh véi protein nhu erythromycin,
diphenhydramin, propranolol, propafenon, phenytoin, salicylat, sulfamethoxazol va natri
valproate khong anh hudng dén su gé‘n_ két ciia protein voi docetaxel. Ngoai ra,
dexamethason khong anh huémg dén lién két voi protein ciia docetaxel. Docetaxel khong
anh hudong dén sw gan két cia digitoxin.

Dugc dong hoc ctia docetaxel, doxorubicin va cyclophosphamide khong bi anh hudng khi
stt dung dong thoi, DI liéu bdo cdo han ché cho thdy sy tuong tac gitta docetaxel va
carboplatin. Khi két hop véi docetaxel, d§ thanh thai cia carboplatin cao hon khodng 50%
so voi don trj liéu carboplatin.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Quy wde sau diy da dugce sir dung dé phén loai tan sua"t{: Rét phé bién >1/10, phd bién >1/
100 va <1/10, khong phd bién >1/1000 va <1/100, hiém gap >1/10.000 va <1/1000, rét
hiém <1/10.000.

Trong mdi nhém tin s6, céc tde dung khéng mong muén duoc trinh by theo thir tw mire dé
nghiém trong gidm déan.

Céc phan tmg khéng mong mudn thudng duge bio cdo cia docetaxel don thuin 1a: giam
bach cAu trung tinh (c6 thé hdi phyc va khong tich lily, thoi gian trung binh dén 1a 7 ngay
va thoi gian trung binh cia giam bach cu ning (<500 t& bao/mm3) 1a 7 ngay), thiéu mau,
rung tée, budn nén, non mira, viém miéng, tiéu chay va suy nhuge. Mirc do nghiém trong
ctia cac tac dung khong mong mudn cia docetaxel cé thé tang Ién khi ding docetaxel két
hop voi cac tac nhéin hoa tri khac,

Két hop véi trastuzumab, céc tac dung khong mong mubn (tdt ca céc loai) duge ghi nhin >
10%. C6 sy gia ting ty I¢ cac tic dung khéng mong mudn SAE (40% so véi 31%) va AE
cap 4 (34% so voi 23%) khi sir dung két hgp trastuzumab so véi don trj véi docetaxel.

Két hop véi capecitabin, céc tac dung khéng mong muén (=5%) & bénh nhéan ung thu va da
thét bai diéu trj anthracyclin.

Docetaxel két hop vé&i liéu phép loai bo androgen (ADT) va vdi prednison hoic
prednisolon (nghién ctru STAMPEDE), céc tic dung khéng mong mudn xay ra trong 6 chu
ky diéu tri v&i docetaxel va co ty 1& mac bénh cao hon it nhit 2% & nhém didu tri docetaxel
so véi nhom dbi chimg, dugc trinh bay, sir dung Thang diém CTCAE.

Cic téc dung khéng mong mubn sau day thudmg dugce ghi nhin véi docetaxel:

R6i loan h¢ mién dich
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Céc phan (g qu-& méan lhurlmg xdy ra trong vong vai phut sau khi bt it *i‘l‘dﬁ.’éﬁ"d Lefﬂxel
va thudmg & mire dd nhe dén trung binh. Céc tri¢u chung thuong gép nhu do buug, phat
ban kém theo ngira, tirc nguc, dau lung, khé thé va sot hoge én lanh. Céc triéu chimg niing
bao gbm ha huyét 4p va/hoiic co thiit phé quan hoidc phat ban/ban do todn than.
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Réi loan hé than kinh

Cén giam liéu khi co sy phét trién cta nhlem dc than kinh ngoai bién nang. Cac biéu hién
tir nhe dén vira duge dac trung boi di cam, r6i loan cam gidc hodc dau bao gbm ca bong rét.
Déu hiéu ton thuong than kinh vén dong du‘cc dac trung bdi sy mét mai,

Réi loan da vi mé dudi da

Di g 5[11 nhén cac phan (mg da cé thé phuc hOI va thudng duge coi la nhe dén vira, Céc phan
g nay ducrc dic trung boi phét ban bao gdm phat ban khu tri chu yéu & ban chan va ban
tay (bao gbm ca hdi chimng tay- chan-miéng néng), trén canh tay, mat hoac ngue, va 1hut‘_mg
di kém vai ngira. Céc dot phat ban thuong xay ra trong vong mot tudn sau khi truyen
docetaxel. It gip céc tri¢u chimg phdt ban niing sau dé bong vy dan dén gidn doan hoge
ngimg diéu trj docetaxel. R4 loan méng niing duge dic trung boi giam hojic ting sdc t6 va
doi khi gdy dau va bong mang.

Cic roi loan toin thin va tinh trang tai neoi ding thube
Phén tmg tai vi trf tiém truyén thuomg nhe, bao gdm tang sic to, viém, dé hoic khd da,
viém tinh mach hodc tho4t mach va sung phong tinh mach.

U dich bao gbém phit ngoai bién va it gip hon tr3 an dich mang phdi, tran dich mang tim, cé
trudng va tang can. Phii ngoai bién thudng bt dau & chi dudi va co thé xdy ra & cdc phén
khdc ctia co thé véi cin ning tang cn tir 3kg trér 1én. U dich di duoc tich Iy theo ty 1é
méc va tr& ning.

Bing 2: Danh sdch cdc tic dung khong mong mudn khi don tri ung thu vi déi véi
docetaxel 100 mg/m2

Phin ung khon Phén trng khéng
T Phﬁn u'ng I(hung mong % 2
Phan lop co quan mong mudn pho mong muon khong
mubn riit plm bién 1k
bién pho bien

B MU RS (ot L o
Nhiém khuén va 5,7%; bao gdm nhiCm Abn oo Isacl
nhi&m ky sinh tring [khuén huyét va viém qilan SRS g
T . ciu G4 (G3/4: 4,6%)
phoi, tir vong ¢ 1,7%)
Giam bach céu trung
R&i loan méu va hé ok (O3 9,4 90);
bach huydt " [Thiéu m{a.u (G3/4:
: 8,9%): Giam bach cédu
c6 sot.

Giam tidu cdu (G4:
0,2%)

Réi loan hé thong Qué min (G3/4: 5,3%)
mién dich e st

R&i loan chuyén héa | -, . -
va dinh dugng Chén in

Bénh 1y r6i loan thin
R&i loan hé thin kinh cam giac ngoai
kinh bién (G3: 4,1%);
Bénh than kinh van
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ddng ngoai bign (G3/4: fo/ PRV PRENGY |
4%); Loan vi gidc [ DAI DIEN ) h
(néing: 0,07%) 2 K &)
£s T g2 Loan nhip tim (G® AN "I_I .,f
Roi loan tim 0.7%) ‘/\ ?‘”Y— tim y
Huyét ap thép; Tang

R&i | h m4 g ;i
R huyét ap; Bang huyét

R&i loan ho hép,
I6ng ngye va trung  [Kho tho (nding: 2,7%)
that

Tao bén (ndng:
0,2%); Dau buug
(ndng: 1%); Xuat
huyét duong tiéu hoa
(nang:0.3%)

Viém miéng (G3/4:

. S 5,3%); Tiéu chay (G3/4:
Roilogntituhba o B an non (G3/a:
4%); Non (G3/4: 3%)

Viém thue quan
(nang: 0,4%)

& , . |Rung téc; Phan tng da
dRL::&il?j?in e (G3/4: 5,9%); Roi loan
moéng (nang: 2,6%)

A
R6i loan co xurong

va mé lidn kit Dau co (nang: 1,4%)  [Dau khdop

Phén tmg tai chd
tiém truyén; Pau
nguc khdng do tim
(nédng: 0,4%).

Tang bilirubin mau
do G3/4(< 5%); Téng
phosphat kiém mau
Xét nghiém do 3/4(< 4%); Ting
AST G3/4 (< 3%);
Tang ALT G3/4 (<
2%)

Cécr6i loan toan  |U dich (niing: 6,5%);
than va tinh trang tai |Suy nhugc (nang:
noi diing 11,2%); Pau

M6 ta ede tde dung khéng mongm ubn khi don tri ung thu vii @i véi docetaxel 100 me/m?2

Réi loan mdu va hé bach huyét

Hiém: céc dot chiay mau lién quan dén giam tiéu ciu dé 3/4.
Réi loan hé than kinh

Dir ligu vé khé ning héi phuc ¢6 san trong s6 35,3% bénh nhan phat trién nhiém déc thin
kinh sau khi don trj docetaxel & lidu 100 mg/m2. Céc triéu chimg tu phuc hdi mét cach ty
nhién trong vong 3 thang.

Réi loan da va mé dwedi da

Rét hiém: mot truong hop rung téc khong héi phuc vao cudi nghién ctru. 73% céc phéan g
trén da c¢6 thé hdi phyc trong vong 21 ngay.

Cdc réi loan toan thdn vé tink trang lai noi dimg thude

Liéu tich liy trung binh cho dén khi ngimg diéu trj 12 hon 1.000 mg/m?2 va thdi gian trung
binh dé phuc hdi tinh trang ¢ dich 1a 16,4 tuan (khoang 0 dén 42 n). Khoi phat cua tinh
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l!.mg ir dich tir vira dén ndng (lidu tich Ity trung binh: 818,9 mg

" LNy
/.r' |" '.] "_\
.\.

UJ\E (il
11‘%) va ﬂmé'mg bi |¢h$m lai

& bénh nhéan duoc diéu tri du phong trude d6 (lleu tich 1uy tr rung blnll 4&9;3’1;111{;/.112) tuy
nhién, chi gip & mot s6 bénh nhén trong chu ky diéu tri dau tién. \k oy i

Bing 3 Danh sich céc tic dung khong mong muon trong don tn ung lhu pllél khong

phii & bio nhé voi docetaxel 75mg/m2.

Phan 16p co quan

Tie dung khong mong
mudn rit phé bién

Tie dung khéng mong muon
phd bién

Nhiém khuén va nhiém ky
sinh tring

Nhiém khuan (G3/4: 5%)

Roi loan mau va hé bach
A
huyét

Giam bach céu trung tinh
(G4: 54,2%); Thiéu mau
(G3/4: 10,8%);

Giam tiéu cau (G4: 1,7%)

Giam bach céu do s6t

R&i loan hé théng mién dich

. = " T
Qué mén (khong nghiém
trong)

R&i loan chuyén hoa va dinh
dudng

Chén an

R6i loan hé thin kinh

Bénh thin kinh cam gidc
ngoai bién
(G3/4: 0,8%)

Bénh than kinh véan dong
ngoai bién
(G3/4: 2,5%)

R&i loan tim

R&i loan nhip tim (khong
nghiém trong)

R&i loan mach méu

R6i loan tiéu hoa

Huyét ap thép

Budn nén (G3/4: 3,3%):
Viém miéng (G3/4: 1,7%);
Nén (G3/4: 0,8%);

Ticu chay (G3/4: 1,7%)

Tao bon

A . A ,e
R&i loan da va mo dudi da

Rung toc; Phéan ting da
(G3/4: 0,8%)

Réi loan méng (0,8% nghiém
trong)

RGi loan co xuong va mo

lién két i
. 0
Cac roi loan toan than va tinh ooy nhuge (12,4% ting);
STy U dich (0,8% niing);
trang tai noi ding D
au
; Vs Bilirubin mdu tang G3/4
Xét nghiém (<2%)

Biang 4: Danh sdch ede tie dung khing mong mubn trong phﬁi hop docetaxel
75mg/m2 véi doxorubicin trong dicu tri ung thw vi

Phin 16p co quan

Phan ing khing

A
bién bién

Phin u'ng lihong
mong muon rat phé mong mudn pho

Phéin tmg
khong mong
mudn khéng
phé bién

Nhiém khuén va nhiém ky
sinh trung

Nhi&m khuén (G3 /
4: 7,8%)
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Ve % ~Eay
- ff’“ YA PHORNGN \
R6i loan mau va hé bach Giam bach céu trung / ’f.’,‘, gai MEN %N
huyét tinh (G4: 91,7%); k(:,'_} TAl JJ J',J
= R e —
£ 5 Tk X Qua man cairn\ \'\' KO CHI """,l"’ /
R6i loan hé thong mién dich (G3/4: 1.2 %)\“'\"-5. L //
Réi loan chuyén hoa va dinh o e
- Chan an
dudng
) Bénh thén kinh cam  [Bénh ly thin kinh
R6i loan hé thén kinh giac ngoai bién (G3: [van ddng ngoai bién
0.4%) (G3 /4:0,4%)
Suy tim;
. L Réi loan nhip tim
R6i loan tim A e
(khong nghiém
trong)
R&i loan mach méu Huyét ép thip
Budn nén (G3/4:
5%); Viém miéng
Réi logn tiéu héa (a3 7,890 Thu
* chay (G3/4: 6,2%);
Non (G3/4: 5%); Tao
bon
Rung téc; Réi loan
& Gceid . mong (ning 0,4%);
Roi logn da va mé dudi da Phén tmg da (khdng
nghiém trong)
Réi loan co xwong va méd i
lién két e
Suy nhuoe (ndng
G 161 Togii todn thin va tinh| 0 Phén (mg tai chd
frang tai noi din Gift pirde (1,2% tiém truyén
ang la £ nghiém trong); Y
Dau dén
G3/4 Bilirubin méu "
ting (< 2.5%); G3/4|( 1) ¢ /’;‘_Sgﬁ‘g
Xét nghiém Phosphatase kiém ( R
: o ALT tang (<
trong mau tang (< I %)
2.5%) ;

Bing 5: Danh sich cie tdc dung khéng mong mudn trong phéi hop docetaxel 75

mg/m2 véi cisplatin trong diéu tri ung thw phoi khéng phii té bao nho.

. > . Phan ing kKhong Phan timg khong
Phin iing khéng mong % 3
Phén lop co' quan muén rit ohd bisn mong muién phé mong mudn
a bién khang phd bién
Nhiém khuén va nhiém ky  [Nhiém khuén (G3/4:
sinh trung 5.7%)
R&i loan mau va h¢ bach Giam bach cau trung Giam bach céu do
huyét tinh (G4: 51,5%); sot
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f1of .
il a5
Thiéu mau (G3/4: T‘E 1\ g :m;.n,-" ;
6.9%); W
Giam tiéu cdu (G4 A :
0,5%)

Réi loan hé théng mién dich |Qua min (G3/4: 2,5%)
Réi loan chuyén hoa va dinh
dudng

Chén an

Bénh thin kinh cam
gidc ngoai bién (G3:
Réi loan hé than kinh 3.,7%): Bénh thin kinh
vdn dong ngoai bién
(G3/4: 2%)

R&i loan nhip tim

Ro1 loan tim (G3/4: 0,7%) Suy tim
£ \ Ha huyét ap

Ro1 loan mach mau (G3/4- 0,7%)

Bubn nén (G3/4: 9,6%);
: o No6n (G3/4: 7,6%); 2

Réi loan tiéu hoa Tiéu chay (G3/4: 6,4%); Téo bon
Viém miéng (G3/4: 2%)
Rung téc;

R&i loan mong (ndng:
R&i loan da va mé dudi da 0,7%);

Phan ing da (G3/4:
0,2%)

As - A
Roi loan co xuong va md

+ q110r° 0
lién két Dau co (néng: 0,5%)

Suy nhuge (ning:

3 . . =
9,9%); U' dich (niing: Phan g tai cho

Ao 5 s
Cic roi loan toan thin va

tinh trang tai noi ding 0.7%): Sét (G3/4- 1,2%) tiém truyén; Pau
Bilirubin méu S;SSID i ki
07 Y. ¥ s
Xét nghiém f?‘%{‘%ﬁ: g:;; 4’6)’ Phosphatase kiém

{rong mdu tang

(1,3%) G3/4 (0,3%)

Bang 6: Danh sich cdc tdc dung khéng mong mudn trong phéi hop docetaxel 100
mg/m2 két hop voi trastuzumab frong didu tri ung thw vii.

Phéan dng khéng mong Phin iing khong mong
mudn rit phi bién muén phé bién

Phén 16p co quan

Giam bach cdu trung tinh
(G3/4: 32%); Giam bach ciu
do st (bao gdm giam bach
céu lién quan dén sét va sir
dung khang sinh) hodc nhiém
khuan huyét giam bach ciu
trung tinh

Ri loan mau va hé bach
huyét
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https://trungtamthuoc.com/ '

,;5 i 1.1 | \
il.‘?"l}| }II.I ; ”I\Ii N .- ‘I ...:.I.
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R.OI |0€.“1 chuyén hoa va Chén 3in \= l - o b e Mine/ /
dinh dutng b N 7 4
R&i loan hé th;;‘ul kinh Mit ngt ™ § =
£ Di cam; Pau dau; Chimg kho
Roi loan s ; -
tiéu; Giam mé
£ £ Chay nudc mét ting 1én;
ROi logn mat Viém két mac
R&i loan tim Suy tim
R&i loan mach méu Phu bach huyét
Réi logn mau va hé bach CI.]P Y m{iu &g Dau' hong; A
£ Viém mii hong; Ching khé
huyét X
tho;
_ Buon non; Bénh tiéy chay;
R&i logn h¢ théng mién  [Nén mira; T4o bén; Viem
dich miéng; Roi loan tiéu hoa; Dau
bung
R&i loan da va md duudi Rung toc; Ban do; Phat ban;
da Réi loan méng tay
Réi loanco xuwong vamd  |Pau co; Pau khép: Pau & tix
lién két chi; Dau xuong; Dau lung
Suy nhuge co thé; Phit ngoai
Céc ti logn todn than va |V DYTeXia MOLmoL, Viem |
. N niém mac; dau; mét moi Hén mé
tinh trang tai noi ding
gidng cim; Bau ngre; On
lanh
Xét nghiém Tang cén

M ti cic tic dung Hmng mong mubn trong phoi hop docetaxel 100 mg/m2 két hop vai
trastuzumab trong diéu tri ung the vii.

Réi loan mdu vai hé bach huyét

Rét phd bién: Poc tinh trén huyét hoe ting 1én & bénh nhan dung trastuzumab va docetaxel,
so v4i bénh nhén don trj voi docetaxel (32% giam bach cdu mirc 3/4 S0 vai 22%, su dung
tiéu chi NCI-CTC). Dit ligu ndy c¢6 gid tri thap vi docetaxel don tl; l:cu 100 mg/m2 lam
gidm giam bach cé.u trung tinh & 97% bf;nh nhén, 76% d 4, so vai 50 lugng té bad méau
thép nhat Ty Ie sOt gidam bach cAu/nhidm khudn giam bach céu tang & nhiing bénh nhin
dugc didu tri bang Herceptin két hop véi docetaxel (23% so véi 17% bénh nhan don tri
bang docetaxel),

Rai loan tim

Da ghi nhdn trudmg hop suy tim cé :r|¢u chimg duge bao cdo & 2,2% bénh nhin ding
docetaxel két hgp véi trastuzumab so véi 0% bénh nhén don tri docetaxel. Trong nhom
bénh nhén str dung két hop docetaxel véi trastuzumab, 64% da duge didu trj bd tro bang
anthracyclin trudce do so vaoi 55% ¢ nhém bénh nhan don tri docetaxel.

Biang 7: Danh sich tic dung khﬁ ng mong mudn trong plml hop docetaxel 75 mg/m2
Et_hgn v0i capecitabin trong diéu tri ung thw vi.

Phén 16p co quan “[Phﬁn irng khong mong lthm ting khong mong mudn

|
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muon rit pho bién

- TN At } |J|
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Nhiém khuén va nhiém ky
sinh tring

Nhidm nam Candida piéng
(G3/4: 21%) * -

Réi loan mau va hé bach
huyét

Réi logn chuyén hoa va
dinh dudng

Giam bach cdu trung tinh
(G3/4: 63%); Thiéu mau

|(G3/4: 10%)

Giam tiéu cau (G3/4: 3%)

Chan an (G3/4: 1%); Giam
sur thém @n

Mt nude (G3/4: 2%);

Roi loan hé than kinh

R&i loan vi gide (G3/4:
<1%); Di cam (G3/4: <1%)

Chong mit;
Nhiice d@u (G3/4: <1%);,
Bénh than kinh ngoai bién

ROi loan mat

Ting tiét nude mét

R&i loan ho hép, 1dng ngue
va trung that

Dau hong- thanh quén
(G3/4: 2%)

Kho tha(G3/4: 1%);
Ho (G3/4: <1%);
Chay mau cam (G3/4: <1%)

R&i loan tiéu hoa

Viém mi¢ng (G3/4: 18%);
Tiéu chay (G3/4: 14%);
Budn non (G3/4: 6%);
Non (G3/4: 4%); Tdo bon
(G3/4: 1%); Pau bung
(G3/4: 2%); Kho tiéu

Pau bung trén;
Khé miéng

R&i loan da va mé dudi da

Hoi chiing tay chan miéng
(G3/4: 24%); Rung toc
(G3/4: 6%); Rbi loan méng
(G3/4: 2%)

Viém da;

Ban dé (G3/4: <1%); D6i méau
mong tay;

Bong mong (G3/4: 1%)

Réi loanco xuong va mo
lién két

DPau co (G3/4: 2%);
Dau khép (G3/4: 1%)

Dau tir chi (G3/4: <1%),
Dau heng (G3/4: 1%);

Céc rdi loan toan than va
tinh trang tai noi dung

Suy nhugc (G3/4: 3%);

S6t (G3/4: 1%): Mét moi/
suy nhuoc (G3/4: 5%);
Phi ngoai bién (G3/4: 1%);

Hon mé;
dau

Xét nghiém

Giam cén;
G3/4 tang bilirubin trong mau
(O%)

Bing 8: Danh sdch edc phin ing c6 hai trong ung thw tuyén tién liét khing ciit tinh

hoan di ciin dbi voi docetaxel 75 mg/m2 két hop véi prednison hoiie prednisolon,

Phén l6p co quan

Phén dng khong mong
mudn rit pho bién

Phén Ging khong mong
A A g ek
muon pho bien

Nhi&m khuin va nhidm ky
sinh tring

Nhi&m khuén (G3/4; 3,3%)

R6i }05,111 mau va hé bach
huyét

Giam bach cAu trung tinh
(G3/4: 32%); Thiéu mdu
(G3/4: 4,9%)

Giam tiéu ciu (G3/4: 0,6%):
Giam bach cdu trung tinh c6
sot

R&i loan hé théng mién
dich

Qué min (G3/4: 0,6%)
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Roi loan chuyenhéava = |0 20 (634 0,6%) l ( T
dinh dudng W5\ 40 ik cul miid/ /
Bénh 1y thén kinh cam gi4c X A J

ngoai bién (G3/4: 1,2%); (Bénh ly thén kir\i‘ﬁ"vé:n do‘;ng'-:_.— 4

Rollognbothinkinh ot n oo (O30 |ngou bk (G3/4: 095)

0%)
15 : Tang tiét nwde mat (G3/4:
RoO1 loan mat 0.6%)
2, ; Suy giame hirc ning that trai
Ro6i loan tim (G3/4: 0.3%) s
Z e Chay mau cam (G3/4: 0%);
SoLiogn & e lhetE Kho thés (G3/4: 0.6%); Fo
& (G3/4: 0%)
Budn non (G3/4:
) 2.4%);Tiéu chay (G3/4:
R&i loan tiéu hoa 1.2%); Viém miéng/Viém

hong (G3/4: 0.9%); Non
(G3/4: 1.2%)

Rung t6c; Réi loan méng  |Phét ban troc da (G3/4:
(khong nghiém trong) 0.3%)

Rbi loan co xuong va Pau khép (G3/4: 0,3%);
xuong lién két Pau co (G3/4: 0,3%)
Mét moi (G3/4: 3,9%);

Céc rbi loan todn than va i 5
R Gilr nude (nghiém trong:
tinh trang tai noi ding 0,6%)

As . A sn
Roi loan da va mé dudi da

Biing 9: Tac dung khong mong mudn khi phéi hop Docetaxel 75 mg/m2 két hop voi
prednisone hode prednisolone va ADT trong di¢u tri ung thw tuyén ticn liét nhay cam

véi hormon tién trién tai chd hoic di ciin ¢b nguy co cao,

Phan tng khéng mong Phan timg khong mong
Phén lép co quan mudn rat phé bién muon pho bién
Gidm bgch cdu trung tinh
Réi loan méu vé h¢ bach (G3-4: 12%); Thieu mdu,
huyét Giam bach ciu do sot (G3-4:
15%)
R&i loan hé thong mién dich Qua mén (G3-4: 1%)
R&i loan noi tiét Bénh tidu duong (G3-4: 1%)
Réi loan chuyén hoa va dinh L
~ Chéan an
dudng
R6i loan tdm thin Miét ngii (G3: 1%)
‘ Bénh 1y thén kinh cam gide
R&i loan hé than kinh ngoai bién (>G3; 2%) a Chéng mat
Pau dau
R&i loan mat Nhin md
R&i loan tim Huyét ép thép (G3: 0%)
R6i loan ho hép, 16ng ngue  [Khé tha (G3: 1%); Ho (G3:  [Viém hong (G3: 0%)
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va trung thét

0%); Nhiém tring duomg hd
hap trén (G3: 1%)

X‘\ 1.p 'Illi Gl l\Ml:U _,{:"
4

R&1 loan tiéu hoa

Ti€u chay (G3: 3%); Viém
miéng (G3: 0%): T4o bon
(G3: 0%); Budn non (G3:
1%); R6i loan tiéu hoa; Pau
bung (G3: 0%); Day hoi

Non (G3: 1%)

Ré&i loan da va md dudi da

Rung toc (G3: 3%) a

Phat ban

két

Co xwong va rbi loan mé lién

Pau co

trang tai noi ding thube

Céc rbi loan chung va tinh

Hoén mé (G3-4: 2%); Céc
triéu chimg gidng nhu cum
(G3: 0%); Suy nhuoe (G3:
0%): Giir nudc

S6t (G3: 1%): Bénh ndm
candidiasis; Ha canxi mau
(G3: 0%); Ha phospho mau
(G3-4: 1%); Ha kali mau (G3:

0%)

Bﬁng 10: tdc dung khéng mong mudn khi siv dung Docetaxel két hop véi doxorubicin

a_cyclophosphamide (rong Ilgu phip diéu _tri b6 tro' cho bénh nhan ung_thw vii co

hgch! kkhéng ¢ hach- dir liéu tong hop

Phén 16p co quan

Phin ung khﬁnﬂ
mong mubn rit pho
bién bién

Phéin u‘ug klaong_
mong mubn phé

Phin irng khong
mong mudn
khong phd bién

Nhiém khuéin va nhidm
ky sinh triing

Nhiém khudn (G3 / 4:
2.4%);

Nhiém khuén do giam
bach cu trung tinh.
(G3/4:2,6%)

R&i 'Iogm mau va hé bach
huyét

Thiéu méu (G3/4: 3
%),

Giam bach céu trung
tinh (G3/4: 59.2%);

R{"n loan hg théng mién

Giam tiéu cdu (G3/4:

1.6%);

Giam bach céu do sot

(G3/4:NA)
Quéa man
(G3/4:0.6%)

R6i loan chuyén hoa va
dinh dudng

Chén an (G3/4: 1,5%)

R&i loan hé thin kinh

Loan vi giac (G3/4: 0,
6%): Bénh ly thin
kinh cam gide ngoai
bién (G3/4: <0,1%)

Bénh Iy thin kinh
van dong ngoai bién
(G3/4: 0%);

Ngit (G3/4: 0%);
Pdc tinh thin kinh
(G3/4: 0%) Trang
thai mo mang
(G3/4: 0%)

R&i loan mit

Viém két mac (G3/4:

Ting tiét nuée mét

<0,1%)

(G3/4: 0,1%)
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R&i loan tim

Réi loan nhip linEia;\ Ty
(G3/4:0.2%); \ Nir w0 oh iy J

pita|
i Jl il

/4

R6i loan mach mau

Boc hoa (G3/4:0.5%)

Han huyét dp (G3/4|Phir bach huyet
0%); Viém tinh
mach (G3/4:0%) |

(G374: 0%)

Ri loan hd hip, 1ong
ngue va trung that

Ho (G3/4: 0%)

R6i loan tiéu hoa

Budn non (G3/4:
5,0%); Viém miéng
(G3/4: 6,0%); Non
(G3/4: 4,2%); Tiéu
chay (G3/4: 3,4%);
Téo bon (G3/4: 0,5%)

Dau bung (G3/4:
0.4%)

RO loan da va md dudi  [Rung toc (kéo dai:

da <3%); Réi loan da
(G3/4: 0,6%); Réi loan
mong (G3/4: 0,4%)

R&i loan co xwong va md
lién két

DPau co (G3/4: 0,7%);
DPau khop (G3/4:0,2%)

Hé théng sinh san va ri
loan v

Vé kinh (G3/4: NA)

Céc 1rdi loan toan thin va
vi tri tai noi ding thude

Suy nhuoe (G /4:
10,0%);S6t (G3/4:

NA); Phii ngoai vi
(G3/4: 0,2%)

Tang cin (Gék&:t)%);
Sut cin (G3/4:0.2%)

Xét nghiém

M6 ta cdc tde dung khéng mong mu‘d(n khi sir dung Docetaxel két hop véi doxorubicin va
cyelophosphamid trong liéu phdp diéu tri bo trg cho bénh nhdn ung thie vii ¢6 hach/ khéng
co hach

Bing 11: eic tic dung khong mong mudn khi siv dung docetaxel 75 mg/m2 két hop véi
cisplatin va 5-fluorouracil trong ung thw biéu mé tuyén da day.

Phéin rng khéng mong mudn [thm trng khéng mong
rit phé bién muon pho bién
Nhiém khuén do giam bach céu

Nmém‘khuan PR BAIRRAY trung tinh; Nhiém khuan (G3/4:
sinh triing 11.7%)

Thiéu mau (G3/4: 20.9%); Giam
bach cau trung tinh (G3/4:
83.2%); Giam tiéu ciu (G3/4:
8.8%); Giam bach cau trung tinh
c6 sbt.

Qué man (G3/4:1.7%)

Phiin 16p co quan

Réi loan méu va hé bach
huyél

R&i loan hé théng mién
dich

R&i loan chuyén hoa va
dinh dudng

Chan an (G3/4:11.7%)
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Réi loan hé than kinh

Rai loan mat

.Benh ly thin kinh cam gidc ngoal
bién (G3/4: 8,7%)
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ogi bién {G3f"4 1, 3%)

Tang ti &t nude mat
(G3/4:0%)

Réi loan t;i_vé mé dao

Gidm thinh lye (G3/4:0%)

R&6i loan tim

Loan nh_i_g__(GSM:lQ'_‘{o_)_

R&i loan hé tiéu hoa

Rdl loan da va mé dudi da

Tiéu chay (G3/4: 19,7%); Budn
noén (G3/4: 16%); Viém miéng
(G3/4: 23,7%);

Nén (G3/4: 14,3%)

Tdo bon (G3/4:1.0%);

Dau da day rudt (G3/4:
1.0%);

Viém thyc quéan/ nubt khé/
nudt dau (G3/4: 0,7%)

Rung toc (G3/4: 4.0%)

Ngua phat ban (63;‘4 0 7%)
Bién dbi mong (G3/4: 0,7%);
Bong trée da (G3/4: 0%).

R6i loan toan than va vj tri
tai noi diing thuée

Hon mé (G3/4: 19,0%);

St (G3/4: 2,3%);

U dich (nghiém trong / de doa
tinh mang: 1%)

Bang 12: danh sdch cdc tic dung khong mong mudn khi Docefaxcl 75 mg / m2 két hop
voi cisplatin va S-fluorouracil trong ung thw diu va co dbi.

Hoa tri trude sau do la xa tri

Phin 16p co quan

Phén @ng khéng
mong mudn rit phﬁ
bién

mong muén p

Phén wng khon

Phan u'ng khong
mong mudn khong
pho bién -

hé bién

Nhidm khudn va lq}

Nhiém khuén (G3/4: T

sinh tring 6.3%); Nhiém khudn
do gidm bach ciu
U lanh tinh, dc tinh va Dau ung thu (G3/4:
khéng xac dinh (bao 0.6%)
gbm u nang va budu
nho)

R&i loan hé huyét hoc
va bach huyét

Giam bach céu trung
tinh (G3/4: 76.3%);
Thiéu mau (G3/4:
9.2%); Giam tiéu céu
(G3/4: 5.2%)

tinh c6 st

Giam bach cdu trung

R01 loan hé mién dich

nghiém trong)

Quéd mé cam (khéng

Réi loan chuyén héa
vé dinh dudng

Chén an (G3/4: 0.6%)

R&i loan hé thin kinh

Loan vi gide/ 16 loan
khiru gidc; Bénh Iy
than kinh cam giac
ngoai bién (G3/4:

Chéng ;nzil
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chay (G3/4: 2.9%);
Non (G3/4: 0.6%)

0.6%) Ll [ ( i I9)
R&i loan mét Téng tiét nude mat, \ P ”f}‘ {;ﬁ] mn:H_/ /f
viém két mac LIS _
Réi loan tai va mé Gidm thinh gidc N~
dao = _
R&i logn tim Thiéu mau cyue bé co  |Loan nhip (G3/4:
tim (G3/4:1.7%) 0.6%)
R&i loan mach Réi loan tinh mach
(G3/4: 0.6%)
R&i loan tidu hoa Budn nén (G3/4: Téo bon;
0.6%); Viém migng  [Viém thue quan/nudt
(G3/4: 4.0%); Tieu  |kho/ nubt dau (G3/4:

0.6%); Pau bl_}pg; Kho
tidu; Xudt huyét tiéu
héa (G3/4: 0.6%)

f{_éi Ioan_da va mo
duéi da

Rung tée (G3/4:
10.9%)

Ngtra phat ban; Kho
da;Troc da (G3/4:
0.6%)

Réi loan xuwong va co
lién két

Pau co (G3/4: 0.6%)

Réi loan toan than va
vi tri tai noi ding
t_f_méc

Hb mé (G3/4: 3.4%);
S6t (G3/4: 0.6%);
U dich; Phil

Xét nghiém

Téng cln

Hoa tri trueée sau do Ia hoa xa iri

Phén 16p co quan

Phin ing khong

£ A
mong muén rit phé
bién

Phan @ng khing
mong muon pho bién

Phén itng khing
mong mudn Ikhéng
phé bién

Nhi&m khuén va ky
sinh tring

Nhi&m khudn (G3/4:
3.6%)

Nhi€m khuén do gidm
‘bach cau

U lanh tinh, éc tinh va
khong xac dinh (bao
gdm u nang va budu
nho)

DPau ung thu (G3/4:
1.2%)

R&i loan hé huyét hoc
va bach huyét

Giam bach cau trung
tinh (G3/4: 83.5%);
Thiéu méu (G3/4:
12.4%); Giam tiéu ciu
(G3/4: 4.0%);

Giam bach cautrung
tinh do sbt.

Roi loan hé mién dich

Qué mén

_Réi loan chuyén hoa

Chén an (G3/4:
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= /AN PHONGY, _
va dinh dudng 12.0%) f";;&,’/ BAl DIEN )T!‘
Réi loan h thin kinh [Loan vi gidc/ 16i logn [Chong mat (G3gk\ [ /%)
khira gide (G3/4:  2.0%); L e
0.4%); Bénh 1y thdn  Bénh ly thdn kinh™.. |~ &
kinh cam giac ngoai  |ngoai vi (G3/4: 0.4%)
bién (G3/4: 1.2%)

f{(‘n l(_)an mit _ | g ~ [Tang tiét n_uc';rc_b;l Viém két mac

Réi loan tai vamé  |Giam thinh lyc (G3/4:

dao _ 1.2%) 1

R&i loan tim Loan nhip (G3/4: Thidu méu co tim

| = 2.0%) .

R&i loan mach ) Bénh Iy tim mach
R6i logn tiéu hoa Bubn nén (G3/4: Kho tiéu (G3/4: 0.8%);

13.9%); Viém migng [Pau da day -rudt
(G3/4:20.7%); Nén  |(G3/4: 1.2%); Xuét
(G3/4: 8.4%); Tiéu  |huyét tidu hoa (G3/4:
chay (G3/4: 6.8%);  |0.4%)

Viém thue quan/nudt

kho/ nudt dau (G3/4:

12.0%); Téo bon

(G3/4: 0.4%)
Réi loan da va mé Rung toc (G3/4: Kho da;Troc vay
dudi da 4.0%); Ng(ra phat ban
R&i loan xuong va co DPau co (G3/4: 0.4%)

lién két L
Ri loan toan than va Hon mé (G3/4: 4.0'?6);
vi tri tai noi ding Sot (G3/4: 3.6%); U

thube dich (G3/4: 1.2%);
__ [Phu (G3/4: 1.2%) | R
Xét nghiém Sut cin _ Tang cén

Ciac bdo cio sau khi lwu hanh:
U lamh tinh, de tinh va khéng xdc dinh (bao gom u nang vé bicéu nho)

Khéi u 4c tinh nguyén phét thir hai (tAn sudt khong duoc biét), bao gdm ca u lympho khéng
Hodgkin da dugc ghi nhéin ¢6 lién quan khi st dung docetaxel két hop véi céc phuong
phap diu tri chéng ung thu khéc. Bénh Ung thur bach cdu dong tiy cAp va héi chtmg loan
san tiy dd dugc ghi nhan (tAn sudt khong phd bién) trong cac nghién ciru ldm sdng quan
trong vé ung thu vii vi phéc dd TAC.

Roi logn hé huyét hoe va bach huyét

Suy iy va céc phan tmg khéng mong mudn vé huyét hoc khéce di dugc bdo céo. Dong mau
rii ric ni mach (DIC), thuong di kém véi nhi€m khudn huyét hodc suy da co quan da
duoc ghi nhén

Réi loan hé mién dich

Mot s lru'('m!; hop sfijc phan v¢ doi khi gdy tir vong da duge bao cédo. Cac phan tng qua
mén (chua biét tin sudt) dd dugc béo céo véi docetaxel & nhitng bénh nhan da tirng c6 phan
(g qua man véi paclitaxel.
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Réi loan hé than kinh | | ' \

4 W
Rét hiém gap cac truomg hop co gidt hodc mét ¥ thire thodng qua du g]hl ﬁﬂ’lﬁﬂ" Hu,dlsﬁ tri
voi docetaxel. Nhitng phdn Gmg nay dbi khi xay ra trong khi truyén th QC >

Roi loan meit

Rét hiém trudng hop 101 loan thi gidc thoéng qua (nhdp nhdy, 4nh sang 16a, suy giam thi
lue) thuomg géip khi lruyen thude cling véi cic phan (g qua man khéc. Tri€u chimg nay s€
phuc héi khi 11gung tr uycn Hiém giip cac trudng hop chay nude mit ¢6 hay khong ¢6 viém
két mac nhur tac tuyén 1¢ dén dén réch. Ghi nhén céc trudng hop phit hodng diém dang nang
(CMO) & bénh nhin duge diéu trj bing docetaxel.

Réi loan tai va mé dao

Hiém ggp céc truomg hop ddc tinh tai, giam thinh gidc va / hodc mat thinh giac da duoce bao
cao.

R6i loan tim

Hiém truomg hgp nhoi mau co tim hiém gap duge ghi nhan.

R&i loan nhip thét bao gdm nhip nhanh thét (khéng 16 tin sudt), doi khi gy ti vong, da
duoc ghi nhin & nhitng bénh nhan dugce diéu trj bang docetaxel theo phac dd phdi hop bao
gém doxorubicin, 5-fluorouracil va/hodc cyclophosphamid.

Réi loan mach mdu
Hiém gap céc bién ¢ huyét khéi tinh mach.
Roi logn hé hdp, long nguc va trung thét

Hdi chimg suy ho lmp cap va cdc tmcmg hop viém phéi k& /viém phdi, bénh phdi k&, xo
phm v suy ho hdp din dén tir vong hiém khi duge béo cdo. Hiém giip céc truong hop viém
phdi do birc xa & nhing bénh nhan duge xa trj ddng thoi.

Réi loan tiéu héa

Hiém gip cta viém rudt, bao gdm viém dai trang, viém dai uang do thiéu mau cyc bj va
viém ruft do giam bach cdu trung tinh, di duge ghi nhin véi hiu qua c6 thé gay tir vong
(tén sudt khong duge biét).

Hiém gip cc truong hop méit nude do cée bién cb dudmg tiéu héa bao gdm viém rudt va
thing dudmg tiéu hoa.

Hiém giip céc truong hop liét rudt va tée rudt.

Réi loan gan mit

Rt hiém trudmg hop viém gan, di khi tr vong chti yéu & nhitng bénh nhén ¢ cac bénh Iy
gan tir trude.

Réi loan da va mé dudi da

Hiém gip céc truong hop lupus ban do da va phét ban dang bongnude nhu hdng ban da
dang, Hoi chimg Stevens-Johnson (8JS), Nhiém doc hoai tir blcu bi (TEN) va Bénh mun
mu toan than cip tinh (AGEP) khi diéu trj vdi docetaxel. Khi diéu tri vai docetaxel da ghi
nhan duge cac trudong hop thay ddi dang xo cirng bi xuat hlén trude khi phu mach bach
huyét ngoai vi. Pa ghi nhan truong hop rung tée vinh vién (tAn sudt khong duge biét).

R&i loan thén va 1iét niéu
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R6i loan toan than va vi tri tai noi dimg thuée
Hién tugng viém cép do héa trj sau xa tri hiém khi duoe béo céo.

Thoal mach tai vi tri trude do sau khi ding docetaxel ¢ vi tri khde dd dugc ghi nhin & tin
sudt khéng diroc biét.

U7 dich khong kém theo cdc dot thidu niéu cAp hodc ha huyét 4p. Mit nuée va phu ngoai
bién da dugc ghi nhan hiém gap.

Roi loan chuyén héa va dinh dwing

Cac tmo‘ng hop mét céin bang, du;n giai da dugc ghl nhin. DA ghi nhin céc truong hop ha
natri méu, thudmg di kém mat nuée, ndn mira va viém phéi.

Ba ghi nhén trudong hop ha kali mdu, ha magie méu va ha canxi mau, thuong lién quan dén
rbi loan tiéu hoa va dac blet 1a v6i tiéu chay. Pa ghi nhan hoi ching ly giai khéi u c6 kha
ning gy tir vong voi tén sudt khong duge biét.

Réi logn co xwong
Viém co di duge ghi nhén khi str dung v&i docetaxel (tin sudt khéng duge biét).
Théng bdo cho béc st nhiing tde dung khdng mong mudn gdp phai khi sir dung thudc.
11. QUA LIEU VA CACH XU TRi
D ¢6 vai bado cdo vé vwc qué lidu. Chua c6 thude giai doc cho qué liéu docetaxel. Trong

truong hop qua heu, cén giir bénh nhan trong mot don vi chuyén khoa va theo dai chit che
cdc chiic ning sinh ton.

Trong truomg ho’p qué lidu, c6 tdng cac tdc dung khong mong mudn. Nhu’ng bién chtmg
chinh ctia qué liéu c6 thc la: tre ché tiry xwong, doc tinh trén than kinh ngoai bién va viém
niém mac. Bénh nhén céin dlmrc diéu tri voi G-CSF cang sém cang t6t sau khi phat hién céc
triéu chimg qué lidu. Néu can thiét phai sir dung thém céc bién phap diéu tr triéu chiing
thich hop khac.

12. PAC TiNH DUQC LUC HQC
Nhém duge ly: Thude chéng ung thie
Ma ATC: L0ICD0O2

Co ché tic dung

Docetaxel la lac nhédn clu"mg ung s thu hoat dong bing tang cudng su gfin két tubulin vao cac
dng vi quan on dinh va tic ché sy tach roi cia ching din dén giam déang kc lugng tubulin ty
do. Sy gén két cuia docetaxel vao vi quan khéng lam thay ddi s6 lugng tién to.

Docetaxel phd v& mang vi dng trong té bao, mang vi éng nay cin thiét cho sw gian phén va
ky trung gian phén bao.

Tac dung dwoe lue hoc

Docetaxel ¢6 dje tinh té bao véi nhiéu dong té bao u bu'ml 0 ngudi va chudt va c6 kha nang
chéng lai cac khéiu & ngudi mai vira cat bo. Trong té bao, Docetaxel dat duoc nong dd ndi
béo cao véi thai gian khang té bao dai. Ngoai ra, docetaxel hoat hoa mot vai chiru khang
phai toan by céc dong té bao khi bidu hién thai qua p-glycoprotein duge mé héa boi cic
gen da khan}, lhuoc Docetaxel kkhéng phu 1hu6r., lheo thoi gianva c6 phd khang khbi u rong
trén khéi u duoe céy ghép & ngudi va chudt tién trién.
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13. PAC TINH DUQC PONG HQC
Hap thu

Duge dong hoc cua docetaxel bénh nhén ung thu da duge ghi nhén c\!{'!c\
115 mg/m2. Dong hoc ctia docetaxel khong phy thude vao liéu luon

ﬁ'g l'cu’ 0-

h‘\i'iphl:l mo

hinh duge dong hoc 3 gian véi thoi gian ban thai & cde pha o, p va y q‘trqhﬁ 4 mt 36

phat va 11,1 git, Pha chim 12 do sy phéng thich chdm ctia docetaxel tir & pha ngoai bién.
Phén bé

Sau khi truyén docetaxel 100 mg/m2 trong mét gid, ndn do mire dinh trung binh trong
huyet tuong 14 3,7 pg /ml va AUC tuong tmg 1a 4,6 h.pg /ml. D§ thanh thai trung binh va
thé tich phén phéi & trang thai on dinh lan luot 1a 21 lit/gio/m2 va 113 lit. Sy thay ddi lrmg
dd thanh thai & tirmg ca thé 1a khoang 50%. Hon 95% docetaxel lién két véi protein huyét

fuong.

Thai trie

Docetaxel duge thai trir qua ca nude tiéu va phén sau qué trinh chuyén héa oxy héa qua
trung gian cytochrom P450 ctia nhém ester tcll-butyl trong vong 7 ngay, luqnu, thude thai
trlr qua nude tidu va phan 14n luot khoang 6% va 75%. Khoang 80% thude duwge thai trir
qua phin trong 48 gitr ddu tién dudi dang mot chit chuyen hoéa khong hoat tinh chinh va 3
chét chuyén héa khéng hoat tinh phu va mét luong thude rat it khong hoat dong.

Nhém ddi twong dac biét

Tu6i var gidi tinh

Dugc dong hoc ciia docetaxel khong thay déi do tudi hoiic gidi tinh ciia bénh nhén.

Suy gan

O mét sb it bénh nhén suy gan tir nhe dén trung binh (ALT, AST=1,5 1dn ULN c6 luong
phosphatase kiém =2,5 1dn ULN), c6 d6 thanh thai thip hon 27% gi4 tri trung binh.

U dich

Do thanh thai docetaxel khéng bj thay déi & nhitng bénh nhéan bj giit nude tir nhe dén trung
binh va khéng c6 sin dit liéu & nhiing bénh nhén bj gift nude ning,

Liéu phap két hop
Doxorubicin

Khi ding két hop, docetaxel khong anh hudng dén sy thanh thai cta doxorubicin va nbng
d¢ doxorubicinol trong huyct tuong (mdt dang chuyén hoa cta doxorubicin). Dugc dong
hoc ctia docetaxel, doxorubicin va cyclophosphamid khéng bi anh huéng khi ding chung
vai nhau.

Capecitabin

Khi dung két hop docetaxel véi capecitabin, duge dong hoc cta docetaxel khéng ddi va
nguoc lai.

Cisplatin

D6 thanh thai cta docetaxel khi két hop diéu trj voi cisplatin twong tu nhu két qua thu duge
sau khi don tri liéu. Péc tinh du‘(;fc ddng hoe cua cisplatin duge dung ngay sau khi lluyen
docetaxel cting nhu khi dung riéng Ié dung cisplatin.

Cisplatin va 5-fluorouracil
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14. QUY CACH DONG GOI
Hop chira 1 lo dung tich 15mL bén trong chita 8mL dung dich

15. PIEU KIEN BAO QUAN:

Bao quan & nhiét do tix 2- 8°C. Khong dé dong bing,

16. HAN DUNG: 24 thing ké tir ngdy sén xuét.

Khéng ding thudc qud han ghi irén bao bi.

17. TIEU CHUAN CHAT LUQNG: Nha san xuit

18. TEN, PIA CHi CUA CO SO SAN XUAT THUOC
HETERO LABS LIMITED

Bia chi: Unit-VI, Sy. No. 410-411, TSIIC Formulation SEZ, Polepally village, Jadcherla
Mandal, Mahaboobnagar District, Telangana State, An P9.
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