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Rx Thuédc néy chi dimg theo don thuéc Hudng
DOCETERO 20 1.0 Wl i MiNH/ 4
(Docetaxel Injection 20mg/mL.) N, ;

Dé xa tdm tay iré em
Doc k) huéng dén sir dung triée khi ding
THUOC PQC

1. THANH PHAN CONG THU'C THUOC
MG&i mL dung dich pha tiém chira:
Thanh phffn dirge chdt: Docetaxel (dudi dang Docetaxel trihydrate) 20mg

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

2. DANG BAO CHE

Dung dich pha tiém

Mb ta: Dung dich mau vang niu dén vang nhat.
3. CHI PINH

Ung thw vii

Docetaxel két hop véi doxorubicin va cyclophosphamid trong liéu phép diéu trj bd trg cho
bénh nhén;

« ung thu vii ¢6 hach c6 thé phéu thuft
« ung thu vii khong hach c6 thé phau thust

D6i v6i bénh nhan ung thu vi khong hach c6 thé phiu thuét, nén han ché diéu tri b trg cho
nhirng bénh nhéin pht hop nhin hoa tri theo cdc tiéu chi qubce té da thiét 1ap cho viée lya
chon liéu phap diéu tri ung thu vii giai doan sém.

Docetaxel ké‘:t hop vdi doxorubicin trong chi dinh di,‘é‘u trj bénh nhén bj ung thu vii di cén
hodc tién trién tai chd ma chua duge diéu tri bing chét déc té bao trude do.

Docetaxel don tri liéu duge dt‘lng trong chi dinh diéu tri cho bénh nhén bj ung thu via tién
trién khu tri hodc di cin sau that bai hoa tri. Hoa tri truée dé phai bao gdm anthracyclin
hodc mgt tac nhéan alkyl hoa.

Docetaxel két hop véi trastuzumab trong chi dinh diéu tri ung thu vii di eén & bénh nhén ¢6
khéi u vuot qua HER2 va nhitng bénh nhan di ciin chua duoce duoc hba tri truede do.

Docetaxel két hop vdi capecitabin trong chi dinh qliéu tri bénh nhén ung thu v tién trién tai
cho hodc di can sau khi héa tri li¢u that bai. bao gém hoa tri v6i anthracyclin,

Ung thuw phéi khéng phii té bao nhé

Docetaxel duge chi dinh dé g‘liéu tri ung thu phdi khéng phai té bao nho tién trién tai chd
hodc di ciin sau khi hoa tri that bai trude do.

Docetaxel k;at hop véi cisplatin dé& diéu tri bénh nhén ung thw phdi khong phéi té bao nho
khong thé cit bo, tién trién tai chd hodc di cin, & nhitng bénh nhin chua duge héa trj trude
do.
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Ung thuw tuyén tién liét
Docetaxel k.ét hop vaoi prednison hofic prednisolon duge chi dinh dé di
thu tuyén tién liét khang cit tinh hoan di céin.

Docetaxel két hop véi liéu phap loai bo androgen (ADT), ¢6 hogc khéng c&*pmdﬁisun"ﬁoéc
prednisolon, duge chi dinh dé di€u tri bénh nhin ung thu tuyén tién liét nhay cam véi
hormone di cén.

Ung thiw biéu mé tuyén da day

Docetaxel két hop véi cisplatin va S-fluorouracil duge chi dinh dé diéu trj cho bénh nhén b
ung thu biéu mé tuyen da day di céan, bao gom ung thu biéu mé tuyén ndi da day thue quan,
ngudi chua dugce didu tr] héa chit diéu ti bénh di cin trude db.

Ung thu diu va cé
Docetaxel két hop véi cisplatin va 5-fluorouracil dugc chi dinh dé diu tri khai phat cho
bénh nhén b ung thu biéu md & bao vay tién trién khu tra & dau va cd.

4, LIEU DUNG, CACH DUNG

Vige sir dung docetaxel chi nén dwoc tién hanh tai chuyén khoa vé diéu trj hoa trj thuéc déc
té bio va chi nén dung thude nay dusi sy gidm sét cia bac s héa tri ung th.

LIEU DUNG

Péi v6i ung thu vi, phdi khéng phai té bao nhd, ung thu da day va ddu va cd, co thé didu
trj truée bing corticosteroid dudmg udng, nhu dexamethason 16 mg mdi ngay (vi dy: 8 mg
x 2 lan/ngay) trong 3 ngay dau trude khi sur dung docetaxel 1 ngay, trir khi c6 chéng chi
dinh, ¢ thé duoc sir dung.

P6i voi ung thu tuyén tién liét khéng cit tinh hoan di cin (mCRPC), khi st dung dong thei
prednison hogc prednisolon, lieu khuyén céo diéu trj trudc voi dexamethason udng 8 mg
trude khi truyén docetaxel 12 gid, 3 giova 1 gid.

DOi v6i ung thw tuyén tién lit di cin nhay cam vai hormone, sir dyng ddng thoi prednison
hogc prednisolon, phéc d6 di€u tri trudc duge khuyén cdo la uéng dexamethason 8 mg
trude khi truyén docetaxel 12 gid, 3 gio va | gid.

Du phong G-CSF c6 thé duge st dung dé giam thiéu nguy co nhiém doc mau.
Docetaxel duge dung duéi dang truyén tinh mach trong vong 1 gio, 3 tun/lin.
Ung thw vi

Trong li¢u phap diéu trj bd trg cho bénh nhan ung thu v ¢6 hach va khong hach ¢6 thé
phdu thuat, lidu khuyén cdo ciia docetaxel 13 75 mg/m2, duge ding 1 gitr sau khi ding
doxorubicin 50 mg /m2 va cyclophosphamid 500 mg/m2, 3 tudn/lan trong 6 chu ky (TAC
phéc db) (xem thém Didu chinh liéu trong qué trinh diéu tri).

Dé diéu tri cho bénh nhén ung thu va tién trién khu trd hodic di can, lidu docetaxel khuyén
cao trong don tri ligu la 100 mg /m2. Trong didu trj diu tay, docetaxel 75 mg/m2 dugc
dung két hop vai doxorubicin (50 mg/m?2).

Khi két hgp véi trastuzumab, liéu docetaxel khuyén cdo 13 100 mg/m2 mdi 3 tuin,
trastuzumab duge ding hang tudn. Trong cac thit nghiém, viée truyén docetaxel ban diu
duge bat diu vio ngay sau liéu trastuzumab du tién. Truyén docetaxel duge tién hanh vao
ngay tiép theo ctia lidu dAu tién trastuzumab, néu lidu trastuzumab truée do dugc dung nap
tot.
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Khi két hop véi capecitabin, lidu docetaxel khuyén céo la 75 mg/m?2 mg1 y \tuﬁnﬂffﬁ "]IELI\
capecitabin 1250 mg/m2 x 2 lin/ngay (trong vong 30 phit sau bfta n) tfo o 2itid sau d D

ngung | tudn. A

fueaa o 2 \E\ 1 p i o
Ung thw phoi khong phii t€ bao nhé \\\\Q \_ P
O nhitng bénh nhan ung thu phdi khdng phai té bao nho chua timg héa tri;ché a6 Tiéu
khuyén cdo la docetaxel 75 mg/m2 ngay sau do truyén cisplatin 75 mg/m2 trong 30-60 phut.
Néu hoa tri véi platin trude dé that bai, liéu docetaxel don tri khuyén cédo la 75 mg/m?2.
Ung thu tuyén tién liét

Ung thu tuyén tién liét khdng cdt tinh hoan di edn

Liéu docetaxel khuyén céo 1a 7Smg/m2. Prednison hodc prednisolon Smg uéng 2 lin /ngay
duge dung lién tue.

E'g . .o ¥ v e —
Ung thu tuvén tién liét nhay cam voi hormone di cdn

Liéu khuyén céo clia docetaxel 1 75mg/m2 mdi 3 tuln trong 6 chu ky. Prednison hozc
prednisolon Smg uong 2 lan /ngay duoc dung lién tuc.

Ung thw biéu mb tuyén da day

Liéu khuyén céo ctia docetaxel la 75mg/m2 khi truyén tinh mach trong 1 gid, sau d6 truyén
1-3 gids cisplatin 75 mg/m2, (trong cling mdt ngay), sau két thiic truyén cisplatin, truyén 5-
fluorouracil 750 mg/m2 truyén lién tuc 24 gidr trong 5 ngz‘iy. Lap lai liéu trinh mdi ba tudn
mét lan. Bénh nhén phai duge dimg thude chong nén va cac bién phap phu hop dé ding
msplalm G-CSF dLr phong nén dugce su dung dé giam thiéu nguy co nhiém ddc mau (xem
thém Diéu chinh liéu tr “Ong qud trinh diéu 1ri).

Ung thw diu cb

Bénh nhén phai duogc diéu trj trude béng thude ch‘f’mg non va bu nude thich hop (trude va
sau khi dung cisplatin). Dy phong G-CSF ¢6 thé duge st dyng dé giam thiéu nguy co
nhiém ddc mau. Tét ca bénh nhén sir dung docetaxel déu duge ding khéng sinh du phong.

« Héa trj li€u trude khi xa trj (TAX 323)

Dé diéu tri khéi phat ung thir biu mé té bao vay ving dAu va cb tién trién khu tri khéng
thé phiu thuit (SCCHN), lidu khuyen caola lruyen docetaxel 1 75 mg/m2 trong] gid, sau
do la cisplatin 75 mg/m2 trong 1 gio, vao ngay dau tién, tiép theo 1a 5- ﬂumouraml tr uyen
lién tyc vai liéu 750 mg/m2 tir ngay 1 dén ngay 4. Lap lai liu trinh moi ba tuin mét lan
trong 4 chu ky. Sau d 6 xa tri.

» Héa tri liéu triede khi héa- xa trj (TAX 324)

Ung thu biéu mé té bao vay & dau va ¢d (SCCHN) tién tién tai chd (khong thé cét bo k§
thuét, kha ning chita khoi phiu thuét thip va cin bao tdn co quan), liéu khuyén cdo cua
docetaxel 12 75 mg/m2 truyén tinh mach trong 1 gid vio ngay thir nhit, sau dé tiép tuc
truyén cisplatin 100 mg/m2 trong 30 phit dén 3 gio, sau d6é truyén 5-fluorouracil 1000
mg/m2/ngay lién tyc tir ngay thir nhit dén ngay thir 4. Lap lai liéu trinh m4i ba tudn mot
lan trong 3 chu ky. Sau khi héa trj, bénh nhén nén dugc héa- xa tri.

Ditu chinh liéu lwong trong qu4 trinh didu tri

Tong quan
Chi ding khi s3 lugng bach ciu trung tinh > 1.500 té bao/mm3.
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Bénh nhén ¢6 s6t giam bach cdu trung tinh, s6 lugng bach ciu ti i ftﬂfl?}hﬁbb t“é b;w!mm?)
trong hcm mdt tuén, phain ting da néng hodc tich Iuy hode dau tha kinh' qgogu I)l;én|nang
trong sudt qdu trinh didu tri docetaxel, nén gtam lidu docctaxelkftl 100, n},?,” uong 75
mg/m2 vivhoic tir 75 dén 60 mg/m?2. V6i lidu 60 mg/m2 ma bcni\ﬂmn van gap L;c phan
ing trén thi nén ngiing diéu tri. ,

Diéu tri hd tro' bénh ung thw va

Bénh nhan diéu tri ung thu va docetaxel, doxorubicin va cyclophosphamide (TAC) Ldﬂ
duge diéu tri dy phong véi kich thich t6 tao bach cdu G-CSF. Bénh nhén sét F,l"lm bach cdu
va /hodic nhiém trimg glam bach céu trung tinh nén giam liéu docelaxc] xuong 60 mgnﬂ

trong tit ca céc chu ky tiép theo. Bénh nhan viém miéng do 3 hodc 4 cén giam liéu xudng
60 mg/m2,

IKét hop didu tri vi cisplatin
Bénh nhﬁn diing liéu ban dau voi docetaxel 75 mg/m2 ket hop véi cisplatin va co sb luong
tiéu clu trong qua trinh diéu tri trude d6 1a <25.000 té bao/mm3, hofic & bénh nhén sét

giam bach cdu trung tinh, hofic & nh(‘mg bénh nhéin ¢6 dd tinh ngoai huy hoc khéng nghiém
trong, liéu docetaxel trong cée chu ky tiép theo nén giam xubng 65 mg/m2.

Két hop diéu tri véi capecitabin

Bénh nhén ldn ddu co chc biéu hién nhidm dbc Cép d6 2, kéo dai dén thoi diém diéu tl;
docetaxel/capecitabin tiép theo, tam hofin tri lidu cho dén khi tinh trang nhiém ddc vé edp
do 0-1 va tiép tuc & 100% lidu ban dau.

 Déi v6iBénh nhin xudit hién 1dn thir hai nhiém doe cip dd 2 hoiic 1an diu tién xuét hién
doc tinh cip do 3, tai bét ky thoi diém nio trong chu ky dlcu tri, lam hodn diéu tri cho dén
khi tinh trang nhlem ddc chuyén sang céip do 0-1 thi tiép tuc diéu tri bing docetaxel 55
mg/m2.

« Néu c6 bat ky biéu hién tiép theo cua nhiém doc nao sau do, hoic nhiém dje Cép 4 nao,
hily ngimg diéu trj docetaxel ngay.

Két hop diéu tri vdi cisplatin va 5-fluorouracil

Mic di da sur dung y:.u td kich thich tao bach ciu hat G-CSF nhuru,, vén xz’ly ra sot giam
bach ciu trung tinh, giam bach cau trung tinh kéo dai hosic nhiém khuin do glarn bach céu
trung tinh Xdy ra, can gidm liu docetaxel tir 75 dén 60 mg/m2. Néu vin xay ra cic blén
chitng ctia giam bach cdu trung tmh tiép theo xdy ra, can giam liéu docetaxel tir 60 xuong
45 mg/mZ Khéng duge didu tr tiép tuc véi cde chu ky tiép theo cuia docetaxel cho dén khi
bach cdu trung tinh phuc hoi o 1nut> 1.500 t& bio/mm3 va tiéu ciu phuc hﬁl & mic>
100.000 t& bao/mm3. Ngimg diéu tri néu nhitng tri¢u chimg nhiém doc van con ton tai.

Liéu khuyén céo diéu chinh liéu lugng & bénh nhan nhidm dée duge diéu trj bing docetaxel
két hop vai cisplatin va 5 fluorouracil (5- F U):

Bing 1: Khuyén cio diéu chinh litu:

[ Doe tink Didu chinh lidu

Giai doan 1: giam lidu 5-FU 20%.

s 3 A a
TRty p an 3 Giai doan 2: sau d6 giam liéu docetaxel 20%.

Giai doan 1: giam liéu docetaxel va 5-FU 20%.

s £ aa |
Dewchiyepdad Giai doan 2: Ngung diéu trj.

Viém migng/ viém  |Giai doan 1: giam li¢u 5-FU 20%.
niém mac dj 3 Giai doan 2: ngung dimg 5-FU & tét e cac chu ky tiép theo.
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Giai doan 3: giam liéu docetaxel 20%. / /‘”“* PHOREN 5 '\\_

Viém miéng/ viém Giai doan 1: ngung dung S-FU & tt ca cad chu ky lgqp thcn
niém mac do 4 Giai dogn 2; giam liéu docetaxel 20%. \ <o uf it WA/ _,f'.f'

Bénh nhén co cac bién chung giam bach cdu trung tinh phtic tap (bao J;:,Bm flam p&ch cin
kéo dai, mt giam bach céu hofe ulnem khuén) nén dyo dy phong trong ¢dc chuky tiép theo
bing yéu 6 kich thich tao bach cAu hat G-CSF (vi du: ngay 6-15)

Cic dbi twong dic biet
Bénh nhiin suy gan

Dua trén dit ligu duge dong hoc cua lidu don docetaxel ¢ 100 mg/m2, bénh nhan ting ca
hai transaminas (ALT va/hogc AST) 1én hon 1,5 lin gidi han trén cua gi6i han binh thutmg
(ULN) va phosphataqe kiém 1én hon 2,5 14n ULN, liéu khuyén cdo cia docetaxel 1a 75
mgfmz Dbi v&i nhitng bénh nhan ¢é bilirubin huyet thanh> ULN va/hodc ALT va AST>
3,5 lan ULN di keém véi phosphatase kiém> 6 1in ULN, khéng thé duwa ra khuyén nghj
giam liéu va khong nén dung docetaxel trix khi c6 bt bugc chi dinh.

Trong phéi horp c:spla[m va 5- ﬂumouma] dé diéu trj bénh nhan ung thu bidu mo tuyén da
day, khéng c6 khuyén cdo diéu chinh lidu va khong nén st dung clncelaxe] trir khi ¢ bat
bude chi dinh cho bénh nhdn ¢6 ALT va/hosic AST>1,5xULN két hcrp voi phosphdtaqc
kiém>2,5xULN, va bilirubin>1xULN; Khong ¢6 dit liéu vé phdi hop diéu tri docetaxel két
hop véi cée thube khic trong trudmng hop nhan suy gan nang.

Tré em

Tinh an toﬁn va hi¢u qua cua docetaxel trong didu trj ung thu bidu mé mii hong & tré em tir
1 thang dén dudi 18 tudi vin chura duoe thiét 14p.

Khong ¢6 chi dinh docetaxel cho tré em lién quan dén ung thu vii, ung thu phdi khong phét
té bao nho, ung thu luyen tién liét, ung thu biéu md tuyén da day va ung thu dau va cé,
khéng bao goém ung thu biéu m8 vom hong loai I1 va 11,

Ngwoi lén tubi

Dura trén cic phan tich duge dong hoc dén s6, khong c6 hudng din st d dic biét cho ngrm
lén tum Khi két hop véi capecitabin, ddi v6i bénh nhén tir 60 tubi tré Ién, nén giam liéu
khai dau ciia capecitabin xuéng 75%.

CHUAN BI VA CACH DUNG

Docetaxel la mot chdt chdng ung thu va, ciing nhur cée hop chat c6 kha ning gy dée khéc,
cén than trong khi xit Iy va chuan bi céc dung dich Docetaxel. Nén sir dung gang tay khi
chauanr bi dung dich,

Néu da llcp xuc véi cac dung dich thuoc tiém docetacel ddm dic, ria ngay 1ap tic va rua
ky lutmg bang xa phong va nudc. Néu Docetaxel ¢6 dic hodc dung djch tiém truyén tiép
xtic v&i mang nhay, ngay lap tirc rira viing t:cp xtic biing nude sach.

Cich pha dung dich tru};en tinh mach.

Thude tlem DOCETERO véi nung dd docetaxel 1a 20 mg/ml cén duge pha lofing véi tii
dich truyén hoiic chai dich truyén 250mL Glucose 5%, hogc NaCl 0.9% trude khi st dung.

Néu cén ding liéu docetaxel l6n hon 190 mg docetaxel, nén sir dung thé tich truyén dich
16n hon twong Gng dé ndng d6 docetaxel cudi ciing khong 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 ¢ mit ctia céc tiéu phén, bién dol, n au séc ﬂ 1, Hd)ch
trude khi tr uyen cho bénh nhan. Néu dung dich xuét hién cin, hat, cﬁ f\% 1€0/ qu:,f
dinh. )

Nén tudn thii cae quy trinh thich hop dé xir Iy va loai bo tic nhén kIm té bau ctia dia
phuong.

Dung dich sau pha nén str dung ngay hoiic dugc bao quan trong ngan mat ti lanh (2°C -8°C)
toi 48 gidr hodic dé & nhiét do phong (2°C- 25°C) t6i da 6 gidr. K& ca thoi gian truyén 1 gidy
cho bénh nhén.

5. CHONG CHI DINH

Qua man véi hoat chét hodc vai bit k¥ ta duge nao cta thube.

Bénh nhan cé sb luong bach céu trung tinh <1.500 t& bao/mm?’.

Bénh nhén suy gan ning.

Chéng chi dinh cua cée thube khac ciing duge ap dung, khi ching dimg két hop véi
docetaxcl.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

D61 véi ung thu via va ung thu phdi khong phai t& bao nho, viée dlf:u trj truée bao gbm
cmtlcostermd dutmng uong,, ghang han nhu dexamethasone 16 mg mdi ngay (vi du: 8 mg 2
1an/ ngay) tmnb 3 ngay bt ddu tr 1 ngdy trude khi ding docetaxel trir khi c6 chéng chi
dinh, c6 thé 1am tan sudt va mire d§ @ dich cling nhu mirc do trm trong ctia phan émg qua
mén. Pdi véi ung thu 1uyén tién liét, didu tri trude la uéng dexamethasone 8 mg, 12 gio, 3
gid va 1 gior trude khi truyén docetaxel (xem phan Liéu ding va cich dung).

Huyét hoe

Giam bach cau trung tinh la phan ung I(hr_mg mong mudn thudmg gap nhit cla docetaxel.
Tri s6 bach cdu trung tinh xay ra & mic trung binh 1a 7 ngﬂy nhung c6 thé 11ga11 hon &
nhitng bénh nhan dwoc diéu tri trude. Thucnf, xuyén theo doi cong thirc mau & tat ca bc;nh
nhén dung dooetaxel Bénh nhén chi nén dugc diéu trj lai bing docetaxel khi bach cau
trung tinh phuc hdi vé mire > 1.500 té bao/mm3.

Trong trudmg hop glam bach cdu trung tinh ndng (<500 t¢ bao/mm3 kéo dal bay ngay hoac
hon) trong mét dot didu trj docetaxel, nén giam lidu cho céc dot diéu trj tiép theo hodc st
dung cdc bién phdp diéu trj tridu chimg thich hgp.

D6i vai cde bénh nhan durorc dié cu tri bdng docetaxel phéi hop véi clsplalm va 5-fluorouracil
(TCF), ty I¢ giam bach céu do sét va nhjcm khudn do gidm bach cAu trung tinh s& hon khi
b¢nh nhin dugc ding du phong yéu 6 kich thich hat bach céu tao hat G-CSF. Bénh nhén
dugc dléu tri bzmg phat do TCF nén di phong G- CSF trude dé giam thiéu nguy co giam
bach ciu phire tap (giam bach cau sbt, giam bach céu kéo dai hodic nhiém khuén do giam
bach cAu). Nén theo ddi chit ché cac bénh nhan nhan diéu trj véi phéc dd TCF.

O bénh nhéan duge dmu tri bang, docetaxel phm hop véi doxorubicin va cyclophosphamide
(IAC) bmm bach cau do sbt va/hode nhiém khuan do giam bach cAu trung tinh s& xay ra
véi ty 1& thip hon khi bénh nhén duoce didu tri du phéng, yéu td kich thich hat bach cAu tao
hat G-CSF. Céan nhéc diéu tri du phong G-CSF trude & nhitng bénh nhan dwoc diéu tri ung
tIur vl vfn phéc dd TAC dé giam thiéu nguy co bién chlmg bach cﬁu phtie tap (gidm bach
clu ¢o sdt, giam bach ciu kéo dai hojic nhlem khuén do giam bach céu). Nén theo ddi chit
¢h@ edc bénh nhin nhan diéu trj vai phac d6 TAC.
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CAn thin trong sir dung cho bénh nhin bi giam bach cau, dic biét ¢ I‘-i"l_:huy co tién !qifA'cgc
bién chimg dudng tiéu héa. Mic dii phan lon cée truong hop xay ra 'D}flg-lbﬂh"'wj/"'%;l‘ll ticn
hogc thit hai cta ché d6 diéu trj cé chiia docetaxel, viém rudt cd théQt-'@ri"tr-iénl bét g{fh’m
ndo va ¢é thé dan dén tir vong ngay tir liéu khai phat vao ngay dau tién:*Bénh-nlian cin
dugc theo dai chit ché vé céc biéu hién ban déu ctia nhiém doc dudng tiéu héa nghiém
trong.

Phin wng tiéu hoa

Phin img qua mén

Bénh nhén cén duoc theo dai chét ché cac phan ing qué man, dic biét 1a trong sudt lan
truyén thir nhét va thir hai. Céc phan tmg qua man c6 thé xay ra trong vong vai phit sau khi
bit dau truyén docetaxel, do dé nén chuan bj sin sang dé diéu trj ha huyét ap va co thét phé
quan, Néu phan ‘mg qua man xay ra, céc triéu chimg nho nhu do bung hodic phan (g cuc
bd trén da thi khéng cin ngung diéu trj. Tuy nhién, cic phan tmg nang, ching han nhu ha
huyét dp niing, co thit phé quan hoic phét ban/ban d6 toan than cAn ngimg ngay docetaxel
va diing céc bién phap diéu trj thich hop. Nhiing bénh nhén da xufit hién céc phan ung qua
min ning khong nén tai sir dung docetaxel. Nhiing bénh nhén di timg c6 phan {mg qua
min véi paclitaxel ¢6 thé ¢6 nguy co phat trién phan (mg qua mén véi docetaxel, bao gom
ca phan (g qua mén nghiém trong hon, Nhitng bénh nhén nay nén dugc theo di chit ché
trong thoi gian bit ddu didu tri bing docetaxel.

Phan @ng da

Di quan sat thiy ban do da tai chd & cac chi (Iong ban tay va long ban chin) kém theo phi

né sau d6 bong tréc vay. Cée tridu chimg ndng hon nhu phét ban sau d6 bong vay din dén
ho@n hodc ngimg diéu tri docetaxel da duoce bao cho.,

Cac phan ting ¢6 hai trén da nghiém trong (SCAR) nhur Hi chitng Stevens-Johnson (SJS),
hogi tir thugng bi nhi?:im ddc (TEN) va Bénh mun mu toan than cép tinh (AGEP) da duoc
bao cdo khi diéu tri bang docetaxel. Bénh nhén cén duge thong bao céc ddu higu va trigu
ching cta céc bicu hi¢n da nghiém trong va dtr{;rc theo ddi chit ch& Néu cac dau hiéu va
trigu chimg goi y dén nhiing phén (mg niy xuit hién thi nén xem xét viéc nglmg dung
docetaxel.

U dich

Cén theo doi chit ché & nhitng bénh nhén (r dich nang nhw tran dich mang phéi, tran dich
mang tim va co truéng,

R&i loan hé hip

Hgi chitng suy hé hap cép, viém phdi md k&/viém phéi, bénh phdi ke, xo phdi va suy ho
hap va do6i khi dan dén tur vong dé duge bdo cdo. Viém phéi do buc xa ciing di dugce bédo
céo & nhitng bénh nhén xa tri dong thai.

Néu cdc triéu chimg phdi méi hoge tinh trang phdi xdu di, bénh nhan cAn duge theo dai
cht ché, kip thoi chudn dodn va diéu tri thich hgp. Tam ngimg docetaxel cho dén khi cé
chin doédn. Céc bién phap cham séc hﬁ trgr ¢o the gitip cai thién tinh trang nay. Can dénh
gid can than lgi ich cta viée tiép tuc diéu trj docetaxel.

Bénh nhiin suy gan

O bénh nhan dugc didu tri bing docetaxel don tri & lidu 100 mg/m2 6 nong do
transaminase trong huyét thanh (ALT va/hoic AST) 16n hon 1,5 ldn ULN ddng thei véi
mirc phosphatase kiém trong huyét thanh 16m hon 2,5 1dn ULN, ¢6 nguy co phét trién cdc
tac dyng khéng mong mudn nghiém trong cao hon nhu tir vong do nhiém déc bao gom
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nhiém tring khuan va xuat huyet duong tiéu hoa c6 thé din dén tuk vong, sul am b Lh chu
trung tinh, nhiém khudn, giam tiéu ciu, viém miéng va suy nhuoe. i’;)o 9, 5 hf Qbenhmh{m
co xét nghiém chic ning gan ting cao (LFTs) la liu khuycn chd. clia douctaxel la 75
mg/m2 va chirc ndng gan LFTs nén dugc do tir diu va trude mdi chu ky diéu tr; :

Poi voi nhitng bénh nhén co6 nong dd bilirubin huyét thanh> ULN vi/hoiic ALT va AST>
3,5 lan ULN dong thoi voi nong d6 phosphatase kiém trong huyét thanh> 6 lan ULN,
Ikchéng nén l(huycn cdo giam liéu va khéng nén ding docetaxel trir khi ¢6 chi dinh bit bude.

Két hop vai cisplatin va S-fluorouracil trong diéu tri ung thu biéu mé myeu da day, Cac
nghién ciru lam sang quan trong da loai trir nhitng bénh nhin ¢6 ALT va/hodic AST> 1,5
ULN két hop véi phosphatase kidm> 2,5 x ULN, va bilirubin> 1 x ULN; Péi véi nhitng
bénh nhén ndy, khong c6 bit cir diéu chinh giam lidu nao va khong nén dung docetaxel trix
khi c6 chi dinh bét bude. Khéng cé dif liéu & bénh nhan suy gan duuoge diéu tri docetaxel,
frong phéi hop didu tri nay va két hop véi cac chi dinh khac.

BBénh nhan suy thin

Khong ¢6 san dit lidu cho viée diéu tri docetaxel & bénh nhén bj suy giam chire ning théin
nang.

Hé thin kinh

Cén giam liéu khi ¢6 su phat trién ctia nhiém ddc thdn kinh ngoai vi ning.

Dge tinh trén tim

Suy tim d& duge quan sat thdy & nhimg bénh nhén ding docetaxel két hop v6i trastuzumab,

dac bi¢t la sau khi hoa trj li¢u tiép tuc ding anthracyelin (doxorubicin hodic epirubicin),
trigu chitng c6 thé tir vira dén nang tham chi t& vong.
Khi bénh nhén dy dinh didu trj bing docetaxel két hop voi trastuzumab, can duoc danh g gia

chiic ning tim va duge theo di chie néing tim trong qué trinh diéu tri (vi dy ba théng/14n)
dé phat hién nhiing bat thuomg vé chirc ning tim.

R&i loan nhip thét bao g bcm nhip nhanh thit (d6i khi g gdy tit vong) da duo'c béo céo & nhimg
bénh nhéan duge diéu tri bing docetaxel theo phéc db phéi hop bao gom doxorubicin, 5-

{luorouracil va/hoac cyclophosphamid.

Khuyén c4o danh gia chirc ning tim.

Réi loan miit

Phti hoang diém dang nang (CMO) da dugre béo cdo & nhitng bénh nhin duge :jiéu tri bing
docetaxel. Bénh nhén bi suy giam thi lyc cén duge kham ngay chuyén khoa mat va day du.

Trong t}'udng hop chan dodn CMO, nén nglng diéu tri docetaxel va tién hanh cdc bién
phap di€u trj thich hgp.

IKhéi u e tinh nguyén phép thi hai

Céac khoi u dc tinh nguyén phat thir hai da duge béo cdo 1a 6 lién quan | khi dung docetaxel
két hop véi céc phuong phap dlcu tri chong ung thu duge biét. Cac khéi u dc tinh nguyén
phét thir hai (bao gom b&nh bach cdu cdp dong tay, hdi chimg ré loan sinh tay va U lympho
khéng lIodgkm) c6 thé xay ra véu thang hodc vai nam sau khi diéu tri bang docetaxel. Bénh
nhén cin duge theo ddi cde khdi u dc tinh nguyén phat thir hai.

Hdi chimng ly gidi khoi u

Hoi chimg ly gidi khdi u da duge bao cdo khi duing docetaxel sau chu ky ddu tién hogic chu
ky thi hai. Bénh nhén ¢6 nguy co mic hdi chimg ly giai khéi u (vi du suy than, nong dd
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axit uric mau cao, ung thu dang trong giai dodn tién 1r1én) can 'tﬁbb ao chal ile
Khuyén cdo diéu chinh tinh trang mit nuée va dicu tri nong do axi Iu ic o Lho bf;nh nhén
trude khi bt ddu diéu tri. \“' / K/
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Ca nam va nit phai thyc hién cac bién phap tranh thai trong théi gian diéu tri va it nhit 6
thang sau khi ngirg diéu tri.

Nén tranh st dung dong théi docetaxel voi cde chét e ché CYP3A4 manh (nhu
ketoconazol, itraconazol, clarithromycin, indinavir, nefazodon, nelfinavir, ritonavir,
saquinavir, telithromycin va voriconazol).

Thén trong trong diéu tri h trg ung thw vi
Bién chivng giam bach ciu

Bénh nhan véi bién chirng giam bach cdu (giam bach cau kéo dai, gidm bach ciu do sbt
hoéic nhiém khuén), cin nhic sir dung G-CSF va giam liéu.

Phdn trng tiéu hoa

Cac triéu chtrng nhu dau bung som va bl,tng. mém, sdt, tiéu chay, ¢6 hodic khéng giam bach
Lau, c6 thé xudt ‘hién sém cde trigu chimg ctia nhiém doc duong tiéu hoa ning va cin dugc
chén doan va diéu trj kip thoi.

Suy tim sung huyét

Bénh nhén cén duge theo dai cac triéu chimg suy tim sung huyét trong sunt qué trinh diéu
trj va trong thai gian theo dai. O bénh nhin ung thu vi ¢6 hach duge diéu tri bang phac dd
TAC c6 nguy co suy tim sung huyét cao hon trong niim dau tién sau khi didu tri.

Bénh nhan cé hach 4+

Vi loi ich diéu trj vé& thoi gian phat bénh sau didu tri (DFS) va thei gian séng sau khi dugc
chin dén (OS) & bénh nhan cé hach 4+ khéng cé y nghia thong ké. Ty 18 loi ich/nguy co &
bénh nhén cé hac 4+ trd 1én chua dugc phén tich ddy du.

Neguwoi lon tudi

Dir liéu vé viée didu tri docehxel két hop v6i doxorubicin va cyclophosphamld & bénh
nhén > 70 tudi cdn han ché. Cén theo doi chit ché& bénh nhén diéu tri bang docetaxel phm
hop véi cisplatin va S-fluorouracil

Ham lwong alcohol

Da ghi nhan cdc bdo céo lién quan dén mdt s6 ché phim docetaxel do ¢6 chita ethanol.
Lm.;mg ethanol cta mét lidu docetaxel co thé gy tac dung 1én hé thin kinh trung uong va
can cén nhéc khi ké don cho bénh nhén: trédnh hogc han ché dua ethanol vao co thé.

Thuée ¢6 chita ethanol ¢6 hai cho nhitng nguoi bi nghién ruou.

Cén lvu y & phu nif ¢6 thai hodc cho con b, tré em va cdc nhém ¢ nguy co cao nhu bénh
nhin méc bénh gan hodic dgng kinh.

Can xem xét c4c tic dung co thé xay ra trén hé thin kinh trung vong.
Td duroc
San phdm nay chira ethanol (rurou) 50% thé tich, tirc 1a 1&n dén 395mg (0,5ml) ethanol khan

trén lo 1ml, twong duong véi 10ml bia hodic 4ml rwgu trén moi lo 1ml, 1,58g (2ml) ethanol
khan trén mdi lo 4ml, twong duong v&i 40ml bia hogc 17ml ruou trén mdi lo 4ml, hoiic
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3,16g (4ml) ethanol khan trén mot lo 8 ml thé tich, tuong duong vdi 86}@ | bia Hédc 33r;l f
rugu trén 8ml lo thude. '\\_ ; p i CHi MW 'I'

Cd hai cho nhitng ngwéi bi nghién ruou. N T

Cén lwu y & phu ni ¢o thai hodc dang cho con b, tré em va cac nhém nguy co cao nlur
bénh nhén mac bénh gan hodc dong kinh.

Chn xem xét céc tac dung ¢6 thé xay ra trén hé than kinh trung uong,

7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phy niv ¢6 thai

Khong c6 théng tin vé viée sir dung docetaxel & phu nit ¢o thai. Docetaxel dd dugc chimg
minh I3 gdy dgc cho phéi thai va doc hai déi véi tho va chudt, va lam giam kha nang sinh
san & chudt cdng. Ciing nhu cdc thude giy doc té bao khéc, docetaxel c6 thé gdy hai cho
thai nhi khi ding cho phu nit ¢6 thai. Vi vay, khong duge dung docetaxel trong thoi ky
mang thai trir khi ¢6 chi dinh 16 rang.

Phu nir trong d§ tudi sinh dé ding docetaxel nén tranh mang thai va théng bdo ngay cho
bac sT diéu tri néu diéu nay xay ra.

Phu nir cho con b1

Docetaxel 1 mot chat wra béo nhung nguoi ta khong biét liéu n6 ¢6 duge bai tiét vao sia
me hay khong. Do do, do kha néng xdy ra phan (g ¢ hai & tré bii me, phai ngimg cho con
bi trong thoi gian didu trj bing docetaxel.

Ngura thai ¢ nam va nit
Can thiét sir dung bién phép tranh thai hiéu qua trong sudt liéu trinh diéu tri.
Kh# niing sinh san

Trong cée nghién ciru phi 1am sang, docetaxel ¢6 tac dung gay doc gen va co thc lam thay
d6i kha nang sinh san cua nam gidi. Vi vay, nhiing nguoi dan 6ng ddng didu tri bang
docetaxel nén duoc khuyén céo khong nén cé con tlong sudt qua trinh diéu trj va 6 thang
sau khi két thiic liéu trinh. Can tim céc bién phép bao ton tinh triing trude khi diéu tri.

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

Chua cé nglm,n ctiu ndo vé anh hudng cia thudc 1&n kha ning lai xe, van hanh mdy moc.
Lugng cdn trong thube nay cé the lam giam khé nang l4i xe hodc st dung may moc. Do do,
bénh nhan nén dmp't. canh bao vé tic dong tiém tang cta luong cdn va tac dung khong
mong mudn cta thube ndy dm vol kha niing lai xe hodc sit dung may méc. Khﬁng nén lai
xe hoiic st dung may mée néu bénh nhan giip céc tac dung khéng mong mubn nay trong
qua trinh diéu tri.

9. TUONG TAC, TUONG KY CUA THUOC
Luong con trong thube nay co thé lam thay ddi tdc dung cuia cdc thue khéc.

Cic ngh1011 ey in vifro di chi ra ring c6 thé bj thay doi sy chuyén hoa ctia docetaxel khi
sit dung ddng thai céc thube gay cam tUmg, Gc ché hofic duge chuyén héa béi cytochrom
P450-3A (va vi vdy c6 thé trc ché canh tranh enzym nay) nhu cwlospoun, ketoconazol va
erythmmycm Thén trong khi st dung thube nay cho bénh nhén dang didu trj docetaxel do
¢6 kha niing xdy ra tuong tic dang ké.

Khi két hgp v6i céc chit | trc ché CYP3A4, su xuat hién ctia céc tac dung khong mong mubn
khi ding docetaxel ¢6 thé tang Ién, do gizm chuyén héa. Néu bit bude phai ding ddng thoi
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voi cac chat trc che CYP3A4 manh (vi dy: ketoconazol, itra a?qh,r iclarithron y‘un
indinavir, nefazodon, nelfinavir, ulonawr saquinavir, telithrom va voriconazol), thi
cén phai gidm sét lam sang chiit ché vé viée dicu chinh liéu doceta el l\hﬂdh\ hgp' ﬂIOllj,TSLlOl
qué trinh diéu tri v6i chét e ché CYP3A4 manh. Trong mdt nghién &tu duge déng hoc vai
7 bénh nhén, wec ding dong thoi docetaxel voi ketoconazol ire ché%iﬂ’SA‘# Mmanh dan
dén giam dang ké d¢ thanh thai docetaxel, khodng 49%.

Duoc dong hoc cta docetaxel khi ¢6 prednison da duge nghién ciru & nhitmg bénh nhén bj
ung thu tuyén tién ligt di can. Docetaxel duge chuyén héa boi CYP3A4 va prednison va
cam tmg CYP3A4. Chua ghi nhin duge anh hudng c6 y nghia théng ké ctia prednison 1én
duoe dong hoc cta docetaxel.

Docetaxel lién két véi protein cao (>95%) Mic du tuong tac in vivo cia docetaxel trong
viée str dung dong thai docetaxel véi cac thude khdc chua duoc nghién cttu chinh thie,
nhung twong tac in vifro véi céc téc nhin lién két manh véi protein nhu erythromycin,
diphenhydramin, propranolol, pmpafenon phenytom salicylat, sulfamethoxazol va natri
valproate khong anh huong dén sy gan két cia protein véi docetaxel. Ngodi ra,
dexamethason khong anh huémng dén lién két véi protein ciia docetaxel. Docetaxel khéng
anh hudng dén sy gan két cua digitoxin.

Duge déng hoc clia docetaxel, doxorubicin va cyclﬂphosphamlde khong bi anh hudng khi
st dung dong thoi. Dit liéu bdo cdo han ché cho thdy su tuong tac gitra docetaxel va
carboplatin, Khi két hop véi docetaxel, d§ thanh thai ctia carboplatin cao hon khoang 50%
so véi don tri liéu carboplatin.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Quy wde sau day da duge st dung dé phan loai tin suit: R4t phd bién >1/10, phd bién =1/
100 va <1/10, khéng phé bién >1/1000 va <1/100, hiém gip >1/10.000 va <1/1000, rét
hiém <1/10.000.

Trong mdi nhém tén s6, céc tie dung khong mong mudn duge trinh bay theo thir tir mire do
nghiém trong giam dan.

Céac phan {mg khong mong muén thuong duge bao cédo cia docetaxel don thuin la: giam
bach ciu trung tinh (c6 thé hdi phuc va khong tich Iy, thﬂn gian trung binh dén la 7 ngay
va thoi gian nung binh cua glam bach cau ning (<500 té bao/mm3) 1a 7 ngay), thiéu mau,
rung tée, bubn ndn, nén mia, vlem miéng, tiéu chay va suy nhuge. Mire d§ nghiém tron

clia cée tdc dyng khong mong mudn ciia docetaxel ¢6 thé tang 1&n khi ding docetaxel két
hgp véi cac tac nhén hoa tri khac.

Két hop véi trastuzumab, cdc tac dung khéng mong muén (tht ca céc loai) duge ghi nhan >
10%. Co su gia tang ty 1¢ céc tac dung khong mong mudn SAE (40% so voi 31%) va AE
cip 4 (34% s0 vGi 23%) khi sir dung két hop trastuzumab so v6i don tri véi docetaxel.

Ket hop véi capecitabin, céc téc dung khong mong mudn (>5%) & bénh nhan ung thu va da
thét bai diéu tri anthracyclin.

Docetaxel két hgp véi lidu phap loai bé androgen (ADT) va vo6i prednison hodc
prednisolon (nghlen clru STAMPEDE) cac tac dung khéng mong mubn xay ra trong 6 chu
ky diéu trj v&i docetaxel va co ty 1€ mac bénh cao hon it nhét 2% & nhom diéu tri docetaxel
s0 v6i nhém dbi chimg, duge trinh bay, st dung Thang diém CTCAE.

Cée the dung khong mong mubn sau day thudmg duoc ghi nhéin v4i docetaxel:

Réi loan hé mién dich
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Céc phan (g qua méin thm}ng xdy ra trong vong vai phut sau khi bat q!ﬁu tru g/é‘n d(lmf:l]axél
va thuomg & muc d§ nhe dén trung binh. Céc tridu chiing thuong gé};g 1‘:Hl& un"g', p}z('zt
ban kém theo ngua, tie ngue, dau ltmj,, khé the va sét hodc én lanh. Cac trtéu g,hung, nang

bao gbm ha huyét 4p va/hodic co thit phé quan hoic phét ban/ban do toan théan.
Rbi loan hé than kinh

Cén g L,lam liéu khi ¢6 su phat trién cua nhiem ddc than kinh ngoai bién nang Céc biéu hién
fr nhc dén Vll‘ﬂ duge dic trung boi di cam, r6i loan cam gide hodic dau bao gbm ca bong rat.
DAu hiéu tdn thuong than kinh van déng duoe dic tr ung boi s mét moi.

Rbi loan da va mé dudi da

D ghi nhén céc phan (ng da c6 thé phuc 1101 va thuong duge coi 1a 11hc dén vira. Céc phdll
rng nay duge dac trung boi phét ban bao gom phat ban khu tri cha yéu & ban chén va ban
tay (bao Eom ca hoi chimg tay-chdn-miéng ndng), trén cénh tay, mat hode ngurce, va ‘rh:r(mg,
di kém voi ngta. Cac dot phat ban thuong xay ra trong vong mot tuan sau khi truyén
docetaxel. ft gip cac triéu chimg phét ban nang sau do bong vay dan dén gian doan hoéc
ngimg diéu tri docetaxel. R6i loan moéng niing duge dic trung boi giam holic ting sic t6 va
doi khi giy dau va bong méng.

Ciic r6i logn toan thin va tinh trang tai noi diung thube

Phén (g tai vi tri tiém truyén thuomg nhe, bao gdm tang sic td, viém, dé hodc khé da,
viém tinh mach hodc thoat mach va sung phéng {inh mach.

U dich bao gém phu ngoai bién va it géip hon tran dich mang phéi, tran dich mang tim, cd
trudng va tang can. Phi ngoai bién thuong bét déu & chi dudi va cé thé xay ra & céc phén
l(hac clia co thé véi cin ning ting cin tir 3kg trd 1én. U dich da duoc tich lily theo ty I
miic va trer nang.

Biang 2: Danh siach cac tic dung khén mudn khi don tri ung thw vi ddi voi

docetaxel 100 mg/m2

Phén ing khong Phin iing khong
mong mudn pho mong mudn Ikhing
bién pho bién

Phén vng khong mong

SR g muén rit phi bién

Nhiém khuén (G3/4:
Nhi&m khuén va 5,7%; bao gbm nhiém
nhiém ky sinh tring |khuan huyét va viém
phdi, tir vong & 1,7%)

Nhiém khuént lién
quan dén giam bach
cau G4 (G3/4: 4,6%)

Gidm bach céu trung
tinh (G4: 76,4%);
Thiéu méau (G3/4:
8,9%); Giam bach ciu
b sbt.

Giam tiéu ciu (G4:
0.2%)

R6i loan miu va h¢
bach huyét

Réi loan hé théng

mién dich Qué man (G3/4: 5,3%)

Réi loan chuyén héa

va dinh dudng Chéin &n

Bénh ly réi loan than
Réi loan hé than kinh cam gidc ngoai
kinh bién (G3: 4,1%);
Bénh thin kinh van
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dong ngoai bién (G3/4: Q;\ > il
4%); Loan vi gidc \ \\H' O CHl ‘mf_'.l’ /
(né'mg: 0’07%) \_‘-. . - . ::./.;
: Loan nhip tim (G3/4: G O
Roi loan tim 0.7%) Suy tim
A x A
R&i loan mach mau Huyf : £ P thf‘ ps ]éngﬂ
huyét ap; Bang huyét
Réi loan hé hap,
16ng nguc va trung  |Kho tha (ndng: 2,7%)
thét
viem migng (G34: | 149 /S‘?’,’agtfgﬁ;
5,3%); Tiéu chay (G3/4: |, =" "5 Viem thye quan

(nding: 1%); Xuét
huyét dudmg tiéu hda
(nang:0.3%)

Rollogntiluble  |ien Budn ndn (G3/4:
4%); Non (G3/4: 3%)

(néng: 0,4%)

- + » |Rung toc; Phan (g da
Roi loan da vamb |41, 5 996): Réi loan
dudi da . A

mong (nang: 2,6%)

Réi loan co xuong

va mb lién két Dau co (néng: 1,4%) DPau khdép

Phan (g tai chd
tiém truyén; Pau
nguc khéng do tim
(nang: 0,4%).

Tang bilirubin mau
d6 G3/4(< 5%); Tang
phosphat kiém mau
Xét nghiém dd 3/4(< 4%); Tang
AST G3/4 (< 3%);
Tang ALT G3/4 (<
2%)

Céc r6i loan toan U dich (ning: 6,5%);
than va tinh trang tai |Suy nhugc (nang:
noi ding 11,2%); DBau

Mb té ede tde dung khdng mongm uon khi don tri ung thir vii doi véi docetaxel 100 mg/m2

Rai loan mdu va hé bach huyét

Hiém: cac dot chay mau lién quan dén giam tidu cAu do 3/4.
Réi loan hé thén kinh

Di¥ lidu vé kha ning hoi phue ¢o sau trong s0 35,3% bénh nhan phat trién nhiém ddc than
kinh sau khi don trj docetaxel & li¢u 100 mg/m2. Céc triéu chimg tu phuc hdi mot cach tu
nhién trong vong 3 thang,

Réi loan da va mé dudi da

Rit hiém: mot tru-cmg hop rung tée khéng hdi phyc vao cudi nghién ciru. 73% céc phan trng
trén da 6 thé hoi phuc trong vong 21 ngay.

Cdc réi loan toan than va tinh trang tai noi diing thube

Lidu tich liy trung binh cho dén khi ngimg dleu tri 1a hon 1.000 mg/m2 va thdi gian trung
binh dé phuc héi tinh trang & dich 14 16,4 tudn (khoang 0 dén 42 tudn). Khoi phat cia tinh
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trang 1 dich tir vira dén nang (liéu tich liy trung binh: 818,9 mg/m2) va lll;\.gimg bi "Hlﬁ'ﬁll lai Fr

& X
g N

& bénh nhén duge didu tri dy phong trude dé (lidu tich liy trung binh: 4§ 7 hﬂﬁz‘rﬂb} tuy
nhién, chi gap & mét s6 bénh nhén trong chu ky diéu tri ddu tién.

Bang 3 Danh séch cde tac dung khong mong mudn trong don tri ung thu nllm klmng
phii té bao nhé véi docetaxel 7Smg/m2.

Phén 16p co quan

Tic dung khong mong
. A A g s K
muon rat pho bien

Téac dyng khéng mong mubn
pho bién

Nhiém khuan va nhiém ky
sinh trung

Nhiém khuén (G3/4: 5%)

R6i loan mau va h¢ bach
huyét

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

Giam tiéu cAu (G4: 1,7%)

Giam bach cau do sot

R&i loan hé théng mién dich

Qué mén (khdng nghiém
trong)

R6i loan chuyén hoa va dinh
dudmg

Chan an

R6i loan hé than kinh

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

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

R6i loan nhip tim (khéng

A .
R6i loan tim nghiém trong)
Réi loan mach méu Huyét 4p thip
Budn nén (G3/4: 3,3%);
, B ~iB . [VAW
Réi logn tiéu hoa Vibmaitng (Q/6: LOBE  oesnsi

Nén (G3/4: 0,8%);
Tiéu chay (G3/4: 1,7%)

R&i loan da va mé duéi da

Rung tée; Phan Gmg da
(G3/4: 0,8%)

R&i loan méng (0,8% nghidm
trong)

A " A
Roi loan co xuong va md
lién két

Pau co

Céc ri loan toan than va tinh|;>

trang tai noi diing

Suy nhuoc (12,4% nédng);
U dich (0.8% ning);
Pau

Xét nghiém

Bilirubin mau ting G3/4

(<2%)

Béng 4: Danh sdch cic tic dung khnng mong mudn trong nlml hop docetaxel
75mg/m2 véi doxorubicin trong didu tri ung thw vii

Phén lop co quan

Phan ing khong

Phén iing khon;
mong mudn rat phé mong mudn pho

Phin itng
khong mong
mubn khéng

A K
. piey pllé bién
Nhiém khudn va nhiém ky  [Nhi&m khuén (G3 /
sinh triing 4:7.8%)
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R&i loan méu va hé bach Giam bach ciu trung r.l.': Al DIEN \| A
huyét tinh (G4: 91,7%); e Y,
R&i Toan hé thé . s Qua min cam \ s i 4
o1 logn hé thong mién dich (G3/4: 1.2 %) ,
R&i loan chuyén héa va dinh -
dudng Chan én
‘ Bénh than kinh cam  [Bénh Iy thin kinh
Rdi loan hé than kinh gidc ngoai bién (G3: |vén dong ngoai bién
0.4%) (G3/4:0,4%) L
Suy tim:
A . R&i loan nhip tim
Roi loan t e
G (khéng nghiém
trong)
R&i loan mach méu Huyét ap thip
Budn non (G3/4:
5%); Viém miéng
&5 e (G3/4: 7,8%); Tiéu
R6i loan tiéu hoa chay (G3/4: 6,2%);
Non (G3/4: 5%); Téo
bdn
Rung toc; R&i loan
Ly R O B e mong (nang 0,4%);
Roi loan da va mo dudi da Phan tmg da (khéng
nghiém trong)
Roi loan co xuong va md Myalei
lién két S
Suy nhuge (ning
£ 8,1%); g ¥ —
Céc 161 logn toan than va tinh| . : Phan (g tai cho
trang tai noi din Qi s (],2% tiém truyén
* & nghiém trong): Y
Pau don
G3/4 Bilirubin mau gr
ting (< 2.5%); G3/4|03/4 AST ting
. - 3 (<1 %); G3/4
Xét nghiém Phosphatase kiém
; ek ALT tang (<
rong mau ting (< 1%)
2.5%) .

Bing S: Danh sdch cdc tic dung khéng mong mudn trong p__lm hop docetaxel 75
mg/m2 véi cisplatin trong diéu tri ung thuw ﬂh{)l khéong phai t€ bao nhé.

Phén lép co quan

mudn rit phd bién

Phin irng khéng mong

Phiin trng khin
mong mudn phg
bién

Phin trng khdng
mong muon
khéng pho bién

Nhidm khuan va nhiém ky
sinh tring

[Nhiém khuén (G3/4:

5.7%)

R6i logn médu va hé bach
huyet

Giam bach cdu trung
tinh (G4: 51,5%):

Giam bach cau do
sot

Trang 15




https://trungtamthuoc.com/

*“Q.\

\H\H
nni uli N

fl

'/

,:l.-.

PHONGY, Y

Thiéu mau (G3/4: \\i}f ral
6.9%); \ G ) G i
Giam tiéu cau (G4: \\
0,5%)
R&i loan hé théng mién dich |Qua mén (G3/4: 2,5%) o
(Illm loan chuyén hoa va dinh Chén &n
udng
Bénh than kinh cam
i giac ngoai bién (G3:
R&i loan hé thén kinh 3,7%); Bénh thin kinh
van dong ngoai bién
(G3/4: 2%)
£ . Roi loan nhip tim |, .
Roi loan tim (G3/d: 0,7%) Suy tim
i 3 Ha huyét ap
R6i loan mach mau (G3/4: 0.7%)
Budn nén (G3/4: 9,6%):
Z T Noén (G3/4: 7,6%);
ROi loan tiéu hoa Tieu chdy (G3/4: 6,4%); Téo bon
Viém miéng (G3/4: 2%)
Rung tdc;
) Réi loan mong (ning:
Roi loan da va mo dudi da  [0,7%);
Phan (g da (G3/4:
110.2%)
Réi loan co xwong va md Baireo g 0.5%)
lién két v
Céc rbi loan toan thin va Su;; Ehupge (rgng; Phan ting tai chd
tinh trang tai noi diung A %); U;d;ch (ndng: tiém truyén; Pau
' 0,7%); Sot (G3/4: 1,2%) ’
A AST tang G3/4
Bilirubin mau (0.5%):

Xét nghiém

tang G3/4 (2,1%);
ALT ting G3/4
(1.3%)

Phosphatase kiém
trong mau tang
G3/4 (0,3%)

Biing 6: Danh sidch edie tic dung khing mung mudn trong nhm hop docetaxel 100
me/m2 Lét hop vdi trastuzumab trong diéu tri ung thw vii.

Phin lop co quan

Phﬁn mlg khong mong
mudn rit p]m bién

Phén timg khéng mong
mubn pho bién

R6i loan méu va hé bach
huyét

Giam bach ciu trung tinh
(G3/4: 32%); Giam bach clu
do 5ot (bao gém gidm bach
cAu lién quan dén sbt va sir
dung khéng sinh) hodc nhiém
khuén huyét piam bach céu
trung tinh
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R6i loan

Di cam; Pau ddu; Ching kho
tiéu; Giam mé

/o \

Lo i p \ / Vit HHE \ \'\
R’m 10@11 chuyén hoéa va Chén &n /1 pat DIEN \f= )
dinh dudmg b Al J i
R&i loan hé thin kinh Mt ngii \\‘ \T 0 iy

A b3
R6i loan mat

Chéy nudc mét tang lén;
Viém két mac

Réi loan tim Suy tim
R&i loan mach mau Phui bach huyét
R&i loan mau va hé bach Chfi B cam;.D.‘au’h@ng;(
P Viém miii hong; Chirmg kho
huyet .
tho;
Budn nén; Bénh tiéu chay;
R&i loan hé théng midn  [Nén mita; T4o bén; Viém
dich miéng; Rdi loan tiéu héa: Pau
bung
R6i loan da va mé duuwdi  [Rung toc; Ban dé; Phat ban;
da R6i loan moéng tay
Réi loanco xuong vamé  |Pau co; DPau khép; Dau & ti
lién két chi; Dau xuong; Dau lung
Suy nhuoe co thé; Phu ngoai
_—ra < oo |vi; Pyrexia; Mét moi; Viém
Cac roi loan toan than va i el T
niém mac: dau; mét moi Hén mé

i -ang tai noi din : : ;
tinh trang tai noi diing gléng cum; Pau nguc; On

lanh
Téng cén

Xét nghiém

Mo ti cdc tdc dung !dmng mong muan trong phéi hop docetaxel 100 mg/m2 két hop véi
trastuzumab trong diéu t [ ung thi vii.

Roi loan mdu va hé bach huyét

Rét phd bién: Doc tinh trén huyét hoc ting 1én & bénh nhén diing trastuzumab va docetaxel,
s0 v&i bénh nhan don trj véi docetaxel (32% gidm bach ciu mite 3/4 so v6i 22%, st dung
tiéu chi NCI- CTC) Dir li¢u nay c6 gia tri thip vi docetaxel don tri IlB‘I.l 100 mg/m2 lam
giam giam bach cau trung tinh & 97% bénh nhan, 76% db 4, $0 vGi sb Tuong té bad mau
thdp nhét. Ty 1¢ sbt giam bach caufnhlcm khuin gidm bach ciu ting & nhiing bénh nhén
dugm didu tri bing Herceptin két hgp véi docetaxel (23% so véi 17% bénh nhéan don tri
bing docetaxel).

Réi loan tim

Da ghi nhédn truong hop suy tim ¢d tri¢u chimg duge bdo cédo & 2,2% bénh nhén ding
docetaxel két hop véi trastuzumab so véi 0% bénh nhén don tri docetaxel. Trong nhém
bénh nhén sir d1,mb két hc;rp docetaxel v6i trastuzumab, 64% dé duge didu tri bd tro bing
anthracyclin trude do so véi 55% ¢ nhém bénh nhin don tri docetaxel.

Bing 7: Danh sich tic dung khéng mong mubn trong phdi h
két hop véi capecitabin trong diéu tri ung thw vi.

Phiin 16p co quan Phiin ing khéng mong  |Phén éng khéng mong muén
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A A A 3 1k
muon rat pho bién

phd bién (::',‘,'( DAT DTER ;

Nhiém khuén va nhiém ky
sinh tring

Nhiém ném Chnc
(G3/4: <1%) "\

: i -
daamiéngnn/ f

A
ol

R&i loan mau va hé bach
huyét

Giam bach cau trung tinh
(G3/4: 63%); Thiéu mau
(G3/4: 10%)

Giam tiéu ciu (G3/4: 3%)

R&i loan chuyén hoa va
dinh dudéng

Chan an (G3/4: 1%); Giam
sur thém an

Mat nuée (G3/4: 2%);

R&i 1oan hé thin kinh

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

Chong mat;
Nhire dau (G3/4: <1%);
Bénh théan kinh ngoai bién

RO loan mat

Tang tiét nuGe mit

Réi loan hé hép, 16ng nguc
va trung that

Dau hong- thanh quan
(G3/4: 2%)

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

R [y
Ra&i loan tiéu hoa

Viém miéng (G3/4: 18%);
Tiéu chay (G3/4: 14%);
Budn non (G3/4: 6%);
Non (G3/4: 4%); Tao bon
(G3/4: 1%); Pau bung
(G3/4: 2%); Khé tiéu

Bau bung trén;
Khé miéng

R&i loan da va mé dudi da

Hoi chitng tay chan miéng
(G3/4: 24%); Rung téc
(G3/4: 6%); R6i loan mong
(G3/4: 2%)

Viém da;

Ban do (G3/4: <1%); Bbi mau
mong tay;

Bong méng (G3/4: 1%)

R&i loanco xuong va mod
lién két

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

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

Céc rdi loan todn thian va
tinh trang tai noi ding

Suy nhuge (G3/4: 3%);

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

Hon mé;
dau

Xét nghiém

Giam céin;
(G3/4 tang bilirubin trong mau
(9%)

Bang 8: Danh sdch cic phéin ing ¢6 hai trong ung thw luxén tién liét khing ciit tinh

—g—z—
hoan di ciin doi voi docetaxel 75 mg/m2 két hop véi prednison hoic prednisolon.

Phin lop co quan

Phén wng khong mong
mudn rit phé bién

Phan l'rng khong mong
mubn pho bién

Nhiém khuan va nhiém ky
sinh triing

Nhi&m khuin (G3/4: 3,3%)

R&i loan mau va hé bach
A
huyet

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

Giam tiéu cau (G3/4: 0,6%);
Giam bach cau trung tinh ¢6
sot

R&i loan hé théng mién
dich

Qué man (G3/4: 0,6%)
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P

Ri loan hé thin kinh

ngoai bién (G3/4: 1,2%);
R6i loan vi giac (G3/4:

Bénh Iy than kinh vén dong
ngoai bién (G3/4: 0%)

/. ,"'.u'.f- N PHUONG {'\..".

' (P = ; ¥
Rbi loan chuyén hoa va - 5 {!.‘;,- DAl DIEN Vi
. . g - Ll
dinh duting Chan an (G3/4: 0,6%) L Tl 0y
Bénh Iy thin kinh cam gide L W e P |

R&i loan tiéu héa

0%)
Réi loan mét 55611 /%)tiét nuée mit (G3/4:
Réi loan tim (S ggﬂg‘la[z]n;?/ls)uc nang thit trai
R Lo i i, g g K ho (450696 .
G3/4: 0%
Budn nén (G3/4: ( .

2.4%);Tiéu chay (G3/4:
1.2%); Viém miéng/Viém
hong (G3/4: 0.9%); Non
(G3/4: 1.2%)

Réi loan da va mé dudi da

(khong nghiém trong)

Ruyng téc; Réi loan méng

Phat ban troc da (G3/4:
0.3%)

R&i loan cor Xuong va
xuong lién két

Dau khép (G3/4: 0,3%);
Dau co (G3/4: 0,3%)

Céc rbi loan toan than va
tinh trang tai noi ding

Mét méi (G3/4: 3,9%);
Gilt nude (nghiém trong:
0,6%)

Bing 9: Tac dung khéng mong muén khi nhf)i hop Docetaxel 75 mg/m2 két hop voi
thuw tuyén tien liét nhay cim

prednisone hoic prednisolone va ADT trong diéu tri ung

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

(Phin 16p co quan

Phan img khéng mong
mudn rit phd bién

Phan g khong mong
mubn phé bién

Rbi loan mau va hé bach
huyét

Giam bach ciu trung tinh
(G3-4: 12%);Thiéu méu,
Giam bach ciu do sbt (G3-4:
15%)

R6i loan hé thing mién dich

Quéd mén (G3-4: 1%)

R&i loan noi tidt

Bénh tidu duong (G3-4: 1%)

dudng

R6i loan chuyén héa va dinh

Chén &n

R&i loan tAm thén

Mit ngi (G3: 1%)

Réi loan hé than kinh

Bénh ly thin kinh cam gidc
ngoai bién (=G3: 2%) a
Dau dau

Chéng mit

R&i loan mét

Nhin md

R&i loan tim

Huyét &p thip (G3: 0%)

Réi loan ho hdp, 16ng ngue

Kho6 thér (G3: 1%); Ho (G3:

Viém hong (G3: 0%)
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va trung thét 0%); Nhiém tring duong ho JT!‘[‘, DAl DIEN \} -
hap trén (G3: 1%) e B TR
Tiéu chay (G3: 3%); Viém T g o
. miéng (G3: 0%); Tao bon e o
R&i loan tiéu hoa (G3: 0%); Buon non (G3: Non (G3: 1%)
1%); R6i loan tiéu hoa; Dau
bung (G3: 0%); Day hoi
Rung toc (G3: 3%) a Phét ban

R&i loan da va md dudi da

Co xuong va roi loan mo lién

Két Pau co

Hon mé (G3-4: 2%); Céc S6t (G3: 1%); Bénh nam

. . i 3 A « Y024 %, 5 2 i A

trang tai noi dung thude B(;B % A'} Suy nhwoe (G3: (G3-4: 1%): Tia kali méu (G3:
0); Gifr nude 0%)

Bing 10: tic dung khéng mong mudn khi sir dung Docetaxel két hop véi doxorubicin
va_cyelophosphamide trong li€u phip di¢u_tri b6 tro cho bénh nhin ung thw vii ¢6

hach/ khong ¢6 hach- dit liéu tong hop

Phin img khong  |Phin img khong  |Phin tng khong |
Phén 16p co quan mong mubn rit phé |mong mudn pho mong muon
- bién bién khéng phd bién
Nhiém khuén (G3 / 4:
' 2 oo AV
Nhiém khuén va nhiém Nk kisiiki do giain

e i g bach céu trung tinh.
(G3 / 4: 2,6%) e
Thiéu méau (G3/4: 3

%);

Giam bach céu trung
Réi loan mau va hé bach [tinh (G3/4: 59.2%);

huyét Giam tiéu ciu (G3/4:

1.6%);

Giam bach ciu do st

(G3/4:NA)
R&i logan hé théng mién Qué mén
dieh (G3/4:0.6%)

Réi loan chuyén hoa va |Chan an (G3/4: 1,5%)
dinh dudng
Ri loan hé than kinh Loan vj giac (G§f4: 0, |Bénh ly than kinh  [Ngat (G3/4: 0%);

6%); Bénh ly than van dong ngoai bién [Ddc tinh thén kinh

kinh cam giac ngoai  |(G3/4: 0%); (G3/4: 0%) Trang
bién (G3/4: <0,1%) thai mo mang
__ (G3/4: 0%)
R6i loan mét Viém két mac (G3/4: |Tang tiét nudce mit
<0,1%) (G3/4;0,1%)
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Réi loan tim

Réi loan nh_i.p tim
(G3/4: 0. 2%);

v I‘U:?‘N—‘—"}—

(

R&i loan mach méau

"[Béc hoa (G3/4:0.5%)

Han huyét ap (G
0%); Viém tinh
|mach (G3/4:0%)

™ _J- o)
3 pyul Gl | r.m'lr J 13
35\‘-\{ Phu bach” hu

G344 0%)

R&i loan ho hap, lnng Ho (G3/4: 0%)

ngue va trung thit -

R&i loan tiéu hoa Budn non (G3/4: Dau byng (G3/4:
5,0%); Viém miéng  [0.4%)

(G3/4: 6,0%); Non
(G3/4: 4,2%); Tiéu
chay (G3/4: 3,4%);
Téo bén (G3/4: 0,5%)

Rm loan da va md dudi
da

Rung tée (kéo dai:
<3%); Rbi loan da
(G3/4: 0,6%); Réi loan
moéng (G3/4: 0,4%)

Ri loan co xuong va md
lién két

Dau co (G3/4: 0,7%);
Pau kh_érp (G3/4:0,2%)

Heé thong smh san v& rHi
loan vi

Vo kinh (G3/4: NA)

Cac rbi loan toélu than va
vi tri tai noi dimg thude

Xét nghiém

Suy nhuoce (G /4:
10,0%):S6t (G3/4:
NA); Phii ngoai vi
(G3/4: 0,2%)

Tang cin (G3/4:0%);
Sut cén (G3/4:0.2%)

MG ta cdc tdc dung khéng mong mudn khi sir dung Docetaxel két hop véi doxorubicin va
cyclophosphamid trong liéu phdp diéu tri b6 tre cho bénh nhan ung thir vii ¢6 hach/ khiéng

¢o hach

Bing 11: cde tic dung khéng mong mudn kh1 sir dy ng docetaxel 75 mg/m2 kit hop vii
cisplatin va S-fluorouracil trong ung thw bicu md tuxén da day.

Phan lép co quan

Pluin lmg l{hong mong mudn
rit phu bién

Phan ung l(hong mung
mudn phd bién

Nhiém khuén va nhiém ky

sinh tring

Nhi&m khuén do giam ])?;(_:j:l_(‘;éll
trung tinh; Nhiém khuén (G3/4:
11,7%)

Réi loan mau va hé bach
huyét

Thiéu méu (G3/4: 20.9%); Giam
bach céu trung tinh (G3/4:
83.2%); Giam tiu cau (G3/4:
8.8%); Giam bach cdu trung tinh
co sbt.

Réi loan hé lhéng mién
dich

Qua mén (G3/4:1.7%)

Réi loan chuyén hoa va
dinh duGng

Chén an (G3/4:11.7%)
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’Eﬁ'i loan hé than kinh Bf_':n_h I}'Tiha;m kinh cam gidc ngoai |Chong mﬁlbg .‘#:liﬁ,ﬁm;?:lg,-’ ] Y
bién (G3/4: 8,7%) Bénh ly tha nkinh vn dong /
- o ngoai bién (G3/4:.1,3%)-
R6i loan miit Tang tiét nude mit
o el U . (G3/4:0%) .
R&i logn tai va mé dao | Giam thinh lye (G3/4:0%)
Réi loan tim __ ~ |Loannhip (G3/4:1,0%)
R&i loan hé tiéu hda Tiéu chay (G3/4: 19,7%); Budn [Téo bén (G3/4:1.0%);
n6n (G3/4: 16%); Viém migng  |[Pau da day rudt (G3/4:
(G3/4: 23,7%); 1.0%); )
No6n (G3/4: 14,3%) Viém thuc quan/ nuot kho/
e i - nuét dau (G3/4: 0,7%) |
R4i loan da va mé dudi da[Rung téc (G3/4: 4.0%) Ngtta phat ban (G3/4: 0,7%);

Bién dbi méng (G3/4: 0,7%);
Bong troc da (G3/4: 0%).

Réi loan toan than va vitrl  |Hén mé (G3/4: 19,0%);

tai noi dung thube Sbt (G3/4: 2,3%);

U7 dich (nghiém trong / de doa
tinh mang: 1%)

Bing 12: danh sich cic tic dung khong mong mudn khi Docetaxel 75 mg / m2 két hop
voi cisplatin va 5-fluorouracil trong ung thw dau va cb ddi.

Hoa tri trude sau do la xa tri

Phin dng khong
Phiin I6p co quan  |mong mudn rit phd
bién

Phan dng khén Phin ing khéng

A o & A
mong muon pho bién jmong muon khéng
phd bién

Nhiém khudn va ky |Nhiém khufn (G3/4:

sinh triing 6.3%); Nhiém khuén
do giam bach cau
U lanh tinh, 4c tinh va Bau ung thu (G3/4:
khéng xéc dinh (bao 0.6%)
gOm u nang va budu
nho) i
Roi loan hé huyét hoe [Giam bach céu trung  Giam bach ciu trung
va bach huyét tinh (G3/4: 76.3%);  |tinh ¢6 st
Thicéu mau (G3/4:

9.2%); Giam tiéu cdu
(G3/4:5.2%)

Qua mi cam (khong
nghiém trong)

R&i loan hé mién dich

Réi loan chuyén hoa |Chén an (G3/4: 0.6%)
va dinh dudng

Réi loan hé thin kinh |Loan vi giée/ rdi logn |Chéng mit

khiru gidc; Bénh ly

thén kinh cam gidc
ngoai bién (G3/4:
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Réi l{]a';ll‘l. mél Téﬂg tiét nuoe mét, v H“I |H| ;l Ml /
_ viém két mac /
R&i loan tai va mé Giam thinh gidc . E /
dao
R&i loan tim Thiéu mau cuc bd co Loan nhip (G3/4;
B tim (G3/4:1.7%) 0.6%)
R&i loan mach Roi loan tinh mach
(G3/4: 0.6%)

R&i loan tiéu hoa Bubn nén (G3/4: Tdo bon;

0.6%); Viém miéng  |Viém thyc quan/nuédt

(G3/4: 4.0%); Tiéu  |khé/ nubt dau (G3/4:

chay (G3/4; 2.9%);
No6n (G3/4: 0.6%)

0.6%); Pau bung; Kho
tidu; Xufit huyét tiéu
héa (G3/4: 0.6%)

Réi loan da va mé
dudi da

Rung toc (G3/4:
10.9%)

Ngira phat ban; Kho
da;Troe da (G3/4:
0.6%)

Rm loan xuong va co
lién két

Dau co (G3/4: 0.6%)

R&i loan todn thﬁn-\;
vi tri tai noi ding
thudce

Ho mé (G3/4: 3.4%);
Sét (G3/4: 0.6%):
U dich; Phu

Xét nghi¢m

Téang can

Hoa tri triedc sau do la hda xa tri

Phin lép co quan

Phian rng khing

A A e
mong muon rat pho
bién

Phin irng khong
mong mudn pha bién

Phan wng khong

&
mong muon khong
pho bién

Nhifm khuén va ky
sinh tring

Nhi&m khuén (G3/4:

Nhiém khuén do giam
bach céu

U lanh tinh, éc tinh va
khong xéc dinh (bao
gom u nang va budu
nha)

Pau ung thu (G3/4:
1.2%)

Réi loan hé huyét hoc
va bach huyét

Giam bach cAu trung
tinh (G3/4: 83.5%);
Thiéu mau (G3/4:
12.4%); Gidm tiéu cAu
(G3/4: 4.0%);

Giam bach cutrung
tinh do sbt.

R0| logn h¢ mién dich

Qua man

Rol Ioan chuyen hoa

Chén an (G3/4:
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R&i loan hé than klnh Loan vi gidc/ 16i loan [Dizziness (G3/4; \\l \\I_i' HO CHE MINH A
khtu giac (G3/4: 2.0%); e :

0.4%); Bénh ly than  [Peripheral motor
kinh cam gidc ngoai  |ncuropathy (G3/4:
bién (G3/4: 1.2%) 0.4%)

R loan mﬁt - Tang tiét n{r('rc_ bot Viém két mac

Réi loan tai va mé Glam thm Iuc (G3r'4 - Bl

. A .| S - b _

R&i loan tim Loan nhip (G3/4: Thiéu mau co tim
e 2.0%) _ ]

Réi loan mach T T _ Bcnh Iy tim mach

Réiloan tiéuhéa  [Budn non (G3/4: Kho tiéu (G3/4: 0.8%);

13.9%); Viém mi¢ng |Pau da day -rudt
(G3/4: 20.7%); Non  |(G3/4: 1.2%); Xuét
(G3/4: 8.4%); Tiéu  |huyét tiéu héa (G3/4:
chay (G3/4: 6.8%);  0.4%)

Viém thyc quan/nuot

kho/ nuot dau (G3/4:

12.0%); Téo boén

(G3/4:04%) | N
Rbiloan davamé  |Rung toc (G3/4: Khé da;Troc vay
dudi da 4.0%); Ngira phat ban o -
R6i loan xuong va co DPau co (G3/4: 0.4%)

lignkét
R&i loan toan than va [Hon mé (G3/4: 4.0%);
vi trf tai noi diing Sot (G3/4: 3.6%); J

thude dich (G3/4: 1.2%);
 |Phu (G3/4: 1.2%) >
Xét nghiém_ o Sut cén | . =y Tang can

Cic bdio cdo sau khi lvu hanh:
U lémh tink, dc tinh va khéng xdc dinh (bao grfn-r u nang ve biwedu nha)

Khéi u dc tinh nguyén phat thir hai (tin sudt khéng duoe biét), bao g pJom cau lympho khong
Hodgkin da duoc ghi nhin ¢6 lién quan khi sir dung docetaxe] két hqp véi cac phuong
phép diéu trj chéng ung thu khéc. Bcnh Ung thu bach cdu dong tiy cép va hoi ching loan
san tuy da duoc ghi nhan (tin suft khong phd bién) trong cac nghién ctru ldm sang quan
trong vé ung thu vii véi phac db TAC.

Réi loan hé !ng;er hoe va bach hzryer

Suy tity va cdc phan (g khéng mong mudn vé& huyét hoc khac da duge béo cdo. Dong mau
rai rdc ndi mach (DIC), thudng di kém véi nhiém khudn huyét hoge suy da co quan da
duge ghi nhan

Ré6i loan hé mién dich

Mot s6 trudng hr;rp séc phan vé déi khi g.ly tr vong da dugce bao cdo. Cac phan ing qua

man (chua bict thn suit) di duoc bdo cdo véi docetaxel & nhiing bénh nhan da timg ¢6 phan
ing qué min vai paclitaxel.
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v&i docetaxel. Nhimg phan tmg nay déi khi xay ra trong khi truycn thude 1 p 1l CHi Wi/ /

. _,/’ _';,/-;

R4t hiém trudmg hop rm logn thj gidc thodng qua (nhép nhdy, énh sang loa suy glam thi

luc) thucng gép khi truyen thude cling véi cde phan (mg qua man khéc. Trigu chimg nay s€

phuc hoi khi ngimg Ir uyen Hiém giip céc truomg hop chay nude mét co hay khong c6 viém

két mac nhw téc tuyén 1¢ dAn dén réch. Ghi nhéan céc tr udmg hop phil hoang diém dang nang
(CMO) & bénh nhén duge diéu trj bing docetaxel.

Réi logn tai v mé dao

Ra}' loan hé rhcfn kinh

Roi loan mit

Hiém gap cdc truomg hop doc tinh tai, giam thinh gidc va / hodc mét thinh gidc da duoc bio
cdo.

Réi logn tim

Hiém trudng hop nhdi mau co tim hiém giip duoe ghi nhan.

Réi loan nhip thét bao gdbm nhip nhanh thét (khong 15 tin sudt), doi khi gdy tir vong, da
du'c,)'c ghi nhdn & nhimg bénh nhén duoce diéu tri bang docetaxel theo phéc db phdi hgp bao
gdm doxorubicin, 5-fluorouracil va/hoiic cyclophosphamid.

R&i loan mach mdu
Hiém gip cic bién cé huyét khéi tinh mach.
Ré7 loan hé hdp, long ngue va trung thdt

Hoi chimg suy ho hap cap va céc tnmng hop viém phai k& /viém phdi, bénh phbi k&, xo
phm va suy ho hép dan dén tir vong hiém khi duge béo céo. Hiém g gap cdc truong hop viém
phdi do biic xa & nhitng bénh nhan duge xa tri dong thoi.

Roi loan tiéu hoa

Hiém gip ctia viém rudt, bao gbm viém dai tring, viém dai tlang do thiéu mau cuc bd va
viém ruft do giam bach céu trung tinh, da dugc ghi nhan véi hiu qua ¢ thé gdy tir vong
(tAn sut khéng duoc biét).

Hiém gip céc trudng hop mét nude do céc bién ¢ dudng ticu héa bao gbm viém rudt va
thing dudmng tiéu hoa.

Hiém gap cdc truong hop ligt rudt va tic rudt.

R6i logn gan mdt

Rét hiém trudmg hop viém gan, d6i khi tir vong chit yéu & nhiing bénh nhén ¢6 cac bénh Iy
gan (U trude.

R6i loan da v mé dudi da

Hiém gip céc trudmg hop lupus ban do da va phét ban dang bongnudc nhu hdng ban da
dang, Hoi chu‘ng Stevens-Johnson (8JS), Nhiém déc hoai tir biéu bi (TEN) va Bénh mun
mii toan thén cip tinh (AGEP) khi diéu trj véi docetaxel. Khl diéu tri véi docetaxel di ghi
nhén duge céc truomg hop thay déi dang xo ciing bi xuat hién tnmrc khi phii mach bach
huyét ngoai vi. Pa ghi nhn truémg hop rung tée vinh vién (tan sudt khéng dugce biét).

Réi loan thén va tiét niéu
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Réi loan toan than va vi tri tai noi ding thuée *
Hién tugng viém cap do héa tri sau xa tri hiém khi duoc bao cdo.

Thoat mach tai vi trf trude do sau khi dimg docetaxel & vi tri khac di duge ghi nhén & tan
sudat khong duoc bict.

U dich khong kém theo cac dot thidu niéu cip hodic ha huyét ap. Mét nuée va phu ngoai
bién da duge ghi nhan hiém gép.

R6i logn chuyén héa va dinh dutng

Céc tr Lrimg hop mit cin lmng dién glal da duqc ghl nhén, D& ghi nhén cac trudng hep ha
natri mau, thudng di kém mat nude, ndbn mira va viém phm

Pa ghi nhén trudng hop ha kali méu, ha magie mau va ha canxi méau, thudmg lién quan dén
roi loan tiéu héa va dac biét 1a véi tiéu chay. Da ghi nhan hdi ching ly giai khéi u c6 kha
ning gdy tir vong vai tin sudt khong duge biét.

Réi logn co xwong
Viém co di duoe ghi nhan khi sir dung véi docetaxel (tin sudt khong duge biét).

Théng bdo cho bdc st nhitng tde dung khong mong muén gép phai khi sie dung thudc.
11. QUA LIEU VA CACH XU TRi
Di ¢6 vili béo cdo vé vige qua liéu. Chua c6 thube giai doe cho qué liéu docetaxel. Trong
truang hop qua licu, can gift bénh nhéan trong mot don vi chuyén khoa va theo doi chit ché
cde chire nang sinh ton.

Trong trudng hqp qua heu cO tan;, cac tdc dung khong mong muon. Nhung bién chung
chinh cuia qua liéu c6 the 1 trc ché tiy xuong, doc tinh trén thin kmh ngoai bién va viém
niém mac. Bénh nhén can duge diéu tri vi G-CSF cing som cang t6t sau khi phat hién cac
triéu chimg qué lidu. Néu cin thiét phai sir dung thém cdc bién phap diéu trj triéu chimg
thich hop khéc.

12. PAC TINH DUQC LUYC HQC
Nhém duoe 1y: Thude chong ung thu
Mi ATC: L0I1CD02

Co ché tic dung

Docetaxel la tac nhin chng ung thu hoat dong biing Iang cudng sy g gin két tubulin vao cac
ng vi quan 011 dinh va tic ché s tich roi ciia chiing dan dén giam déng ké luong tubulin tur
do. Sy giin két cia docetaxel vao vi quan khong 1am thay dbi s6 lugng tiédn to.

Docetaxel phd v& mang vi dng trong té bao, mang vi éng nay can thiét cho sy gidn phan va
ky trung gian phén bao.

Tdc dung dwoc lue hoc

Docetaxel c6 dr.)c tinh t& bao v6i nhidu dong té bao u butu ¢ ngudi va chudt va Lé kha néng
chéng lai céc khdi u & ngudi méi vira cit bo. Trong té bao, Docetaxel dat duge ndng do ndi
bao cao vdi thoi gian khéng t€ bao dai. Ngodi ra, docetaxel hoat héa mét vai chiru khong
phai toan bd céac d(mg, té bao khi biéu hién thai qua p-glycoprotein dugc mé hoa bai cac
gen da khéng thuec Docetaxel khang phu thuge theo thoi gianva ¢6 phd khang khdi u rong
trén khéi u duge cdy ghép & ngudi va chudt tién trién.
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13. PAC TINH DUQC DPONG HOC
Hc?}) thu .'l" w Tl
Dugc dong hoc clia docetaxel bénh nhéan ung thu da duge ghi nhin &‘%{hiﬂﬂﬁmlﬁé Z:ﬂ_

01LMo

115 mg/m2. Dong hoc cia docetaxel khong phy thude vao lidu luc_mg:‘:\ /
hinh dugc dong hoc 3 gian vdi thoi gian ban thai ¢ cde pha o, B va y lan ot 1d 4 phﬁl 36
phut va 11,1 gidr. Pha chéim la do sy phong thich cham cua docetaxel tir & pha ngoai bién.

Phén bé

Sau khi truyén docetaxel 100 mg/m2 trong mét gidr, ndn do mic dinh trung binh (rong
huyct twong la 3,7 He /ml va AUC tuong ung 1a 4,6 h.ug /ml. DG thanh thai trung binh va
thé tich phan phdi & trang thai én dinh 14n luot 14 21 lit/gio/m2 va 113 lit. Sy thay ddi tong
do thanh thai ¢ ting cé thé 1a khoang 50%. Hon 95% docetaxel lién két vi protein huyét
luong.

Thai (rir

Docetaxel duge thdi trir qua ca nude tiéu va phan sau qué trinh chuyen hoéa oxy hoa qua
trung gian cytocluom P450 cua nhom ester tert-butyl, trong vong 7 ngay, luong thudc thai
trir qua nude tiéu va phén lin lugt khoang 6% va 75%. Khoang 80% thude duge thai tr

qua phén trong 48 givr du tién dudi dang mot chit chuycn héa khong hoat tinh chinh va 3
chét chuyén héa khéng hoat tinh phu vi mét lugng thube rit it khéng hoat déng.

Nhém ddi twong diic biét

Tudi va gidi tinh

Duge dong hoc ctia docetaxel khong thay dbi do tudi hoic gidi tinh ctia bénh nhéan.

Suy gan

O mét s6 it benh nhan suy gan tir nhe dén trung binh (ALT, AST=1,5 lan ULN ¢6 lugng
phosphatase kiém=2,5 lin ULN), ¢6 d6 thanh thai thip hon 27% gi4 trj trung binh.

U dich

D thanh thai docetaxel khong bi thay doi & nhing b¢nh nhan bj gitf nwée tir nhe dén trung
binh va khéng ¢6 séin dit liéu & nhitng bénh nhan bi gift nuée ngng.

Liéu phap kit hop
Doxorubicin

Khi diing két hop, docetaxel khéng anh huéng dén sy thanh thai ctia doxorubicin va nong
d9 doxorubicinol trong huyét twong (mét dang chuyén héa ciia doxorubicin). Duoc dong
hoc cia docetaxel, doxorubicin va cyclophosphamid khong bi dnh huéng khi ding chung
voi nhau.

Capecitabin

Khi diing két hgp docetaxel véi capecitabin, dugc déng hoc cia docetaxel khong ddi va
nguoc lai.

Cisplatin

D§ thanh thai cta docetaxel khi két hop diéu trj véi cisplatin tuong tu nhu két qua thu duge
sau khi don tri li¢u. Dic tinh duge dfng hoc cta cisplatin duge ding ngay sau khi truyén
docetaxel cling nhu khi ding riéng 1é ding cisplatin.

Cisplatin va 5-fluorouracil
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Prednison khéng anh hudng dén dugc dong hoc cia docetaxel.
14. QUY CACH DONG GOI

Hop chira 1 lo dung tich SmL bén trong chita 1mL dung dich
15. PIEU KIEN BAO QUAN:

Béo quan & nhiét do tir 2-8°C. Khéng dé déng bing.

16. HAN DUNG: 24 thang ké tir ngay san xufit.

Khéng dimg thuée qud han ghi trén bao bi.

17. TIEU CHUAN CHAT LUONG: Nha san xut

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 4.
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