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DOCETERO 80
(Docetaxel Injection 80mg/4mlL) 5

Dé xa tam tay iré em
Doc kjy hieéng dan sir dung trude khi dimng
THUOC POC

1. THANH PHAN CONG THU'C THUOC
M&i mL dung dich pha tiém chira:
Thémh phén duge chdr: Docetaxel (duéi dang Docetaxel trihydrate) 20mg

Thénh phan ta diwge: Polysorbate 80 (Montanox 80 LPI), Ethanol Anhydrous (Eprove,
100986).

2. DANG BAO CHE

Dung dich pha tiém

M5 ta: Dung dich méau vang ndu dén vang nhat.
3. CHI PINH

Ung thu vii

Docetaxel két hop v6i doxorubicin va cyclophosphamid trong liéu phédp diéu tri b tro cho
bénh nhén:

* ung thir vii ¢6 hach ¢6 thé phiu thuat
» ung thwr vii khéng hach ¢6 thé phau thuat

D&i v6i bénh nhan ung thu vii khéng hach ¢ thé phiu thudt, nén han ché didu trj b3 tro cho
nhitng bénh nhan phti hop nhin hoa tri theo cac tiéu chi quic t& da thiét 1ap cho viée lya
chon liéu phap diéu trj ung thu va giai doan sém.

Docetaxel ket hop v6i doxorubicin trong chi dinh dleu tri bénh nhén bj ung thu vii di can
hoiic tién trién tai chd ma chua duge diéu tr bﬁng chit doc té bao trude do.

Doce1axel don tri liéu duoc dung trong chi dinh diéu tri cho bénh nhén bi ung thur vii tién
trién khu tra hogic di ciin sau thét bai héa trj. Héa tri trude d6 phai bao gém anthracyelin
hodc mét tac nhén alkyl héa.

Docetaxel két hop véi trastuzumab trong chi dinh diéu tri ung thu vii di céin & bénh nhén c6
khéi u vugt qui HER2 va nhiing bénh nhén di céin chua duge duge hoa tri trude do.

Docetaxel két hop véi capecitabin trong chi dinh dieu trj bénh nhn ung thu vi tién trién tai
chd hoiic di ciin sau khi héa tri lidu thét bai. bao gﬁm héa trj voi anthracyelin.

Ung thu phoi khéng phii 18 bio nhd

Docetaxel duge chi dinh dé diéu trj ung thu phéi khéng phai (& bao nho tién trién tai chd
hodc di cin sau khi hoa tri that bai trude do.

Docetaxel ket hop véi cisplatin dé diéu trj bénh nhan ung thu phéi khéng phai té bao nho
khéng thé cit b, tién trién tai chd hoic di cén, & nhitng bénh nhén chwa duoce héa tri truée

do.
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Docetaxel kcl hop v6i prednison hodc prednisolon duge chi dinh dc‘ﬂg u tri hénh 11!12\)5 ung
thu tuyén tién liét khang cit tinh hoan di can. "\ 7.P O CHi I InH,

Docetaxel két hop véi lidu phép loai bo androgen (ADT), ¢6 hoiic khé L,LU p:edmbun I;um.
prednisolon, duge chi dinh dé diéu tri bénh nhén ung thu tuyén tlcn liét nhay cam véi
hormone di can.

Ung thwr biéu mé tuyén da day

Docetaxel két hop vdi cisplatin va S-Huorm..u-acil duge chi‘ dinh dé diéu p‘i cho bénh nhén bi
ung thu bi€u md tuyén dg day di can, bao gom ung thu bicu mo tuyén ndi da day thuc quan,
ngudi chua duge didu tri héa chit diéu tri bénh di cin trude dé.

Ung thur diu va cé
Docetaxel két hop véi cisplatin va 5-fluorouracil duge chi dinh dé diéu tri khoi phéat cho
bénh nhan bi ung thu bidu mé t& bao vay tién trién khu tri & déu va cd.

4. LIEU DUNG, CACH DUNG

VI(;EC str dung docetaxel chi nén duge tién hanh tai chuyén khoa vé diéu trj héa tri thude doc
té bao va chi nén diing thube nay dudi sy gidm sat cia bac sT hoa trj ung thu.

LIEU DUNG

boi voi ung thu v, phdi khong pha] té bao nho, ung thu da day va d:lu va ¢, ¢o thé diéu
tri trudc bang corticosteroid duorng uong, nhur dexamethason 16 mg mdi ngay (vi dl,l 8 mg
X 2 lanfngay) trong 3 ngay déu trude khi sir dung docetaxel 1 ngay, trir khi ¢6 chéng chi
dinh, c6 thé duge sir dung.

Pbi v6i ung thu tuyén tién liét khéng céit tinh hoan di cin (le{PC) khi str dung dong thoi
prednison hodc prednisolon, lieu khuyén céo diéu tri trude vdi dexamethason uong 8 mg
trude khi tmycn docetaxel 12 gid, 3 giova 1 gio.

Pbi voi ung thu tuyén tién liét di can nhay cam véi hormone, sit dung ddng thoi prednison
hoiic prednisolon, phac dd diéu tri truée duge khuyén cdo 1a udng dexamethason 8 mg
truGe khi lruyén docetaxel 12 gid, 3 gio va | gio.

Dy phong G-CSF ¢6 thé duge st dung dé giam thiéu nguy co nhiém doc mau.
Docetaxel duoc diing dudi dang truyén tinh mach trong vong 1 gid, 3 tudn/lan.
Ung thw va

Tmng liu phép diéu trj bd tro cho bénh nhén ung thu vi c6 hach va khong hach cé thé
phiiu thuft, lidu khuyén céo cta docetaxel la 75 mg/m2, duorc ding 1 gio sau khi ding
doxomblcm 50 mg /m2 va cyLlophosphamld 500 mg/'m?. 3 tuAn/lan trong 6 chu ky (TAC
phic do) (xem thém Diéu chinh liéu frong qua trinh diéu ().

Dé diéu tri cho bénh nhan ung thur vii tién trién khu tri hodic di cén, liéu docetaxel khuyén
cao trong don tri liéu & 100 mg /m2. Trong diéu tri ddu tay, docetaxel 75 mg/m2 duge
ding két hop véi doxorubicin (50 mg/m2).

Khi két hop v6i trastuzumab, I1éu docetaxel khuyén cdo la 100 mg/m2 mbi 3 luén,
trastuzumab duge dung hang tudn. Trong cac thur nghi¢m, viéc truyén docetaxel ban dau
dugce bat dlu vao ngdy sau liéu trastuzumab dau tién. Truyén docetaxel duge tién hanh vao
n},uy tiép theo cua lidu dau tién trastuzumab, néu lidu trastuzumab trude dé duge dung nap
ot
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Khi két hop veéi capecitabin, liéu docetaxel khuyén céo 1a 75 mg/m2 m
capecudbm 1250 mg/m2 x 2 lAn/ngay (trong vong 30 phit sau bita in) tr
ngung 1 tuan. \
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Ung thw phéi khéng phai té bao nhé

0 nhiing bénh nhan ung thu phoi khong phai té bao nho chua timg hoéa tri, chié flo 11eu
khuycn ¢do la docetaxel 75 mg/m2 ngay sau do truyén cisplatin 75 mgfmZ trong 30-60 phut.
Néu héa tri véi platin trude dé thit bai, liéu docetaxel don trj khuyén céo 1a 75 mg/m?.

Ung thw tuyén tién ligt

Ung thie tuyén tién liét khang cdt tinh hoén di cén

Liéu docetaxel khuyén cdo 1a 75mg/m?2. Prednison hodc prednisolon Smg udng 2 lén /ngdy
duge ding lién tuc.

Ung thir tuyén tién liét nhay cam véi hormone di cén

Liéu khuyén céo ctia docetaxel 12 75mg/m2 mdi 3 tudn trong 6 chu ky. Prednison hoic
prednisolon Smg ubng 2 ldn /ngay duoc ding lién tuc.

Ung thw biéu mb tuyén da day

Liéu khuyén cdo ciia docetaxel la 75mg/m2 khi truyén tinh mach 1rong 1 gidr, sau d6 tluyen
1-3 gior cisplatin 75 mg/m2, (trong cting mdt ngdy), sau két thiic truyén cisplatin, truyen 5~
fluorouracil 750 mg/m2 truyén lién tuc 24 gio trong 5 ngay. Lap lai lidu trinh mdi ba tudn
mot 1dn. Bénh nhén phai duoe ding thube chong non va cic bién phép phti hop dé ding
cxsplatm G-CSF dy phong nén dugc sir dyung dé giam thiéu nguy co nhiém djc mau (xem
thém Piéu chinh lieu tr ong qud trink diéu tri).

Ung thw diu cb

Bénh nhan phai duge didu tri truée bang thude chong ndn va bl nude thich hop (trude va
sau_khi diung cisplatin). Dy phong G-CSF c6 thé duge sir dung dé giam thicu nguy co
nhiém ddc méau. T4t ca bénh nhan st dung docetaxel déu duge ding khéng sinh dy phong.

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

Dé diéu trj khoi phat ung thu biéu mé & bao viy ving déu va cb tién trién khu tra khong
thé phiu thuat (SCCHN), lidu khuyen caola truyen docelaxel la 75 mg/m2 trongl gio, sau
do 1a usplann 75 mg/m2 trong 1 gicr VAo ng,éy dau tién, tiép theo 1a 5- ﬂuomuracll tr uyen
lién tuc véi lidu 750 mg/m2 tir ngay 1 dén ngay 4. Lap lai liéu trinh mdi ba tudn mét 1an
trong 4 chu ky. Sau d 6 xa tri.

* Hoa tr li¢u trude khi hoa- xa tri (TAX 324)

Ung thu biéu mé té bao vay & dau va cb (SCCHN) tién tlen tai chd (khéng thé cit bo ky
thuét, kha ning chira khoi phﬁu thudt thdp va can bao ton co quan), liéu khuyén cdo cla
docetaxel 12 75 mg/m2 truyén finh mach trong 1 ycr vao ngay thi nhit, sau do tiép tuc
truyén cisplatin 100 mg/m2 trong 30 phit dén 3 gio, sau do truyén 5- flunrouraml 1000
mg!mengay lién tuc tir ngay thir nhit dén ngay thi 4. Lip lai liéu trinh mdi ba tudn mot
lé&n trong 3 chu ky. Sau khi héa tri, bénh nhan nén duoc hoa- xa tri.

Diéu chinh lidn lwong trong qué trinh didu tri
T(amg quan

Chi dung khi sd luong bach ciu trung tinh > 1.500 té bao/mm3.
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Bénh nhén c6 sot glam bach céu trung tinh, s6 lugng bach cau tr ung tinh <500 té baofﬁ‘llm_’: »
trong hon mt tudn, phan tmg da nang hodc tich luy hogc dau thin kinh n [Jfé“ H#ng
trong sudt qau erh didu tri docetaxel, nén glam litu docetaxel tir 100 mg! xunng 75
mg/m2 va/hodc tir 75 dén 60 mg/m2. Véi liéu 60 mg/m2 ma bénh nhén vin gip e phan

{mg trén thi nén ngimg diéu tri.

Piéu tri hd trg bénh ung thw vii

Bénh nhan diéu tri ung thu v docutaxcl LlOXUl‘UblCL[l va cyclophosphamlde (TAC) L;m
duoc diéu tri dy phong véi kich thich t6 tao bach cdu G-CSF. Bénh nhan st giam bach cdu
va /hogic nhiém tring giam bach cdu trung tinh nén glam liéu docetaxel xuéng 60 mg!mZ
trong tat ca cac chu ky tiép theo. Bénh nhén viém miéng dd 3 hoiic 4 cin giam lidu xuong

60 mg/m2.

Két hop diéu tri v6i cisplatin

Bénh nhé‘m diing lidu ban ddu véi docetaxel 75 mg/m2 k}ét hop vai cisplatin va cé sb lu'qrng
tiéu ciu trong qua trinh didu tri trude dé 1a <25.000 té bao/mm3, hodic & bénh nhan sét

giam bach cau trung tinh, hogc ¢ nhiing bénh nhén cd dj lmh ngoai huy hoc khong nghiém
trong, lidu docetaxel trong céc chu ky tiép theo nén giam xuéng 65 mg/m2.

ICét hop didu tri véi capecitabin

Bénh nhén ldn dau c6 cde biéu hién nhiém déc Cép d6 2, kéo dai dén thai diém dléu tri
docehxel}’capecltabm tiép theo, tam ho@n tri li¢u cho dén khl tinh trang nhiém dgc vé cp
d6 0-1 va tiép tuc & 100% lidu ban dau.

» B6i v6iBénh nhan xudt hién 1in thir hai nhiém doc cép d¢ 2 hodc lin diu tién Xudt hlen
dde tinh cép do 3, tai bat ky thoi diém néo trong chu k¥ dleu tri, lam hodn diéu trj cho dén
khi tinh trang nhiém doc chuycn sang Lap do 0-1 thi tlep tuc didu trj bang docetaxel 55
mg/m2.

* Néu ¢6 bét ky biéu hién tiép theo ciia nhiém ddc ndo sau d6, hodc nhiém doc Cép 4 nao,
hiy ngimg diéu trj docetaxel ngay.
K&t hgp didu tri véi cisplatin va 5-fluorouracil

Mic du da su dung ycu t6 kich thich tao bach chu hat G-CSF nhung van xay ra sot giam
bach cdu trung tinh, _gidm bach cdu trung tinh kéo dai hogic nhifm khuan do giam bach céu
trung tinh xay ra, cin giam lidu docetaxel tir 75 dén 60 mg/m2. Néu vin xdy ra céc blen
chimg cta gidm bach céu trung tinh tiép theo xdy ra, can giam lidu docetaxel tir 60 xuong
45 mg/m2. Khong duge diéu trj tiép tuc véi cde chu ky tiép theo cua docetaxel cho dén khi
bach céu trung tinh phuc hdi & ml.rc> 1.500 té bao/mm3 va tiéu ciu _phuc héi & mire>
100.000 té bao/mm3. Ngimg diu tri néu nhiing triéu chimg nhidm ddc vin con tn tai.

Liéu khuyén céo diéu chinh liéu lugng & bénh nhén nhidm doc duoe didu tri bing docetaxel
két hop véi cisplatin va 5 fluorouracil (5- FU):
Biing 1: Khu){en cfio didu chinh lidu:

Die tinh Piéu chinh liéu

Giai doan 1: giam liéu 5-FU 20%.
Giai doan 2: sau do giam liéu docetaxel 20%.

Tiéu chay cip d6 3

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

Giai doan 2: Ngung diéu tri.

Viém miéng/ viém  |Giai doan 1: giam lidu 5-FU 20%. ,

niém mac dé 3 Giai doan 2: ngung ding 5-FU & tit ca cdc chu ky tiép theo.

Tiéu chay cdp d¢ 4
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Giai doan 3: giam lidu docetaxel 20%. f.,);"' "--"r'_"';! : _"I ;li l.--.:-l \ED
Viém miéng/ viém Giai doan 1: ngung dung 5-FU & tit ca cac chu kyl tlép lheb, Al J 3
niém mac do 4 Giai doan 2: giam lidu docetaxel 20%. \-‘\. \1p ub cul ;.|1 ﬂz

Bénh nhén c6 cac bién chimg glam bach chu trung tinh phire tap (bao gom x},lam b‘gt.h clu’
kéo dai, Snl giam bach cédu hoic nh:cm khuén) nén dwo du phong trong céc chu ky tiép theo
bang yéu to kich thich tao bach céau hat G-CSF (vi du: ngay 6-15)

Cic dbi twong dic bigt
Bénh nhén suy gan

Dura trén dit liéu duge ddng hoe cua lidu don docetaxel & 100 mg/m2, bénh nhan ting ca
hai transaminas (ALT va/ho3ic AST) 16m hon 1,5 lan glCI'l han trén cua gl(‘.ﬂ han binh thudng
(ULN) va phosphatase kim 16n hon 2,5 lan ULN, lidu khuyén cao clia docetaxel la 75
mgfmz Déi véi nhitng bénh nhén ¢6 bilirubin huyct thanh> ULN va/hodc ALT va AST>
3,5 ldn ULN di kém véi phosphatase kiém> 6 lan ULN, khéng thé dua ra khuyén nghi
giam liéu va khong nén ding docetaxel trir khi c6 bt budc chi dinh.

Trong phéi hqp clsplatm va S-fluorouracil dé didu trj bénh nhan ung thu biéu mé tuyén da
day, khéng c¢6 khuyén cdo diéu chinh lidu va khéng nén str dung docetaxel trir khi c6 bt
buoc chi dinh cho bénh nhin ¢ ALT va/hodc AST>1,5%xULN két hqp voi phosphatase
kiém>2,5xULN, va bilirubin>1xULN; Khéng c6 di¥ ligu vé phéi horp diéu tri docetaxel két
hop véi céc thube khéc trong trromg hop nhén suy gan ning.

Tré em

Tinh an toan va hiéu qua clia docetaxel trong diéu trj ung thu biéu mé mii hong & tré em tir
I thang dén dudi 18 tudi van chua duge thiét lép.

Khong c6 chi dinh docetaxel cho tré em lién quan dén ung thu v, ung thu phdi khuni, phal
té bao nho, ung thu tuyén tién liét, ung thur biéu mé tuyén da day va ung thu dau va cd,
khéng bao gdbm ung thu biéu mé vom hong loai I va I11.

Nguwi 16m tudi

Dua tlen céc phén tich duge dong hoc din 56, khéng ¢ hudng dan sur d déc biét cho nglrm
16n tudi. Khi két hop véi capecxtabm ddi véi bénh nhén tir 60 tudi tror 1én, nén giam liéu
khoi diu clia capecitabin xudng 75%.

CHUAN BI VA CACH DUNG

Docctaxel la mot cht chong ung thur va, cling nhu céc hop chét ¢6 kha nang gdy doc khac,
can thin trong khi xir Iy va chuén bi cic dung dich Docetaxel. Nén sir dung gang tay khi
chauanr bi dung dich.

Néu da tlcp xtic voi cée dung dich thude tiém docetacel ddm ddc, rira ngay ldp tirc va rira
ky Jtrfmg, bing x4 phong va nude. Néu Docctaxcl ¢d dic hodc dung dich tiém truyén tiép
xtic voi mang nhdy, ngay l4p tirc rira viing tiép xtic biing nude sach.

Cich pha dung dich trllxen tinh mach.

Thube tiém DOCETERO vdi nong dd docetaxel 14 20 mg/ml cén duge pha loéing vdi tii
dich truyén hogc chai dich tr uyeén 250mL Glucose 5%, hogc NaCl 0.9% trude khi sir dung.

Néu cin ding liéu docetaxel I6n hon 190 mg docetaxel, nén sir dung thé tich truyén dich
I6n hon tuong (mg dé nong do docetaxel cudi cing khéng vuot qua 0,74 mg / ml khong bi
vuot qua.

Léc tron k§ dung dich bing tay.
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Kiém tra cdm quan dung dich vé sy ¢6 mit ctia céc tiéu phén, bién dbi mau aﬁﬁ}%ﬂ&lﬁllﬁh
trude khi truyén cho bénh nhan. Néu dung dich xuit hién cin, hat, can

dinh.

Nén tudn thu cac quy trinh thich hop dé xi Iy va loai bo tic nhdn kim t& bao cua dia
phuong.

Dung dich sau pha nén sir dung ngay hogc duge bdo quan trong ngin mat ti lanh (2“(‘ -8°C)
téi 48 gidy hodic dé & nhiét do phong (2°C- 25°C) tbi da 6 gio. Ké ca thoi gian truyén 1 gioy
cho bénh nhéan.

5. CHONG CHI PINH

Qué méin v&i hoat chét hodic véi bit ky ta duoe nao ctia thude.
Bénh nhan ¢ sé lugng bach céu trung tinh <1.500 t& bao/mm?’,
Bénh nhén suy gan ndng.

Chéng chi dinh cia céc thube khic ciing duge p dung, khi ching ding két hop vi
docetaxel.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Dbi véi ung thu vi va ung thu phdi khong phai t& bao nhé, vide dleu trj trude bao gdm
corticosteroid dudmg uon g, chang han nhu dexamethasone 16 mg mdi ngay (vi dy: 8 mg 2
1an/ ngay) trong 3 ngay, bt ddu tir 1 ngay trude khi ding docetaxel, trir khi c6 chdng chi
dmh c6 thé lam tin suét va mire do @ dich cling nhu mic do tram trong cta phan { tng qua
mén. D6i voi ung thu tuycn tién liét, diéu trj truge la ubng dexamethasone 8 mg, 12 gio, 3
gio va 1 gio trude khi lruycn docetaxel (xem phan Liéu ding va cich ding).

Huyét hoe

Gmm bach cau trung tinh 1a phan tmg khéng mong mudn thuong gip nhét cua docetaxel.
Tri s6 bach céu trung tinh xdy ra & mtc trung binh & 7 ngay nhung c6 thé ngan hon &
nhitng bénh nhin duge didu tri trude. Thuung xuyen theo dbi cong thirc mau & tit ca bf.:nh
nhin ding docetaxel. Bénh nhén chi nén duge diéu tri lai bang docetaxel khi bach cau
trung tinh phuc héi vé mic > 1.500 té bao/mm3.

Trong trudng hop giam bach chu trung tinh ning (<500 1é bao/mm3 kco dal bay ngay hodc
hon) trong mét dot meu tri docetaxel, nén giam lidu cho cac dot didu tri tiép theo hoic sir
dung céc bién phap diéu trj triéu chimg thich hop.

D61 vai cae bénh nhan duge diéu trj biing docetaxel phm hop véi cisplatin va S-fluorouracil
(TCF), ty 1¢ giam bach cdu do sot va nhiém khuén do giam bach ciu trung tinh s& hon khi
bénh nhén dugce dung dy phong yéu tb kich thich hat bach cu tao hat G-CSF. Bénh nhan
duge dléu tri bang phat do TCF nen du phong G-CSF truée dé giam thiéu nguy co glam
bach cau phirc tap (giam bach clu sbt, giam bach cdu kéo dai hodic nhiém khuan do giam
bach ciu). Nén theo doi chiit ché cdc bénh nhén nhén diéu tri v6i phac db TCF.

O bénh nhén dugc dlcu fri bi‘mg docetaxel phbi hop vai doxorubicin va cyclophosphamide
(TAC), giam bach ciu do sbt vi/hogic nhiém khuén do giam bach chu trung tinh s& xay ra
v&i ty 1¢ thép hon khi bénh nhan duge diéu trj dy phong yéu tb kich thich hat bach ciu tao
hat G-CSF. Cén nhic diéu tri du phong G-CSF trude & nhiing bf:nh nhan duogc didu irj ung
thu v voi phac do TA.C dé giam thiéu nguy co bién chimg bach cau phtrc tap (giam bach
cAu ¢6 sbt, giam bach ciu kéo dai hodc nhiém khuén do gidm bach ciu). Nén theo ddi chit
ché cdc bénh nhan nhan diéu tri véi phéc dd TAC.
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Can thén trong str dung cho bénh nhén bj giam bach cdu, dic biét ¢ -li'ﬁguy co; tién trign.

bién chimg dudmg tiéu héa. Miic di phén I6m cac truong hop xay r: 2 mhmlej* ‘dau
hodc thir hai cua che d6 didu tri c6 chira docetaxel, viém rudt co thétién trién baf ¥
ndo va co thé din dén tuor _vong ngay tu lidu khoi phat vao ngay déu tien,. Bunh nlién c¢dn
duge theo déi chit ché vé céc biéu hién ban déu cta nhiém doc dudmg tiéu hoéa nghiém
trong.

Phan trng tiéu hoa

Phén fng quia mén

Bénh nhén cén duge theo doi chit ché cdc phan tmg qud mén, dic biét 1a trong subt ldn
truyen thir nhﬁi va thir hai. Céac phan img qud mdn ¢6 thé Xdy ra trong vong vai phit sau khi
bt dau truyen docetaxel, do d6 nén chudn bi san séng dé dieu tri ha huyét 4p va co thit phé
quan, Néu phan (mg quﬁ min xay ra, cac tri¢u chimg nhé nhu dé bimg hodc phan (mg cuc
bé trén da thi khong cén ngung diéu tri. Tuy nhién, cac phén ng nang, ching han nhu ha
huyét ép nging, co thit phe quén hoiic phat ban/ban dé toan than can ngirng ngay docetaxel
va dung cac bién phap diéu trj thich hop. Nhimg bénh nhan da xufit hién cc phan u'ng qua
man nang khong nén tai sir dung docetaxel. Nhiing bénh nhén da tirmg c6 phan (mg qua
man vai pachlaxcl LO thé c6 nguy co phat trién phan tng qud min véi docetaxel, bao gom
cd phéan Img qua man nghiém trong hon. Nhimg bénh nhén nay nén duge theo dbi chit che
trong thoi gian bt ddu diéu tri bing docetaxel.

Phan ing da

Di quan sat thiy ban do da tai chd & céc chi (Iong béan tay va long ban chan) kém theo phu
né sau dé bong troc vay. Céc trigu chimg ning hon nhu phat ban sau d6 bong vay dén dén
hodin hodc ngimg diéu trj docetaxel da duoce béo céo.

Céc phan tmg ¢6 hai trén da nghiém trong (SCAR) nhu Hoi chung, Stevens-Johnson (SJS),
hoai tir thmmg bi n]nem doc (TEN) va Bénh myn mu toan than cap tinh (AGEP) da dugc
bdo céo khi diéu tri bing docetaxel. Bénh nhan cin dugc thong béo céc diu hiéu va tri¢u
chirng ciia cac biéu hién da nghiém trong va dugc theo dbi chit ché. Néu céc ddu hiéu va
trigu chimg goi ¥ dén nhimg phan (mg nay xudt hién thi nén xem xét viéc ngimg ding
docetaxel.

U’ dich
Cén theo dai chat ché & nhiing bénh nhén  dich ning nhu trin dich mang phéi, tran dich
mang tim va co trudng.

Réi loan hé hip

Hoi chimg suy ho hép clp, viém phdi md ké/viém phdi, bénh phﬁ: k&, xo phdi va suy ho
hap va d6i khi dan dén tir vong da duge béo céo. Viém phéi do birc xa cling da duoc bao
c4o & nhitng bénh nhin xa trj ddng thoi.

Néu cac triéu chimg phm mai ho’ic tinh trang phdi x4u di, bénh nhén cn duoc theo doi
chit chg, kip thoi chudn doan va diéu trj thich hop. Tam ng,u‘ng, docetaxel cho dén khi ¢6
chén doan. Céac bign phap cham soc hb trg ¢d thé gitip cai thién tinh trang ndy. Cén danh
gid cén than loi ich cta viée tiép tuc didu tri docetaxel.

Bénh nhin suy gan

(0 bénh nhin duoc dleu tri bang docetaxel don tri & lidu 100 mg/m2  co nong, do
transaminase trong huyet thanh (ALT va/hoge AST) l(m hon 1,5 1an ULN dong thai véi
mitc phosphatase kiém trong huyét thanh 16n hon 2,5 1An ULN, ¢6 nguy co phat trién cac
tac dyng khong mong mudn nghiém trong cao hon nhu tir vong do nhiém déc bao gém
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nhiém tring khuén v xudt lmyet dudng tiéu hda co thé dan dén tir v¢1’l sBt’ élai‘n bac “cdu
trung tinh, nhiém khuéin, giam tiéu ciu, viém miéng va suy nhuoe. Do nhuh henhmhan
cd xét nghiém chirc ning gan ting cao (LFT;) la liéu I(huycn ca c 5 doce axe‘) lax?ﬁ
mg/m2 va chitc ndng gan LFTs nén duge do tir dau va trude mdi chu k d]éu trj.-

Déi véi nhitmg benh nhan co nong d6 bilirubin huyét thanh> ULN vafhoat, ALT va AST>
3,5 lin ULN doni, thoi voi nong d6 phosphatase kiém trong huyét thanh> 6 lan ULN,
khong nén khuyén cao giam licu va khong nén dung docetaxel trir khi ¢6 chi dinh bét bube.

Két hop véi cv;platm va 5-fluorouracil trong diéu tri ung thu biéu mé tuyén da day, Céc
nghién ctru ldm sang, quan trong da loai trir nhitng bc;nll nhan cé ALT va/hodc AST> 1,5
ULN két hc;rp voi phosphatase klem> 2,5 x ULN, va bilirubin> | x ULN; Pdi véi nhimg
bénh nhin nay, khong c6 bét cir diéu chinh g giam lidu nao va khong nén dung docetaxel trir
khi cé chi dinh bat buge. Khong cé dir liéu & bénh nhén suy gan duuge diéu trj docetaxel,
trong phdi hop didu trj nay va két hop véi cde chi dinh khéc.

Bénh nhfin suy thin

Khong ¢6 sin dif liéu cho viée diéu tri docetaxel & bénh nhén bj suy giam chirc nang than
nang.

Hé than kinh

Cén giam liéu khi ¢6 sy phat trién cta nhidm doe thin kinh ngoai vi ning.

Doc tinh trén tim

Suy tim da duoe quan sét thay o nhi.'mg bénh nhén ding docetaxel két hgp vdi trastuzumab,
déc bi€t 1a sau khi hoa tri licu uep tuc ding anthracyclin (doxorubicin hofic epirubicin),
triéu chimg c6 thé tir vira dén nang thim chi tir vong.

Khi bénh nhan dy dinh diéu tri bing docetaxel két hop véi irastuzumab can duge dénh gid
chire nang tim va duge theo dai chu‘c néing tim trong qué trinh didu trj (vi du ba théng/lin)
dé phat hién nhiing bat thuong vé chic ning tim.

R6i loan nhip thit bao gom nhip nhanh thit (d6i khi gdy tr vong) da du'qc bao cao & nhiing
bénh nhan duge didu tri bing docetaxel theo phéc dd phéi hop bao gdm doxorubicin, 5-
fluorouracil va‘hodc cyclophosphamid.

Khuy¢n cdo danh gia chiic nang tim.
K o
Roi loan mat

Phu hodng diém dang nang (CMO) da duge bdo cio & nhitng bénh nhén duge diéu tri bing
docetaxel. Bénh nhén bi suy giam thi luc cin dwoc kham ngay chuyén khoa mét va ddy du.
Trong trudng hop chin dodn CMO, nén ngimng diéu tri docetaxel va tién hanh cdc bi¢n
phap diéu tri thich hop.

Khéi u fc tinh nguyén phip tha hai

Cac khdi u 4c tinh nguyén phat thi hai da dugce béo cdo la ¢6 lién quan khi dung docetaxel
két hop vai céic phucmg phép diéu ] Chﬁl]j:, ung thu duoc biét. Cac khdi u dc tinh nguyén
phét thir hai (bao gdbm bénh bach ciu cdp dong tuy, hdi chiing r6 loan sinh tiy va U lympho
kkhong Hodgkin) co thé xay ra vai thang hodic vai nim sau khi didu tri bing docetaxel. Bénh
nhan cin duge theo déi cac khdi u 4c tinh nguyén phat thir hai.

i ching ly giai khéi u

Hi chimg ly giai khéi u di duge béo cao khi dung docetaxel sau chu ky diu tién ho{u. chu
ky thir hai, Bénh nhin ¢6 nguy co mic hoi chimg ly gidi khdi u (vi du suy thin, ndng d
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Khuyen céo diéu chinh tinh trang mét nuée va diéu tri ndng do ax Aric cho éﬁo ‘bcnh nhan
trude khi bat dau diéu tri,

Khac

Ca nam va ni phai thuc hién céc bién phap tranh thai trong thoi gian dlﬁu 11 i va lt nhét 6
thang sau khi ngimg diéu tri.

Nén tranh st dung dong thoi docetaxel véi céc chit e ché CYP3A4 manh (nhu
ketoconazol, itraconazol, clarithromycin, indinavir, nefazodon, nelfinavir, ritonavir,
saquinavir, telithromycin va voriconazol).

/
/4
axit uric mdu cao, ung thu dang trong giai doan tién lrlen) can ,l(c tﬁéd 'dgi ch@t\che

.-J
\ \lf ||“|H i 2 r.y'

Thén trong trong diéu tri hd trg ung thw vii
Bién chivng giam bach cin

Bénh nhén véi bién (,hu'ng giam bach cu (giam bach ciu kéo dai, giam bach cdu do sét
hodc nhiém khudn), can nhic st dung G-CSF va giam lidu.

Phan ring tiéu hda

Céc triéu chimg nhu dau bung sém va bung mém, sot, tiéu chay, ¢6 hodc khong glém bach
cdu, c6 thé xuét hién sém cac triéu chimg ciia nhiém doc dudmng tiéu hoa nang va can duge
chﬁn dodn va diéu tri kip thoi.

Suy tim sung huyét

Bénh nhén can duofc theo déi céc triéu chimg suy tim sung huyét trong subt qua trinh diéu
tri va trong thori gian theo doi. O bénh nhén ung thu vii ¢ hach duge didu tr; bang phac dd
TAC cé nguy co suy tim sung huyét cao hon trong niim ddu tién sau khi diéu tri.

Bénh nhan cd hach 4+

Vi loi ich diéu tri vé thori gian phéat bénh sau diéu tri (DFS) va thoi gian sﬁng sau khi dugce
chén don (OS) & bénh nhén ¢ hach 4+ khong c6 y nghia thong ké. Ty 1& loi ich/nguy co &
bénh nhéan cé hac 4+ trd 1€n chua duge phén tich day du.

Ngiroi lon tubi

Dit lidu vé vige diéu tri docetaxel két hop véi doxorubicin va cyclophosphamid ¢ bénh
nhén > 70 tudi con han ché, Cin theo d&i chit ch& bénh nhan diéu tri bing docetaxel phéi
hop véi cisplatin va 5-fluorouracil

Ham lwong alcohol

Pd ghi nhin cac bao cio lién quan dén mét s6 ché pham docetaxel do ¢6 chia ethanol.
Luong cihanul ctia mot lidu docetaxel ¢6 thé g gdy tac dyng Ién h¢ than kinh trung vong va
cAn cén nhiic khi ké don cho bénh nhan: tranh hodic han ché dua ethanol vio co thé,

Thube c6 chira ethanol ¢6 hai cho nhiing ngudi bi nghién rugu.

Cén luu y & phu nit ¢6 thai hodic cho con b, tré em va cac nhém ¢6 nguy co cao nhu bénh
nhén méc bénh gan hoic dong kinh.

Cén xem xét cdc téc dung ¢6 thé xdy ra trén hé thin kinh trung wong,
Tda diege

San phém nay chira ethanol (nn;ru) 50% thé tich, tirc 1a 1én den 395mg (0,5m) ethanol khan
trén lo 1ml, tmmg duong v6i 10ml bia hogic 4ml rugu trén mdi lo 1ml, 1 ,538g (2ml) ethanol
khan trén mdi lo 4ml, tuong duong véi 40ml bia hodic 17ml ruou trén méi lo 4ml, hodc
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3,16g (4ml) ethanol khan trén mot lo 8 ml thé tich, tuong duong vé k& ml biahodc 3]31111

rugu trén 8ml lg thude. \ \T.P HO CHi i/

Co hai cho nhitne ngwoi bi nghién ruou.

Cén luu y & phu nir ¢6 thai hodc dang cho con bu, tré em va cic nhém nguy co cao nhu
bénh nhidn mac bénh gan hodc déng kinh.

Cén xem xét cic téc dung c6 thé xay ra trén hé thin kinh trung uong.
7. SU DUNG THUOC CHO PHU NU €O THAI VA CHO CON BU

Phu nii ¢6 thai

Khéng c6 thong tin vé viée sir dung douelaxei o phu nit ¢6 thai. Docetaxel da duge chiing
minh la gdy doc cho phoi thai va doc hai déi vei tho va chugt, va lam giam kha nang sinh
san & chudt cong. Ciing nhu cdc thube géy dqc té bao khac, docetaxel c6 thé gay hai cho
thai nhi khi ding cho phy nit ¢6 thai. Vi viy, khdng dugc dung docetaxel trong thoi ky
mang thai trir khi ¢6 chi dinh rd rang.

Phy nir trong do tubi sinh dé ding docetaxel nén tranh mang thai va thong bdo ngay cho
bac sT diéu tri néu diéu ndy xay ra.

Phu nir ¢ho con b

Docetaxel 1a mdt chit ua béo nhung ngudi ta khéng biét liéu nd cé duoc bai tiét vao siia
me hay khong. Do do do khd nang xay ra phan (mg c6 hai & tré ba me, phai ngirmg cho con
bu trong thoi gian didu trj bing docetaxel.

Ngira thai & nam va niv
Can thiét sit dung bién phap tranh thai hiéu qua trong subt liéu trinh diéu trj.
Khi niang sinh san

Trong cdc nghién cim phi ldm sang, docetaxel ¢6 tac dung gay ddc gen va ¢ thé lam thay
dbi kha néng sinh san ctia nam giGi. Vi vdy, nhiing ngum dan O6ng dang diéu tri bang
docetdxel nén duge khuyén cdo khong nén c6 con tr ong subt qua trinh diéu trj va 6 théang
sau khi két thiic liéu trinh. Can tim céc bién phap bio tdn tinh tring trude khi diéu tri.

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

Chua c6 nghlcn clru ndo vé anh hudng clia thude 1én kha nang lai xe, van hanh may moc.
Lugng con trong thudc ndy ¢6 lhe [am giam kha néng l4i xe hofic st dung may moce. Do dé6,
bénh nhin nén duge canh béo vé the dong tiém ting cla lugng cdn va téc dung khong
mong mubn cta thube nay dm voi kha niing l4i xe hodc sir dung may méc. Khéng nén léi
xe hofic sir dung médy méc néu bénh nhéan gip cac tac dung khong mong muén nay trong
qué trinh diéu tri.

9. TUONG TAC, TUONG KY CUA THUOC
Lugng cdn trong thudc nay c6 thé lam thay ddi tac dung cuia céc thube khac.

Cac nghlen ctru in vitro da chi ra ring c6 thé bj thay déi sy chuyén héa ciia docetaxel khi
sit dung ddng thoi céc thude gy cam tmg, tic ché hodc duge chuyén héa bai cytochrom
P450-3A (v vi viy c6 thé trc ché canh tranh enzym ndy) nhu c1closponn ketoconazol va
erythromycin. Thén trong khi st dung thudc nay che bénh nhén dang dicu tri docetaxel do
6 kha ning xay ra twong tic déng ké.

Khi két hop v6i céc chiét e ché CYP3A4, su 'xuﬁt hién cla cﬁL tac dung khong mong mubn
khi ding docetaxel 6 thé ting 1én, do giam chuyén héa. Néu bét bude phai dung ddng thoi
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véi cdc chat e ché CYP3A4 manh (vi du: ketoconazol, itraco : iclanﬁu»om Ll{l,
indinavir, nefazodon, nelfinavir, ritonavir, saquinavir, telithromycip 3:§ voricenazol);« thi
can phai gidm sét lam sdng chit che vé viée diéu chinh liéu docetax { ichy wjﬁﬂr&iﬂé suét
qué trinh diéu tri véi chit Ge ché CYP3A4 manh. Trong mdt nghién el dirgc dong hoo’ Vi
7 bénh nhén, vige dung ddng thoi docetaxel voi ketoconazol tre ché CYP3A4 manh din
dén giam dang ké do thanh thai docetaxel, khodng 49%.

Dugc dong hoc cua docetaxel khi ¢6 prednison da duge nghién ciru & nlu"rng, bénh nhén bi
ung thu tuyén tién liét di can. Docetaxel duoc chuyén hoa boi CYP3A4 va prednison va
cam g CYP3A4. Chua ghi nhin duge anh hudng c6 ¥ nghia thong ké cua prednison 1én
duoc dong hoc cta docetaxel.

Docetaxel lién két véi protein cao (>95%). Mic du tuong tac in vivo clia docetaxel trong
vige sir dung dong thoi docetaxel v6i céc thude khac chua dwge nghién ciru chinh thire,
nhung tuwong tdc in vitro véi céc tic nhan lién két manh voi protein nhu erythromycin,
diphenhydramin, propranolol, propafenon phenytoin, salicylat. sulfamethoxazol va natri
valproate khéng anh hudng dén sy gan két ciia protein véi docetaxel. Ngoai ra,
dexamethason khong anh hucmg dén lién két vdi protein ciia docetaxel. Docetaxel khong
anh hudng dén sy gan két cia digitoxin,

Duge déng hoc clia docetaxel, doxorubicin va _cyclophosphamide khéng bi anh hudng khi
str dung ddng thoi. Dt ligu bdo cdo han ché cho thiy su tuong téc gifta docetaxel va
carboplatin. Khi két hgp véi docetaxel, do thanh thai cia carboplatin cao hon khoéng 50%
so v&i don tri liéu carboplatin.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Quy wée sau day di duge sir dung dé phén loai tén sudt: RAt phd bién >1/10, phé bién >1/
100 va <1/10, khéng phd bién >1/1000 va <1/100, hiém gip >1/10.000 va <1/1000, rét
hiém <1/10.000.

Trong m&i nhém tén sc’i cée tac dung khéng mong mudn duge trinh bay theo thi ty mic do
nghiém trong giam dan.

Céc phéan tng khong mong mudn thudng duge bdo céo ciia docetaxel don thudn 14: giam

bach cAu trung tinh (c6 thé hdi phuc va khong tich liy, thfn gian trung binh dén 1a 7 ngiy
va thoi gian llung binh ctia gidm bach cau ning (<500 té bao/mm3) 1a 7 ngay), thiéu mau,
rung t6e, budn ndn, nén mira, viém mlf;ng, tiéu chay va suy nhugc. Mirc d§ nghiém tron ng
cua cac tac dung khong mong mudn cia docetaxel ¢o thé tang lén khi dung docetaxel két
hop véi céc tac nhén héa tri khéc,

Két hop véi trastuzumab, céc tac dung khong mong muon (tit ca céc loai) duorc ghi nhén >
10% Co su gia ting ty 1é céc tac dun% khéng mong muén SAE (40% so v6i 31%) va AE
cp 4 (34% so véi 23%) khi sir dung ket hop trastuzumab so véi don tri voi docetaxel.

Ket hop véi capecitabin, cdc tde dung khéng mong muén (>5%) & bénh nhén ung thu vi d3
thit bai diéu trj anthracyclin.

Docetaxel két hop véi liu phép logi bo androgen (ADT) va véi prednison hodc
p:edmsolon (nghlen ciru STAMPEDE), céc tac dung khong mong mudn xay ra trong 6 chu
ky diéu tri v6i docetaxel va c6 ty 1€ mac bénh cao hon it nhat 2% & nhém diéu tri docetaxel
s0 v&i nhom dbi chimg, duge trinh bay, sir dung Thang diém CTCAE.

Céc téc dung khong mong mudn sau déy thuong duge ghi nhin véi docetaxel:

R&Gi loan h¢ mién dich
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Céc phan (mg qua min thuomg xay ra trong vong vai phut sau khi batl tr u)}feghpiocctaixc}

va thuong & mic d6 nhe dén trung binh. Cac triéu chimg thuong ga g‘lﬂlyi.&m bimgy phat
ban kém theo ngira, tire ngwe, dau lung, kho thé va sdt hodic &n lanh. 1@11 chimg nang
bao gdbm ha huyét ap va/hodic co thit phé quan hode phéat ban/ban do Loz‘ln thén, +

Réi loan hé than kinh

Cén giam liu khi c6 su phét trién ca nhiém dgc thén kinh ngoai bién néing. Céc biéu hién
tir nhe dén vira duge ddc trung boi dj cam, r6i loan cam gide hodc dau bao gdm ca bong rat.
DAu hiéu ton thuong thin kinh van déng duge dic trung boi sy mét moi.

Réi loan da va mé dudi da

Di ghi nhan cdc phan tng da c6 thé phuc hoi va thuong duoc coi la nht; dén vira. Céc phan
ing nay {quc diic trung boi phat ban bao gdm phat ban khu tri chi yéu ¢ ban chin va ban
tay (bao gum ca hoi chimg tay-chan-miéng néing), trén canh tay, mét hodc ngue, va 111Lr0fng
di kém véi ngira. Céc dot phat ban thuong xay ra trong vong mdt tudn sau khi truyén
docetaxel. it gap cic triéu chimg phat ban ning sau d6 bong vay din dén gian doan hogc
ngirng diéu tri docetaxel. Roi loan mong ning duge dac trung boi giam hodc tang sac to va
doi khi gdy dau va bong mong.

Cic rdi loan toan than va tinh trang tai noi ding thude

Phan Gng tai vi tri tiém truyén thuong nhe, bao gdm ting séc t6, viém, do hodc kho da,
viém tinh mach hojc thoat mach va sung phéng tinh mach.

(7 dich bao gém phti ngoai bién va it gap hon tran dich mang phdi, tran dich mang tim, ¢6
truéng va tang can. Pha ngoai bién thudng bét ddu & chi dudi va ¢o thé xay ra & cac phﬁn

khac cua co thé véi cén ning ting cén tir 3kg tré 1én. U dich da duge tich liy theo ty 18
méc va troy ndng.

Bing 2: Danh sich cic tic dung khong mong muén khi don tri ung thw vi ddi véi
docetaxel 100 mg/m2

Phan ung Ikhén ? Phan ing khong
mong muén ph mong mubn khong
bién phé bién

Phin ing khong mong

Fhinlop-ce quan mudn rit pho bién

Nhiém khuén (G3/4:
Nhiém khuén va 5,7%; bao gém nhiém
nhiém ky sinh tring [khudn huyét va viém
phdi, tir vong & 1,7%)

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

Giam bach cdu trung
tinh (G4: 76,4%);
Thiéu mau (G3/4:
8,9%); Giam bach cau
cO sot,

Giam tiéu cau (G4:
0,2%)

Roi loan mau va hé
bach huyét

Rbi loan hé th6ng
mién dich

Qué man (G3/4: 5,3%)

R loan chuyéu hoa

va dinh dutng Ghan o

Bénh 1y rbi loan than
R&i loan hé thin kinh cam gidc ngoai
kinh bién (G3: 4,1%);
Bénh thén kinh vén
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dong ngoai bién (G3/4:
4%); Loan vi giac
(nang: 0,07%)
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R6i loan tim

Loan nhip tim (G3/4:
0.7%)

| o Il _
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Suy im ™

Rbi loan mach mau

Huyét ap thép; T dng
huyét 4p; Bing huyét

R&i loan hé hip,
1dng ngire va trung
that

Kho thé (ning: 2,7%)

Ao Y .
Roi logn tiéu hoa

Viém miéng (G3/4:
5,3%); Tiéu chay (G3/4:
4%); Budn ndn (G3/4;
4%); Non (G3/4: 3%)

Téo bon (nang:
0,2%); Dau bung
(niing: 1%); Xuat
huyét dudng tiéu héa

Viém thuc quan
(nang: 0,4%)

" -~ e A £
va mo lién ket

(néng:0.3%)
- s~ |Rung toc; Phan img da
dRS;il‘é‘;“ davamd | a4 5 99%): Réi lon
mong (nang: 2,6%)
RO logn SO X008 o (ilogs LAY [ kbt

Cée rdi logn toan
than va tinh trang tai
noi ding

U dich (niing: 6,5%):
Suy nhugce (néng:
11,2%); Bau

Phén (g tai chd
tiém truyén; Dau
ngue khong do tim
(néng: 0,4%).

Xét nghiém

Téang bilirubin mau
do G3/4(< 5%): Tang
phosphat kiém mau
d) 3/4(< 4%); Tang
AST G3/4 (< 3%);
Ting ALT G3/4 (<

2%)

Mo ta cdc tdc dung khdng mongm uén khi don tri ung thie vi ddi véi docetaxel 100 me/m2

R&i loan mdu vé hé bach huyét

Hiém: céc dot chay mau lién quan dén giam tiéu cdu do 3/4.

Réi loan hé than kinh

Dit liéu vé kha niing hdi phuc c6 sin trong s6 35,3% bénh nhén phat trién n!ﬂ'ém ddc thén
kinh sau khi don tri docetaxel & lidu 100 mg/m2. Cac triéu chimg tu phuc hoi mét cdch ty
nhién trong vong 3 thang.

Roi loan da va mé dudoi da

Rét hiém: mot trudmg hop rung téc khong hdi phue vao cudi nghién ctru. 73% cdc phén g
trén da ¢ thé hdi phue trong vong 21 ngay.

Cdc roi loan todan thén v tinh trang tai noi dimng thudc
Liéu tich liiy trung binh cho dén khi ngimg diéu tri 1a hon 1.000 mg/m2 va thoi gian trung
binh dé phuc hoi tinh trang @ dich 1a 16,4 tudn (khoang 0 dén 42 tuan). Khai phét cta tinh
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trang (r dich tir vira dén niing (liéu tich liiy trung binh: 818,9 rqg,-‘i n2) %’lh{rﬁhg‘j} cham lai
o bénh nhéan dugc dlf:u tri dy phong trude do6 (I1eu tich luy trlhn&m‘h 4897 /g!m2) tuy
nhién, chi gap & mot sé bénh nhéan trong chu ky diéu tri diu tlelf\ 1P O Gt W ,/”

Bing 3 Danh ssfich cic tie dung khéng mong mudn trong don tri ung thw E]IDI khing
phai té bao nhé véi docetaxel 75mg/m2,

Tihe dung khong nong Tic dung khéng mong muén

Phén 16p co quan muén rat phé bién ph bién

Nhiém khudn va nhidm ky

S Nhiém khudn (G3/4: 5%)
sinh tring

) Giam bach céu trung tinh
Réi loan méu va hé bach (G4: 54,2%); Thiéu mau
huyét (G3/4: 10,8%);

Giam tiéu céu (G4: 1,7%)

Giam bach cau do sot

# = A " A
Rdi loan hé thong mién dich Qui mfin (klsding nghiCm

trong)
dRéi loan chuyén hoa va dinh | .
udng
Bénh than kinh cam giac Bénh thén kinh vén déng
R&i loan hé thin kinh ngoai bién ngoai bién

(G3/4: 0,8%) (G3/4: 2,5%)
R&i loan nhip tim (khéng
nghiém trong)

R&i loan tim

R6i loan mach méu Huyét ap thip
Budn nén (G3/4: 3.3%);
Viém miéng (G3/4: [,7%);

A A » "
Roi loan tiéu hoa Non (G3/4: 0,8%); T[40 bon
e Tiéu chay (G3/4: 1,7%)
4. : Rung téc; Phan img da Rbi loan méng (0,8% nghiém
RO loan da va md dudi da (G3/4: 0.8%) ro1ig)
‘ . - -~
Roi loan co xwong va mo ers o

lien két

P S A o ar (Suy nhuge (12,4% ning);
Cac roi loan toan than va tinh U dich (0,8% ning):

trang tai noi ding Pau

. - Bilirubin mdu ting G3/4
Xét nghiém (<2%)

Bang 4: Danh sich cdc tic dung khing mong mudn trong phéi hop docetaxel
75mg/m2 véi doxorubicin trong diéu tri ung thu vi

Phan wng
kkhong mong
K A
muon khéong
plté bién

Phén ing khéng  |Phéin irng khing
Phiin 16p co quan mong mubn rit phd [mong mudn phé
bién bién

Nhiém khuén va nhiém ky  [Nhiém khuén (G3 /
sinh tring 4: 7,8%)
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f//l { DHOT \\\
— - .'fr"' ”il.,l.;..". !]';k'. 0 1'\
R&i loan mau va hé bach  |Giam bach cu trung (fh e o
huyét tinh (G4: 91,7%); NI\ 1 p i Ol nR/
; S . Qua man cam N .\‘--
R&i loan hé théng mién dich (G3/4: 1.2.%)
R6i loan chuyén hoa va dinh it
s Chén é@n
udng
Bénh thin kinh cam  [Bénh Iy than kinh
R&i loan hé thin kinh gidc ngoai bién (G3: |vdn déng ngoai bién
0.4%) (G3 /4: 0,4%)
Suy tim;
£ 3 Réi loan nhip tim
Rot logn tim (khéng nghiém
trong)
R&i loan mach méu Huyét 4p thip
Bubn nén (G3/4:
5%); Viém miéng
£ % (G3/4: 7,8%); Tiéu
Roi loan tiéu héa chy (G3/4: 6.2%):
Non (G3/4: 5%); Tao
bon )
Rung toc; Réi loan
2o : mong (nang 0,4%);
Rai loan da va mé dudi da Phin fmg da (khéng
nghiém trong)
Réi loan co xuong va md :
lién két Myulgia
Suy nhuge (ning
5 L % S,l%); —_— . =
Céc r0i loan todn thén va tinh| 2. 7", B Phan tmg tai cho
G Gitt nude (1,2% y )
trang tai noi diing s tiém truyén
nghiém trong);
Dau dén
G3/4 Bll[t‘llbu.l MAU | o) AST ting
ting (< 2.5%); G3/4 :
R 071 (<1 %); G3/4
Xét nghiém Phosphatase kiem 4
ALT tang (<
trong mau ting (< 1 %)
2.5%) 3

Bing 5: Danh sich cic tic dung khéng mong muén trong phdi hop docetaxel 75

mg/m2 véi cisplatin trong diéu (ri ung

thw phéi khéng phai té bdo nhé.

Phén 16p co quan

Phin img khéng mong
mudn rit phé bién

Phin irng khon
mong mudn ph
bién

Phéin fing khong
mong muon
khong phé bién

Nhi&m khuén va nhiém ky
sinh tring

Nhiém khuan (G3/4:
5.7%)

R&i loan méu va hé bach
huyét

Giam bach céu trung
tinh (G4: 51,5%);

Gidm bach ciu do
sot

Trang 15




https://trungtamthuoc.com/

/. '
Thiéu mau (G3/4: / Qi pHone %
6,9%); (%[ BALDIEN ):
Giam tiéu cau (G4: iL;-T ) I.l
0,5%) \\ T.P 1D CHpt Wike/ y
Réi loan hé théng mién dich |Qua man (G3/4: 2.5%) N " A
R&i loan chuyén hoa va dinh| ., , .
& Chén an
dudng
Bénh than kinh cam
, giac ngoai bién (G3:
R6i loan hé than kinh 3,7%); Bénh théan kinh
véan ddng ngoai bién
(G3/4: 2%)
£ 3 R&i loan nhip tim ;
R6i loan tim (G3/4: 0,7%) Suy tim
£ 3 Ha huyét ap
Ro6i loan mach mau (G3/4: 0,7%)
Budn non (G3/4: 9,6%);
£ S Non (G3/4: 7,6%);
R6i loan tiéu hoa Tiéu chiy (G3/4: 6.4%); Téo bén
Viém miéng (G3/4: 2%)
Rung téc;
R&i loan mong (ndng:
Réi loan da va mé dudi da [0,7%);
Phan Gng da (G3/4:
0,2%)
R&i loan co xuwong vaméd |, T
lidn két Dau co (nang: 0,5%)
Céc r6i loan toan than va ;1;5; A:;hl{? fi;(:lfl ?ﬁing Phan {mg tai chd
tinh trang tai noi ding 0.7%): Sét (G3/4: 1.2%) tiém truyén; Pau
Bilirubin mau E:SS;; /; jﬁng oA
= 0/, ! |
X¢ét nghiém ‘t:EgT(;;"I gj”"l’ f )i Phosphatase kiém
(13%) & trong méu ting
; G3/4 (0,3%)

Bang 6: Danh sich cic tie dung khong mong mudn trong phdi hop docetaxel 100

mg/m2 kit hop véi trastuzumab trong dibu tri ung thw vi.

Phin 16p co quan

Phan g khéng mong
mudn rit pho bién

Phin tng khong mong
muén pho bién

Ri loan mau va hé bach
huyét

Giam bach chu trung tinh ‘
(G3/4: 32%);‘Giz’1rn bach céu
do sbt (bao gdm giam bach
X .. A A L3

ciu lién quan deén sot va sir
dyung khang sinh) ho#ic nhiém
khuén huyét giam bach cdu
trung tinh
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/ At §
f/ YR !

)

B Wil .FI

R&i loan chuyén hoa va
dinh dudng

Chéan an

TA
p H CI

R6i loan hé than kinh

Mit ngni

\\ T
\ o

N,
Ay

Roi loan

Di cam: Pau diu; Ching kho
tiéu; Giam mé

RAi loan mat

Chay nude mit tang 1én;
Viém két mac

RO1 loan tim

Suy tim

R&i logn mach mau

Phu bach huyét

ROi loan méu va hé bach
huyet

Chay mau cam; Pau hong;
Viém miii hong; Chirng khé
tha;

R6i loan hé théng mién
dich

Budn nén; Bénh tiéu chdy;
Non muira; Tao bon: Viém
miéng; Roi loan tiéu héa; Pau
bung

Roi loan da va méd duwdi
da

Rl,}ﬂg t6c: Ban do; Phét ban;
R&6i loan mong tay

R6i loanco xuong va mo
lién ket

Dau co; Dau khép: Pau ¢ tr
chi; Pau xuong; Dau lung

Ii
it/
.’. f

\

"

TER.
HONG \+\

Suy nhuge co thé; Phu ngoai
vi; Pyrexia; Mét moi; Viém
niém mac; dau; mét moi
giéng ctim; Pau ngue; On
lanh

Téng can

Céc r6i loan toan than va

. . -4 ] HH
tinh trang tai noi diing Sl

Xét nghiém

M ta cic tic dung khdng mong mudn trong phoi hop docetaxel 100 mg/m2 két hgp voi
trastuzumab trong diéu tri ung thu vil.

RGi loan mdu vé hé bach huvét

Rét phd bién: Déc tinh trén huyét hoc tang lén & bénh nhan ding trastuzumab va docetaxel,
s0 v&i bénh nhén don tri véi docetaxel (32% glﬂm bach ciu mirc 3/4 so véi 22%, str dung
tiu chi NCI-CTC). Dir liéu nay c6 gia tri thip vi docetaxel don tl'] llcu 100 mg/m2 lam
glém j,lam bach cau trung tinh & 97% bénh nhén, 76% d6 4, so vdi s0 lugng t& bad mau
thap nhat. Ty 1¢ s6t giam bach cdw/nhiém khudn gidm bach ciu tang & nhitng bénh nhéin
duge diéu tri bing Herceptin két hop véi docetaxel (23% so vai 17% bénh nhan don tri
bang docetaxel).

Réi loan tim

Da ghi nhan truong hop suy tim ¢d triéu chimg duge bdo cdo & 2,2% bénh nhin diing
docetaxel két hop véi trastuzumab so véi 0% bénh nhan don tri docetaxel. Trong nhém
bénh nhan sir dung két hop docetaxel véi trastuzumab, 64% da duoc diéu tri bd tro bing
anthracyclin trudge dé so véi 55% & nhoém bénh nhéan don tri docetaxel.

Bing 7: Dinh sich tic dung khong mong mubn trong nhm hop docetaxel 75 mg/m2
két hop véi capecitabin trong didu tri ung thu vi,

|l‘h;‘in I6p co quan ‘Phﬁn irng khéng mong ﬁ'llﬁn trng khéng mong mudn ‘
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4/ Agha pHONG

Nhi&m khuén va nhiém ky
sinh tring

E o Fe T Xk
muon rat pho bién

( 1/ : n.ll\'l |;'||.ﬂ

phd bién

\ 7
|
|

(G3/4: <1%) '\

Nhiém ndm C\hn&bda I f’l '
J.P o Hﬁnm ,a

Roi loan mau va hé bach
A
huyét

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

Giam tiéu cdu ((}3!4: 3%)

K. X F \
Roi loan chuyén hoa va
dinh dutng

Chén an (G3/4: 1%); Giam
sur thém in

Mt nude (G3/4: 2%);

e A X .
Ro1 loan hé than kinh

Réi loan vi gidc (G3/4:
<1%); Di cam (G3/4: <1%)

Chéng mat;
Nhirc dau (G3/4: <1%);
Bénh than kinh ngoai bién

R&i loan mat

Tang tiét nudc mat

Réi loan h hép, 1ong ngue
va trung that

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

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

A A )
Roi loan tiéu hoa

R&i loan da va mé dudi da

Viém miéng (G3/4: 18%);
Tiéu chdy (G3/4: 14%);
Buodn non (G3/4: 6%);

Dau bung trén;

Non (G3/4: 4%); Tao bon  [Khd miéng
(G3/4: 1%); Dau bung

(G3/4: 2%); Kho tiéu

Hoi chiig tay chian miéng |Viém da;

(G3/4: 24%); Rung toc
(G3/4: 6%); Rdi loan méng
(G3/4: 2%)

mong tay;
Bong méng (G3/4: 1%)

Ban do (G3/4: <1%); Dbi mau

A - \ 7y
R6i loanco xuong va mo
lién ket

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

DPau ti chi (G3/4: <1%);
Bau lung (G3/4: 1%);

Suy nhuge (G3/4: 3%);

Céc roi loan toan than v |SHt (G3/4: 1%); Mét moi/  |Hon mé;
tinh trang tai noi ding suy nhugce (G3/4: 5%); dau
Phu ngoai bién (G3/4: 1%);
Giam cén;
Xét nghiém G3/4 tang bilirubin trong mau

(9%)

Bing 8: Danh sdch cic phin timg c6 hai tm ng u g thu tuyén tién liét khéng ciit tinh
hoan di ciin déi voi docetaxel 75 mg/m2 ket hop véi prednison hoiic prednisolon.

Phan 16p co quan

Phéin iwng khéng mong
A A A gk
muon rat pho bien

Phén irng khong mong
muén phd bién

Nhiém khudn va nhiém ky
sinh tring

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

R&i loan mau va h¢ bach
huyeét

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

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

R6i loan hé théng mién
dich

Quéa mén (G3/4: 0,6%)
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Lidg ;S

Réi loan chuyén hoa va L 7. /vAn PRONGN )\
di?llh gi%;gmy Rt Chén an (G3/4: 0,6%) .|/ .{ pAl DIEN \ \
Bénh Iy thin kinh cam gide |5\ " e/
£ PR ngOﬂl bién (G3/4: 1,2%); |Bénh Iy théan kinh \iQn‘d ng /Y
Roi logn h than kinh R&i logn vi giac (G3/4: ngoai bién (G3/4: 0%)._ 4
0%)
£ : Tang tiét nude mit (G3/4:
Roi loan mat 0.6%)
- ; Suy giame hire nang thit tréi
Roi loan tim (G3/4: 0.3%)
% ok 1k . Chéy mau cam (G3/4: 0%);
‘lfg’:r‘;f“ :I;Euhap’ long ngue Kh thé (G3/4: 0.6%); Ho
g (G3/4: 0%)
Budn nén (G3/4:
‘ 2.4%);Tiéu chay (G3/4:
R6i loan tiéu héa 1.2%); Viém miéng/Viém

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

Rung téc; RSi loan méng  [Phét ban troc da (G3/4:
(khéng nghiém trong) 0.3%)

R6i loan co xuong va Pau khép (G3/4: 0,3%);
xuong lién két Pau co (G3/4: 0,3%)

i At et e AN
Ciic 16i logn todn than va | it mOi (G3/4: 3,9%);
Giit nude (nghiém trong:

tinh trang tai noi ding 0,6%)

Réi loan da va mé duéi da

Bing 9: Tic dung khéng mong muén khi phdi hop Docetaxel 75 m m2 két hop véi
rednisone hoiic prednisolone vi ADT trong dicu tri ung thw tuyen tién liét nhay cim
v&i hormon tién trién tai ¢ho hoic di ciin ¢6 nguy co cao.

Phs‘iin tmg khﬂng mong Ph:m u'ng khong mong
Phiin 16p co quan mudn rit plm bién mudn phu bién 3
. Giam bach ciu trung tinh
Ro1 loan méu va hé bach (G3-4: 12%)5T11iéu méu,
huyét Giam bach cdu do sot (G3-4:
15%)
Eé_i loan hé théng mién dich Qua min (G3-4: 1%)
R&i loan ndi tiét Bénh tiéu dudmg (G3-4: 1%)
R&i loan chuyén hoa va dinh o i
= Chan an
dudmg
R&i loan tdm than Mt ngii (G3: 1%)
‘ Bénh ly thén kinh cam gidc
Réi loan hé thn kinh ngogi bién (>G3: 2%) a Chéng miit
Dau dau
R6i loan mit Nhin mo
Réi logn tim Huyét 4p thép (G3: 0%)
R6i logn hé hép, 16ng ngue  [Kho thér (G3: 1%); Ho (G3:  |Viém hong (G3: 0%)
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f"ﬂ-.,"wf N PHONG
I/ parpiga

va trung thét

0%), Nhiém tring duomg hé
hip trén (G3: 1%)

Il = ¥
pml Ifll
\ TP WO GHi i u/ _

L v ’
Roi loan tiéu hoa

Tiéu chay (G3: 3%); Viém
miéng (G3: 0%): Tao bon
(G3: 0%); Budn non (G3:
1%); Réi loan tiéu héa; Pau
bung (G3: 0%); Déy hoi

"': L

NoOn (G3: 1%)

Ro6i loan da va mé dudi da

Rung tée (G3: 3%) a

Phat ban

Co xuong vi roi loan mo lién

két

Pau co

Céc 16i loan chung vé tinh
trang tai noi ding thudc

Hon mé (G3-4: 2%); Cac
triéu chimg gibng nhu cim
(G3: 0%); Suy nhuoe (G3:
0%); Gifr nude

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

0%)

Bang 10: tac dung khiéng mong mudn klu sit dung Docetaxel két hop véi doxor ulm.m
va cyclophosphamide trong liéu ph:ip diéu _tri bb tre cho bénh nhin ung thw vi ¢6
hachr‘ kllung ¢d hach- div lién tﬁng hop

Phin iing klmng ~ |Phin img khéng  [Phan img khong

Phéan 16p co quan mong muén rit phé  [mong muén phd  |mong mudn
bién bién ) khong phé bién
Nhiém khuin (G3 / 4:

Nhifm khuln vinhigm [2F705 "

kg sinh tring Nhiém khuan do giam
bach cau trung tinh.

(G3/4:2,6%)
Thiéu mau (G3/4; 3
%) .
Gidm bach céu trung
R&i loan méu va h¢ bach [tinh (G3/4: 59.2%);
huyét Giam tiéu cau (G3/4:
1.6%);
Giam bach céu do sét
(G3/4:NA) )

R&i loan hé théng mién Qu4 min

dich N |G34:0.6%)

Réi loan chuyén hoa va  [Chén dn (G3/4: 1,5%)

dinh dudng -

Réi loan hé than kinh  |Loan vi gide (G3/4: 0, |Bénh Iy than kinh  [Ngét (G3/4: 0%);
6%); Bénh 1y thin vin dong ngoai bién [Pdc tinh than kinh
kinh cam gidc ngoai  [(G3/4: 0%); (G3/4: 0%) Trang
bién (G3/4: <0,1%) thai mo mang

- (G3/4: 0%)

R&i loan mét Viém két mac (G3/4: |Tang tiét nwée mét

 [<0,1%) (G3/4: 0,1%)
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il DIEW

Ro6i loan tim

Réi loan nhip tim
(G3/4: 0. 2%);

Tt

=

Roi loan mach méu

R&i loan hé hip, 1ong

Béc hoa (G3/4:0.5%)

ngyrc va trung thét
R&i loan tidu hoa

Budn non (G3/4:
5,0%); Viém miéng
(G3/4: 6,0%); Nén
(G3/4: 4,2%): Tiéu
chiy (G3/4: 3,4%);
Téo bén (G3/4: 0,5%)

0.4%)

Dau bung (EB#;:

- N — /
Han huyét 4p (G3/4: [Phii bach huyétx |~
0%); Viém tinh
mach (G3/4:0%)
Ho (G3/4: 0%)

(G3/4: 0%)

Réi loan da va mé duéi
da

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

ey S

Roi loan co xuong va mé
A )‘

lién két

Dau co (G3/4: 0,7%);
Bau khép (G3/4:0,2%)

H¢ théng sinh san va rdi
loan vi

V6 kinh (G3/4: NA)

Céc rbi loan toan than va
vi trf tai noi ding thude

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

Xét nghiém

Tﬁng: can (G3/4:0%);
Sut cn (G3/4:0.2%) i

M6 ta cde tac dung khéng mong mzron khi str dung Docetaxel két hop véi doxorubicin va
cyclophosphamid trong li¢u phdp diéu tri bé tro cho bénh nhdn ung thie vii €6 hach/ khéng

co hach

Bang 11: cdc tic dung khéng mong mudn khi sir dlmg docetaxel 75 mg/m2 két hop voi

splatin va 5-fluorouracil frong ung thw biéu moé tuyén da di

Ll'l______________g_g______}'____x

Phéin l6p co quan

Phﬁn li'ng khung mong mubn
rit phé bién

Phan ing l:lmng mong
mubn phd bién

. [Nhiém khuén do gidm bach cdu

o A 3 1
Nhiem khudn va nhi¢m ky trung tinh; Nhiém khuén (G3/4:

sinh tring

11,7%)

R&i loan méu va hé bach
huyét

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

R&i loan hé théng mién
dich

Qué mén (G3/4:1.7%)

Réi loan chuyén héa va
dinh dudng

Chén an (G3/4:11.7%)

|
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R&i loan hé thin kinh

IBénh Iy thén kinh cam gide ngoal,
bisn (G3/4: 8,7%)

/—rI:

At &
Roi loan mat

vmﬁmﬁ@ﬁ?ﬂﬁ%
énh ly than Kinh'van dong
n?gqal bién (G3/4: 1,3%)

Tang tiét nudc mét
(G3/4:0%)

R&i loan tai va mé dao

qu loan tim

Rbi loan hé tiéu hoa

R&i loan da va mé du6i da

Réi loan toan than va vi tri
tai noi dung thudc

Gidm thinh lye (G3/4:0%)
Loan nhip (G3/4:1,0%)

T1eu chay (G3/4: 19,7%); Budn
non (G3/4: 16%); Viém miéng
(G3/4: 23,7%);

Non (G3/4: 14,3%)

Tao bon (G3/4:1.0%);
DPau da day rudt (G3/4:
1.0%);

Viém thue quan/ nubt kho/
nudt dau (G3/4: 0 %)

Rung tée (G3/4: 4.0%)

Ngtia pht ban (G3/4: 0 7%):

Bién déi mong (G3/4: 0,7%);
Bong trde da (G3/4: 0%).

|Hon mé (G3/4: 19,0%);

S6t (G3/4: 2,3%);
U dich (nghiém trong / de doa
tinh mang: 1%)

Bing 12: danh séich cdc tic dung khong mong mudn khi Docetaxel 75 m

véi cisplatin va 5-fluorouracil trong ung thw dau va c6 doi.

Hoa tri triwde sau do la xa tri

Phéin 16p ¢co quan

Phin irng khong
mong mudn rit phﬁ
bién

Phéan ting khon
mong muon pho bién [mong mudn khing

Phin trng khong

phd bién

Nhiém khudn vaky  |Nhi
sinh tring

6.3%); Nhiém khuﬁn
do giam bach cau

&m khuén (G3/4:

U lanh tinh, dc tinh va Pau ung thu (G3/4:
khong xac dinh (bao 0.6%)
géml u nang va budu
nho)
R6i loan hé huyét hoe |Giam bach céu trung |Giam bach clu trung
va bach huyét tinh (G3/4: 76.3%);  |tinh c6 sbt
Thiéu méu (G3/4:
9.2%); Gidm tiéu cau
(G3/4: 5.2%)
R&i loan hé mién dich Qué ma cam (khong

nghiém trong)

Réi loan chuyén hoa
va dinh dudng

Chén an (G3/4; 0.6%)

R&i loan hé thén kinh |Loa

ngo.

khiru gide; Bénh Iy
than kinh cam gidc

n vi gide/ ri loan |Chéng mit

ai bién (G3/4:
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0.6%) i B
R&i loan mit Ting tiét nudc mat, EQQ o W LT :
viémkélma-:_: . __;H"‘~_: il
R&i loan tai va mé Giam thinh gidc T
dao | S
Réi loan tim Thiéu mau cyc by co  |Loan nhip (G3/4:
B tim (G3/4:1.7%) [0.6%)
R&i loan mach Réi loan tinh mach
(G3/4: 0.6%)
Réi logn tiéuhéa  [Budnnbn (G3/4:  [Tdo bon; _
0.6%); Viém miéng |Viém thyc quan/nudt
(G3/4: 4.0%); Tiu  [khé/ nubt dau (G3/4:
chay (G3/4: 2.9%);  |0.6%); Pau bung; Khé

No6n (G3/4: 0.6%)

tiéu; Xudt huyét tiéu
hoa (G3/4: 0.6%)

R&i loan da va mé
dudi da

Rung t6c (G3/4:
10.9%)

Ngira phat ban; Khé
da;Troc da (G3/4:
0.6%)

Réi loan xwong va co
lién két

Dau co (G3/4: 0.6%)

Réi loan toan thin va
vi tri tai noi ding
thudc

Hé mé (G3/4: 3.4%);
S6t (G3/4: 0.6%);
U dich; Phu

Xét nghi¢m

Téng cin

Hoa tri trude sau do la héa xa tri

Phin wng khong x - &k 5
Phiin Iép co'quan  |[mong mudn rit phé ERAh li'ng‘lihon TS Khiin ungﬁklmn;g
bitn mong muon pho bién mong muon khéng
‘ . pho bién
Nhiém khuén vaky |Nhim khuén (G3/4: |Nhiém khuén do giam
sinh triing 3.6%) bach ciu
U lanh tinh, 4c tinh va Pau ung thu (G3/4;
khéng xéc dinh (bao 1.2%)
gbm u nang va budu
nho)
R6i logn hé huyét hoe [Giam bach cu trung
va bach huyét tinh (G3/4: 83.5%):
Thiéu mau (G3/4:
12.4%); Giam tiéu ciu
(G3/4: 4.0%);
Gidm bach cﬁutrung
tinh do sot. B
R&i loan hé mién dich Qué méin
R&i loan chuyén héa |Chan an (G3/4:
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vi dinh dudng ]2.0“/;)___- ) . ____J“” ALDIEN  \% .
R&i loan h¢ théin kinh {Loan vi gidc/ rdi loan [Chong mat (G3/4: | T
khitu giac (G3/4: 2.0%); \\ \I.P Hl CHI HINKS
0.4%); Bénh ly thin  [Bénh Iy than kinh . Wy WL

kinh cdm gidc ngoai  |ngoai vi (G3/4: 0.4%)
bign (G3/d: 1.2%)

Ting tiét nudc bot | Viem két mac

R_éi loan mét

Réi loan tai vamé  |Giam thinh lye (G3/4:
dao 1.2%) -
R&i loan tim Loan nhip (G3/4: Thiéu méu co tim
2.0%)

R&i loan mach .
Réi loan tiéu hoa Budn nén (G3/4: Kho tiéu (G3/4: 0.8%);
13.9%); Viém miéng |Pau da ddy -rudt
(G3/4: 20.7%); Non  |(G3/4: 1.2%); Xuit
(G3/4: 8.4%); Tieu  |huyét tiéu hoa (G3/4:
chay (G3/4: 6.8%); |0.4%)

Viém thyuc quan/nudt

khé/ nudt dau (G3/4:

12.0%); Tdo bdn

(G3/4: 0.4%) o e
R&i loan da va mo Rung toc (G3/4: Kho da;Troc vay
dudi da 4.0%); Ngira phat ban ) |
Réi loan xuong va co Dau co (G3/4: 0.4%)

lién két

R&i loan toan than va [Hén mé (G3/4; 4.0%);
vi trf tai noi diing S6t (G3/4: 3.6%); U

thube dich (G3/4: 1.2%);
Phu (G3/4: 1.2%)
_)_{_é_t nghiém Sut cin . Téng cén

Cic bio cfo sau khi lwu hanh:

U lanh tinh, dc tinh va khong xdc dinh (bao gom u nang va buéu nho)

Khdi u éc tinh nguyén phat thir hai (tin suft khong duoe biét), bao gom ca u lympho khéong
Hodgkin di duge ghi nhin c6 lién quan khi str dung docetaxel két hop véi cic phuong
phép di€u tri chong ung thu khac. Bénh Ung thu bach cdu dong tity cap va hoi chimg loan
san tiy da duge ghi nhan (thn suat khong phd bién) trong céc nghién ctiu lam sang quan
trong vé ung thu vii véi phéc dé TAC.

R6i logn hé huyét hoc va bach huyér

Suy tity va cc phan ting khéng mong mudn vé huyét hoc khéc di dugce bio cédo. Dong méu
rai rdc ndi mach (DIC), thuong di kém véi nhiém khudn huyét hojic suy da co quan da
duoe ghi nhin

Réi loan hé mién dich

Mt s6 truong hop sbe phin vé doi khi géy tir vong di duge béo cdo. Cée phan (g qua
mén (chua biét tin suit) d duge bdo cdo véi docetaxel & nhiin g bénh nhén da timg ¢6 phan
(g qua man voi paclitaxel.
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RAt hiém giip cac trrong hop co gidt hodc mét v thie thoang qua dm,n | ,'J u.\. lf Ld;eu lr; \

vGi docetaxel. Nhitmg phan (mg nay doi khi xay ra trong khi truyén thud |

Al |
Réi loan mdt ¢ HO CHI Wt/ ’f

Rét hiém trudmg hop 101 loan l.hl gide thodng qua (nhép nhay, 4nh sng loa, suy glam thl
luc) lhuﬁng gap khi Iruycn thuoc cung véi cic phan (g qua man khéc. Triéu chimg 1 nay s
phue hi khi ngung uuyen Hlem gip céc trudng hop chay nude mit cé hay khng c6 viém
két mac nhu tic tuyén 1& din dén rach. Ghi nhan cac truomg hop phti hoang diém dang nang
(CMO) & bénh nhan duge diéu trj bing docetaxel.

Réi loan tai va mé dao

Hiém gap cac truomg hop doc tinh tai, gidm thinh gidc va / hodc mét thinh gidc da dugc bio
cdo.

Réi logn tim
Hiém truong hop nhdi méu co tim hiém gip duoc ghi nhan.

R&i loan nhip thét bao g f,om nhip nhanh that (khong r& tin sut), doi khi gdy tir vong, da
dwgc ghi nhin & nhitng bénh nhan dugc diéu tri bing docetaxel theo phéc db phdi hop bao
gdm doxorubicin, 5-fluorouracil va/hoéic eyclophosphamid.

R loan mach mdu
Hiém gaip cée bién cb huyét khdi tinh mach.
Réi logn hé hdp, long ngue va trung that

Héi chimg suy ho hap cap va cac terrng hop viém phm ke J’wcm phdi, bénh phéi k&, xo
phm va suy ho héip ddn dén t&r vong hiém khi dugc béo céo. Hiém giip cdc truomg hop viém
phdi do birc xa & nhitng bénh nhan duoc xa trj dong thoi.

Réi loan tiéu héa

Hiém gip cia viém rudt, bao gbm viém dai trang, viém dai trang do thiéu mau cyc b va
viém rudt do giam bach céu trung tinh, da dugc ghi nhén véi hau qua cé thé gy tir vong
(tén suit khong duge biét).

Hiém gip céc truomg hop mét nude do cde bién ¢ dudmg tiéu héa bao gbm viém rudt va
thing dudmng tiéu hda.

Hiém giip cac truong hop liét rudt va tic rudt.

Réi logn gan mét

Rat hiém trudng hop viém gan, doi khi tir vong chu yéu & nhitng bénh nhin ¢6 cdc bénh ly
gan tir trudec.

Réi loan da va mé durdi da

Hiém giip cdc truong hop lupus ban d6 da va phat ban dang bongnude nhu héng ban da
dang, Hoi chimg Stevens-Johnson (SJ S), Nhiém doc hoai tir biéu bi (TEN) va Bénh myn
mu todn than cp tinh (AGEP) khi diéu tri v6i docetaxel. KhL diéu tri véi docetaxel da ghi
nhén duge cic trudng hop thay déi dang xo ctng bi xuat hién truée khi phit mach bach
huyét ngoai vi. PA ghi nhan trudmg hop rung tée vinh vién (tAn suét khéng dugc biét).

Réi loan thdn va tiét niéu
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Gidm chitc nang than va suy thin dé duge ghi nhin. Khodng 20% trudng h . kh%%' b'SJeu
t6 nguy co suy than cip nhu ding dong thoi thude gay doc than hoac roi ld\?ﬂ l\rc1 Sl wﬁh W
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Roi loan toan than va vi tri tai noi ding thude
Hién tugng viém cép do hoa tri sau xa trj hiém khi duoc bao céo.

Thoat mach fai vi tf trude do sau khi ding docetaxel & vi trf khae da duge ghi nhén ¢ tén
sudt khong duge biét.

U dich khéng kém theo L.db dot thiéu niéu cép hodc ha huyét 4p. Mat nude va pht ngoai
bién di duge ghi nhan hiém gap.

R6i logn chuyén héa va dinh diing

Céc trudng hop mét cén b{mg dién giai da dugce ghl nhéin. Pd ghi nhén céc truomg hop ha
natri mau, thuong di kém mét nwée, ndn miia va viém phm

E)a ghi nhén tru‘r:rng hop ha kali méu, ha magie mdu va ha canxi méu, thufmg lién quan dén
rbi loan tiéu héa va ddc biét 1a véi tiéu chay. Da ghi nhén hdi ching ly giai khéi u ¢6 kha
néing géy tir vong voi tan sudt khong duge biét.

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

Théng bdo cho bdc sT nhitng tdc dung khdng mong muén gdip phdi khi sit dung thuée.
11. QUA LIEU VA CACH XU TRi

Di ¢6 vai béo cdo vé viée qua lidu. Chua c6 thube giai doc cho qué liéu docetaxel. Trong
truong hop qué lidu, cin gitt bénh nhén trong mdt don vi chuyén khoa va theo di chiit ché
c4e chire nang sinh t6n.

Trong tmcmg Iu)‘p qua lidu, ¢ tang céc tac dung khdéng mong mubn. Nhﬂ'ng bién chl.mg
chinh cta qua liéu 6 the: la: e ché tay xuong, doc tinh trén than kinh ngoai bién va viém
niém mac. Bénh nhén can duge diéu tri véi G-CSF cang sOm cang bt sau khi phat hién céc
triéu chimg qua lidu. Néu cin thiét phai sir dung thém cac bién phéap didu tri triéu chimg
thich hep khac.

12. DAC TINH DUQC LUC HQC
Nhom duge 1y: Thude chéng ung the
Ma ATC: LoiCDO2

Co ché tic dung

Dncctaxel 14 tic nhin chong ung thu hoat djng béng 15!115 Luimg su gin két tubulin vao céc
bng vi quan un dinh va tic ché sy tach 10i ciia chiing din dcn giam déang ke lugng tubulin ty
do. Sw gén két ciia docetaxel vao vi quan khong lam thay dbi s6 lugng tidn to.

Docetaxel pha v& mang vi ong trong té bao, mang vi ong nay céan thiét cho su gian phan va
ky trung gian phén bao.

Tic (igmg dugce e hoc

Docetaxel co dt’;‘ac tinh t& bao véi nhiéu dong té béo u bmfru O ngudi va chudt va co kha nﬁng
chéng lai cde khoi u & ngudi méi vira ciit bo. Trong té bao, Docetaxel dat dugc nong do ndi
bao cao v&i thei gian khéng té bao dai. Ngodi ra, dou::taxel hoat hdéa mot vai chiru khong
phai toan bj cdc dong té bao khi biéu hién thai qud p-glycoprotein duge mé héa boi cac
gen da khéng lhuoc Dacetaxel khong phu thuée theo thoi gianva co phd khang khéi u rng
trén khdi u duge cly ghép & ngudi va chudt tién trién.
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13. PAC TINH DUQC PONG HQC

Hdip thu pAl DIEN

TAI ’
Duge dong hoc cla ducctaxel bénh nhan ung thu da dl.rcrc gh1 nhan Saw kh) thu;gyeu {)-

/6’ mb

hinh duge dqng hoc 3g gian v&i thoi gian ban thai & céc pha a, B va y lan ~lu1:rl 1a 4 phut 36
phit va 11,1 gi¢r. Pha cham 14 do sy phong thich chdm cua docetaxel tir & pha ngoai bién.

Phan bé

Sau khi truyén docetaxel 100 mg/m2 trong mét gidy, nén dé mirc dinh trung binh trong
huyel twong la 3,7 pg /ml va AUC tuong tmg 14 4,6 h.pg /ml. DG thanh thai trung binh va
thé tich phén phéi & trang thai 6n dinh lan luot 1a 21 lit/giym2 va 113 lit. Sy thay ddi ton;,
dd thanh thai & timg c4 thé 1 khoang 50%. Hon 95% docetaxel lién két véi protein huyét
tuong,

That trir

Docetaxel duge théi trir qua ca nude tiéu va phin sau qué trinh chuyén héa oxy hoda qua
trung gian cytochrom P450 ctia nhém ester tert-butyl, trong vong 7 ngay, lucmg, thude thai
trir qua nude tidu va phan lin luot khoang 6% va 75%. Khoang 80% thude duoc thai trir

qua phén trong 48 gid dau tién dudi dang mot chét chuyen hoa khong hoat tinh chinh va 3
chét chuyén hoa khong hoat tinh phy va mét lugng thude rt it khdng hoat déng.

Nhém débi twong dic biét

Tuoi va gidi tinh

Duge dong hoe ctia docetaxel khong thay déi do tudi hodic gidi tinh cua bénh nhin.

Suy gan

O mét s6 it bénh nhén suy gan tir nhe dén trung binh (ALT, AST=1,5 1in ULN c¢6 lugng
phosphatase kiém=2,5 1in ULN), c6 d¢ thanh thai thAp hon 27% gi4 trj trung binh.

U dich

D§ thanh thai docetaxel khong bi thay dbi & nhitng bénh nhén bi giit nuée tir nhe dén trung
binh va khdng ¢6 sén dit liéu & nhiing bénh nhin bj gitf nuée ning.

Liéu phép két hop

Doxorubicin

Khi ding két hop, docetaxel khéng anh hudng dén sy thanh théi ctia doxorubicin va nong
dd doxorubicinol trong huyét twong (mot dang Lhuyen héa ctia doxorubicin). Duge déng
hoc ctia docetaxel, doxorubicin va cyclophosphamid khong bi anh huéng khi ding chung
véi nhau,

Capecitabin

Khi ding két hop docetaxel véi capecitabin, duge dong hoc ctia docetaxel khong dbi va
nguoc lai.

Cisplatin

Do thanh thai ctia docetaxel khi két hop diéu trj voi cisplatin tuong ty nhu két qua thu duge
sau khi don tri li¢u. D3c tinh duge dong hoc cia cisplatin duge ding ngay sau khi truyén
docetaxel cling nhu khi ding riéng & dung cisplatin.

Cisplatin va 5-fluorouracil
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Vige str dung ket hgp docetaxel, cisplatin va S-fluorouracil anh huiihg dén dikat d }Ié hoc

» 1

ctia céce thude riéng lé. \\iz ﬁ'“‘]"_ oy

i T.P HO CHI MINK/

Prednison \ y
A

-

Prednison khéng anh huong dén duge dong hoe ctia docetaxel. N kA

14. QUY CACH DONG GOI1

Hop chira 1 lo dung tich 5mL bén trong chita 4mL dung dich
15. PIEU KIEN BAO QUAN:

Bao quan & nhiét do 2-8°C. Khéng dé déng bang.

16. HAN DUNG: 24 théng k& tir ngdy san xuét.

Khong dimg thudc qud han ghi trén bao bi.

17. TIEU CHUAN CHAT LUQNG: Nha san xuét

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

Dia chi: Unit-VI, Sy. No. 410-411, TSIIC Formulqlion SEZ, Polepally village, Jadcherla
Mandal, Mahaboobnagar District, Telangana State, An Do.
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