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Dung djch tiém Carboplatin ................c........ 150 mg
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Chi dinh, ching chi dinh, cdeh ding,

lifu ding va cdc thong tin khdc:
Xin doc t& hugng din sU dung.
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Thanh phén: Mdi lp chua:
Carboplatin .........cocovivvicinriaenen. 150 mg
TAAUGIE VA ...omreicinrsisssiiavisisasanassins. 1 K

Chi djnh, chéng chi dinh, cdch ding,
liéu diing va cdc théng tin khdc:
Xin doc & hudng dn sl dung,

Béo quéan:
Kin, dudi 30°C, tranh anh sdng va
tiép xic kim loai ty do.

Dé xa tdm tay cla tré em
Boc k§ hudng dén trudc khi ding
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GMP WHO
Solution for Injection

Rx Prescription drug

BOCARTIN
150

Carboplatin 150 mg/ 15 m| ——

I.V.
Box of 1 vial of 15 ml

Composition: Each vial contains:
Carboplatin ..........cooinisiiieinnn. 160 Mg
Exciplents .5 10 .....cocvrvinceniinennn. 1 vial

Indications, contra-indications, dosage,

Administration, other information:
See the enclosed leafiet in box.

Storage:
In tight container, below 30°C, avoid
light and metal exposure,

Keep out of reach of children
Read carefully the leafiet before use

Manulictved by
OIPHAR 1 PRARMACEUTICAL JONT - STOCK COMPANY
458 Nouyen Thai Hos Sir., Cuy Mhoa City, Vit Nam
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BOCARTIﬁ

Carboplatin 150 mg/ 16 mI 4
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Tiém / Truyén tinh mach
Hop 1 lg thudc tiem 15 mi
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TO HUONG DAN SU DUNG

150 mg
» (N 15 ml

at.12H;0, Acid phosphoric)

i g doc t& bao, ching ung thr va thubc logi chét alkyl hoa.
Cnrboplm tao thinh lién két chéo trong ciing 1 sgi hofic gifra 2 sgi ciia phin tir ADN lim
thay déi cdlu triic ADN, irc ché sy tdng hop ADN nhimg khéng c6 tic dung dac hiéu trén 1
pha ndo ciia chu ky phin bio.
Duge dijng hoe:
- Sau khi truyén tinh mach 1 liéu duy nhit carboplatin cho nguwdi Iém ung thu, carboplatin,
platin toan phén, platin siéu loc dat dén ndng d4 dinh ngay.
- Khi tiém nhé giot vio mang bung, ndng ¢ dinh trong huyét twong dat dugc sau 24 gio
vit khodng 60% lidu ding vao dwgc tuin hoan. Néng dj platin sidu loc trong dich mang
bungmrﬁm‘mgdﬁumghuyétmonsnhm!mgp]mhu&énﬁngbungwﬁonﬁcé&u
bj han
- Sau khi tiém truyén tinh mach, carboplatin va platin dirgc phin bb rng ri vto cde md va
dich co thé. Néng d cao nhit & than, gan, da, mé c u, ndng do thip & md va nfio. Platin
do carboplatin chuyén héa thanh phéin bé dugce vio hdng ciu véi ndng dj 2,5 micromoll,
dat dugc sau 6 givr truyén tinh mach liéu carboplatin 290-370 mg/m’,
- Théi gian bin thai cia Carboplatin trong huyét twong 1a 1-2 gidr.
Chi djnh:
- Ung thy budng trimg (tir giai doan Ic dén IV, sau phiu thudt, tai phat, di can sau diéu trj),
- Ung thir phéi (ca ung thir phdi té bio nhé, ca ung thir phdi khong té bio nhé).
- Ung thir diu va cd.
- U Wilms, u nfio, u nguyén bao thin kinh.
- Ung thir tinh hodn, ung thir bing quang, u nguyén bao vng mac tién trién va tdi phit &
tré em.
Ciich diing - liéu diing:
- Carboplatin thutmg dwgc truyén tinh mach trong 15 phit hodc lau hon. Co thé truyén lién
tyc trong 24 gid, hofic tiém méng byng.
- C6 thé ding dung dich ndy tiém truyén tryc tiép hojic pha loing thém dén ndng do
0,5mg/ml.
- Phai thin trong khi pha thudc va khi thao tac véi thude, khdng duge dé thude day bin lén
da. Thudc bin vio mét cé thé bj mi
- Phai tiém thue vao trong mach mau, néu tiém ra ngodi mach c6 thé bj hoai tir,
- Li¢u diing ciia carboplatin phai dyra vio dip img 1dm sing, sy dung nap thudc va dc tinh,
520 cho co két qua diéu trj ti vu vai téc dung c6 hai it nhét.
- Lidu khéi diu phai dya vao dién tich b& mjt co thé, vi phai tinh todn dya vio chirc ning
thiin. Lidu thirtmg diing 300-450mg/m’
- Hodc tinh téng liéu theo cdng thirc sau (cdng thirc Chatelut):
Tdng lidu (mg) = AUC dich (mg/ml/phit) x CI carboplatin (ml/phit).
Trong d6, ty & loc cau thin duge tinh nhr sau:
+ Déi voi nam:
Cl carboplatin (ml/phiit) = (0,134 x p) + 218 x P (1 - 0,00457 x T} : Cr
+ Déi véi nir:
Cl carboplatin (ml/phit) = (0,134 x F) + 0,686 (218 x P x (1 - 000457 xT) : Cr

Trong do:

P = cin nfing (kg)

T = wdi bénh nhin (nim)

Cr = nng d§ creatinin huyét thanh (micromol/lit)
AUC dich dién hinh tir 5 - 7 mg/mb/phit tuy thude vio didu trj trude d6 va cic thube ding
phéi hop hoiic tia xa.

- Téng lifu cao co thé ding tGi 1.600mg/m’ chia lidu trong vai ngay, duge sir dung trong
hod tri lidu lidu cao két hop véi truyén té bao gde.

- Dimg lidu 1ap lai phai sau it nhdt 4 tdn tré 1én. Chi ding khi cac thong s6 huyét hoc di
phuc hdi & mirc chip nhin duge. Phai chudn bj sin sang céc phuong tign xir li céc tai bién
co thé xdy ra.

Ung thur bubng trimg:

- Ung thur budng trimg tién trién (giai doan 111 va IV): liéu khéi ddu carboplatin cho ngudsi
16n 300mg/nr’. Liu ding ¥in sau phai sau 4 tudn hofic 1au hon néu dde tinh trén méu phyc
hdi chim vi didu chinh lidu tiry theo mirc gidm huyét ciu trong lin didu tri tnrée. Tong |
dot didu trj 14 6 lin

- Ung thir budng trimg tai phét: lidu khéi déu 1a 360mg/m’, 4 tuln | lin,

- Didu chinh lidu tity theo mirc 49 gidm huyét chu ciia lin ding tnréc:

+ Néu déc tinh trén mau khang déng ké (tidu cdu trén 100.000/mm’ vi bach ciu trung tinh
trén 2.000/mnr’) dit diing carboplatin don dic hay phéi hgp thi ciing nén tang lidu 25%.

+ Néu ddc tinh trén miu & mirc nhe dén vira (tiéu ciu 50.000 - 100.000/mm’ va bach ciu
trung tinh 500 - 2.000/mnr*) liu ding lin sau bing liéu ding lin trudc.

+ Néu ddc tinh trén mau & mirc vira dén niing (tiéu ciu dudi 50.000/mm’ va bach céu trung
tinh dudi 500/mm’) thi gidm lidu lin sau di 25%.

+ Néu sau 2 lin giam lidu chi con bing 50% liéu ban diu ma céc huyét cdu vin gidm tir
vira dén niing thi ¢6 thé thay carboplatin bing cisplatin vi cisplatin c6 dgc tinh trén tiy
xuong thip hon.

- Lidu carboplatin ding diéu tri céc ung thir khdc ciing twong tyr nhir ung thir budng trimg,
- Phai gidm liéu cho ngudi suy thin:

DG thanh thai creatinin (ml/phiit) Liéu khoi diau mgim®
41-59 250
16 - 40 200

o Hudng déin xir tri ADR:

Twong ky:

Qui lidu va cich xir triz

Chiing chi djnh:
- Suy tuy niing, suy thin niing,
= Phy nir mang thai hofic thisi ki cho con bu,
- Dj img niing véi thude ¢6 platin.
Thin trong:
-Cathoplau:lln muﬂcrﬁldﬁcaédusodléumthép Dapuﬂgdleumthubngkhémgxnyra
néu khang ¢ biéu hién dje.
- Doi véi ngudi cao tudi (> 65 tdi) bidu hi¢n djc thin kinh, suy tiy, suy thin d& xiy ra
hon ngui e,
- Thube duge dung duwdi sir theo di chiit ché cia Béc s chuyén khoa ung thr,
Turomg tic thube:
Khéng nén ding chung véi cac thude sau:
- Thubc suy tiry: s& gdy ting dc tinh lén mau,
- Aminoglycosid s& lim ting doc tinh 1én thiin va thinh gifc.
- Furosemid, ifosfamid: tang dc tinh 1én thinh giac, nhit 14 & tré em c6 thé giy diéc.
- Warfarin: ting nguy co chay mau.
- Phenytoin: lam gidm ndng dd ciia phenytoin khi ding chung véi Carboplatin,
Sir dyng thube cho phy nir mang thai vi cho con bi:
- Carboplatin giy ddc cho thai nén nguyén tic I khong dwgc ding nhumg néu ngudi bénh
bi de doa tinh mang ma cdc phwong phap khic khong higu qua thi co thé ding.
- Nguriri me diing thudc phii ngimg cho con bit.

Tic dyng ciia thude khi l4i xe vA viin hinh may:

Ngudi bénh ding thude khéng nén 14i xe va vin hinh mdy vi thube gdy tai bién nang,

Tic dyng khing mong mubn:

- Carboplatin thwimg gdy ra céc tai bién rit nagng. Suy tuy xwong la tai bién quan trong
nhi, thuomg dé xdy ra & nguii tnrde do di ding thude chdng ung thir (vi dy cisplatin) hofic
xa trj hofic suy thin. Ngodi ra, cic tai bién vé tiéu hod, thin kinh, mét, tai va than ciing kha
phd bién. Mirc d§ téc dung phu xdy ra phy thuge vao lidu lugng thude, va cich ding thude
dom thudn hay phéi hop, chirc ning gan, thin va co dja cia ngudi bénh.
- Miu: suy uy xuwong, diu tién 1a giam tidu cdu, rdi dén giam bach cdu, thiéu méau (70 -
90%).
- Tiéu hod: budn nén va ndn (80 - 90%), dau byng, tiéu chiy, tao bon, loét tidu hod do
thude.
- Thiin kinh: dj cam diu chi, rung gidt co, yéu co, mit vj gidc, chudt riit, co gigt, ddc thin
kinh ngoai bién, dau nguii, dau chd u.
- Rung téc: thuimg xdy ra khi phéi hop véi cyclophosphamid.
- Giam thinh lye, i tai, tng creatinin méu, ting bilirubin, mdt dién giai, suy tim, hoai tir
bng thin, phil ke...

Thiing bio cho Bdc st nhitng tde dung khong mong mudn gdp phii khi sie dung thudc.

- Phan {mg phan vé thuémg xudt hign trong vong vii phit sau khi ding carboplatin. Khic
phyc bing cach tiém tinh mach epinephrin, corticosteroid va thuéc khang histamin,

- Khi bj suy tuy phi ngimg thude cho dén khi bach ciu trung tinh vurgt qua 2.000/mm’ va
tiéu céu virgt qua 100000/mm® mdi dwge ding lai thude. Didu tri trigu chimg. Ding khang
sinh néu bj nhiémkhuémn'uyénmmén khéi tiéu cdu néu bi xult b
céic yéu td kich thich ting bach ciu hat, ting héng ciu nhu filgrastim, erythropoi
»Nﬁnd'nrhlgxaymsuukhl ding thudc 6 - 12 git (c6 khi sau 24 gid). D& han
diing thubc chon lpc thy thé serotonin (nhw granisetron, ondansetron) hiodic cud\
metoclopmlmd \ '
- Cic tai bién khac, néu niing, phai ngimg thuéc, cho dén khi phyc hdi gin nhur hmh.qlwng
mdi ding thubc trds lai. };f »

Lo

Carboplatin phan img véi nhém gdy két tia va lam mit tac dung. Cécklmh&m, hm'nu‘

éng thong dung cu pha ché va sir dung thudc cé nhém khdng duge ding khl sir 3
D

Qua lidu s& xuft hién nhidu biéu hign ddc, nang nhit 1a suy tiy va dée vdi
thude gidi dic dic hidu. Khi ding qua lidu phai ngimg thudc va diéu trj tri¢u chimg. Cac
phanmgquaman(phumnnmpmnnhmmhuyémp .) xir tri bing tiém epinephrin,
d, khing histamin. Chéng suy tiy: truyén mau, thudc kich thich dong té bio
bach:in Thém tach méu khéng ¢é hi¢u qua loai carboplatin vi carboplatin va chit chuyé
hﬁamnbud&ngmdokhﬁnghénkélvdlpmmnhuyeltuung.

Tiép xiic v xir Iy:

Carbuplalm 1i mét héa chit diéu tri ung thir do do tit ca cac qui trinh dp dung cho viée xir
1y chit chéng ung thur cin dwrge dp dung,
Céc héa chiit diéu trj ung thir cdn duge xir 1y va loai bo bai nguoi thong thao trong vige xir
ly vé logi b chat chéng ung thu.
Trong uuﬁnghopmnhdénda.mnhmh ving da bj dinh bing xi phong va mroc. Néu
dinh véo niém mac lip tirc rira nhigu lin véi mBt lwgng nurde lon,
Néu thubc bj roi ra ngodi cdn khong ché ving bi nhiém. Mang 2 di ging tay cao su va bio
h ddy dii. Tién hanh han ché thudc chiy lan ra bing cich phi ngay 1én chd d6 véi chit o
tinh thim hit nhir khiin gidy hofc cdc hat hip phy. Ciing c6 thé xir 1y bing dung dich natri
hypoclorid 5%,
Céc vit li¢u ding dé pha va céc viit dung co dinh cdc héa chit diéu trj ung thir phai cho
vao 2 lin thi nilon va thidu hity & 1100°C.

Han ding: 18 thing ké tir ngay san xuit

Biio quin: Kin, dudi 30°C, tranh anh sing v tiép xtic kim logi ty do.

Dé xa tim tay ciia tré em

Ppc ki hurdng din sit dung trade khi ding

Néu cin thém thong tin, xin hoi § kién Bdc sT

dml cia Bdc st
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