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Oigliplatnio i s a s — 100mg RX Thudc bén theo der Onaliplatin ————. 100mg
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al Dru ; UG
Drug White lycphiizec masses or pewder Drug Bat hay khdi déng khé mau trdng dér vang
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Far IV Infusion Contraindications, Precautons, Tiém truyén (inh mach [Chl djnh. Lié higng vé Cach diing,
Side-gflects] Chéng chi dinh, Thin treng, Tac dung phul |

Piease see the inser paper

{Quality specification]

Manufacturer's standard

[Storage]

Slore in hermebe containers at temperature
below 30°C, protected fram light

Far more infarmation see the insert paper

1Vial / Box o

Xin doe td hudng din s dung |
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Tiéu chun nha sdn xudl i
[Bao qudn] |
B40 quan lrong bao bi kin, tranh anh sang,

nhiét da dudr 30°C |
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{Oxaliplatin 100mg)
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sif dung kém theo
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2. Intermediate label :

RX Thudc ban theo dan
Tiém truyén finh mach

CARUTUSE i

(Oxaliplatin 100mg)

REYON Illﬂil}gl PHARMACEUTICAL €O, LTD.

[Thanh phan] Mdi lo ¢t chia,

Oxaliplatin —-----=-eeammomemaaee 100mg
[M6 ta] :

Bt hay khai dong kho mau trang dén vang
nhal chua trong I thuy tinh trong sudt.
[Chi dinh, Liéu lugng va Cach ding,
Chang chi dynh, Than trong, Tac dyng phy]
Xin doc t6 hudng dan su dung.

[Tiéu chuan chat lugng] TCCS

[Béo quan]

Bao quan trong bao bi kin, tranh &nh sang,
nhiét dé duai 30°C.

Cac thong tin khac xem trong 10 hudng dan
su dung kém theo.

SPK : S616 SX

NSX : ddimm/yy HD : dd/immyy
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Té hwéne dan st dung

Rx: Thubc ké don
CARUTUSE Inj. 100 mg
{Oxaliplatin 100 mg)
Poc ki hwong dan sir dung trude khi ditng
Néu cén thém thong tin xin héi ¥ kién bdc s7, dwge sj.

Tén thude: CARUTUSE Inj. 100 mg
Thanh phin: M3i lo chira:
Hoat chdt: Oxaliplatin.........o.ovverrveneenn. 100 mg
Ta dwoc: Lactose khan
Dang bao ché: Bot dong kho pha tiém
Quy cach déng géi: 1 lo/hop
Chi dinh:
Piéu tri ung thu dai trang di can, két hop voi fluorouracil va acid folinic /
Piéu tri bd tro trong giai doan III cua ung thu dai trang *}\/
Liéu lwong va cach dung:
Liéu khuyén cdo la 83 mgx’m2 tiém tinh mach trong 2-6 gi¢, hoa tan trong 250-500 m! glucose
5%. Liéu nay c6 thé lap lai sau khoang cach lidu 2 tuan néu mirc ddc tb cho phép va giam theo
dung nap cua bénh nhéan. Trong didu tri hd tro, oxaliplatin duge dung trong 12 lan. Sau khi chiu
doc tinh thin kinh trong thoi gian dai hode hdi phuc sau tac dung khéng mong mudn nang, liéu
khoi ddu duoc khuyén cdo giam xubng con 65 mg;.--"m2 trong ung thu dai trang di can, va téi 75
mg/m” khi dung trong diéu tri hd trg. Oxaliplatin nén duge dung trude fluoropyrimidin.
Néu xay ra doc tinh than kinh, din dén anh huéng cac hoat ddng, kéo dai dén lan str dung ké tiép
thi nén ngung su dung oxaliplatin, sau dé néu c6 cai thién thi ¢6 thé xem xét s dung lai
oxaliplatin”
Chéng chi dinh:

v" Quéa man vdi oxaliplatin.
Phu nir ¢6 thai, chudn bi mang thai, dang cho con bu.
Suy tuy: bach cau trung tinh <2 x 10°1 va'hay tidu.cau < 100x107/1.
Bénh than kinh ngoai bién.

v" Suy than nang: thanh thai creatinin < 30ml/phut.
Than trong:

v Liéu dung duoc gidi han bdi mirc d6 doc tinh cua thude trén than kinh. Cac xét nghiém

thdn kinh nén duoc tién hanh thuong xuyén, sau 1 thdi gian nhit dinh trong sudt qua

% K B

trinh di€u tr va liéu nén duoc giam néu tnéu chung kéo dai hoac nang né.
v Xét nghiém huyét hoc va tuy d6 can duoc lam trong qua trinh diéu tri va khong nén ldp
lai 16 trinh diéu tri cho dén khi s6 luong té bao mau trd vé binh thuomg? .
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khong nén chi dinh Oxaliplatin cho bénh nhan da bi bénh vé than kinh tiép xuc hoéc diét
tuy trucc do

Theo ddi cén trong chirc nang than va ddc tinh ¢ nhimg bénh nhén suy than nhe.

Bénh nhén duogc khuyén khich sir dung nhitng bién phap tranh thai trong qué trinh diéu
tri va trong 6 thang sau khi két thic diéu tri véi dan dng, va 4 thang véi phu nit.

Tac dung phu:

v Noén, budn ndn, tiéu chay, mét moi

v

¥

Tac dung trén méu

- Tan huyét cap tinh, c6 kém hozc khéng kem #éi thiéu mau cé thé xuat hién khi ding
oxaliplatin. — .

- Phan {mg mién dich trung gian ciing c6 thé xay ra: Héi chimg Evan (thiéu mau tan
mau va giam tiéu ciu do mién dich trung gian)

- Giam bach cau (bach cau lympho, bach cdu trung tinh) c6 thé xay ra

- Téc dung diét tay nhe hon cisplatin

Tac dung trén gan br'./’

- Cé chudng, ting huyét ap tinh mach cua va ton thuong phbi

- Ting men gan, tdng alkaline phosphatase trong mau, ting bilirubin, lactat
dehydrogenase trong méu

Tac dong trén chuyén hoa, dinh dudng: an khéng ngon, bat thuong glucose huyét, glam

kali huyét, bat thuong natri huyét ;

Téc dung trén hé than kinh: Pac tinh than kinh kha nghiém trong, duoc dung dé xac dinh

lidu trén timg c4 thé. Poc tinh ¢6 2 pha

- Cam giac khac thuéng, khé chiu cp tinh cua tai giai doan cudi, gdy ra hodc dugc
ting 1&n boi lanh, dugc ghi nhan ¢ §85-95% bénh nhan trong khi truyen hang gio.
nhung thuong nhe va khoi trong vai gio hodc vai ngay. 1 s6 bénh nhén c6 thé kho tho
hoic kho nudt.

- Khi lidu tich lily tang lén, triéu chung thin kinh ngoai bién ting lén vé cé thoi gian va
muc d§ nang: dau, chudt rit, suy }r‘éu chuc nang (mét cam giac van dong phéi hop).
Truong hop nay phai giam liéu, nhung trong thuc hanh lim sing, suy giam chirc
nang thudmg bit dau sau khi dat duoc phac dd diéu tri dat duoc ddp ing tdi da. Doc
tinh trén than kinh ngoai bién c6 thé khoi trong phan lém truong hop, va khoang 80%
bénh nhin mét triéu chimg trong vong 4-6 thang.

Tran mach: gay dau cuc bg, viém, ¢6 thé hoai tur.

Qué mén: c6 thé c6 phan img di ing vai thude, co thé shock phan vé, thuong xuét hién

sau vai vong diéu tri.

Tac dung phu trén phdi: gay ho, xo hoa phdi, cé thé gay tix vong, ciing da duoc ghi nhan.

Twoneg tac thubc: :

v

Ty 1& doc tinh than kinh ngoai bién c6 thé tang 1én khi dung oxaliplatin kém véi

fluorouracil. Tang thoi gian truyén oxaliplatin co thé lam giam doc tinh cap. Thube= >
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chéng dong kinh nhu carbamazepin hodc gabapentin co thé lam giam doc tinh cia
oxaliplatin, sir dung ddng thoi oxaliplatin véi cac thudc chéng déng, warfarin lam kéo
dai PT va INR. Glutathion c6 thé ding dé ngan chan déc tinh. Truyén gluconate calcium
va magie chlorid dugc dung dé ngan ngira bénh than kinh cdp do oxaloplatin. Tuong tu
voi truyén gluconat calcium va magie sulfat.
v Trén nhimg bénh nhan ding don lidu 85 mg/m’ oxaliplatin ngay trudc khi ding 5-
fluorouracil, khong lam thay d6i mire d6 nguy co clia 5-fluorouracil.
Sit dung thudc cho phu nir ¢6 thai va cho con bi:
Oxaliplatin cé thé gay hai cho thai nhi khi ding cho #hu nit ¢¢ thai. Do do chbng chi dinh voi
phu nir ¢6 thai. i .
Oxaliplatin chua duoc biét 1a cé duoe tiét vao sita hay khong. Néu thudc dugc tiét qua sita c6
thé giy ra nhimg tac dung khong mong mudn cho tré. Do d6, Carutuse dugc chéng chi dinh
vo1 phu nir dang cho con bl
Anh hwdng dén kha nang ldi xe va vin hianh mdy méc:
Carutuse c6 thé gdy tac dung phu chéng mat, budn nodn, tac dong trén than kinh, do dé can
than trong khi lai xe va vdn hanh may moc. q\/
Pac tinh dwge lre hoc:
Oxaliplatin 14 tac nhin ngung bao, thuc nhém cac hop chit platinium, trong dé nguyén tir tao
phirc vdi 1,2-diaminocyclohenxan va nhém oxalat. Oxaliplatin cé phd tac dung rong trong
nghién ctru invitro gév ra ddc té bao va invivo ¢6 hoat tinh khang u trén nhiéu loai u ba6 gém u
dai-true trang. Co6 hién twong céng luc vé hoat tinh ddc té bao gilta oxaliplatin véi 5-
fluorouracil trong ca invitro va invivo. Oxaliplatin ciing cho thdy hoat tinh trong invitro va
invivo cia n6 trén cac loai ung thu dé khang véi cisplatin. Cac nghién ciru vé co ché hoat dong
cua oxaliplatin mac dii chua hoan toan sang td - cho thiy cic dn xudt manh l1a két qua cua
chuvén hoa sinh hoc cta oxaliplatin d twong tac véi DNA tao ra ca hai loai két dinh giira va
trong cac soi chéo nhau gdy ra hién twong pha v& su téng hop cua DNA dan dén két qua khang
u va déc té bao. Kinh nghiém lam sang trén nhimg bénh nhan bj ung thu dai-truc trang chua )
diéu tri gi trude d6 cho thiy diéu tri bang oxaliplatin (85 mg/m? 1ap lai mdi 2 tuan) két hop véi

= THE

5-fluorouracil/folinic acid, so vai khi dung S-fluorouracil/folinic acid don d¢c mang lai hiéu
qua dép ung cao hon.

Dugc dong hoc:
Hép thu: Céc thong sb duoc dong hoc dugc ghi nhén sau khi tiém tinh mach 2-gid voi muc
liéu 85mg/m” véi gia tri Cmax la 0,814 meg/m! va thé tich phan bd 12 440Lit.
Phén bo: 85% lidu dung nhanh chong duoc phan b6 vao cdc md hodc thai trir qua nudce tidu, O
bénh nhén, khoang 90% liéu lién két voi protein huyét twong. Cac protein cht yéu la albumin
va gamma-globulin. Khong nhin thdy su tich liiy trong huyét twong khi ding lidu 85mg/m®.
Chuyén héa: Oxaliplatin chuyén hoa khong théng qua cac enzym gan.
Théi trie: Thube duoc thai trir chi yéu qua nude tidu, mot phin dugc thi trir qua phifs
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Qua lidu:
Cac triéu ching khi qua liéu oxaliplatin: La cac tac dung phu c¢6 thé tram trong hon.
X1t tri: Khong c6 chit giai doc dac hiéu khi qua liéu oxaliplatin. Theo déi cac thong s6
huyét hoc va diéu tri triéu chimg.
Bao quan:
Béo quan trong bao bi kin, tranh anh sang, nhiét ¢6 dudi 30°C
Dung dich sau khi pha nén ding ngay trong vong 24 gi¢ & 2-8°C.
Han ding: 36 thang ké tir ngay san xuat
PE THUOC TRANH XA TAMTAY TRE EM.

Nha san xudt _
Reyon Pharmaceutical Co., Ltd CP/

69-10, Hansam-ro, Duksan-myun, Jinchun-gun, Chungbuk, KO;%@' =
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