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| A direcied by the physician. MWhlmlﬂ”m Mid Derte - dirmm/yyyy
Store below 30°C. Lyophiiised Exp Davte - ddimmiyyyy
For IV infusion only
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Rx Prescription Drug COMPOSITION: | Rx Thubc bén theo don Thanh phan:
Each Iyophilised vial contains | MBi lo bat ddng khd pha tiém cb chira:
Oxaliplatin USP .......... 100mg | Oxaliplatin USP ....ccccoooiiiinns 100mg
Liéu wong va céch ding:

ZILDOX-100

Oxalplatin for Injection USP 100mg

Refer to enclosed package insert Dé thubc xa thm tay tré em.
| Dgc ky huwrdmg dén sir dung trurée
STORAGE: khi ding
Lyophilised Store below 30°C Bot dong kho pha tiém i

For IV infusion only Truyén finh mach | Batch No. (55610 SX) : wsesey
KEEP OUT OF REACH OF CHILDREN, | Mrd.Date (Ngay SX) : ddimmlyyyy
CAREFULLY READ THE INSERT | Exp.Date (Han Ding) : ddimmiyyyy
100 mg BEFORE USE. 100 mg |
|  [DNNK .. ... Diachi ..
s dos Manufactured by H6p 11 San xudt bén:
Single "vi Naprod Life Sciences Pvt. Ltd. R Naprod Life Sciences Pvt. Ltd.

NAPROD

DOSAGE & ADMINISTRATION:
As directed by the physician

INDICATION, CONTRA-INDICATION,

PRECAUTION, SIDE EFFECT AND
OTHER INFORMATION :

SPECIFICATION : USP 37

G-17/1, MIDC, Terapur, Industrial Area,
Boisar, Dist. Thane - 401 506, India.

ZILDOX-100

Oxaliplatin for Injection USP 100mg |

NAPROD

Theo chi din cla thiy thubc.

Chi dinh, Chéng chi dinh, Thén trong,
Tac dyng ngogi y va cac thdng tin
khéc: Xin xem t hudmg dén trong hop
Bdo quan: Dudi 30°C

Tiéu chudn: USP 37

Mfg. Lic. No @ KD-141
Visa No. (Sb BK). VN-itit#i-##

G-17/1, MIDC, Terapur, Industnal Area,
Boisar, Dist. Thane - 401 506, An D9.
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Rx
ZILDOX - 100
(Bot dong kho pha tiém Oxaliplatin 100 mg/ lp)

CANH BAO PAC BIET:

Chi sir dung thuoc nay theo don

Doc ky heémg dan sir dung truede khi ding.

Khong dimg qud liéu chi dinh.

Néu can thém thong tin, xin hoi y kién bdc st

Xin thong bdo cho bac st b:‘éf néu xay ra bat ky

tdc dung khong mong muon nao frong qua trinh sir dung.
Khong ding :huoc da qua han sir dung.

Dé thuoc ngoai tam véi cua tre.

THANH PHAN:

Mai lo bot ddng khd pha tiém c6 chira:

Hoat chat: Oxaliplatin USP ............c..ccooorvvmmrrrerreenresnen. 100 mg
Ta dirge: Lactose USP

DUQC LUC HOC:

Phén loai: Chat chong ung thu.

Co ché tiac dung: Oxaliplatin dugc chuyén thanh cdc dfin chat hoat dong thong qua qud trinh
dich chuyén gdc oxalat khong bén ma khong can toi cac enzyme chuyén hoa. Trong qua trinh
d6, mot sb hop chit cling duoc tao thanh nhu DACH platin ngdm mot phan tir nude hodc hai
phan tir nude, cac phan tir nay tham gia lién két cong hoa tri vai dai phéan tir. Ca lién két chéo Pt-
véi chudi DNA bén trong va bén ngoai chudi ciing duge tao nén. Lién két chéo dugc hinh thanh
do lién két gira cac vi tri N7 cua hai guanin lién ké (GG), adenin-guanin lién ké (AG) va céac
guanin bj cach biét boi cac nucleotid khac (GNG). Cic lién két chéo nay trc ché su sao chép va
phién ma cua DNA.

Tac dung gy doc té bao cua oxaliplatin 1a khong dac hiéu 1én chu ky té bao.

Cac nghién ctru in vivo chi ra ring oxaliplatin ¢6 tac dung chéng ung thu dai tryc trang.

O in vivo va in vitro, khi phdi hop véi 5-fluorouracil (5-FU), Oxaliplatin cé tac dung chong tang
sinh té bao khdi u cao hon nhiéu ln so véi ca hai thude duge ding don doc khi dp dung diéu trj
véi mot sé mau khéi u nhu HT29 (ung thu dai trang), GR (ung thu vii), va L1210 (ung thu bach

céu).

DUQC PONG HOQC:

Phdn bo:

Sau khi truyén tinh mach 2 gid, chi con gin 15% lugng platin duge tim théy trong hé thong tuan
hoan. Lugng con lai 85% nhanh chdéng dugc phén bd vao cac md va bai tiét theo nude tiéu.
Chuyén héa:

Oxaliplatin dugc chuyén héa nhanh chéng va rong khap ma khong thong qua h¢ enzyme chuyén
hoa. O in vitro, khong ¢6 bang chimg nao cho thay thudc dugc chuyén hoa bdi cytochrome

P450.
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Thai trir:

Chét chuyén héa ¢6 hoat tinh cua oxaliplatin 13 cdc phén tir DACH platin. Oxaliplatin dugc thai
trir chinh qua than. Gan 50% liéu dung duoc bai tiét theo nuée tiéu sau 3 ngay dau tién. Bai tiét
qua phan chi xép xi 0,5% liéu diing mdi ngay va dat 5% tong liéu sau ngay thir 11. Nira doi thai
trir ctia cac hop chét chira platin (gém oxaliplatin va cac chat chuyen hoa tu do cua oxaliplatin)
dat 273 + 19 gi¢r. Can khoang 48 ngay dé platin dugc thai trir khoi hong céu.

CHIi PINH:

Zildox - 100, khi dung phdi hop véi truyén 5-FU/LV (fluorouracil-5 va leucovorin), duge chi
dinh phéi hop diéu tri cho bénh nhan ung thu dai trang giai doan 111, vira trai qua phau thudt cét
bé hoan toan khdi u nguyén phat.

Zildox - 100, duge ding phdi hop véi truyén 5-FU/LV trong truomg hop carcinom tién trién cua
ung thu dai trang hodc tryc trang.

LIEU LUQNG VA CACH DUNG:

Thubc diung dudng truyén tinh mach. Dung theo chi dan cua béc si diéu tri.

Thudc ung thu cin phai dugc sir dung boi bac si c6 kinh nghiém véi céc diéu kién dam bao an
toan cho bac si, cho moi truomg theo diing quy ché bénh vién va ché pham phai con nguyén ven.
Dé dam bao thyc hién cdc muc dich d6, can ¢6 khu vuce riéng khi tién hanh truyén thude. Khong
nén hut thude, dn uéng trong khu vuc nay.

Liéu lirgng:

Chi ding cho ngwoi lon. ‘
Liéu khuyén cdo cua Zildox -100 khi dung phéi hop la truyén 85 mg/m?, 1ap lai sau mdi 2 tudn,
trong 1‘2 chu trinh (6 thang). ‘ ' .

Khi diéu tri ung thur dai ;rang di can, lieu khuyén cdo 1a lruyén 85 mg/m?, lap lai mdi 2 wan. Cén
cir trén sy dung nap thuée cua bénh nhan dé hiéu chinh liéu.

Cin phai ding Zildox-100 trwdc khi ding fluoropyrimidine nhi 5 ﬂuomumcd (5 FU).

Zildox dugc truyén trong thoi gian tir 2-6 gio, sau khi pha loang v6i 250 dén 500 ml dung dich
gluc,ose 5% (50 mg/ml) de dat nong d6 0.2 mglml dén 0,7 mg/ml;

Nong do 0,7 mg!ml la nong do tdi da khi ding lidu oxaliplatin 85 mg/m’.

Zildox chu yéu duge phéi hop voi truyen lién tuc 5-fluorouracil. V@i liéu trinh diéu tri mdi 2
tuan, nén sir dl,mg liéu phap truyén S-fluorouracil véi liéu lugng I6n va lién tuc.

Nhom dan sb diic biét:

Bénh nhdn suy than: Chua c6 nghién ciru day du dung thudc v6i bénh nhén suy thén nang. Vi
ngudi suy thdn trung binh, c6 thé khoi diu voi lidu khuyén cdo thong thuong. Khéng can higu
chinh li¢u v&i bénh nhén suy than nhe.

Benh nhan suy gan: trong nghién ciru pha I, vGi bénh nhan suy gan & nhiéu mirc do khac nhau,
tin sudt va mic do niing cia cac rdi loan & gan dudng nhu ¢6 anh hudng t6i sy tién trién cua
khéi u va cdc xét nghiém chirc ning gan thong thudng. Tuy nhién, Lung chua ¢o nghién ciru
hiéu chinh lleu vi bénh nhén ¢é cac két qua xét nghiém chirc ndng gan bt thuomg.

Ngueoi cao tuoi: chua c6 doc tinh ndng nao duoc béo cdo khi dung oxaliplatin don doc ciing nhu
khi phéi hop véi 5- -fluorouracil & bénh nhan trén 65 tudi. Khong can hiéu chinh liéu véi bénh
nhan cao tudi.

Cich pha dung dich truyén tinh mach:

Khong duge hoa tan bot oxaliplatin véi dung dich natri chlorid hogc cac dung dich chira chlorid
khac. Chi duge hoa tan bﬁng cach tiém 20 mL nudc vo khuan USP (cho lo bot 100 mg) hoac
dung dich tiém truyén Dextrose 5% USP vao lo thudc ban dau. Khéng duge truven tinh mach
dung dich sau hoa tan ma khong pha loang hon. Dung dich sau khi hoa tan cin phai dugc pha
loding vai 250-500 mL dung dich truyén Dextrose 5% USP.
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Bot dong kho sau khi duqc hoa tan trong |Q thude ban dau, c6 thé ding trong vong 24 gid néu
bao quan trong tii lanh [(2-8°C) hay (36-46 "F)].

Dung dich sau khi pha Ioﬁng vGi 250-500 mL dung dich tiém truyén Dextrose 5% USP co thé
on dinh trong vong 6 gidr néu bao quén & nhiét do phong [20-25 °C hay (68-77 " F)] hoc tGi 24
gidr khi bao quan trong tu lanh [(2-8°C) hay (36-46 "F)].

CHONG CHI PINH:
Min cam véi oxaliplatin, céc hop chat chira platin khéc, hay bét cir thanh phén nao cua thude.

KHUYEN CAO VA THAN TRONG:

Chi dung oxaliplatin dudi sy giam st chat ché cua béc si ¢6 kinh nghiém dung thude Lhong ung
thu. Chi tién hanh dung thubc khi da sdn sang ddy du cac phuong tién giam sét diéu tri va hd tro
bién ching. Khong dung thude néu cé bét ky tap la ndo trong dung dich sau khi pha lodng. Loai
bo phan thude dung thira.

Ddc tinh trén phoi: cin than trong vi oxaliplatin ¢6 thé gy ra bénh xo phdi (<1% bénh nhan) cé
thé dan tdi tir vong, gy ra tinh trang vira ho vira kho tha [chiém 7,4% (tat ca mirc dd) va <1%
(mirc do 3) nhung khong c6 mic do 4, khi ding phdi hop 5-FU/LV, so véi ti 1& 4,5% (tit ca
mire do), khong ¢6 mire do 3 va 0,1% mire d6 4 khi ding FU/LV don doc dé hd tro didu tri ung
thu dai trang].

Doc tinh trén gan: oxaliplatin duge bao cdo la giy doc tinh véi gan, do lam tang transaminase
(57% so véi 34%) va phosphatase kiém (42% so véi 20%) thuong gap hon trong diéu tri phoi
hop.

ANH HUONG PEN KHA NANG LAI XE HOAC VAN HANH MAY MOC:
Khéng thdy béo céo lién quan.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Phy ni¥ ¢6 thai: Chua c¢6 nghién ctru day du ding oxaliplatin cho phu nit mang thai. Vi véy
khong ding thude cho phy nir mang thai.

Phu nit cho con bii: chua c6 bang chimg cho thay oxaliplatin cé thé tiét vao sira me. Khong cho
tré ba khi ding thude. Oxaliplatin c6 thé cé téc dung chdng sinh san.

TUONG TAC THUOC:

Khong co twong tac duge dong hoc khi dung phéi hop liéu 85 mg/m’ oxallplatln va 5-FU khi
diing mdi 2 tuﬁn nhung da c6 bao céo tang nong do 5-FU Ién gan 20% khi ding liéu 130 mg/m*
oxaliplatin mdi 3 tuan. O in vifro, platin khong bi dich chuyén khoi protein huyét twong khi
diing cuing céc thude sau: erythromycm salicylat, natri valproat, granisetron va paclitaxel. O in
vitro, Oxaliplatin khong dugc chuyén héa bdi enzyme, ciing nhu irc ché hoat dong cua
isoenzyme cytochrome P450. Do vay khong cé sy tuong tiac dang ké nao gitta oxaliplatin voi
cac thude chuyén hoa bai cytochrome P450.

Can theo ddi chat khi dung ddng thoi Oxaliplatin véi warfarin vi ¢é thé kéo dai PI va INR, gay
xuét huyét.

TAC DUNG KHONG MONG MUON:
Téc dung khéng mong muén hay gip nhét khi dung oxaliplatin hd trg diéu trj trén benh nhén
ung thu dai trang giai doan II hogc I1I la bénh than kinh cam gidc ngoai vi, giam bach cau trung
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tinh, giam tiéu cau, thiéu mau, budn nén, ting transaminase va phosphatase kiém, tiéu chay,
ndn, mét moi va viém mwng

Cac tac dung hay gip nhét trén bénh nhan da duoc diéu tri va chua dugce diéu tri trudc diy gom
bénh thén kinh cam giac ngoai bién, mét moi, giam bach céu trung tinh, budn nén, non, tidu
chay.

QUA LIEU:
Chura c6 thude giai doc dic hiéu oxaliplatin khi qué liéu.
Thong thudng, cin ¢6 bién phap hd trg kip thoi va theo doi chirc nang song khi xay ra qué licu.

TIEU CHUAN CHAT LUQNG: USP 37

HAN DUNG:
24 thang ké tir ngay san xuat.
S4 16 san xuat (B No.), ngay san xuét (Mfg dt), han dung (Exp dt): xin xem trén nhn bao bi.

BAO QUAN:
Dudi 30°C.

PONG GOI:
Hop 1 lo 50ml chira 100mg bgt dong kho pha tiém.

San xuét boi:
NAPROD LIFE SCIENCES PVT. LTD.
G-17/1, MIDC, Tarapur Industrial Area, Boisar, Dist. Thane- 401506, India.

TUQ. CUC TRUONG
P TRUONG PHONG
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