https://trungtamthuoc.com/

LA ODALE] W [ 5>

BOYTE
1.1

ablellon the'smallest packing unit :
BA PHE DUYRT

Lan dau: ..(.’.. .ffﬂ;?}

—

{Bipol uneidiexo)

esNI3LILY

ueISnIU| A 404

UG DRyl R 20 Y

R Thigc ban thes dan
{Ethical Drug |
Tial { Box DHNK

For L. Infusion

ATITEIN“ﬁid

(Oxaliplatin 100mg)
{lyophilized powder for injection)

gt

Penmix Ltd.

WA 311 Camaas Jai- 4 Chesr,Chr g mt

[Compasition] Each wal contains,
Crabpialin sormemsncmmenmne 400G
[Descrption]
A white 1o pale yel cw lycphilized powder o
masses 0 a ransparent §'ass val

Cosage & A i

Anather tion 3]

F'Sease 2o@ 1he insert pager
[Cuality specification]
Manufaci.rers slangard
[Storage]
Preserve in hermetic containers at temperature
below 3177, pratected trom light
For mare information see the insert paper

| KEEP OUT OF REACH OF CHILREN
READ IKSERT PAPER CAREFLILLY BEFORE USE
Wisa ho
Lot o aar
Mfg Date | 01106/2010
Exp. Date | 31052013

M

Kuhnll Pharmcm

m-nu

100mg
Rt Thuse bén thea den :
Ethical Brug
1LofHip
Tiéen truyén finh mach
ATITEING=:
(Oxaliplatin 100mg)

(Bot dng kha pha  tiém)

5 v iy ply’

\Penmixtd, ..

W

[Tharh phin] M& Ig o chis,
Onalplatin e 10 0mg
Mow|
Edf hay khei déng khd mau tng dén vang
nhal chig trang ' thiy tinh treng sud
[Chl dinh, Lifu kigng va Céch ding.
Chéing chl dinh va G thing tin khdc]
Xin doc 12 hudng ddn sddung.
[Tieu chudn chat hagng]
Tithu chusn nha sdn xull
[Béo quén]
Bda gqudn treng baa bl kin, trdnh dnh sdng,
nhigt df dudi 30T
Cae thiing lir khac xam trong W hudng d8n
st dung kém thea
06 XATAMTAY TREEM |
aocx\'HLMNGmNSIJ'DUNGmJUcmDUNG
SEH
518X uu?
HEX - 01/06/2010

HO 3052013
S nobl e a5

Sape beae




https://trungtamthuoc.com/

2. Intermediate label :

[Thanh phan) Md g ¢t chila,
Orxaliplatin -—--————--—- 100mg
[M& 14]

Bt hay khéi dng khé mau tréing dén
vang nhal chia treng g thiy tinh trong
sudt,

[Chi djnh, Lidu lugng vé Céch ding,
Chéng chl dinh va cde théng tin khac)
Xin doc 19 hudng dar sU dung,

[Tiéu chudn chét lugng]

Tiéu chudn nha san xuat
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Bao quan trong bao bi kin, tranh anh
Tidh truy B mach sang, nhigt di dudi 30T 1
10omg  Cdc thdng tin khac xem trong 19
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T& hudng din sit dung

Rx: Thube ké don
Atitein Inj. 100mg
(Oxaliplatin 100 mg)
Poc kj hwong dan siv dung trieée khi ding
Néu cdn thém théng tin xin héi Y kién bdc sy, duwge .

[Tén thube] Atitein Inj, 100mg
[Thanh phan] M&i éng chia :
Hoat chdt:
Oxaliplatin.......cccoiininnnn 100 mg
Ta dirge: Lactose khan
[Dang bao ché] Bt dong khé pha tiém
[Quy cach dong goi] 1 lo/hdp
[Chi dinh]
Di{au tri ung thur dgi trang di can, két hop véi fluorouracil va acid folinic ff‘a ’/ P
Biéu tri bd tro trong giai doan [1] ciia ung thu dai trang
[Liéu lwgng va cich ding)

Liéu khuyén céo 12 85 mg/m2 tiém tinh mach trong 2-6 gidy, hda tan trong 250-500 ml

glucose 5%. Liéu nay ¢6 thé [ap lai sau khoang cach liéu 2 tudn néu mie doc td cho phép va

giam theo dung nap ciia bénh nhan. Trong diéu tri hd tro, oxaliplatin duge ding trong 12 1an.

Sau khi chju doc tinh than kinh trong thoi gian dai hodc hdi phuc sau tic dung khéng mong

mudn nng, liéu khoi diu duoc khuyén cdo giam xubng con 65 mg/m2 trong ung thur dai

trang di can, va tai 75 mg/m2 khi ding trong diéu trj hd tro. Oxaliplatin nén dugc ding trude
fluoropyrimidines.
[Chéng chi dinh)

Qua min vai oxaliplatine.

Phu nir ¢6 thai, chuén bi mang thai, dang cho con bu.

Suy toy: bach cu trung tinh <2 x 109/] va/hay tiéu cdu < 100x109/1.

Bénh than kinh ngoai bién.

Suy thén nang: thanh thai creatinin < 30ml/phut.

{Than trong]

v Liéu ding duoc gidi han béi mirc dd doc tinh clia thude trén thin kinh. Cdc xét nghiém
than kinh nén dugc tién hanh thudng xuyén, sau | thdi gian nhit dinh trong subt qua
trinh diéu tri va lidu nén duge giam néu triéu ching kéo dai hoge nang né.

v Xét nghiém huyét hoc va tiy dd cin dugc lam trong qua trinh digu chi va khong nén 1ap
lai 16 trinh diéu trj cho dén khi s lugng t& bao mau trd vé binh thudng.

v" khong nén chi dinh Oxaliplatin cho bénh nhén da bj bénh vé thin kinh tiép xlc hodc diét
tay trude do

v A —--1@“ cén trong chire nang than va déc tinh & nhitng bénh nhan suy thin nhe.
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Bénh nhan duoc khuyén khich sir dung nhiing bién phap tranh thai trong qué trinh diéu
tri va trong 6 thang sau khi két thic diéu tri voi dan éng, va 4 thang véi phy nir.

[Tac dung phuy]

v Nén, budn ndn, tiéu chay, mét moi

v

v

Téac dung trén méu

- Tan huyét cAp tinh, ¢6 kém hodc khdng kém voi thidu méu c6 thé xudt hién khi ding
oxaliplatin,

- Phan Gng mién dich trung gian ciing co thé xay ra: Hoi ching Evan (thiéu méau tan
méu va giam tidu cdu do mién dich trung gian)

- Téc dung diét tay nhe hon cisplatin

Téc dung trén gan ﬁl L/

- Cb chudng, tang huyét ap tinh mach cira va ton thuong phéi A

- Téng men gan

Téc dung trén hé thin kinh: Doc tinh than kinh kha nghiém trong, duoc ding dé x4c dinh

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

- Cam giac khic thudng, kho chiu cép tinh cla tai giai doan cudi, gdy ra hodc duge
tang 1én bai lanh, duoc ghi nhan & 85-95% bénh nhéan trong khi truyén hang gid,
nhung thudng nhe va khoi trong vai gior hogic vai ngay. 1 s6 bénh nhan cé thé kho tho
hodc kho nubt.

- Khi lidu tich iy tang 1&n, triéu ching than kinh ngoai bién tang 1én vé ca thoi gian va
miure d6 nang: dau, chudt rat, suy yéu chirc nang (mét cam giac van dong phdi hop).
Truong hop nay phai giam liéu, nhung trong thuc hanh ldm sang, suy giam chic
ning thudng bt dau sau khi dat duoce phac dd didu tri dat duge dép Gng tdi da. Poc
tinh trén thén kinh ngoai bién cé thé khoi trong phan lén truong hop, va khoang 80%
bénh nhan mét triéu ching trong vong 4-6 thang.

Tran mach: gay dau cuc bd, viém, ¢é thé hoai tir,

Quéa min: c6 thé co phan (mg di ing vai thude, co thé shock phan vé, thuong xudt hién

sau vai vong diéu tri.

Xo hoa phdi, co thé gay tir vong, ciing da dugc ghi nhan.

Thong bdo che bdc st nhitng tdc dung phu gap phai khi ding thude

[Twong tac thube)

Ty 1¢ doc tinh thin kinh ngoai bién ¢6 thé tang 1én khi ding oxaliplatin kém véi fluorouracil.
Tang thoi gian truyén oxaliplatin co thé lam giam ddc tinh cdp. Thude chdng dong kinh nhu
carbamazepine hodc gabapentin ¢6 thé lam giam doc tinh cua oxaliplatin. Glutathione co thé
diing d& ngan chian doc tinh. Truyén gluconate calcium va magne chloride duge ding dé
ngan ngira bénh thin kinh cdp do oxaloplatin. Tuong tv véi truyén gluconate calcium va
magne sulfate.

Trén nhiing bénh nhan ding don litu 85 mg/m2 oxaliplatin ngay truéc khi dung 5-
fluorouracil, khdng lam thay ddi mic dd nguy co ciia 5-fluorouracil.

[Str dung thube cho phy nir ¢é thai va cho con ba|
Oxaliplatin ¢6 thé gay hai cho thai nhi khi ding cho phu nit ¢6 thai. Do dé chéng chi dinh véi
shu aibcoithai.

}
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Oxaliplatin chua duoe biét 14 c6 duoc tiét vao sira hay khong. Néu thube duge tiét qua sira ¢6
thé gay ra nhitng tac dung khéng mong mudn cho tré. Do dé, Kolbino dugc chéng chi dinh voi
phu ni dang cho con b,

[Anh huéng dén kha niing lii xe va vin hanh may mac|
Khéng anh hudng

[Dic tinh duge lye hoc]
Oxaliplatin 13 téc nhan ngung bio, thuée nhém cac hop chat platinium, trong dé nguyén tir tao
phirc vai 1,2-diaminocyclohenxane va nhom oxalate. Oxaliplatin ¢6 phd tac dung rong trong
nghién ciru invitro gay ra doc t bao va invivo ¢o hoat tinh khang u trén nhiéu loai u bao gdm
u dai-tryc trang, C6 hién tuong cong luc vé hoat tinh déc té bio gira oxaliplatin véi 5-
fluorouracil trong ca invitro va invivo. Oxaliplatin ciing cho thiy hoat tinh trong invitro va
invivo ctia né trén cac loai ung thu dé khang véi cisplatin. Céc nghién ciu vé co ché hoat dong
ctia oxaliplatin mic di chua hoan toan sang 16 - cho thiy cic din xudt manh la két qua cia
chuyén hda sinh hoc cia oxaliplatin da tuong tic véi DNA tao ra ca hai loai két dinh gifra va
trong cac sgi chéo nhau gdy ra hién tuong pha v& sy téng hop clia DNA din dén két qua khang
u va ddc té bao. Kinh nghiém lam sang trén nhiing bénh nhidn bi ung thu dai-truc trang chua
diéu tri gi truée dé cho thdy diéu tri bang oxaliplatin (85 mg/m2 lap lai mdi 2 tudn) két hop vai
S-fluorouracil/folinic acid, so v&i khi ding 5-fluorouracil/folinic acid don ddc mang lai hiéu

qua dap tmg cao hon. M/
[Duge dong hoe]

Hé}) thi: Cac théng sd dugc dong hoc dugc ghi nhan sau khi tiém tinh mach 2-gid véi mic
liéu 85mg/m?2 vai gi tri Cmax 14 0.814 meg/ml va thé tich phan bé la 440Lit.
Phn bé: 85% liéu dung nhanh chong duge phin b vao cac md hodic thai trir qua nugc tiéu. O
bénh nhan, khoang 90% lidu lién két véi protein huyét tuong. Céc protein chi yéu 14 albumin
va gamma-globulin. Khong nhan thay su tich |Gy trong huyét twong khi diing liéu 85mg/m2.
Chuyén héa: Oxaliplatin chuyén héa khang théng qua cdc enzym gan.
Thai trir: Thube duge thai trir chii yéu qua nude tidu, mot phan dugc thai trir qua phan.
[Qua liéu]
Cac triéu ching khi qua liéu oxaliplatin: La cdc tac dung phu c6 thé trim trong hon.
X tri: Khong ¢6 chit giai doc dac hidu khi qua lidu oxaliplatin. Theo ddi cc thong sb
huyét hoc va diéu tri triéu chung.
[Bio quan]

X
fg

Bao quan trong bao bi kin, trdnh anh sang, nhiét do duai 30°C ; F
Dung dich sau khi pha nén diing ngay trong vong 24 gi¢r o 2-8°C, 4,
[Han ding] 36 thang ké tir ngay san xut f"
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