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Sén xudt béri CTCP DUPQ'C PHAM BOS TON VIET NAM
43 pudmg s6 8, VSIP, Thun An, Binh Dwong, Vigt Nam
Manufactured by BOSTOM VIETHAM PHARMACEUTICAL JSC
No.43 street No.8, VSIP, Thuan An, Binh Duong, Vietnam
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Film - coated tablets

Thudc uong

Oral route

Hop 1 vi x 14 vién nén bao phim
Box of 1 blister x 14 film - coated tablets

M&i vién nén bao phim chira 75 mg clopidogrel  Tiéu chudn/Specification: TCCS/In-house
Té dugc vira 4 cho .........1 vién nén bao phim  SPK/Reg.No. :

Each film - coated tablet contains 75 mg clopidogrel

Excipients q.5. for .........cc...... .1 film - coaled tablet
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CLOPALVIX 73™M9%xwm e

Chi dinh, chdng chi dinh, lidu ding ... xin doc trong tr hudmg dan sir dung
BOSTON Indications, contraindications, dosage .. see the package inseri

Biio quén noi khd, dudi 30°C, tranh 4nh sang
Store in a dry place, below 30°C, protect from light
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BOC KY HIONG DAN SIF DUNG TRUGC KHI DUNG
KEEP OUT OF REACH OF CHILDREN
BOSTON PHARMA READ CAREFULLY THE PACKAGE INSERT BEFORE USING

Ngay SX / Mfg. Date:

HD / Exp. Date:

' 86816 SX / Batch No.:

‘ g Pang Khoa
A Quicéch: 142 x 55 x 18 mm

Thiét ké P. KD (kiéu dang) P. QA (nGi dung)
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CLOPALVIX
THANH PHAN
Mai vién nén bao phim c6 chira:
—  Hoat chat:  Clopidogrel..........cocoveveveevererrerinrenenn. 75,00 mg

(duci dang Clopidogrel bisulfat)

— Tdduoc: Avicel, tinh bdt mi, povidon K30, crospovidon, silicon dioxyd, hydrogenat
castor oil, HPMC, PEG 6000, titan dioxyd, bt talc, mau vang so 6 lake, ponceau 4R lake vira du
1 vién nén bao phim.

DUQC LUC HQC

—  Clopidogrel 14 mot chét wrc ché két tap tiéu cu thugc nhém thienopyridin 6 cdu tric va
duge lyc tuong ty voi txclochpm Clopidogrel trc ché chon loc viée gén adenosin diphosphat
(ADP) 1én thu thé ctia né & tiéu ciu va sau d6 hoat h6a qua trung gian ADP cua phuc hgp
glucoprotein GPIIb/IIla, do d6 wc ché két tap tiéu cau. Clopldogrel con trc ché su ket tap tiéu cAu
do sy ddng van & noi khac ngoai viéc chen sy khuyéch dai qué trinh hoat héa tidu cdu tir sy
phoéng thich ADP.

- Clopxdogrel tac dong bing sy bién dbi khong hdi phuc thy thé ADP tiéu cau. Két qua la
tiéu cdu gin clopidogrel bj tac dong 1én giai doan sau ctia doi séng tiéu cau.

DUQC PONG HQC
— Clopidogrel dugc hip thu nhanh nhung khong hoan toan sau khi ubng, chi t01 thiéu khoang

50% lleu dung dugc hap thu. Clopidogrel la tién chat va duge chuyén hoa chi yéu ¢ gan thanh
dan xuat acid carboxylic khong hoat tinh.

- Clopidogrel va din xut acid carboxylic c6 ti 1 gin két cao v&i protein.

- Clopldogrel va cac chat chuyen hoa dugc thai trir vao nudc tiéu va phén, khoang 50% liéu
uong dugc tim thay trong nudc tiéu va 46% qua phan sau 5 ngay dung thudc.

CHI PINH
— Phong ngira xo vira dong mach:

e Nhoi méu co tim (tir vai ngdy dén it hon 35 ngay); dét quy thiéu mau cuc bd (tir 7 ngay
den it hon 6 thang) hodc bénh ly dong mach ngoai bién da thanh lap.
e Hoi chimg mach vanh cép tinh:

* Hbi chimg mach vanh cép tinh, doan ST khong chénh Ién(dau thit nguc khong
6n dinh hodic nhdi mau co tim khéng c6 séng Q), bao gdm céc bénh nhan da trai
qua can thiép mach vanh, dung phoi hop véi aspirin.

* Nhéi méu co tim cap tinh, c6 doan ST chénh 1én: phdi hop véi aspirin trong diéu
tri 1am tan cuc méau dong.

— O bénh nhan rung tdm nhi khéng phu hop diéu trj v6i thu6c khang vitamin K va c6 nguy

co chay méau thap, clopidogrel dugc dung ph01 hop voi aspirin trong truong hop ngén ngua huyét
khéi do xo vira va ngh&n mach do huyét khéi , bao gdm dét quy

LIEU LUQNG VA CACH DUNG

Cdch dimg: CLOPALVIX dugc ding bing duong uéng, mdi ngay mot l1an, khong can cha y
dén bira in.

Liéu luong:



- Nguwdi 16m va ngudi cao tudi: ding liéu 75mg/lan/ngay.
" Tré em: Chua c6 kinh nghiém khi ding thu6c cho tré em. Thudc khong dwoc khuyén céo sit
dung.
Bénh nhéin mic hi chirng mach vanh cép tinh:

g HQI chimg mach vanh cép tinh, doan ST khong chénh 1én(dau thit nguc khong on dinh
hodc nhdi méau co tim khong co séng Q): Bit dau diéu tri voi liéu tAn cong 300 mg clopidogrel &

ngdy dau tién, sau do tiép tuc voi litu 75 mg mdi ngay. Két hop vdi aspirin 75 — 325 mg/ngay vao
nhitng ngay tiép theo. Khuyén cdo nén ding aspirin dudi 100 mg/ngay.

~  Bénh nhan nhdi méu co tim cap tinh: ding liéu 75 mg/lan/ngay, bit dau voi lidu tin cong
300 mg clopldogrel két hop vol asplrm véi bénh nhén c6 hodc khong c6 huyét khdi. O bénh nhan
trén 75 tudi chi dung liéu 75 mg mbi ngay. Qué trinh didu trj dugc tiép tuc it nhit 4 tuan.

(o] b.e-nh nhin rung tim nhi: dung 75 mg/lan/ngdy, sau d6 tiép tuc ding két hgp véi 75 — 100 mg
aspirin moi ngay.
CHONG CHI PINH

— Qua man véi clopidogrel hodc véi bat ky thanh phan nao cua thudc.

—  Suy gan ndng.

— DPang chay mau bénh ly nhu loét dudong ti€u hdéa hodc chay mau ndo, hoac bét ky didu kién
khac gdy chay mau nghiém trong.

—  Phu nit cho con bu.
THAN TRONG

— O nhimg bénh nhan bi nhdi mau co tim cap tinh, khéng nén bit dau diéu trj véi clopidogrel
trong vai ngay dau sau khi nhdi mau co tim.

— Clopidogrel kéo dai thdi gian chay mau, do d6 can phai ding thubc than trong cho bénh
nhén tdng nguy co chay mau do chin thuong, phiu thuit, hodic do cic bénh ly khic (nhét 12 da
day-rudt va ndi nhan).

— Clopidogrel dugc dung than trong cho bénh nhéan c6 sang thuong c6 kha ning chay mau
(nhur loét).

— Néu bénh nhén dugc chuén bj phiu thuat ma khong mudn c6 anh hudng khang tiéu cau thi
ngung dung clopidogrel 5 — 7 ngay trudc khi phau thuat.

—  Chua c6 nhiéu kinh nghiém dung clopidogrel & bénh nhén suy gan va suy than. Do d6 nén
than trong khi dung thu6c cho bénh nhan nay.

~ Bénh nhan can phéi biét ring khi dung clopidogrel kéo dai hon binh thudng thi phai ngung
ding thubc khi xut hién chay méau va nén théng béo nhitng chay mau bét thudong cho béc si.
Bénh nhén nén thdng béo cho bac si va nha si bict la dang dung clopidogrel truéc khi hen lich
phiu thuét va trude khi ding bét ky loai thude nao.
TUONG TAC THUOC

—  Aspirin; Aspirin khong 1am thay d6i kha ning (rc ché két tap tiéu cdu do ADP cua
clopidogrel nhung clopidogrel c6 kha nang gia ting hidu qua cla aspirin trén sy két tap tiéu cau
do collagen. Tuy nhién, ding ddng thoi véi 500 mg aspirin 2 14n/ngdy khong lam ting c6 y ngh1a
viéc kéo dai thoi gian chéy mau do clopidogrel. Tuong téc du’ofc luc hoc giira clopidogrel va
asplrm c6 thé x4y ra, d4n dén ting nguy co chay mau. Do d6, can phai than trong khi ding phdi

hop nay.
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- = Cdc thubc khdng viém khong steroid (NSAIDs): & mot nghién ciru trén ngudi tmh nguyén
' khoe manh khi ding phdi h0p naproxen voi clopidogrel thi ¢6 hi¢n tuong gia tang xuét huyét da
day an. Than trong khi ding dong thoi cac thube NSAID véi clopidogrel.

~  Warfarin: vi c6 thé ting nguy co chay méu nén cn than trong khi phéi hgp warfarin va
clopidogrel.

—  Heparin: O mét nghién ciru 1am sang trén nguoi khoe manh, dung phdi hop clopidogrel
voi hepa:m khéng doi hoi phai didu chinh liéu heparin hodc khong anh hudng 1én ac dung dong
mau cua heparin. Dung ddng thoi voi heparin khong anh huéng dén kha ning trc ché ngung két
tap tidu cau cua clopidogrel. Tuong tac dugc lyc gilra clc)pldogrel va heparin c6 thé xay ra, din
dén tang nguy co chiay méau. Do d6 cin than trong khi ding phdi hgp nay.

—  Cdc thubc tan huyét khéi: tinh an toan cia phdi hop clopidogrel va céc thude tan huyét
khéi chua dugc x4c dinh chinh thitc nén cén thén trong khi dung phdi hop nay.

—  Phéi hop vdi cdc thube khdc: khong co tucmg tic c6 ¥ nghia 1am sang vé dugc luc hoc khi
phéi hop clopidogrel véi atenolol, nifedipin, hojc ca 2 thudc atenolol va nifedipin. Hon nita, hoat
tinh duge lyc hoc cua clopidogrel ciing khong bi anh huéng nhiéu khi dung két hop véi
phenobarbltal cimetidin hodc oestrogen. Dugc dong hoc cta digoxin hodc theophyllin khong bi
thay doi khi két hop véi clopidogrel.

TAC DUNG KHONG MONG MUON

—  Chdy mdu: xuat huyét da day-rudt (2,0%), xuét huyét ndi so (0,4%), ban xudt huyét, vét
thdm tim, khdi tu mau va chay méu cam. Cé.c tnrcmg hop dugc bao céo it thuong xuyén hon la tu
maéu, tiéu ra mau va chay mau mit (chu yéu la két mac).

—  Huyét hoc: giam bach cau trung tinh, giam tiéu cau.

~  H¢ than kinh trung wong va ngoai bién: nhirc diu, choang vang, chéng mit.

—  Hé tiéu héa: dau bung, khoé tidu, budn ndn, ndn, tiéu chay, tdo bon, viém da day.

— Da: phét ban, ngira.

Théng bdo cho bdc si nhitng tic dung khéng mong muon gdp phai khi sit dung thubc.

PHU NU CO THAI

—  Chua c6 céc nghién ciru dy du va ki'ém soat khi dung thudc & phu nir ¢6 thai. Clopidogrel
chi dung cho phu nit ¢6 thai khi thit céan thiét.
ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

—  Thén trong khi ding thubc cho ngui l4i xe va van hanh may moéc.
QUA LIEU

—  Qué liu khi dung clopidogrel c6 thé lam kéo dai thdi gian chay méu va céc bién chimg
xuat huyét sau d6. Co thé xay ra gom kho thd, kiét strc, chay mau kéo dai, chay mau da day-rudt
va ndn, tién hanh liéu phap diéu tri thich hop néu xuat hién chay mau.

—  Chua c6 thudc giai doc hoat tinh dugc 1y ctia clopidogrel. Truyén tiéu cau cé thé giéi han
dugc tac dung cua clopidogrel.
BAO QUAN: Noi khé, du6i 30°C, tranh 4nh séng.
HAN DUNG: 36 thang ké tir ngay san xuat. Khong diing thudc qua thoi han sir dung.
PONG GOI : Hop 01 vi x 14 vién nén bao phim.

Hop 05 vi x 14 vién nén bao phim. /
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~ TIEU CHUAN: Tiéu chuén co sg.
i PE XA TAM TAY CUA TRE EM
THUOC NAY CHi DUNG THEO PON CUA BAC Si
POQC KY HUONG DAN SU DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC Si
San xuét tai:

CONG TY CO PHAN DUQC PHAM BOS TON VIET NAM

S6 43, Pudng sb 8, Khu cong nghiép Viét Nam - Singapore, Thuan An, Binh Duong, Viét Nam.
DT: 06503 769 602, FAX: 06503 769 601
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