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AU NN VA 10 HUGNG DAY DONG THUGC
Tén. dia chi co sé dang ky va san xuat:

CONG TY LIEN DOANH MEYER-BPC
6A 3 quéc 16 60 p.Phi tan, thanh pho Bén Tre, tinh Bén Tre.

Ténthuoc: BECLOPI 75

Dang thudc: Vién nén bao phim.

Nong dd, ham lugng: |
-Clopidogrel 75 mg

IN

MEYER - BPC

Loai thubc déng ky: Thudc hod dugc.
Loai hinh déng ky: Déng ky lan dau.
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MAU DANG KY HOP THUGC BECLOPI 75

Reg.No:
SPECIFICATION: Manufacturer's standard
BOX OF 3 BLISTERS X 10 FILM-COATED TABLETS

THUSC BAN THED BON
PRESCRIFTION DRUG

Beclopi|75
SPK TIEU CHUAN: TCCS A\

HOP 3 VI X 10 VIEN NEN BAO PHIM MEYER-BPC

Beclopi 75

[» ] COMPOSITION: THANH PHAN:
m Clopidogral 75mg Clopidogrel 75mg
Excipients q.5 for one him - coated tabiet Té duge vdo ad 1 vién
O INDICATIONS, CONTRAINDICATIONS, DOSAGE: CHI BINH, CHONG CHI DINH, LIEU LUGNG VA CACH DUNG:
il m— Please rend the inctruction, Xam ¢ huéng ddin sd dung bén trong hép.
STORAGE: In a cocd, dry place, Protect from light. BAD QUAN: Noi khd, nhidt d khéng qud 30°C, trdnh fnh sdng
-O KEEP OUT OF REACH OF CHILDREN. DEXATAMTAY CUATRE EM.
-~ READ THE INSTRUCTION CAREFULLY BEFORE USE. 00T K¥ HUONG DAN SUDYNG TRUGE KHI DUNG.
~J -
n MEYER-BPC JOINT VENTURE COMPANY CONG TY LIEN DOANH MEYER-BPC
BAJ Mationsd road Mo G0, Phu tan ward, Bentre city, Bortio prowince-viN 58 8A3 qulic 1§ 60 p.Pmd 180, Manh ph Bdn tro, tnh Bn ve-Vidt nem

S6108X:

Beclopi 75  |w=

Han ding:

TONG GIAM PSC

DS. Nguyén Via Nén

Beclppi 75
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MAU DANG KY TOA THUSC BECLOPI 75

Titu chufin.TCCS

®m&lhmom

BECLOPI 75

’TT@NH PHAN:

Clopidogrel 75mg

Ta dugc: Microcrystaliin cellulose, Cellacloss 80, L-HPC, Manitol, Aerosil,
Magnesi stearal, Talc, Titan dioxyd, HPMC 606, HPMC 615, PEG 6000, Brown,
Xanhpatenté V, Ponceau viiadi 1 vien,

DANG BAO CHE: Viénnénbao phim.
DUgcLYC HOC:

Clopidogre! 12 m{t thudc ching két tap tiéu c4u thuge nhom thisnapyridin dude
ding rong cc bénh Iy vé huyét khi tic mach, Clopidogrel dc ché chon loc vigc gan
adenosin diphosphat (ADP) lén thy thé ctia nd  tiéu cdu, va sau dé hoat hoa qua
Irung gian ADP cla phuc hp glucoprotein GPIIb Illa, do d6 Uc ché ké! tap fidu cAu.
Sinh chuyén hoa cla clopidogre! cn cho viéc tao ra sy ic ché két tap tidu cdu.
Clopidogrel con Uc ché sy két tap iéu c3u do sy ddng vén khic bing cach chen sy
khuéch dai qu Irinh hoal hoa tidu cAu sy phong thich ADP. Clopidogrel tic dgng
bling cach blén ddi khang héi phyc thy ths ADP tiéu cdu. K&t qua I c4c lidu ciu da
bi clopidagre! téc dong s& 4nh huding dén giai doan sau clia di séng liéu cAu va sy
phuc hdi chic ning bini thudng cla iéu c4u xay ra theo mdl t6c 68 phi hgp vl mic
dé tiducdusinhra.

DUQC BONG HOC:

Clopidogrel dugc hép thu nhanh chéng nhung khiing hoan toan qua duéing lidu
héa; sy hipthu inh150%, Clopidogre! 12 mat tién chét v dugc chuyén hoa nhidu 3
gan, chi yéu thanh d&n xust cia acid carboxylic khang hoat tinh. Chat chuyén héa
¢6 hoattinh Ila mat dan xudt ciathiol nhung khang phét hién dudctrong huyét titdng.
Clapidogrel va dén xuat clia acid carboxylic gén k! cao vdi protain huyél Wwang.
Clopidagrel va cdc chét chuyén hda thai 1nl Irong nudc lidu va trang phn; khodng
50% liéu udng dugc tim thiy trong nudc tidu va khodng 46% dudec tim thdy trong
phan.

CHIBINH:

-Phang ngfa cac bénh Iy huyét khdi te mach nhu ching nhdi méu cd tim, bénh
Iy dong mach ngoaibién, dét quy.

-Phai hop vdi aspirin Irang digutrj hi chiing mach vanh cép.

LIEULUGNG VA CACHDUNG:
Ngudildn:
-Phang ngisacacbénh Iy huyét khditic mach: 1 vién (75 mg)/ngay,
-Biéu tri cdc héi chung ddng mach vanh cdp: Lidu khéi d4u 300 mg, sau d6
iép tyc vailigu 75 mg/ ngay (kéthgp véi aspirin iéu 75 - 325 mg/ngay).
Céthé udngthudc lic doi hay no,
CHONG CHIBINH:

-Quéd mdn vdithanh phan thudc.

-Bang c6 chay mau bénh I nhu loét liéu hoa hodc xudl huyétndisg.
THAN TRONG:

-Bénh nhan o nguy cd chay mau do chan thudng, phiu thuat hodic bénh Iy chdy
mdukhdc (nhuloét). Nénngungdingthusc7 ngay trudc phiu thuat,

-Bénh nhan suy gan.

-Ngung ding thugic khi ¢ chay méu bt thudng va bao ngay cho bac sdidu i
TRUGNG HQP CO THAI VA CHO CON BU:

~Théi ky mang thai: Chua cé cc nghién ciu ddy b va c6 idiém sodt rén phy nd
cdthai. Do dé, chldng thudc ndy trong thal ky néu thl c4n thiét.

-Thdi ky cho con bui: Céc nghién cdu 3 chugt céng cha théy clopidogrel vamozc
céc chdl chuyén héa cd bai tiét trong sa. Chua dudc bigl thubc c5 bai tiét trong sa
ngudi hay khong. Nén can nhdc t4m quan trong clia thudc dai vdi ngudi me va quyét
dinh ngung cho bu me hoc ngung thudc,

TRUGNG HOP LAI XE VA VAN HANH MAY MOC:

Clopidogre! khong anh hudng déng ké Ién khd ndng 14i xe va si dyng may méc
TAC DUNG KHONG MONG MUGN:

Xudt huyét tidu hia, xust huyét ndi so, gidm bach c4u trung linh, dau byng, réi
logn tiéu hoa, loét tiu héa, da day hodc té trang, iéu chay, 140 bdn, ngoai ban va cdc
16l loan vé dakhdc.

Thang bdo cho bdc sT cac tdc dyng khng mong mudn gap phai khi s dyng thudc.
TUANG TAC THUGC:

~Aspirin: Aspirin khdng 1am bién ddi téc dyng Ut ché kétiap tiéu cdu do ADP cilia
clopidogrel. Dung dang thai 500 mg aspiin ngay 2 14n trang 1 ngdy khdng lam ting
déng ké thai gian chiy mau do clopidogrel, Clopidogre! tang tic dyng chéng két tép
tiéu cdu do collagen ctia aspirin, Tinh an toan clia viéc ding chung kéo dai aspirin va
clopidogrel chua dugc ching minh.

*Heparin: Ding chung vdi heparin khéng &nh hugng déin tac dyng U ché ket t3p
tiu cdu ctia clopidogrel. Tuy nhién tinh an todn clia két hgp ndy chua dugc ching
minhva nénthan lrong khidung chung.

-Thudc khang viém khong steroid (NSAID): Nén thén trong khi dung chung
NSAID va clopidogrel.

“Warlarin: Tinh an lodn cla viéc ding ddng thai clopidogrel va waratin chua
dugc chung minh. Do d6 nén thin trgng khi ding cung lic haithudc nay.

- néng d cao in vitro, clopidogrel tc ché P, (208). Do do, clopidogrel cd thé
can thigp vao chuyén héa cia phenytain, tamoxifen, wartarin, lorsemide, fluvastatin,
vanhiéu NSAID. Nén than trong khi diing cing lic nhilng thudc ndy vdi clopidogrel.

-Nén thn trong khi diing chung clopidogrel va thudc uc ché bam proton,
QUALIEU VA CACH XUTRI:

-Trigu chiing: Triéu ching nhiém dgc cdp 1 non mira (3 khiddu cha), khé th, kiét
stlc, va xudt huyéttiéu hoa d151 ca cAc lodi,

-XU fri: G&n cd trén tinh hap Iy vé sinh hoc, c thé truyén tidu c4u nhim dio
ngudctacdyng dugely clia clopidagrel néu c4n phdihéiphyc nhanh,

HAN DUNG: 36 thang k& il ngdy sanxust.

BAO QUAN: Noikh, nhiél d khéng qua 30°C, trdnh &nh séng,
QUICACHBGNG GOI: Hop 03 vix 10vién nénbao phim.

DOC K HUGNG DAN SUDYNG TRUGC KHIDUNG.
NEUCAN THEM THONG TIN XINHOI Y KIEN BAG ST,
THUGC NAY CHi DUNG THEO BON CUA BAC ST,
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