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BOSTON PHARMA

THUOGC BAN THEO DON / PRESCRIPTION ONLY MEDICINE

CLOPALVIX Plus

Film - coated tablets

Thubdc udng 2
Oral route

Hp 1 vi x 10 vién nén bao phim
Box of 1 blister x 10 film - coated tablets

Manufactured by BOSTON VIETNAM PHARMACEUTICAL JSC
No.43 street No.8, VSIP, Thuan An, Binh Duong, Vietnam

BOSTON PHARMA

Té dugc vira 4 cho 1 vién nén bao phim
Each film - coated tablet contains:
Aspirin 75 mg

3 TCCS/nh

Tidu
SPK/Reg.No. :

Chi dinh, chéng chi dinh, lidu dung,cach ding va cac thong tin khac xem
trong hiréng dan st dung.

Indications, contraindications, dosage, usage and other information see the
package insert

Bao quan nol khd, dudl 30°C, tranh &nh sang
Store in a dry place, below 30°C, protect from light

DE XA TAM TAY CUA TRE EM

DOC KY HUONG DAN SU DUNG TRUOC KHI DUNG
KEEP OUT OF REACH OF CHILDREN

READ CAREFULLY THE PACKAGE INSERT BEFORE USING

8616 SX / Batch No.:
Ngay SX / Mfg. Date:
HD / Exp. Date:
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A Quicach: 110 x 60 x 10 mm

Thiét ké

P. KD (kiéu dang) P. QA (ndi dung)
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BOSTON

Mau hop: CLOPALVIX Plus(hdp 3vi)

Ngay ... thang ... ndm 201...
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BOSTON

BOSTON PHARMA

shid XINT

San xudt bdi / Manufactured by :

cONG TY ¢ PHAN DUGC PHAM BOSTON VIET NAM

43 Buwing s§ 8, KCN Vigt Nam - Singapore, Thuan An, Binh Duong, Vit Nam
BOSTON VIETNAM PHARMACEUTICAL JSC

No.43 street No.8, VSIP, Thuan An, Binh Duong, Vietnam

Rx THUOC BAN THEO BON / PRESCRIPTION ONLY MEDICINE

CLOPALVIX Plus

Film - coated tablets

Thudc uéng
Oral route

Hop 3 vi x 10 vién nén bao phim
Box of 3 blister x 10 film - coated tablets

MBI vién nén bao phim chira:
Aspirin 75mMg  Tidu chud ion: TCCS/in-house
[T R —— 75mg  SPK/Reg.No. :
T4 dugc vira 4b cho 1 vién nén bao phim

- tablet contains:

RX THUOC BAN THEO DON / PRESCRIPTION ONLY MEDICINE \

CLOPALVIX Plus

Vién nén bao phim

Bao quan noi khé, dudi 30°C, tranh énh sang
Store in a dry place, below 30°C, protect from light

DE XA TAM TAY CUA TRE EM

DQC KY HUONG DAN SU’ DUNG TRUG'C KHI DUNG
KEEP OUT OF REACH OF CHILDREN

READ CAREFULLY THE PACKAGE INSERT BEFORE USING

86 16 SX / Batch No.:
Ngdy SX / Mfg. Date:
HD / Exp. Date:

ong bang KhC. Pantone 3282C
A Quicach: 142 x 55 x 35 mm

Thiét ké

P. KD (kiéu dang) P. QA (ndi dung)
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BOSTON

Mau vi: CLOPALVIX Plus

Ngay ... thang ... nam 201...
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A Quicach: 105 x 55 mm

Thiét ké

P. KD (kiéu dang)

P. QA (néi dung)




Rx Thubc ban theo don TO HUONG DAN SU DUNG

CLOPALVIX PLUS
THANH PHAN
Mai vién nén bao phim c6 chira:
—  Hoatchdt:  ASPIIN ..o 75,00 mg
A Lo (1 — 75,00 mg

(dudi dang Clopidogrel bisulfat)

— T4 dwoc: Silicon dioxid, tinh bdt mi,, avicel, crospovidon, povidon K30, hydrogenate
castor oil, opadry, ethanol 96%, nudc tinh khiét.

DUQC LUC HQC

—  Clopidoprel la mot chét e ché két tap tiéu cau thudc nhom thienopyridin. Clopidogrel g«
ché chon loc viéc gin adenosin diphosphat (ADP) 1én thu thé ctia né & tiéu clu va tir d6 e ché f
hoat hoa qua trung gian ADP cta phtc hop glycoprotein GPIIb/IIla, do d6 e ché Kkét tap ti
cau. DAn chét chuyén hoa c6 hoat tinh thiol dugc tao thanh bang su oxi hoa clopidogrel thanh
oxoclopidogrel va khir nude chat chuyen hoa trung gian nay. Dang chuyen hda thiol ¢6 hoat tinh
s€ gan két nhanh chéng va khong hoi phuc 1én thu thé cia ADP tiéu cdu, wrc ché su dong von t1eu
cau. Clopidogrel cling Gre ché su két tap tleu cau gdy ra boi cac chit kich thich khac bang cach tiét
ADP chin su khuéch dai hoat dong tiéu cau.

— Aspirin duoc hip thu nhanh v6éi muc do cao. Aspirin uc ché khong thuin nghich
cyclooxygenase, do do trc ché tong hop prostaglandin. Sau khi néng do acid salicylic giam, cac té
bao c6 kha nang tong hop cyclooxygenase moi co thé tiép tuc téng hop prostaglandin. Tiéu cau la
té bao khong c6 nhan, khéng c6 kha nang téng hop cyclooxygenase bi trc ché khoéng thuan
nghich, cho t61 khi tiéu céu moi dugce tao thanh. Nhu vay aspirin trc ché khong thuan nghich két
tap tiéu cau, cho t6i khi tiéu cau méi duge tao thanh.

DUQC PONG HQC

— Clopidogrel duoc hép thu nhanh nhung khong hoan toan sau khi udng, t01 thiéu khoang
50% heu ding dugc hap thu. Clopidogrel 1a tién chat va duoc chuyén hoa chu yeu & gan thanh
dan xuét acid carboxylic khong hoat tinh. Chat chuyén héa c6 hoat tinh la dan xuit thiol nhung
khong dugc tim thy trong huyét twong. Clopidogrel va chat chuyén hoa gan nhiéu vao protein va
duoc thai trir vao nude tiéu va phan, khoang 50% litu ubng duoc tim thiy trong nudc tiéu va
46% trong phan.

— Aspirin ¢6 kha dung sinh hoc uong (%) khoang 68 + 3. Gan véi protein huyét tuong 49%.
Tang uré mau lam gidm gan toi huyét twong. Do thanh thai (ml/phut/kg): 9,3 + 1,1, d6 thanh thai
thay ddi & ngudi cao tudi, nguoi xo gan. Thé tich phan b (lit/kg): 0,15 £ 0,03. Thoi gian ban thai
(gio): 0,25 £ 0,03, thoi gian ban thai thay d6i & ngudi viém gan. Dao théi qua thin chi yéu duéi
dang acid salicylic tu do va cac chét chuyén hoa lién hop.

CHI PINH
—  Hoi chtng mach vanh cép khong ting doan ST (sir dung thude trong vong 12 thang).
— Nhdi méau co tim cdp khong ting doan ST.
— Bénh nhéan can thi€p mach vanh.

—  Phong ngira huyét khbi va huyét khéi dong mach (c6 thé dung duoc cho bénh nhan rdi
loan nhf).
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LIEU LUQONG VA CACH DUNG

Cdch dimg: CLOPALVIX PLUS duogc ding bing dudng udng, mdi ngay mot lan, cing véi
bita dn hodc sau khi an.

Liéu leong:
— Nguoi l6m va nguoi cao tudi: Dung ngay 1 vién, khong dung thude qua 12 thang.

— Tré em: an toan va hiéu qua ctia viéc st dung thudc chura dugc nghién ctru day du. Aspirin
c6 kha nang gy ra hdi chiung Reye ¢ tré em, hdi chimg nay ¢ thé gay ra tr vong cho tré (hiém
gip). Khong khuyén céo ding thudc cho tré em.

CHONG CHI PINH
—  Qué mén vdi clopidogrel, aspirin hoic bat ky thanh phan nao ctia thudc.
— Suy gan, suy than.

— Bénh ly chay méu cép nhu chay méu ndi so, chiy mau da day-rudt hay bénh mau kho —

dong. */5
CQN-

— Viém loét trong da day va hé tiéu hoa. cOF
voc

— Di tng v6i NSAIDs, bénh nhan suyén bi viém mii c6 kém hay khong kém theo polypsos

miii, bénh nhan ting t& bao mast vi acetylsalicylic acid ¢ thé 1am ning hon tinh trang man camyIET

(bao gbém suy tudn hoan véi dé bimg, ha huyét ap, tim dap nhanh, non). @
\_

— Phu nit cho con bt va phu nit c6 thai.

— Bénh nhan rdi loan dung nap galactose di truyén, thiéu hut Lapp lastose, rdi loan hap thu
glucose-galactose khong st dung thudc nay.

THAN TRONG

CLOPALVIX PLUS kéo dai thoi gian chay méu nén sir dung thén trong cho nhitng bénh nhén co
nguy co ting chay méau do chan thuong, phau thudt hodc do cac bénh ly khac:

— Bénh nhén chi dinh phiu thuat va khong cin chit khang két tap tiéu cau: ngimg thude
trude phau thuat 7 ngay.

i <-i.1.z,k,,.‘

- Hét stre thén trong khi st dung thudc cho cac bénh nhén tén thwong nhan cau c6 chay mau -
mat, tién st u dudng tiéu héa, xudt huyét da day-t4 trang hodc nhitng bénh & duong tiéu hoa trén,
canh bdo nguy co u dudng tiéu héa va chay mau cho bénh nhan ngay ca khi khong c6 d4u hiéu
triéu chung trude do.

— Bénh nhan dang ¢6 xu hudng chdy mau hay dang s dung cac thudc c¢6 thé 1am tang ton
thuong & da day-rudt hay nhén cau.

— Théng béo cho bénh nhén biét tac dung phu co thé gdp va cach xi tri, tinh trang cham
dong mau khi st dung thudc. Trude khi thuc hién phau thuat hay cham soc rang miéng, trude khi
stt dung bét ky céc thube nao khic, bénh nhan can thong bdo cho béc si, nha si vé viéc ding
CLOPALVIX PLUS.

—  Can nhéc loi ich diéu tri khi ding thudc cho bénh nhén c6 tién si hen suyén, rdi loan di
ung, gout (vi aspirin lam tdng nong do urat).

— St dung dong thoi aspirin va chloropropamide c6 thé ha duong huyét. Bénh nhén tiéu
duong khi sir dung aspirin lidu 16n 6 thé bi ha duong huyét ndi sinh cling nhu ¢6 thé ting duong
huyét (do su chuyén hoa phire tap ciia carbohydrat).

— U tai 1a déu hiéu chuyén hoa cla salicylic. Phi theo ddi y khoa chat ch& khi s dung
thude.



—  Dimg thudc 7 ngay trude khi phdu thuat bat cAu mach vanh.
Than trong khi dung cho tré em.
TUONG TAC THUOC

— €6 thé ting nguy co chay méu nén cin than trong khi phéi hop CLOPALVIX PLUS véi
warfarin, heparin, bupropion, diazepam, phenytoin, tamoxifen, tolbutamide, fluvastatin, hay
nhitng thudc khang déng va tan huyét khéi khac.

— Khoéng dung dong thdi omeprazol hoic esomeprazol v6i CLOPALVIX PLUS.
Dexlansoprazol, lansoprazol va pantoprazol it c6 tdc dung 1én kha nang chong két tip ti€u cau cua
clopidogrel hon omeprazol va esomeprazol.

—  Khi sir dung CLOPALVIX PLUS cing methotrexat, thanh phan aspirin cua CLOPALVIX
PLUS c¢6 thé tc ché do thanh thai ¢ than cta methotretat dan dén doc té bao tiiy xwong, salicylat
cling duoc thay thé methotrexat gin vao albumin.

—  Phoi hop véi cdc thube khde: khong c6 trong tac co ¥ nghia lam sang vé duge luc hoc khi
phdi hop clopidogrel véi atenolol, nifedipin hodc ca hai thudc atenolol va nifedipin. Hon nita,
hoat tinh dugc luc hoc cia clopidogrel ciing khong bi anh huéng nhiéu khi két hop voi ==
phenobarbital, cimetidin hodc estrogen. Dugc ddng hoc cia dogoxin hodc theophyllin khong bi

thay d6i khi két hop véi clopidogrel. win
— Khong sir dung dong thoi CLOPALVIX PLUS véi céc thube c6 thanh phén salicylat, r?)A
thudc tang thai trir acid uric. NA[\-

— Khong st dung thuoc chung v6i cac NASIDs khdc vi tang nguy co tac dung phu 1€n hé W
thong da day-rudt bao gém chay mau, asplrln s& thay thé vi tri gan két cua diclofenac lam g1am
hiéu qua ctia diclofenac. Ibuprofen lam giam téc dung chdng két tap tiéu ciu cta aspirin do d6
lam tdng nguy co bénh tim mach.

— Khi dung thudc cho bénh nhén 16n tudi, bénh nhan ¢6 diu hiéu suy giam chirc nang thén,
can hét sirc than trong va theo doi chirc ndng thén trude va sau diéu tri phdi hop véi cac thube wre N\
ché men chuyén, thudc chdng viém, 1oi tiéu thiazid.

TAC DUNG KHONG MONG MUON *';5%

—  Chéy mdu: xuit huyét da day-rudt (2,0%), xudt huyét noi so (0,4%), ban xuét huyét, vét 2
thdm tim, khéi tu méau va chay mau cam. Céc truong hop dugce bdo cdo it thuong xuyén hon la tu }
mau, tiéu ra mau va chay mau mét (cht yéu 1a két mac). >

—  Huyét hoc: giam bach ciu trung tinh, giam tiéu cau.
—  Hé than kinh trung wong va ngogi bién: nhirc ddu, choang vang, di cam, chong mat.
— Hé tiéu hoa: dau bung, kho tiéu, budn ndn, ndn, tiéu chay, tdo bon, viém da day,
— Da: phat ban, ngtra.
Théng bdo cho bdc si nhitng tic dung khong mong mudn gdp phdi khi siv dung thudc.
PHU NU CO THAI VA CHO CON BU

—  Chua c6 céc nghién ctru diy du va kiém soat ding thuée & phu nit ¢6 thai, CLOPALVIX
PLUS khong duoc khuyén dung trong thoi gian mang thai.

—  Céc nghién ctru khong cho biét san phdm nay cé bai tiét qua sira hay khong, nén khong
dung thudc nay cho phu nit cho con bu.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
—  CLOPALVIX PLUS khéng lam anh hudng dén kha ning 14i xe va van hanh may moc.
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QUA LIEU
— Qua litu CLOPALVIX PLUS c6 thé lam kéo dai thoi gian chay mau va cdc bién chimng
xuat huyét sau d6. Tién hanh liu phap diéu tri thich hop néu xuét hién chay mau. Co thé bi U tai,

mét thinh Iire, chéng mit, hoa mét, nhifém kidm ho hip, nhiém acid chuyén hoa, co thit tim mach,
suy ho hép, giam dudng huyét...

—  Chua c6 thube giai doc hoat tinh duoc 1y cta clopidogrel. Truyén tiéu ciu c6 thé gidi han
dugc tdc dung cda clopidogrel.

— Khi ng6 doc aspirin, cho bénh nhén nhdp vién, can bang acid — base, thim phadm mau va

thAm phan mang bung (néu cin). C6 thé truyén dung dich natri bicarbonat va kali clorid cho bénh
nhan.

BAO QUAN: Noi kho, dudi 30°C, tranh anh séng.
HAN DUNG: 36 thang ké tir ngdy san xuat. Khong ding thube qua thoi han str dung.
PONG GOI : Hop 3 vi x 10 vién nén bao phim.
TIEU CHUAN: Tiéu chuin nha san xuAt.
PE XA TAM TAY CUA TRE EM
THUOC NAY CHI DUNG THEO PON CUA BAC SI
POC KY HUONG DAN SU DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC Si
Séan xuit tai: ,
CONG TY CO PHAN DUQC PHAM BOS TON VIET NAM y
86 43, Dudng sb 8, Khu cong nghiép Viét Nam - Singapore, Thusn An, Binh Duong, Viét Naj
DT: 06503 769 602, FAX: 06503 769 601 :

TUQ.CUC TRUONG
p TP[(ON(J PHONG
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