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MEi vidn nén bao phim chita
Clopidogrel Hydrogan sulph mqmur pidog
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T5mg

“Céc thdng tin khic d ngh) yem trang (& hisdng ddn air dyung kém thea*
Bao qudn not khé mét, nhidl 84 khéng qué 30'C, rdnh &nh séng

\l SBK: 36 18X, NSX, HD xem “Batch™, "Mifg.* "Exp " trén bao bi.

Each film-coated tablet contains: Clopidogrel (as hydrogen sulphate).........

Excipients: lactose and hydragenated castor oil.

Do not use after the expiry date stated on the packaging
Store In the original package.

Manufectured by: KRKA, D.D., NOVO MESTO
SmarjeSka cesta 6, 8501 Novo mesto, SLOVENIA
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4 blisters x 7 film coated tablets

@ Drug sold by prescription

4 blisters x 7 film coated tablets
Oral use

/I

For indication, Contraindication, Precaution and Recommended dosage see enclosed package insert,
Keep out of the reach and sight of children. Read carefully the package leaflet insert befare use.
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Clopidogrel
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Stare In a cool and dry place at temperature not exceeding 30°C, protect from light.
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Film-coated tablets
Clapidogrel (as Hydrogen sulphate) 75mg
Manulacturad by:

KRKA, 0.0, NOVO MESTO
SLOVENLIA
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Film-coated tablets
Clopidogre! (as Hydrogen sulphate) 75mg

Manufactured by:
KRKA, D.D., NOVO MESTO
BLOVENIA
R red by:

-
A (TENAMYD CANADA) NC

Zyllt 75mg

Film-coated tablets
Clopidogrel (as Hydrogen sulphate) T5mg
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Rx - Thuée ban theo don

ZYLLT 75MG

Clopidogrel 75 mg
Cong thire:
M&i vién nén bao phim chita: Clopidogrel hydrogensulphat tuong duong
Clopidogrel 75 mg.
Ta dupc. Lactose anhydrous, Microcrystalline cellulose, Starch
pregelatinised, Macrogol 6000, Castor oil hydrogenated,
Hypromellose, Titanium dioxide (E171), Talc, lron oxide, red (E172) va
propylene glycol.

Dang bao ché: Vién nén bao phim

Duwc Iue hoc:
Clopidogrel 14 thudc chéng két tap tiéu cau.

Clopidogrel dugc chuyén hda bdi cac enzym CYP450 cho ra mdt chét
hoat tinh ¢6 tac dung (e ché két tap tiéu cu. Chat nay (c ché mét cach
chon loc sirgén két Adenosine diphosphate (ADP) véi thu thé P2Y12 va
sau do hoat hda qua trung gian ADP cda phiic hap glycoprotein GP
lbfllla, do dé (¢ ché két tap tidu cdu. Sy gan két khéng thuan nghich
anh hubing dén giai doan sau clia 451 s6ng tidu cau (khoang 7-10 ngay)
va su phuc héi chifc nang binh thudng cla tiéu cdu xay ra theo mét téc
@6 phi hop vdi mirc dd tiéu cdu sinh ra. Ngoaira, Clopidogrel con (e ché
su két tap tiéu cdu do su déng van khac bang cach ngan can sy khuéch
dai qua trinh hoat héa tiéu cdu tir sy phéng thich ADP.

Liéu Iap lai 75 mg/ngay tic ché dang ké sukét 1ap tiéu cau do ADP gayra
tirngay ddu tién. Su dic ché nay tang én va dat trang thai én dinh tit ngay
3 dén ngay 7. O tinh trang 8n dinh, mitc 88 e ché trung binh véi lidu 75
mg/ngay Ia khoang 40% - 60%. Su két tap tiéu cdu va thdi gian chay
mg:: dan dan trd ve gia tri co ban thuding trong khoang 5 ngay sau khi
digutri,

Dugc ddng hoc:

Héap thu:

Clopidogrel dugc hdp thu nhanh sau khi udng liéu duy nh&t va liéu 1p lai
75 mg/ngay. Ndng db dinh trong huyét tuong cla Clopidogrel khong
thay ddi sau 45 phut udng thube (khodng 2.2-2.5 mg/mi sau khi udng
lidu duy nh&t 75 mg ngay 1 13n). Miftc d8 hap thu it nhat 12 50 % dua trén
cac chit chuyén héa cuia Clopidogrel qua nudc tiéu.

Phén phéi:

Trong nghién ciu in vitro, Clopidogrel va ch&t chuyén héa luu hanh
chinh gan két thuan nghich véi protein huyét tuong ngudi (98% voi
clopidogrel va 94% véi chat chuyén hoa). Su gan két la khong thé bao
hoa & mot dairéng vé ndng dé.

Chuyén hoa:

Clopidogrel dugc chuyén héa nhiéu & gan. Trong nghién cltu in vitro va
in vivo, Clopidogrel dugc chuyén héa theo hai con duding: suthity phan
bdi enzym esterase thanh dan xu#t clia acid carbonxylic khéng hoat
tinh (chi€ém 85% chét chuyén hba Iuu hanh) va su chuyén héa thif hai
théng qua cytochrome P450 (CYP3A4, CYP2C19, CYP1A2 va
CYP2B6) tao thanh dan xust thiol cila Clopidogrel (mét din xudt cb hoat
tinh) lién két khéng phuc hdi v6i cac receptor cia tiéu ciu, do dé ifc ché
sukéttap tiéu ciu.

50% Clopidogrel va cac chét chuyén héa thai trir qua nudc tidu, va
khoang 46% qua phan khoang 120 gi¢ sau khi ding thudc. Thai gian
ban hiy cda Clopidogrel 12 6 git sau khi udng lidu duy nh&t 75 mg.

I TTH

Chidinh diéu tri:

Phong ngira cic bénh ly huyét khéi tic mach nhuf ching nhéi mau co
tim, banh Iy d6ng mach ngoai bién, dét quy.

Phéi hep véi aspirin trong diéu tri cac hdi chitng déng mach vanh cip
bao gdm dau thit ngue khng 8n dinh va nhdi méu co tim khdng séng Q.

Chéngchidinh:

Quéa man vdi bat ky cac thanh phin nao cita thudc.

Suy gan nang.

Chay maubénhly: loét dadayta trang hodc xust huyét néi so.

Liéu diing va cach ding:

Ngui Ion: Liéu khuyén céo 4 75 mg moi ngay.

Tré em: Tinh an toan va hiéu qua cla Clopidogrel d tré em va thanh
thi€u nién dudi 18 tudi chua duoc thist lap.

Déi vai nhimg bénh nhén bi hoi chumg mach véanh cdp: liéu khdi ddu 300
mg, liéu tiép theo 75 mg/ngay (két hop véi acid acetylsalicylic (ASA) 75
mg- 325 mg/ingay).

Bdi voi nhimg bénh nhén trén 75 tudi- nén duoc bét ddu bang liéu 75 mg
ma khéng can lidu khdi ddu 300 mg.

Két hop diéu tri nén duoc bat ddu sém ngay sau khi tridu chimg bit dau

vaduy tritrong itnh&t4 tuan. </ VAN PHONG
Thuéc ding dudng udng, ¢ thé uding e d6i hoac no. z"-'
Thén trong va cdnh bao: 1
Chay mau va céc rdi loan huyét hoc: Clopidogrel nén
trong véi nhimg bénh nhan tang nguy co chay mau do\gh®
phiu thuat hosic cac tinh trang bénh ly khac. NS
Néu mét bénh nhan chudn bi dudc phau thuat ma khang mudncsd.
huéing khac dén tiéu cdu, nén ngung diing Clopidogrel 7 ngay trudc khi
phau thuat. Bénh nhan nén théng bao cho bac siva dugc sibiétla dang
diing Clopidagrel trutic khi hen lich phau thuat hozc trudc khi dlng bat
ky loai thuSc méi nao. Clopidogrel kéo dai thai gian chdy mau va nén
dugc diing than trong véi nhitng bénh nhan c6 t8n thuong dé dang chay
mau (nh&tladaday rudtva nditang).

Clopidogrel duuc khuy&n cdo si dung than trong trén bénh nhan suy
thén va suy gan.

Téc dung khéng mong muén:

Thuding gap (21/100 dén <1/10): Chay mau cam, xu#t huyét tibu héa,
tiéu chay. kho tiéu, bam tim.

Khéng thuding gap (>1/1000 dén <1/100): Giam tiéu cdu, bach cdu,
tang bach cau 4i toan, chay mau ndi so, loét da day ta trang, da chay
mau.

R4t hiém gap (<1/10000): Thi€u mau bat san, m4t bach cdu hat, giam
tiéu cdu nang, thiu mau, bénh huyét thanh, viém mach, ha huyét 4p,
chay mau duong hé hdp, co thit phé quan, viém phdi k&, viém tuy, viém
daitrang, suy gan c&ptinh, viém gan, héi chimg Stevens Johnson.

Théng bao cho Béc si nhilng téc dung khdng mong mudn gép phéi khi
strdung thudc 2

Tuong tac thude:

Dung déng thai Clopidogrel va Warfarin lam tang mifc 6 chay mau.
Nguy cd chay mau clng ¢ thé tang khi dung chung Clopidogret vdi cac
thuSc lam tang nguy oo chdy mau khac nhu: Heparin, Acid
acetylsalicylic (ASA), cac thuéc NSAIDs irc ché COX2. Vi vay phaithin
trong khi phéi hop thuc.

Riéng ASA, Clopidogrel c6 thé diing phéi hop véi ASAtrong vong 1 nam.
Cac thuc re ché CYP2C19 bao gém: Omeprazole, esomeprazole,
fluvoxamine, fluoxetine, moclobemide, voriconazole, fluconazole,
ticlopidine, ciprofioxacin, cimetidine, carbamazepine, oxcarbazepine
va chloramphenicol.

Phu nircé thai va cho con bi: =

Clopidogrel khéng gay quai thai & déng vat, nhung khéng cb nghién ¢

day dd trén ngudi mang thai. Can than trong khi ke toa cho phu rﬁg
¥

A I

mang thaiva cho con bu. 2

L4i xe va van hanh may méc: ij  *
Clopidogrel khdng anh hudng dén 1ai xe va didu khién may méc 2 o
- I
Strdung qué lidu va diéu tri: \BQ
;ﬁ'é_é:: chung: chdy mau kéo dai va bién chimg chay mau sauds. ©
dutn:

Khéng cb thudc d4c hiéu dé didu tri qua liéu Clopidogrel.
Diéu tri triéu chimg va hé trg

Trong trudng hop chdy mau kéo dai, cb thé khic phuc nhanh tinh trang
nay bang cach truyén tiéu ciu do nguoc tac déng clia Clopidogrel.

Bdo quén:
Béo quan ndi khé mét, nhist d6 khéng qua
Péxatdmtaytréem.

Bong goi: Hp 4 vix 7 vién nén o
Tiéu chudn: Nha san xust

L&i khuyén céo:
Thuéc nay chi diing theo surké don clial
Bgc iég hubng din sir dung truée khi ding.
Néu cadn thém théng tin xin hdi y ki€n bac sf, " s
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