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1. Nhén tryc ti€p trén don vi déng géi nhé nha't.
a). Nhan vi 7 vién nén bao phim.
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a). Nhén vi 14 vién nén bao phim.
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2. Nhén trung gian.

a). Nhan hép 2 vi x 7 vién nén bao phim.

RIPTION ONLY

GMP-WHO
2 vix 7 vién nén bao phim
2 blist 7 film coated tablets

Dopivix

Clopidogrel 75 mg

THANH PHAN : CHI BINH, CACH DUNG & LIEU DUNG, CHONG CHI BINH,
M3i vién nén bao phim chia: TUONG TAC THUBC, TAC DUNG PHY VA NHONG DIEU CAN
- Clopidogre! bisulfat tuong dugng Clopidogrel . .. 75mg LUU ¥: Xin doc trong 1 hudng din sif dung
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COMPOSITION:
Each film coated tablet contains:

‘ - Clopidogrel bisulfate equivalent to Clopidogrel . 75mg
- Excipients ... s N e 801

INDICATIONS, DOSAGE AND ADMINISTRATION,
CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS AND
OTHER PRECAUTIONS: Read the package insert

STORAGE: In dry place, at 15°C - 30°C. protect from light

vix-

Clopidogrel 75 mg
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b). Nhan hop 4 vi x 7 vién nén bao phim.

GMP-WHO

D
l X' THUdC BAN THED PON 4 vix 7 vi&n nén bao phim

Dopivix

Clopidogrel 75 mg

THANH PHAN ; CHI BINH, CACH DUNG & LIEU DUNG, CHONG CHI
MBi vién nén bao phim chila BINH, TUONG TAC THUGC, TAC DUNG PHY VA NHONG
- Clopidogre bisulfat tuong duong Clopidogre! ...... 75 mg BIEU CAN LU ¥: Xin doc trong to hudng d&n s dyng.
STAAUIC oo A OO BAO QUAN: Noi kho, nhigt d9 15%C - 30°C, tranh 4nh
sdng.
BB i BE XA TAM TAY CUA TRE EM
| TIEU CHUAN AP DUNG: TCCS BOC KY HUGNG DAN SU DYNG TRUGC KHI DUNG

GMP-WHO

4 blisters x 7 film coated tablets

Dopivix

)
l X' PRESCRIPTION ONLY

WP @3 - oy 0] - W By
OH - X5 9195 - XS Aetw

Clopidogrel 75 mg

COMPOSITION: INDICATIONS, DOSAGE AND ADMINISTRATION,
Each film coated tablet contains CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS
- Clopidogre! bisulfate equivalent to Clopidogrel .... 75 mg AND OTHER PRECAUTIONS: Read the package insert.

- Excipients ................. - 5.0.1 STORAGE: In dry place, at 15°C - 30°C, protect from light.
REGISTRATION NUMBER: ... KEEP OUT OF REACH OF CHILDREN ‘
MANUFACTURER'S SPECIFICATION READ CAREFULLY THE INSTRUCTIONS BEFORE USE

|

T vén khdch hing
067.3851950
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CONG TY cf PHAN XUAT NHAP KHAU Y TE DOMESCO
68 Quikc 19 30, P. My Phi, TP. Cao Liinh, Bdng Thip
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(Bt ching nhin 150 8001 : 2008 & ISOMEC 17025)

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
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¢). Nhan hop 1 vi x 14 vién nén bao phim. ﬂ/\“/

l D THUOC BAN THEO DON GMP-WHO
X PRESCRIPTION ONLY 1 vix 14 vién bao phim
1 blister x 14 film coated tablets

Dopivix

Clopidogrel 75 mg

THANH PHAN : CHI BINH, CACH DUNG & LIEU DUNG, CHONG CHI BINH,
MBi vién nén bao phim chifa: TUONG TAC THUGC, TAC DYNG PHY VA NHONG BIEU CAN
- Clopidogrel bisuffat tuong duong Clopidogrel ... 75mg LU ¥: Xin doc trong ti huting din si dyng.
S [ 7 Sty e .. vila it BAO QUAN: Noi khd, nhigt do 15°C - 30°C, trénh &nh sdng.
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COMPOSITION: INDICATIONS, DOSAGE AND ADMINISTRATION,

Each film coated tablet contains: CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS AND
- Clopidogrel bisulfate equivalent to Clopidogrel ................... 75 mg OTHER PRECAUTIONS: Read the package insert,

= RO ' 1 ) STORAGE: In dry place, at 15°C - 30°C, protect from light.

*

IVIX®

Clopidogrel 75 mg
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TO HUONG DAN SU DUNG THUOC

Rx
Thudc ban theo don
DOPIVIX® 75 mg
THANH PHAN
M&i vién nén bao phim chira:
- Clopidogrel bisulfat tuong duong Clopidogrel ............ooouiiiiiii e 75 mg
- T4 duge: Starch 1500, Lactose khan, Mannitol, Croscarmellose sodium, Polyethylen glycol 6000, Natri
stearyl fumarat, Colloidal silicon dioxid, Hydroxypropylmethyl cellulose 15cP, Hydroxypropylmethyl
cellulose 6¢P, Talc, Titan dioxyd, mau Sicovit red.
DANG BAO CHE

Vién nén bao phim. r,.
QUY CACH PONG GOI |~
- Hop 2 vi x 7 vién.

- Hop 4 vix 7 vién.

- Hop 1 vix 14 vién.

CHI PINH

- Du phong va giam cac bién ¢b do xo vira dong mach nhu nhoi méu co tim, dot quy, va tai bién mach mau
nio & br;:nh nhén c¢6 tién sir xo vira dong mach hoic bénh ly dong mach ngoal bién di xac dinh.

- Dung két hop acetyl salicylic acid & bénh nhan bj dau that nguc khong on dinh hay nhoi mau co tim khong
co song Q.

LIEU LUQNG VA CACH DUNG

* Dung trong hay ngoai bira dn

¥ Ngu’o; truong thanh (trén 18 tuon) va ngudi gia:

- Liéu khuyén ding: Liéu duy nhéit 75 mg/ngay. Khong cAn didu chinh liéu ding cho ngudi gia hay bénh
nhén cé bénh than.

- O bénh nhan bj dau that nguc khong 6n dinh hay nhéi méau co tim khong séng Q: Liéu dau tién 300
mg/ngay sau d6 tiép tuc voi liéu 75 mg/ngay (két hop véi acetyl salicylic acid 75-325 mg/ngdy) & nhimng
ngay tiep theo.

CHONG CHI PINH

- Min cam véi thube hodc v6i bat ky thanh phan nao cia thude.

- Suy gan nang.

- Dang c6 chay mau bénh l}'f nhu loét tiéu héa hodc chady mau trong néo.

- Phu nir ¢6 thai va dang nudi con bu.

THAN TRONG KHI SU DUNG

- O nhirng bénh nhan bj nhdi méau co tim cap tinh, khéng nén bat dau diéu tri voi clopidogrel trong vai ngay
dau sau khi bi nhdi mau co tim.

- Diing than trong vcn nhitng bénh nhan téng nguy co chay mau do chan thu-crng phau thuat hodc cac tinh
trang bénh Iy khac. Néu mot bénh nhéan chuan bi duogc phau thuat ma khong mudn c¢6 anh huong khang tiéu
cau, nén ngung dung clopldogrel 7 ngay trudc khi phau thuat.

- Clopidogrel kéo dai thoi gian chay mau va nén dugc dung than trong véi nhitng bénh nhén c6 kha nang
chay méau (nhét la da day rudt va noi nhan).

- Ngung ding clopidogrel khi xuat hién chay mau va nén thong bao nhitng chay mau bat thuong cho Béc si.

- Than trong khi dung clopidogrel cho nhitng bénh nhan suy gan, thén.

- Tré em du6i 18 tudi.

PHU NU CO THAI VA CHO CON BU

Khoéng dung cho phu nir dang mang thai va nudi con bu

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Thube khong anh hudéng qua trinh lai tau, xe va van hanh may méc

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC

- Warfarin vi n6 c6 thé lam tang mirc d¢ chay mau.

- Than trong khi phéi hop véi acetyl salicylic acid (ASA), heparin, thude tan huyét khoi, thude khang viém
khong steroid (NSAIDs) do lam tang nguy co chay mau.

TAC DUNG KHONG MONG MUON

- Thudng gép: Pau bung, chan an, tiéu chay, budn nén, ban do, ngira, mé day

- it gap: Téo bon, dau rang, non, day hoi, viém da day, dau dau, chong mat, mét thing béng va di cam.

- Hiém giip: Co thit phé quan, phit mach hay phan (ing dang phan vé, sot, dau khép, viém khép, xuét huyét
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giam tiéu cau, mat bach cau hat, xut huyét noi so, giam bach cau trung tinh tram trong, xuat huyét tiéu hoa,
ty méu, chay mau cam, tiéu ra mau. l/“
Théng bao cho Bac si nhiing tac dung khong mong mudn gip phai khi sir dung thude. /&/

QUA LIEU VA CACH XU TRI

- Mot truong hop qua lidu do ¢d y dung clopidogrel da dugc bao cao khi dung clopidogrel voi liéu 1050 mg
clopidogrel (twong duong véi 14 vién 75 mg). Khong thdy c6 tac dung phu nao. Khéng c6 diéu tri dac hiéu
nio va bénh nhan hdi phuc ma khong dé lai di ching.

- O nguoi khoé manh tinh nguyén, khong thdy c6 tac dung phu nao dugc bao cdo sau khi ding liéu duy nhat
600 mg clopldogrel (twong duong 8 vién 75 mg). Thoi gian chay mau ting lén 1,7 lan twong dwong véi khi
dung clopidogrel liéu 75 mg/ngay.

- Chua c6 thude giai doc hoat tinh dugc ly cua clopidogrel. Truyén tiéu cau c6 thé gidi han dugc tac dung
cua clopidogrel.

DUQC LUC HQC
Clopldogrel la mdt chét rc ché chon loc viée gén cua adenosin diphosphat (ADP) lén thu thé cuia né & tiéu
cAu va tir d6 e ché ca hé qua cua viéc gin nay la sy hoat hoa qua trung gian ADP cua phtre hop
glycoprotem GPIIb/IIa, do vdy ma (rc che sw ngung tap cla tiéu cau. Sinh chuyén héa cua clopidogrel can
cho viéc tao ra sur trc ché ngung tap tidu cau. Clopidrogel con trc che su ngung tap tiéu clu do su dong van &
noi khdc ngoai viéc chen su khuéch dai qua trinh hoat héa tidu cau tir sy phong thich ADP. Clopidogrel tac
dong bﬁng su bién doi khong th phuc thy thé ADP tiéu cau. Hau qua 1a tiéu cau gén clopldogrel s€ tac dong
1én giai doan sau cua doi song tiéu cau va su hdi phuc cia chirc ning tiéu cau binh thuong xuat hién véi ty 16
khong doi.

Liéu lap lai 75 mg clopidogrel mdi ngay lam trc ché dang ké sy ngung tap tiéu cu do ADP tu ngay dau tién;
su rc ché nay ngay cang tang va dat mic on dinh vao ngdy 3 va ngdy 7. Sau khi dat mirc 6on dinh, mirc trc
ché trung binh véi I:eu 75 mg mdi ngay la trong khoang 40% va 60%. Ngu‘ng tap tiéu cAu va thoi gian chay
mau ting budc tré vé gia tri co ban, trong khoang 5 ngay sau khi ngung diéu trj.

DUQC PONG HQC

Sau khi ding duong udng lidu lap lai 75 mg/ngay, clopidogrel nhanh chéng dugc hap thu. Tuy nhién, néng
6 thudc trong huyét twong cua phan tur me 1 rat thap va dudi gioi han xac dinh vé lugng (0,00025 mg/l) 2
gid sau khi dung thube. Hap thu téi thiéu la 50%, dua trén sy bai tiét qua nudc tiéu cua chét chuyén hoa
clopidogrel. Clopidogrel duoc chuyen hoa chu yéu tai gan va chét chuyen héa chu yéu dang khong hoat
dQng, la din xuét acid carboxylic va dan xuat nay chiém 85% thanh phéan thudc lwu hanh trong huyét twong.
Chat chuyen hoéa nay dat nong d6 dinh trong huyét trong (xap xi 3 mg/l sau khi dung liéu l3p lai 75 mg bing
dudng udng) khoang 1 gid sau khi ding thude.

Clopidogrel 14 mét tién chat. Chat chuyén héa hoat dong, dan chét thiol, hinh thanh bdi sy OXy hoa
clopidogrel thanh 2-oxo-clopidogrel va sy thity phan ké tiép. Budc oxy héa dugce diéu hoa chu yéu boi
Cytochrom P450 isoenzym 2B6 va 3A4 va ¢ pham vi nho hon boi 1A1, 1A2 va 2C19. Chit chuyén héa thiol
hoat dong, da dugc phan ly trong phong thi nghiém, gén két nhanh chéng va khong héi phuc véi cac thu thé
tiéu cau, do d6 chdng két tap tiéu cau. Chét chuyén hoa nay khong phat hién duoc trong huyét twong.

Duge dong hoc ciia chit chuyén héa luu hanh chinh thi bién déi tuyén tinh theo day lidu lugng tir 50 dén 150
mg clopldogrel (nong do trong huyét tuong gia ting ty lc véi liéu).

Clopidogrel va chat chuyén hoa luu hanh chinh gén két thuan nghlch trong phong thi nghiém vai protein
huyet twong nguoi (98% voi clopldogrel va 94% véi chét chuyén hoa). Sy gin két 1a khong thé bao hoa
trong phong thi nghiém & mot dai rong vé nong dd.

Khi dung clopidogrel c¢6 danh dau '*C & nguoi, c6 khoang 50% dugc bai tiét trong nudc tiéu va gan 46%
trong phan trong khoang 120 gi® sau khi ding thudc. Thoi gian ban huy thai trir ctia chat chuyén hoéa luu
hanh chinh 14 8 gi¢r sau khi ding liéu duy nhét va dung liéu lap lai.

Sau khi dung liéu lap lai 75 mg clopidogrel mdi ngay, nong do trong huyét twong cia chat chuyén hoéa luu
hanh chinh thap hon & nhirng bénh nhén bénh than ning (d6 thanh thai creatinin tir 5-15 ml/min) so véi
nhitng bénh nhén bénh than nhe (d6 thanh thai creatinin tir 30-60 ml/min) va so v&i nhirng ngudi khoe manh
trong cac nghién ciru khac. Mac di s rc ché ngung tap tiéu ciu do ADP thép hon (25%) so véi nhiing
ngudi khoe manh, su kéo dai thoi gian chay mau cling twong duong voi ngudi khoe manh dung 75mg
clopzdogrel mdi ngay. Thém vao d6, sy dung nap thudc thi tdt & tit ca bénh nhan.

Liéu hang ngay 75 mg clopidogrel trong 10 ngdy la an toan va dung nap tot. Nong dé dinh (Cmax ) cua
clopidogrel cho ca don lleu va trang thai n dinh & bénh nhan xo gan cao hon vai lan so v&i nhitng ngudi
binh thudng. Tuy nhién, ndng d¢ trong huyét twong ctia chat chuyén héa luu hanh chinh ciing nhu tac dung
cuia clopidogrel trén sy ngung tap tiéu cau do ADP va thoi gian chay méu la twong duong nhau giita cac
nhom.

BAO QUAN: Noi kho, nhiét d6 15°C - 30°C, tranh anh séng.
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HAN DUNG: 36 thang ké tir ngay san xuat.

KHUYEN CAO:

- THUOC NAY CHi DUNG THEO PON CUA BAC SI "
-PQC KY HUONG DAN SU DUNG TRUGC KHI DUNG ,. 7
- NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI

- PE XA TAM TAY TRE EM

/ NHA SAN XUAT VA PHAN PHOI
@t CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi: 66 - Quc 16 30 — Phuomg My Phu — TP Cao Lanh — — Ddng Thap
DOMESCO Dién thoai: (067) - 3851950

TP. Cao Lanh, ngﬁyﬁf thang ¢J nim 2014 J4
. Téng Giam Poc :
ciru & Phat trién ““"l
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