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R THUOC BAN THEO DON ( EU )
TO HUGNG DAN SU DUNG THUOC

PFERTZEL

(Vién nén bao phim Clopidogrel 75 mg,
aspirin 75 mg)

Boc ky hudng din sit dung trude khi ding
Chi diing thudc nay theo su ké don ciza thiy thuéc
Néu cin thém théng tin xin héi y kién thiy thubc

THANH PHAN:

Mdi vién nén bao phim chua:

Clopidogrel bisulfat

Tuamg duomg Clopidogrel .. srieiiea £ MQ

LT 75mg

T4 dupc: Cellulose vi tinh thé BHA, HPMC, crospovidon, tale, PEG 600, litan
dioxyd, mdu oxyd sdt vang. .. viia dd mot vién,

PAC TINH DUOC LUC HOC:

Clopidogrel:

Clopidogrel la tién chét, dugc chuyén hda bdi CYP450 thanh chit chuyén
hoa cb hoat tinh Uc ché két tdp tifu cdu. Chat cd hoat tinh nay e ché chon
loc si gdn két cua adenosin diphosphat (ADP) vdi receptor P2Y,, tifu ciu va
sy hoat hoa trung gian ADP tiép theo cla phic hop glycoprotein GPIIbY lila,
do dé e ché két tap tidu cdu. Vi su gdn két ndy 13 khdng thuln nghijeh, tidy
cdu ndy duy tri duge tudl tho 16i da (khodng 7 - 10 ngay) va s phuc héi
chure nang tiéu cdu binh thudmng xudt hién khi lugng tifu cdu thay thE &t 1a
nhat dinh. Su uc ché két tap tiéu clu cdm ing bdi tac nhan khidc ADP cing
bi wc ché bdi su ngdn chin vide khuyéch dai hoat héa tidu cdu do gidi
phéng ADP.

Vi chét chuyén hda cé hoat tinh dugc tao ra bdi enzym CYP450, mdt 56
dang tha hinh enzym nay bi dc ché bdi cic thudc khac, do 46 khéng phdi
tit cd bénh nhan déu ¢d su Uc ché két tap tidu cdu thich hop.

Aspirn:

Aspirin Uc ché cyclooxygenase bang phan ung acetyl héa, do d6 (ic ché
téng hop prostaglandin. Tifu cdu 13 té bao khéng cb nhan, khdng cé khi
ning téng hop cyclooxygenase mai, do 46 cyclooxygenase bj Uc ché
khéng thudn nghich. cho tdi khi tifu cdu méi duge tao thanh. Nhu viy
aspirin Uc ché khéng thudn nghich két tap tiéu clu, cho tdi khi tidu cdu mdi
dugc tao thanh.

Sd dung két hop clopidogrel va aspirin 1am tdng hidu qud so vdi ting
thudc don 1& d6i vdi sy ngung tap tifu cdu trén collagen. Tuy nhién cling
€0 sy tang tac dung phu xudt huyét néu ding chung hai thudc nén cdn
phdi thdn trong khi s dung.

PACTINH DUCC PONG HOC:

Clopidogrel: Sau khi ung lidu don va hidu 13p lai 75 mg/ ngay, clopidogrel
nhanh chéng duoc hdp thu va chuyén héa chi yéu tai gan thanh hai dang:
C6 hoat tinh (dan chdt thiol) va khéng hoat tinh (din xudt acid carboxylic).
Chat chuyén héa thiol gdn két nhanh chéng va khéng phuc hdi vdi cic thu
thé ADP cda tiéu cdu. Chit chuyén hoa nay khéng phat hién duge trong
huyét tuong. Ddn xudt acid carboxylic chiém 85% thanh phdn thudc luu
hanh trong huyét tuong. Thai gian ban thdi cda cht chuyén héa chinh luu
hanh trong huyét tuang la B gid sau khi dung lifu duy nhdt hodc liéu 13p lai.
Khodng 50% thudc duoc bai tiét trong nude tiéu va 46% trong phan sau khi
udng 120 gio.

Asprrin: Sinh kha dung dudng udng la 68 + 3%. Khodng 49% thanh phdn thudc
gan wdi protein huyét tuong. Tang uré mau lam gidm kha ndng gin vii protein
huyét tuong cla thudc B9 thanh thai: 9,3 £1,1 ml/ phut/ kg. B4 thanh thai
thay d6i & ngudi cao tudi, ngudri xo gan. Thé tich phan bd: 0,15 + 0,03 lit/ kg,
Thisi gian ban thdi 0,25 = 0,03 gid. Dao thii qua thin chi yéu dudi dang acid
salicylic ty do va cic chat chuyén héa lign hop.

CHIBINH:

Dy phéng nguyén phat cic rdi loan do ngh&n mach huyét khédi nhu nhéi
méau co tim, dét quy va bénh ddng mach ngoai bién. Kiém sodt va du
phéng thid phat & bénh nhan xo viia ddng mach mdi bj 46t quy, mdi bi nhéi
midu oo tim, hodc bénh ddng mach ngoai bign da xac dinh.

CHONG CHI DINH:

Qud mdn vdi clopidogrel, aspirin hoac bt ky thanh phdn nao cla thubc.
Phu ni¥ ¢ thai va cho con bu.

BDang cd chay madu bénh ly nhu chdy mau/ loét da day ta trang, xudt huyét
vong mac hodc xudt huyét ndi sol. Suy gan ndng. Suy thin ndng. Suy tim
vifa va nadng. Gidm tiéu cdu.

Lién quan dén aspirin: Do nguy co dj img chéo, khéng ding aspirin cho
ngudi da cé tridu chung hen, viém mai hodc may day khi ding aspirin hodc
nhiing thubc chéng viém khong steroid khic trudc day.

LUU ¥ BAC BIET VA THAN TRONG KHI SU DUNG:

Thuéc Iam tang nguy co chdy mau do chin thuong, phiu thudt hodc cac
bénh Iy khic. Nén ngung thudic trudce khi phiu thust 7 ngdy. Kinh nghidm
diéu tri cho bénh nhin bj b&nh gan ning kém theo cdn han ché, nén thin
trong ding thudc cho nhing bénh nhan nay.

Cdn than trong khi didu trj d8ng thé vir thubc chng déng mau hodc khi cé
nguy ca chdy mau khic Khéng két hop véi cac thube khiang viém khéng
steroid va cdc glucocorticoid. Khi didu tri cho ngudi bi suy tim nhe, baénh
thdn hodc bénh gan, dic biét khi ding ddng théi wél thudc loi tifu, cdn quan
tam xemn xét cdn than nguy co gil nude va nguy co gidm chic ning than

O tré em khi dung aspirin 43 gdy ra mdt s6 trudng hap héi ching Reye, vi
vdy da han ché nhiéu chi dinh ding aspirin cho tré em. Ngu#i cao tudi cé
thé dé bj nhidm déc aspirin, c6 khi ndng do gidm chic ning thin. Cin phii
ding liéu thip han lidu théng thuding dung cho ngudi Idn.

D xa tdm tay tré em,

SU DUNG CHO PHY NO' €O THAI VA CHO CON BU:
Thuée chéng chl dinh cho phu nii ¢é thai va cho con bu.

TAC DUNG KHONG MONG MUGN (ADR):

Xudt huyét, ting thai gian chiy maiu, dau byng, rdi loan titu héa, viem da
day, tdo bon, ngoai ban va céc rdi loan da khic. Gidm bach cdu, gidm tidu
cdu, miét mai, mt ngd, bédn chén, cau gt, séc phdn vé, co thé gay suy gidm
chic ndng gan, thin, co that phé quan, kho thd.

Théng bdo cho thdy thudc cdc tdc dung khdng mong mudn gdp phdi khi s
dung thude.

LIEU LUQONG - CACH DUNG:

Dy phéng thidu mdu cuc bd (do nhéi mdu ca tim, tai bién mach mdu ndo, bénh
mach vanh...):

Ngudd lén: 1 vién x 1 1dn / ngay

Mgl chung mach vanh edp:

Ngudai lém: Lidu tdn cdng 4 vien/ngay, liéu diéu tri duy tri: 1 vién/ ngay.
Khéng dung thudc & bénh nhan suy gan, suy thin ning.

TUONG TAC THUGC, CAC DANG TUONG TAC KHAC:

Lién quan 8&n clopidogrel: Dung chung clopidogrel vai thudc NSAID cb
thé lam tang nguy cd loét da day va chdy mau dudng rudt. Tang nguy co
chdy méu khi dung chung vdi coumarins, agatroban, dasatinib, heparin,
gingko biloba va lloprost. Gia ting nguy cg chdy mau néu clopidogrel va
drotrecogin alfa duge dung cach nhau trong vong 7 ngay. Co thé lam ting
néng @6 Bupropion va tac dung khéng mong mudn (chodng ving, khd
chiu dutma tidu hod).

Lién quan dé&n aspirin: N&i chung ndng 44 salicylat trong huyét tuong it bi
anh hudng bdi cdc thube khac, nhung viéc dung dbng thai vai aspirin lam
gidm néng @4 cha indomethacin, naproxen, va fencprofen. Tuong tac cda
aspirin wdi warfarin 1dm tdng nguy co chdy mau, va vl methotrexat, thufc
ha glucose mau sulphonylurea, phenytoin, acid valproic lam tang nong dd
thuéc nay trong huyét thanh va tang db¢ tinh, Tuong tic khic cla aspirin
gm su d8i khang véi natri nitu do spironolacton va su phong bé van
chuyén tich cyc cia penicilin tir dich ndo - tdy vao mau. Aspirin lam gidm
tac dung cac thudc acid uric nidu nhu probenecid va sulphinpyrazol.
Tugng tac cd kha nang gdy tl vong: Aspirin va clopidogrel lam tdng nguy
cd chdy mau néu ding chung vai dabigatran,

QUA LIEU - XU TRI:

Qud liéu co thé din dén kéo dai théi gian chdy mau va bién ching chiy
mdu kém theo. Cin diéu tri thich hgp néu quan sat thiy chiy mau,

Khéng cé thubc gidi déc dic hidu cho clopidogrel. Gay bai niéu bing kiém
héa nude tiéu dé tang thai tri salicylat. Tuy vy, khéng nén ding bicarbonat
udng, vi ¢6 thé lam tang hdp thu salicylat. Néu diung acetazolamid, cdn xem
xét ky tang nguy conhidm acid chuyén hda nghiém trong va ngd dbc salicylat
(gdy nén do tang tham nhdp salicylat vao ndo vi nhiém acid chuyén haa).
Thuc hién truyén thay mau, thdm tach mau, thim tach phic mac néu cn
trang trudng hop qua liéu nghiém trong.

Theo déi phi phéi, co giat va thyc hién lidu phap thich hop néu cin.
Truyén mau hode dung vitamin K néu cin @& didu tri chdy mau.

BONG GOI: Hop 3 vix 10 vién

BAO QUAN: Nai kho réo, trinh dnh sing, nhiét d6 khong qua 30°C. ~
=,
TIEU CHUAN CHAT LUONG: Tiéu chudn nha sin xust
HAN DUNG: 36 thang ké tu ngay sdn xudt.
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$dn xudt tai: CONG TY €6 PHAN DUGC PHAM DAT VI PHU —

(DAVIPHARM)
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