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MAU NHAN Vi, HOP DANG KY
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Céng ty €6 phin S.P.M ) Hudmg dinsirdyngthubcERXIB  Trang 15
Rx - Thubc ban theo don o
HUONG DAN SU DUNG THUOC

ERXIB 90 . P
THANH PHAN: Mbi vién nén bao phim chira: 12\ BB
- Hoat chdt :
Etoricoxib. .. ........coovvrvnnenn. ©90.00 mg e

Ta dugc vira dd 1 vién nén bao phim: Microcrystalline cellulose, Calci hydrogen
phosphal, Croscarmelicse natn, Magnesi stearal, Natri lauryl sulfat, Kollicoat protect,
HPMC 615, PEG 6000, Titan dioxid.

DUQC LYC HOC a
- Etoricoxib la thubc khdng viém khdng steroid (NSAID) cé hoal tinh khang viém, gidm
dau, va gidm sdt, dung duong ubng. Co ché tac dong cla Etoricoxib la (¢ ché 1dng hop
Prostaglandin chi yéu do Uc ché cyclooxygenase-2 (COX-2) manh, rit chon loc. cé hoat
tinh khi udng trong pham vi va cac hon pham vi lidu ding trén 1dm sang. D4 xac dinh duoc
2 dbng dang cyclooxygenase: Cyclooxygenase-1 (COX-1) va Cyclooxygenase-2 (COX-2).
COX-1 chju trach nhiém wé céc chic néing sinh Iy binh thudng qua trung gian
prostaglandin nhu bdo vé niém mac da day va sy két tu tidu cdu. Sv (rc ché COX-1 do
ding céc NSAIDs khéng chon loc thudng kém theo tdn thuong da day va Urc ché tidu cdu.
Sir U ché chon loc COX-2 do ding eloricoxib 63 tam gidm cac ddu higu va tigu chimg
lam sang nay cung v&i giam débc tinh & dudng tiéu héa ma khdng co tac dung kén chirc
nang tidu huyét chu.
DUQ'C BONG HOC
- Hiép thu

Etoricoxib duwe hip thu 161 qua duong udng. Trung binh sinh khd dung dudng ubng
gdn 100%. Sau khi dung li¢u 120 mg ngay 1 1an cho @én khi dat trang thai bén ving, nbng
dé dinh trong huyét trong (trung binh nhin C.... = 3,6 meg/mL) duoc ghi nhdn dat dugc
gan 1 gi& (Toa) sau khi dbi tugng ngudni Km udng thube luc bung d6i. Trung binh nhin
AUC: 34 gitr 1a 37,8 meg gid/mL. Dugc ddng hoc clia etoricoxib tuyén tinh véi pham vi idu
dang trén IAm sang

Bira an binh thuwéng khéng ca dnh hudng co y nghla lam sang kn mac 4§ hodc téc
a6 hip thu 1 lidu etoricoxib 120 mg. Trong cdc thir nghiém 1am sang, etoricoxib dugc ding
khong lién quan dén thirc an

Dugc dbéng hoc cha etoricoxib & 12 ddi lugng khée manh déu nhu nhau (tuong
duong AUC, Cp,, trong khodng chénh léch 20%) khi diing thude don déc, khi ding chung
v thudc khdng acid chira magie/nhdm hydroxid, hodic thuéc khang acid chia calci
carbonat (khd ndng trung héa acid xdp xi 50 mEq).

- Phén bé
Khodng 92% lidu etoricoxib gin vé&i protein trong huyét tuong ngudi khi ding trong pham vi
nbng dd 0,05-5 meg/mL. Thé tich phan phdi & trang thai bén virng (Vdss) khodng ching
120 lit & ngurdri
Etoricoxib di qua nhau thai & chud! cdng va thd, va di qua hang rao mau-ndo & chubt cdng.

- Chuyén héa
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Etoricoxib duoc chuyén hoa manh mé voi < 1% ligu duoc tim thay trong n{mc tiéu & dnng
ban ddu. Con duéng chuyén hoa chinh dé 1ao din xuit 6 hydmxymamyl am m..m hién'
véi sy xuc tac cla cac enzyme cytochrom P450 (CYP).
Da co 5 chat chuyén héa dugc nhdn dién & nguwdi. Chat chuyén hoa chﬁ yéu la'din xull
6'-carboxylic acid cia etoricoxib dwoc hinh thanh tir sy oxy héa dén xu‘lk'-h“ydmwﬂwl

Cac chit chuyén hoa chii yéu nay bidu hién hodc khdng cé hoat tinh cé thé do luaing duoc
hodc chi co hoat tinh yéu nhw cac thubc (rc ché COX-2. Cac chéit chuyén héa nay déu
khoéng Uc ché COX-1.

~ Thai trir
Sau khi tiém tinh mach 1 libu don 25 mg etoricoxib c6 gn phéng xa cho cac doi tuong
khée manh, 70% hoat chét phong xa duec tim thiy trong nudre tidu va 20% trong phan,
phiin l&n & dang cac chat chuyén hoa. Dudi 2% hoat chit phing xa duec tim thiy & dang
thubc khéng chuyén héa.
Phén Iom etoricoxib dugc thai trir chi yéu qua qua trinh chuyén héa, sau d6 qua sy bai tiét
& than. Nong db cia etoricoxib & trang thai bén vimg dat duoc trong vong 7 ngay diéu tri
khi diing lidu 120 mg ngdy 1 1n, véi ty s tich iy gén béing 2, twong Ung véi thai gian ban
thai tich 10y khodng 22 gi&. Theo wéc tinh, sy thanh thai thudc tai huyét twong xap xi 50
mL/phat.
CHi DINH

Piéu tn cép tinh va man tinh céc dau hidéu va triéu chimg bénh viém xuong khip va
viém da khap dang thap

Diéu tr viem cdt song dinh khép

Diéu tri viém khép thdng phong cdp tinh

Biéu trj chimg dau bung kinh nguyén phat
LIEU LUQNG VA CACH DUNG

ERXIB duogc diing biing duéng udng, c6 thé udng cung hodc khong cung véi thic an.
Tac dung khéri phat ciia thudc cé thé nhanh hon khi khéng udng ciing vai thire én
Liéu ding

Viém da khop dang thdp: Lidu aé nghi 1a 90 mg ngay 1 lan.

Viém cét séng dinh khép: Lidu dé nghi 1a 90 mg ngay 1 lan.

Viém khép thdng phong cop tinh: ldu 8& nghi 90 mg ngay 1 1an, ti da 8 ngay.

Dau sau phiu thudt nha khoa, dac bung kinh nguyén phat ibu @& nghi 90 mg ngay 1
14n, 16i da 3 ngay.
Cac liéu cao hon éu dé nghi cho mdi chi dinh trén vin khdng am tang thém hiéu luc cua
thude hadc van chua duge nghién ciu. Do dé: Liéu dang trong viém da khdp dang thap
khéng virot qua 90 mg mbi ngady
Neguor cao tudi Khdng can diéu chinh lidu etoricoxib & nguédi cao tudi
Suy gan. < bénh nhan suy gan nhe lidu diing khéng nén vuot qua 60 mg ngay 1 1an,
Suy thdn Khéng can chinh liéu & bénh nhan suy thin mac dd nhe hon (hé sd thanh thai
craatinin 30 mU/phut) (xem Than trong luc ding)
CHONG CHi PINH
Chéng chi dinh ding etoricoxib & bénh nhan:
- Man cam véi bt ky thanh phan cla thude.
- Loét da day t trang cip, viém rudt, cao huyét ap chua kiém soat duoc.

Suy tim sung huyét (NYHA 11-1v).
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- Tréem dudi 16 woi

: Viem rudt

—  Bénh tim thi¥u mau cuc bd, bénh ddng mach ngoai bién va/hodc
da dugc xac ginn (bao gdm bénh nhan mai trdl qua phdu thuat g
vanh hodc tao hinh mach mdu).

Suy than nidng ( thanh thai Creatinin 30 ml/phuit)

Phu nir co thai va cho con bu
THAN TRONG
~  Bénh nhén co cac yéu td lén quan dén tim mach (nhu cao huyét ap, ting lipid mau,
tiéu dudmng va hit thuéc) chi duge didu trj biing etoricoxid khi da can nhac can than,
~  Than trong & cac bénh nhan cé nguy co tién trién bién chirng da day ta trang do thudc
khang viém khéng steroid, nguei cao twdi, bgnh nhan dang sir dung thudc khang viém
khéng sterold khac hodc aspirin hodc nhirng bénh nhdn c6 lién sir loét hodc chay mau da
day ta trang ’

Cac chét (rc ché chon loc COX-2 khang phai 1a chil thay thé aspinin trong du phéng
tim mach vi khang cé tac dung 1én tibu cdu. Do etoricoxib 1a thanh vién trong nhom thubc
nay. khong co tac dung Uc ché su két tu tidu cu, nén khong dugc ngung cac thudc khang
tiéu cdu '

Thin trong ding thudc cho bénh nhin suy chirc ndng than dang ké. suy tim mét bi,
hoac xo gan. Cén theo déi chire nang thiin cho nhirng bénh nhan nay.

Ciin than trong khi bt ddu rj liéu etoricoxib & bé&nh nhan co tinh frang mat nudec dang
ké. Nén bis nuréc cho bénh nhén trudc khi bdt ddu dung etoricoxib. ,

Cén kiém soat huyét ap trudre khi sir dung etoricoxib v dac biél nén theo doi huyét ap
khi diéu tri vai etoricoxib. Huyét ap nén theo doi trong vong 2 tudin sau khi bat dau diéu tri
va theo déi dinh ky sau d6. Néu huyét 4p tang dang ké nén xem xél thay dif cach du tri
khac

Nén xét nghiém Ganh gia chirc ndng gan bét thudmg lién tuc & bénh nhdn cb cac tnéu
chirng vasho@c ddu hiéu goi y rdi loan chirc nang gan, hojic & ngudi da co xét nghiém
chirc nang gan bt thuéng. Phai ngung trj lidu etoricoxib néu xét nghiém chac nang gan
bt thudng bén tuc (gap 3 1an mac 16i da binh thuding).

Nén sir dung etoricoxib cdn than & bénh nhan da tirng cé con hen cép tinh, by mé day.
hoac viém mai trugc do do cam Umg vai cdc thubc nhom salicylat hodc cac chit ic ché
cyclooxygenase khong chon lee. Vi sinh iy bénh cda nhirng phan ang nay chua dugc bibt
16, bac i cdn cén nhic loi ich iém ndng cla i liéu etoricoxib so v cac nguy co ¢ thé
qap

Khi dung etoricoxib & ngudi cao tudi va & bénh nhdn ca rdi loan chirc nang than, gan
hodic tim, can duy tri ché do cham soéc y té phi hop. Néu cac bénh nhan nay ¢ dién tén
bénh xéiu déin trong lic dittu Iri, phéi thue hién nhimg bién phap phi hop. bao gdm ngung
tri Iy

Eloricoxib ¢ thé che day tnéu ching sdt, 1a ddu hiéu cia bénh nhiém tring. Bac si
nén biét 16 viin & nay khi ding etoncaxib cho bénh nhan dang diéu trj bénh nhidm triing.

Tac ddng cia thube khi Jai xe va van hanh médy méc: Bénh nhan ndu cidm thdy hoa
mat hoac ngu ga khi dang ding etoricoxib khdng nén lai xe hay vin hanh may moc.

LUC CO THAI VA NUOI CON BU:
-~ Surdung & phy nir mang thai:
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Chéng ehi dinh ding thubc nay cho phy na c6 thai, néu phat hign minh co WWi
phél ngimg ding thubc nga xS 22,

- Sﬁduﬂﬂ:phun:?:l:.lmlhu f:{m:‘ _
Etoricoxib duoc bai tiét trong sira chudt me. Viin chura biét 16 thube nay Ot

ngudi hay khéng. Vi ¢b nhidu thube dugc bai tiét trong stra ngudi va
cila nhirng thudc ic ché téng hop prostaglandin cé thé xdy ra & tré nhd
b me khi ding thude,
TUONG TAC THUOC

Thude ehdng dbng mau dwong wéng Nén than trong khi ding etoricoxib véi warlarin
hode cac thudc chiing déng mau dudng ubng khac

Rifampin’: Ding etoricoxib cing lic véi Rifampin. mdt chit gay cdm Ung manh su
chuyén hoa qua gan da lam gidm 65% dién tich dugi duémg cong (AUC) biéu difn ndng 4o
etoricoxib trong huyét twong. MNén tinh dén sy tuong tac nay khi ding etoricoxib cing luc
won rifampin.

_ Metholrexate’ Nén giam sat kha nang gy doc lién quan dén methotrexate khi ding
etoricoxib liéu cao hon 90 mg mdi ngay va ding tn liéu methotrexate cing luc

Cac thude loi tidu, oc ché man chuydn anglotensin (ACE) va thudc dbi khang
angiotensin Il (AltAs) Cac thudc ching viém khéng steroid lam gidm hiéu luc diéu tri tang
huyét 4p coa cac thude loi tidu, thude e ché ACE va thubc dbi khang angiotensin I1. Nén
@é y dén su twong tac nay khi dang etoricoxib ciing lic voi cac loai thude nay. O mdt sb
bénh nhén giam chire nang than (nhu bénh nhin cao twéi hodc bénh nhan mat thé tich dich
tudn hoan, bao gdm bénh nhan ding liéu phap loi tidu) dang ding céc thudc khang viém
khang sterokd, bao gdm thube e ché chon ke COX-2, viéc ding déng thoi cac thube e
ché ACE hoac dbi khang angiotensin Il ca thé 1am chire nang than cang xdu hon, bao gbm
kha nang suy than cdp Cac tac dong nay thuéng co thé phuc hdi. Do do. nén cén than khi
phéi hop cdc thudc, dac biét & ngudi cao Wi,

Lithi cac bao cao goi y NSAIDs khdng chon loc va thube (c ché chon loc COX-2 cé
thé I3m ting ndng ao lithium trong huyét tuong. Nén tinh dén sy tuong tac nay khi cho
bénh nhin ding etoricoxib cung luc vai kithium,

Aspirin ¢6 thé ding etoricoxib cung luc voi aspirin liéu thip dé dy phong bénh tim
mach. O trang thai bén virng, etoricoxib 120 mg ngay 1 1an khéng lac ddng n hoat tinh
khang tiéu ciu cua aspirin liéu thip (81 mg ngay 1 1&n). Tuy nhién, ding aspirin iéu thdp
ddng théi vai etoricoxib lam tang ty 1& loét duding tiu hoa hodc cac bién chimg khac khi so
w1 dlng etoricoxib don trj liéu (xem Than trong Wic ding).

- Tacrolimus va Ciclosperin: Vigc dung thudc chng viém khéng sleroid ¢o thé lam tang
ddc tinh trén thdn cia Ciclosporin va Tacrolimus. Nén theo dbi chirc ndng than khi dung
chung cac thudc nay.

NGUOT LAI XE VA VAN HANH MAY MOC: Bénh nhan néu cim thiy hoa mil hodc ngu
G4 khi dang dung etoricoxib khéng nén ldi xe hay van hanh may moc

TAC DUNG KHONG MONG MUON

Chéng mat, nhirc dhu, rbi loan tidu hoa { nhu dau bung ddy hoi, ¢ ndng ), tibu chay, khé
tiéu kho chiu thuong vi. budn nén. danh trdng nguc, mét mdi, tri¢u chimg gibng bénh cam
cim

Hiém gap Phi, 13ng trgng, lo lang, nhin mé. cao huyét dp, chay mau cam, kho tho, tao
bon, budn nén, nén chudt rat, dau ngue.
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Théng béo cho bac si nhing tac dung khéng mong mudn gip phal khi st dung
thude.

QUA LIEU VA CACH XULY
Khing cb bda cao qua liédu trén 1Am sang khi dung qua lieu etoricoxib
Khéng c6 Ade tinh dang ké xAy ra khi diing eloricoxib liéu don dén 500 mg va liéu
nhiéu 1an dén 150 mg/ngay, trong 21 ngay & cac thi nghiém lam sang. Trong trugng hop
qua lidu, ddu hop ly 14 nén ap dung cac bign phap hd try thudng dung, nhu loai bo chét
chura kip hip thu khél dueng tiéu hoa. theo dbi trén 1am sang, va trj lidu ning d&, néu cin
Khéng thé loai b etoricoxib bing thdm phan mau, viin chua biét rd c6 thé ding tham
phan phiic mac dé loai bd etoricaxib hay khing.
BAO QUAN: Noi khé thoang, tranh anh sang, nhiét 88 dudi 30°C.
HAN DUNG: 36 thang ké tir ngay san xult.
DONG GOI: Vi 10 vién, hop 3 vi.
TIEU CHUAN CHAT LUQNG: Tiéu chudn co s6.

DE XA TAM TAY CUA TRE EM
KHONG DUNG THUOC HET HAN SU DUNG
THUOC NAY CHi DUNG THEO BON CUA BAC SIi
DPOC KY HUONG DAN SU’ DUNG TRU'OC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI

TEN VA DIA CHI NHA SAN XUAT
CONG TY CO PHAN S.P.M (S.P.M CORPORATION)
(‘\ wWWW.spm.com . vn
S P M 1551, Dwong sb 2, KCN Téan Tao, P. Tan Tao A, Q. Binh Téan, Tp. HCM
DT (08) 37507496 - Fax: (08) 38771010

o Tp. HCM, ngay . thang . nam ¢ '

DS Nauyén Thé Ky



