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“Théng bdo ngay cho béc st hodc diwge 5T nhimg tic dung khdng mong mudn ggp ﬁlﬁc}i;_{vkhﬂ_a'fr'gfyb}gf
thutie ™ "

“Thude nay chi ding theo dom ciia bde st
Thanh phin, him lueng cia thude:
M3&i vien nén chima:
Hoar eha:
ELomiconib. ... s S0 mg
Td duee: Dicalei phosphat khan, cellulose vi tinh thé (PH112), lactose (DC2050), cellulose vi tinh
the (PH102), croscarmellose natrl, magnesi stearat (d3 lam khd), tale, instacoat white(1C-MS-5950),
isopropy alcol®, methylen chlorid®, instacoat universal yellow (A05D20202)
*Dung mbi bay hoi trong qué trinh san xudt
M& ti sin pham: ,
Vién nén bao phim. _,!"-:
Quy cach dong goi:
10 vién/ vi = 3 vif hép
Thube dimng cho bénh gi?
Thude duoe chi dinh & ngued lom va thanh thiéu nién 1l 16 wdi o 1én dé lam gidm trigu chimg coa
thodi hda khop (viem khop), viém khdp dang ﬂlép (RA}, viém cdt séng dinh khap, va giam dau va
gidm cde trigu chimg viém ¢6 1ién quan dén dot viém khép cip tinh do bénh gout,
Thuée duoe chi dinh & ngu ldn va vi thanh nién tir 16 i trér 16n dé digu tr ngin han cic com dau
vira phai ¢ lién quan dén phﬁu thudt nha khoa.
Nén diing thude nay nhir thé nao vi lidgu hreng?
Do cac nguy co tim mach v cc tie dung bit loi cia etoricoxib 6 thé tang |én vét lidu huomg va
thii gian sir dung thude, can sir dyng thude trong thid gian ngin nhit cé thé va véi lidu mdi ngay
thip nhat co higu qud. Pép (mg didu tri iriéu chime cin duge dinh gid lai theo dinh ky, dic bigt la &
nhimg bénh nhan by viém xwong khap:
Thude ¢6 thé udng vio lic doi hode e no. Dap tmg didu tr ban diu cia thude dat duge nhank hon
neu udng thude vao lie doi,
Viéns xaeone khap
Ligu khuyén cio 16 30 mg mai ngdy mot lin. Néu cin ¢d thé ting 1&n mire lidu 60 mg mdi ngay mit
lin.
Vigm kbip dang thap
Ligu khuyén cao 1a 60 mg mai ngay mor lin, Néu cin oo thé ang [€n 90 me mai ngay mat lan. Khi
hénh nhan da én dinh vé mat lam sang, giam lide dén 60 mg, mdi ngay mat kin,
Vidm coir vimir efinh .f.'f;lr}‘-:l
Licu khuvén cao 12 60 mg mi ngay mat lin, Néu cin thiet oo the tang lidu lén 90 mg mdi ngay mt
lan. Khi bénh nldn di o Jinh vé mat 1dm sang. giant liéu dén 60 mg, méi ngay mol 1En

€ ere chimg dav cep
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B6i vidi cdc chimg dau cap, etoricoxib nén chi duge sir dyung cho giai doan cé trigu ¢ fmg i}‘!'ﬁnl‘l
Fiém Khap c'ifp tindr do bénh gau.r % [ .,I”:: : ul III I'J_"; T I]J

Li¢u khuyen cdo 13 120 mg mdi ngdy mot Fin. Trong cdc thir nghiém 1am sang oy, m‘u bg‘.u "J?ﬁ’
khop cip tinh do bénh gout, etoricoxib duge sir dung trong § ngév.

Pan serie phtiu thudt do pﬁnflr thudt nha khoa

Liéu khuyén cio 1a 90 mg mdi ngay mét lan, han ché dén tdi da 1a 3 ngay.
Liéu Ién hon so véi liéu khuyén cdo chua dugre nghién ciu, Vi thé:

Ligu cho viém khép khéng nén vugt qua 60 mg mdi ngdy.

Liéu cho viém khép dang thip va viém cét séng dinh khop khong nén vuot qui 90 mg mdi ngay.
Li¢u cho viém khép cip tinh do bénh gout khéng duge vugt qua 120 mg mdi ngay, ding toi da
trong 8 ngdy.

Ligu cho giam dau sau phdu thuit nha khoa cap tinh khéng nén virgt qué 90 mg mbi ngay, diing téi
da trong 3 ngay.

St dung thuoe & cic dii twgng dac bigt 0y
- Bénh nhin cao wdi i

Khing can diéu chinh lidu cho bénh nhin cao tudi, Nhu vai cde thude khag, cin thin trong & nhilmg
bénh nhin cao tudi.

- Bénh nhan suy gan

O nhimg bénh nhan cé réi loan chic nang gan nhe (diém Child-Pugh 5-6) khéng nén sir dung vugt
qud licu 60 mg mdt lan mdi nedy. 3 nhitg bénh nhin cd i loan chifc ning gan vira (diém Child-
Pugh 7-9), khéng nén sir dung vuot qua liéu 30 mg mdi ngay mét lin.

Kinh nghiém ldm sang duge gidi han dic biét 13 & nhimg bénh nhan co réi loan chire nang gan vira
vi do d6 ¢in thin trong. Khong c6 kinh nghiém 1am sang & bénh nhan rdi loan chirc nang gan nang
(diém Child-Pugh =10); do dé. vide st dung thude [a ching chi dinh & nhitng bénh nhan nay,

- Bénh nhan suy thin

Khing cin diéu chinh libu cho nhifng bénh nhan cd 4 thanh thai creatinin > 30 ml / phit. Viée sir
dung cdc etoricoxib & nhitng bénh nhdn ¢d d§ thanh thii creatinin < 30 ml / phi Ja chérng chi dinh

- Bénh nhi

Chong chi dinh cho tré em va thanh thiéu nién dudi 16 tubi,

Khi nio khing nén ding thude nay?

- Qua mén véi bit kv thanh phin nao cua thude

- Loét dadiy ta tring tién trién hodc dang bi chay mau da day-rugt.

- Bénh nhidn da ung acid acetylsalicylic hodic cic NSAID, bao pim cic chit (o ché COX-2
(cyclooxygenase-2), bénh nhin co tién sir co that phé quan. viém mii cip tinh. polyp mii, phi
mach, noi mé day hode phan ime dj img.

- Mang thai va cho con bi.

- Réi Inan chire niing gan nang (albumin huyét thanh < 25 @/l hoje diém § Child-Pugh = 10),

- Udse tinh dd thanh tha creatimin than < 30 ml/phat

- Tré em va thanh thidu nién dudi 16 wGi,

- Bénh viém dudmg rudt

- Bénh nhin suy tim sung huvé (t dd 1T dén &b 1V theo phin d§ choe ndng cua suy tim theo Hdl
Tim New York - NYHA), bénh tim thiéu mau cuc bo, bénh dong mach ngoa vi, bénh mach miu
nio.
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- Bénh nhan ting huyét 4p co huyét dp thudmg xuyén cao hom 140/90 mmHg va ':T.ll dugc kitm v “,J ]
soat dﬁliy dit, I{\ U',i_'l N HF,I
- Thitu mau cuc b tim, bénh déng mach ngoai bién, va‘hodc bénh mach mdu nio.
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Téc dung khing mong mudn "*“-—M I
Hé co quan | Tic dyng khing mong mubn Tin sufit gip

Nhiem trimg vi nhiem ky Viem xwong & ring Phé bién

sinh triing Vigm da day rudt, nhidm wing dutmg ho hip | Khéng phé bién

trén, nhiém tring dudmg tiét nigu

RAi loan mau v hé bach
huyét

Thicu mau (chi yéu lign quan vii chay mau
dudmg tiéu haa), giam bach cii, gidm tigu ciu

Khéng pho bién

Réi loan vi gide, matngi, di cdm / gidm cam
giac, budn ngt

Rai loan hé théng mién dich | Qua man Khéng phd hin
Dij ting / phi mach / phan dmg phan vé bao Hiém gap
gdm ca s
Roi loan chuyén hia v dinh | Phit né / giir nudc Pho bien
dudmg Tang hodc giam surthém fn, ting cin Khang phé bién
Roi loan tam than Lo du, trim cam, giam minh man, a0 gidc Khéng phd bicn
L ¥an, bon chon Hiém gap
Rdi loan hé than kinh Chong mit, nhire dau Phé bign

Khong phd bién

Ro6i logn tai vé tién dinh

L tai, chong mat

Khang pho bien

v trung that

Ho, kho tha, chay maw cam

Cic roi loan tim Danh trong ngue, loan nhip tim Pha bien
Rung nhi, nhip tim nhanh, suy tim sung huyét, | Khong phé bién
nhirag thay di dién tim d6 khang ¢y thé, dau
thit nguc, nhii mau co tim ail

o1 loan mach mdu Tang huyeérap Pho bien
Bic hoa, 1ai bién mach mau niio. con thidu Khéng pho bién
méu thodng qua. con tang huyét p, viém mach

Réi loan ho hip, 1ong ngue | Co thit phé quan ' Pho bién

Khang phi bién

Rai loan tiéu héa

R& i loan --m n'm

Ting ALT,

Bau bung

Tio bén, diy hoi, viém da day, ¢ ndng / trio
nguoe acid, tidu chay, rdi loan tiéu hoa |
thiromg vi khé chiv, budn nén, nin, viém thyc
quan, logt migng

Chudng bung
migng. viém loét da diy 1 tring bao gdm

, thay ddi nhu déng rudn, kha

thong duimg tiéu hoa va chay mau, héi chimg
rudt kich thich, viém oy
AST

Viem wansitu vi

Suy pan. ving da

Rat pho bién

| Phdl bién

Khang pho bien

P'hé bien

Hidm gip

Higém gip
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Roiloan daviciemé | Bam miu Pho biga/ oo mew g, |
Phil mit, ngira, phat ban, ban dé, may day Khonj plibbién: oidry/ ,}
Hai chimg Stevens-Johnson, hoai tr bigu bi Hiém ‘ﬁp VAN HY gy
gly doe e
Réi loan co xuemg khép v | Co cimg / co thit co bap, dav corxuong [eimg | Khang phi bigh
mé lién két co KUTTE
Rai loan than va Lét nigu Protein niéu, tang creatinin huy<t thanh, suy Khang pha bién
thin / giam chire nang than
Réi lban chung Suy nhroe / mé mol, bénk giong cim Phii bign
Ture ngye Khang phd hién
Khi Téang nito, uré mdy, ting creatin Khéng pho bién
phasphokinase, 1ng kali mau, ting acid uric
Gidm natrl mau Hiém gp

Plrdn loai td swdi
Rt phd bién (=1/10), phé bién (=1/100 dén <1/10), Khéng phd bién (=1/1000 dén <1/100), hiém
gip C=1/10,000 dén <1/1000), rét hi¢m gdp (<1/10,000),
Ciic tde dung khdng mong mubn nghiém trong sau diy da duge bo cdo oo lién quan vai vige sir
dung NSAID vi khang thé loai 1vir cho etoricoxib: die tink trén thin bao gom ¢ vidm thin k& va
hii ehimg than har. i,
Thude cé nguy co gdy huyél khéi tim mach (xem thém phin thin trong)
Thing bin ngay cho bic s khi gip phal cdc tdc dung khidng mong mién cria thuoe

Nén tranh ding nhitg thube hode thue phim gi khi dang sit dung thube nay?
- Thufic chiing ding duomg uong: Trong cdc 46 wrong da dicu i on dinh vai warfarin dai ngay,
udng etaricoxib 120 mg hing ngay o6 thé din dén sy ding khodng 13% luong prothrombin so vii ty
& chudn qufic t¢ {International Nermalised Ratio-INR), Do d6, bénh nhin dige ubng thude chéng
dong mau nén dwge theo doi ehit ché thi gian prothrombin INR cua ho, de higt [3 trong nhimg
ngiy ddu tién khi didw i} vai etoricoxib hodc khi liéu eraricoxib duge thay dai,
- Céc thude g1 titu, thude dc ché ACE va ddi khng angiotensin 11: NSAID ¢b thé [am gidm tic
dung coa thudc lol tiéw va thude ha huyet dp khac. O mot 56 bénh nldn eb chire ndng than bi suy
giam {vi dy nhe bénh nhiin bj mit nude hoiic bénh nhén cao tudi of chire nang thin bj sty giam) s
dung dong thii mot chit irc ché ACE hofie 81 kléng angiotensin 1l vi cic chit iic ché cyclo-
oxygenase co thé ddn dén suy gidm hon nita chire Aang thin, o thé giy suy thin cip. thudng hoi
phyc. Nhimg trong tae nay cin diroe xem xét & alimyg hénh nhin ding etoricoxib dung &Eng thin
voi cde thudc e chié men chuyénhofic 461 khing engiotensin I1. Do 46, sir két hop nén duge ding
thin trong. 33 bidt 1A o npudi gia Bénh nhin cin duoe bol phu mude diy dd va nén cén nhic dé
theo d8i chie ning thin sau khi bit diu didu rj va dinh ki sau dé

Acid acetylsalicylic: Trong mot nghidn ciie & naudi kKhoe manh, o trang thil on dinh, wéng
etoricoxib 120 mg mai ngdy mit Hn khang c6 anh huemg dén hoat dong chéng kén tip 1iéu cdu cda
acid acetylsalicylic (81 mg mbi wgay mat fan). Etericoxib ¢o the dge si dung dong thivi vii acid
acetylsalicylic o lidu ding du phing tim mach (lidu thap acid acewvisalicvlic). Tuy nhién. dimg déng
that agid acetylsalicylic lidy thip val etoricoxib oo the dan deén tang tyv |& Joét nicu héa hode cac bién
chimg kidic 30 vdi s dung etoricoxib don dbe. Dong dong thisi elorcoxih vii liew acid

acetvisalicylic trén nvire ligw cho du phong tim macl hode cac NSAIDR khac khdmg duge Khaven
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cio, fas GONG TY
- Cyclosporin va tacrolimus: Mic dii sy tuong tic nay chua duge nghién el vii cé:rfr..ﬁm'b" i |
chung vai cyclosporin hodc tacrolimus véi bit k¥ NSAID ndo c6 thé lam ting tic du g gztd d@c oy f'
thian cia cyclesporin hofic tacrolimus, Chire niing thdn nén dugc theo dbi khi elurlcbx‘l iJrll\E?l’ 't /
trong nhimg loai thube ndy duge sir dung két hop. o > 7
Anh Incong ctia etoricoxib trén dwge ding hoe caa thude khace
- Liti:

NSAID lam gidm bai tiét liti qua thin va do d6 lam ting néng dd liti trong huyét tuomg. Néu cin
thiét, gidm sdt ndng do liti huyét chit ché va diéu chinh liéu liti wong khi sir dyng déng thii véi
NSAID va sau khi ngimg NSAID. "

- Methotrexat: I

Hai nghién ciru di nghién i anh huéng cua etaricoxib 60, 90 hofc 120 mg méi ngay mdt kin
trong bay ngay trong bénh nhan ding liéu methotrexat mdi twin 7.5 dén 20 mg cho bénh viém khép
dang thip. Liéu etoricoxib 60 vi 90 mg khéng co anh hudng trén nong di methotrexat trong huyét
twong hodc di thanh thai thin. Trong mot nghién ciru, lidu etoricoxib 120 mg khéng ¢d tac dung,
nhumg trong mét nghién clru khac, liéu etoricoxib 120 mg lam ting 28% néng d§ methotraxat trong
huyét tuemg va giam 13% d thanh thai thin cga methotrexat. Gidm sat day du dé dé phong ngé die
methotrexat duge khuyén cdo khi etoricoxib va methotrexat duge dimg déng thoi,

- Thude trinh thai:

I licu etoricoxib 60 mg cho ding déng théi véi thube ngira thai e chia 35 microgram ethinyl
estradiol (EE) va 0,5-1 mg norethindron trong 21 ngay lam tang trang thai 6n dinh AUC gaug, cla
EE 37%. Etoricoxib 120 mg duce ding déng thai véi cie thude trinh thai hodc cach 12 gid, ting
wrang thii on dinh AUC p24gi cia EE 50-60%. Su tang nong dd EE nay nén duge xem xét khi lya
chon mat bién phép trinh thai dutmg udng dé sir dung dong thév vai etoricoxib. Diéu nay co thé
lém téng ty 1& mc cde tie dung phu lién quan dén thudce tranh thai.

- Liéu phdp thay dbi ndi tiét 16 (HRT):

Ding etoricoxib 120 mg vii ligu phip thay the hormon bao gbm estrogen lién hop (0625 mg
PREMARINTM) trong 28 ngay, tang trang thai on dinh AUC g.2455 ciia estron lién hop (41%),
equilin (76%), va 1 7-f-estradiol (22%). Anh hudng cia etoricoxib (30, 60, va 90 mg) ding dai ngay
chua dirge nghién ciru, Surting néng do estrogen nén duor xem xét khi lua chon liéu phap hormon
sau min kinh dé si dung v etoricoxib do cd thé lam tang nguy co tac dung phu lién quan v
HRT

- Predmison / predmisolon.

Trong cac nghien ciu trong tac thudc, etoricoxib khéng cd anh hidng e6 ¥ nghia lim sang trén
duge ding hoe cua prednison/ prednisolon.

- Digoxin:

Ding etoricoxib 120 mg mdi ngay mdt lin wong 10 ngdy & ngudi tinh nguyén khoe manh khing
lim thay di teang thii on dinh trong huyét twomg AUCq 3000 hode kha nang dio thai qua thin cia
digoxin, Ca sy gia ting trong nong do dinh Cmax cia digoxin (khodng 33%). Thaemg sy gia ting
nay 18 khing quan trong déi vor hau hét cae bénh nhdn, Tuy nhién, bénh nhdn ¢d nguy co ceo
ahiem dée digoxin nén duge theo dii khi etoricoxib va digoxin duoe dine déng thii

- Anh huong cua ctonicoxib 1én cde thuoe diroe chuyvén-hoa bai sulfotmansferase

Etoricoxib 1o mde chat e che hopt déng sulfotransferase, dic biét 12 SULTIEL, va d3 duoe ching
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minh 14 lam ting nong di trong huyél thanh cia ethinyl estradiol. Do kién thirc (l_l;[L‘ domg cua
sulfotransferases chura diy di va nhimg ki qui lim sing cho nhiéu logi thute viin| "lj‘ig’_'w-iiﬁhi':l X
tra, cin thin trong va theo d&i chiit ché khi ding etaricoxib dong thiri vai cic th lpﬂ'ﬂ“véﬂd-{?& 12
chuyén hda bor sulfotrans{erase (vi du, salbutaniol va minoxidil). N VAN RO /2

- Anh hudmg ¢l etoricoxib 18n thude duge chuyén hia béi isoenzym CYP B
Dyra trén cde nghién i i vigre, etoricoxib khing oo ché cytochrom P430 (CYFP) 1AZ, 3(.‘.9,'563 a,

2D6, 2E1 hofic 3A4. Trong mét nghién el & ngudni khde manh, ding etoricoxib 120 mg hing ngiy

khéng lam thay 46i hogt déng CYP3A4,

- Anh hueevig enia thude khde 1én diege ding hpe cia etoricoxib

Con dudmg chinh cta si chuyén hda etoricoxib phy thubtie vio enzym CYP. CYP3A4 tham gia vio

sy chuyén hoa ciia eforicaxib trong cor thé. Trong nghién el i vivo cho thiy CYP2D6, CYP2C9,

CYP2C19 va CYPIAZ ciling cb thé xiic the cho con dutmg chuyén hoa chinh, nhung vai trd cu thé

coa ching di khéng duee nghién el i vive.
- Ketoconazol:

Ketoconazol 1 mét ehit tre ehd manh CYP3A4, nghitn cin vai lidu ketoconazol 00 mg mii ngay
it n trong 11 ngdy & ngudi tink nguyén khoe manh cho thiv khéng cd anh hudng b ¥ nghfa 13m
sang 1én duge ding hoe clia etoricoxib dimg vai liéw 60 mg,

- Vonconazol va miconazol;

Sir dung dong thoi voriconazol theo diémg uing hodic gel bai migng miconazol, ki cic thudc e ché
CYP3A4 manh, vii etaricoxib khing gay anh hudmg co ¥ nghia 1dm sang dén duoe dong hoe cla
etoroeyib.

- Rifamipicin:

Diing déng thin eloricoxib véi rifampicin, mdt chit cim ing manh céa enzym CYP, [am gidm 65%
niemg di trong huyét neong cda etoricoxib. Su tuong tie niy cb thé din dén 1ai phit céc rifu chimg
khi etoricoxib dge sir dung climg vai rifampicin. Tuy nhién viée ting lién etoricoxib chua duge
nghién ciru.

- Thube khing acid:

Thude khing acid khdng dnh huimg od ¥ nghia lim sing dén duge ddng hoe cda etoricoxib,

Ciin bio quin thube ndy nhir thé nio?

Biao guan trong bao bi kin, not kha rao, thodeg mat. tranh anly sang, & nhiégt di dudd 30°C

Nhing dau hidu vi trifu ching khi dimg thude qui lidu

Chirt o bdo ciio vé vige sir dyng thude qus lido,

Ciin lam gi khi diing thusic qui liéu khuyén cio?

Trong truémg hop udng qua lidw, cin dua bénh nhin dén cac corsor v 1é gan nhat 08 dicu tri kip thid,
Nhirng diéu cin thin trong khi dang thuic nay?

Natey cor Iyt khef tim srgach

Cae lhu-r:\c i.'|=1-:'.h|ag VIS khf:nl_[ sterorid (NSALDs), it:hﬁuf_ pha'l.i =L'q‘-ir'rn_ J!'Il1g dering fedtn thiln, oo the
lamy thng nguy co xuit hign bign cé buyét khoi tim mach, bac gom ci ahai mdw co tim va d6t quy,
i the din dén ur vong, Nguy ¢o pay o thé xuat hign sam trong vl tulin dau diing thude vacd the
g [En the thin gian ding thude, Niuy co huvet Khoi tim mach dicc ghi nhdn cht yéu o iducao
B sTcdn danb gl dinh k§ su odt hign cin cie bign o tim mach, ngay ci khi bénh nhin khdng ca
cac trigu chung tm mach e di. Béah nhan can duge canh bio ve cac néo chimg cun bien oo
tim mach nghiém trgng va can thimy kham bac s ngay khi xuat hén cae tride clwmyg nay.
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Bz giam thicu nguy- co Xudt hién hién cd bat Lo, can sir dyng etorcoxib o i) hﬂ.ﬂ% pg&x tap Iﬁﬂ.l.,m o

¢ higw qua trong thai gisn ngin ahit co thé, VAN HO /54
Cic chat e ché chon loe COX-2 khang duge s dyng thay thé cho acid ace!v]sahcyi ﬁdw phqng_-‘.-'
bénh tim mach do thuyén tie mach do huyét khii béi vi nd khang ¢6 the dyng khing s ik eai
Anly lneimg trén deong tidu hia

Bién chimg dwimg tiéu hoa tén (thing, loét hofic chay mau (PLBs)), m¢t 56 wumg hop din dén
vong, dd xiy ta & nhiing bénh nhin duge didu i véi ewricoxib. Cin than trong khi sir dung
etoricoxib & Benh nlidn cd nguy co cao phat idn bign chimg duimg tigu héa; ngudi gid, binh nhin
sit dung déng thir bit kj NSAID khic hode scid scetylsalicylic hodc bénh nhan co tién sir bénh
durimyg tidu hoa, vi dy nhw viégm lodt va chiy mau dudng tigu hos.Co sy gia thng hom nia trong
nhifig nguy cor giy tae dung phy dwimg tidu hoa (viém loér duimg tidu héa hode bign ching tifu
hia khic) khi storicoxib dige wdng d5ng thii v acid acetylsalicylic (ngay cd a lidu thip), .
Anlt et 1on then &
Prostaglandin thin ¢é thé ding et vai trd bl trong vide duy el twdi mdu thin, Vi vay, trong dicu
Kign il mau thin b tin hai, vige s dung etoricoxib cd the gdy giam o thinh prostaglandin, va
gidm luu luomg man thin, do 46 lim giam chirc nang thin, Bénh nhin 6 nguy o lon nhat eod phan
tng nay 13 nhimg npwdi o chie ndng hign tai cia thin bi dnh huedng ding ke, suy tim chua bi,
hade xo gan, Gidm st chire nang thin & shitng banh nhin niy cin duge xem xét.

GIF e, phin né vir eqo fuyer ap

Whu Vi cde thude khac duge biét dén 13 ire che twng hop prostaglandin, giir nute, phit né vh ¢ao
hu:.rét dp dii duge quon sit thiy & bénh nivin diing etoricoxib, Tit ei cic thube chong viem kheng
steroid (NSAIDs), bao gom ca etoricoxib, o thé dinge lign kit v&i sy khid diu mon hodic suy tim
sung huyét tai phat, Can than trong & nhimg hénh nhin cd tién si suy tim, it loan chire ndog that

trdi, hodc tfing huvet dp va bénh nhdn bi phil né o trwde Néw ¢o 'b.fmg chimg lam sang con sir Hng
nang tritu chumg & nhimg bénh nhdn ndy, che bign phip thich hop bao gdm npuno ctoncoxib nén
dhroe thure hién

Etoricoxib ¢o thé duge lign két véi nhicu trudmg hop cao huyét ap thudmg xuyeén va nghidim trong
hom s vai mit 56 cic NSAID khdc va cac chit e ché chon lpe COX-2 khic, dic Wig1 & lidu cao
Dhe A8, thing huyét ap en duge kidm sodr g khi diéu i vai etoricoxib vi die biét can cha ¢ dé
theo dt hu:,'ér ap tromg khi digu trj vii etoricoxib. Huyél 4p nén-dwoc theo dii trong ving hai tudn
sau khi bit déu didu ] va dinh kY sau do. Néu huvét dp tng ddng ké, diéu ui thay thé edn duoe
Xein XéL

Arfy hneng 180 gun

Tiimg m'ﬁng &6 cua alanim aminotransferase (ALT) valode aspartat aminotransferase (AST) (khodng
ba hoje nhidu lin giti han trén ciia binh thidng) da duge bie oo trong khodng 1% bénh nhin trong
céc Ther nghiém [m sang did 1 vl etoricoxib 30, 60 va 90 mg mbi ngiy trong | ndm. Bit ky bénh
nhin nao cb widge chimg vihode dily higu cho I'h."t:, il loan chire niing gan, hode o6 xet nghigm
chire ning-gan bat thdmg can duge theo dai, Néw cac diu hidu cia suy gan xiy ra, hode néu cac xél
nphiém chic ning gan bac thwong dal dang (ba lan gioi hen wén cua binh thuomg) duoe phdr kién,
nén ngan thuoe

f 'J,-rrfrg

Néu trong gud trink dica 1, bat ky cac chire ning hé thang co quan dicgo mi ta o (rén b xau di, cac
bién phip thich hopcan dige thue hign v ngung dicu tn ctorieasibonén duge gem x@n Gidm sat v
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2 thich hop nén duge duy tri khi sir dyng etonicoxib & nguii gia va & bénh nhin suy I?F,Ir%aﬂ‘rmr el
loan chife ning tim, bo\ it iy ho!
Thin trong khi sir dyng khi bit diu didu t vGi ctoricoxib & sbing bénh nbin bi mét nudea. 1 110 /5
Phan img da nghigm trong, mt s gy tir vong, trong 46 ¢ viém da trée vay, hdi th&né‘%{gﬁ%y‘- g
Johnsan vi hogi it biéu bi ddc hai, d& duge bio cdo rdt hidm gap khi sir dung NSAIDs vi mgt s6
chiit fre ché chon lge COX-2, Bénh nhan cb nguy co cao nhat dii véi nhimg phan {mg sém tong

qui trinh diéu trj véi s khéi diu cda cic phin img xdy ra rong da s& cdc meémg hep trong thing

dau tién ditu trf, Cac phin (mg qui man niing (nhu séc phan vé va phis mach) di duge bdo cdo &
nhimg benh nhdn str dung etoricoxib. Mét s& chit e ché chon loe COX-2 ¢b lign quan voi ting

nguy co di img da & nhirng bénh nhin ¢6 tién sir dj (mg thude, Nén ngung sir dung etoricoxib ngay
khi xudt hién phit ban da, ton thuong niém mae, hodc bit cir diu hiew qui man.
Etoricoxib cd thé che diu cac ddu hidu ca sbt va vigm,

Cén thin trong khi sir dung ddng thii etoricoxib voi warfarin hay cie thube ching dang dudng
ubng khéc.

Vige sir dung cdc etoricoxib, nhu vai bat kv thude nao duge biet 13 de ché tong hgp cyclooxygenase
fprostaglandin, Xhong duge Khuyén cio & phy nir 6 dir dinh cé thai,

Thube chira lactose, Nhimyg bénh nitdn cé van dé di truyén hiém gip khéng dung nap galactose,
thiéu lactase hofic kém hip thu glucose-galactose khang nén ding thude iy,

Anlt hueong 1én kha ning lii xe vi vin hinh miy

Nhimmg bénh nhan bi chéng mat, hoa mit hojc budn ngl trong khi ding etortcoxib nén trdnh 1 xe
hodc vin hanh mady moc.

Lue co thai
Giding nhur cde thude cb tic dung Ge ché tong hop prostaglandin khic d& bidy, cin tranh siv dyng
gtoricoxib ¢ nhimg phu nir mang thai muén vi cé thé giy ra ddng dng ddng mach sém. Chua oo
nhimg nghién ciu dai chung dé;«-‘ dn wén phu ol ¢d thai. Chi nén sU dung etoricoxib treng hai quy
ddu mang thai néu loi ich ma né mang lai 1on hon nguy co vér thai nhi.
Lite nudi con bi
Eroricoxib duye bai tidt trong sita chudt cdng. Newéi ta chua biét nd ¢ duoc bai tiét trong sira mg
hay Khéng. Béi vi cd nhitu thude oo bai tiét trong sita me va bési vi nhimg the dung 6 hai o thé co
cita cdc thudc 1Bng hop (e ché tong hop prostaglandin trong thai ki bu me, viée quyét dinh ngimg
thute hode ngimg cho con bt thy thude vio thm quan trong cia thude doi vai nguir me
Khi nao cin tham vin bic si, duge s77
“Nén cin thém théng 1in xin hoi ¥ kién hac sthode dhee s77
Han ding ciia thude; 36 thang ke tir ngay san xuit
Tén, dia chi, hiéu tupng (néu o) cia o sivsin xudt:

M/s CELOGEN GENERICS PYT, LTD

Plet No. 6467182, Agarwal Ind. Estate Somnath Temple Road, Dabhel,
Daman-396 210, U.T.. An B§

Nygay xem xétsua dad cap nhat lai noi dung hadng din sir dung thuiic: i
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gén danlt che cdn bé y e fody UONGTY S ' b
CAC PAC TINH DUQC LUC HQC f Harveetomininapecs
Etoricoxib la thude khing viém khéng steroid (NSAID) ¢6 hoat tinh khing viém, glum&
git. Etoricoxib 1 chit fe ché cyelooxygenase-2 (COX-2) manh, chon loc, cé ho{ﬂ. h[th ;
trong pham vi va cao hom pham vi liéu ding trén 1am sang. Ngudi ta da chimg muﬂk:ﬁgx E'Jnéf'
triich nhigm chii véu trong tdng hep cic chat trung gian cla axid prostanoic gdy dau, viém va sot.
Su irc ché chon loc COX-2 do ding etoricoxib da lam giam céc ddu hidu va tridu chimg lam sang
nay cling vi gidm dc tinh & dudmg tiéu héa ma khdng ¢b tac dung 1én chirc ning tidu cdu.

CAC PAC TINH DUGC PONG HOC n.

Hep th

Etoricoxib dirge hép thu tét qua dirdmg ubng. Trung binh sinh khi dung dudmg udng gin 100%. Sau
khi ding liéu 90 mg ngiy 1 lan cho dén khi dat trang thai bén vimg, néng d6 dinh wong huyét wong
duee ghi nhin dat duge gin | giy (Tmax) sau khi 48§ nong ngwdd 16m wdng thude lic bung d6i.
Durge dong hoc cia etoricoxib tuyén tinh vai pham vi lidu ding trén 1am séng.

Biia in binh thing khéng co dnh hiréng ¢é ¥ nghia 1dm sing lén mire di hip thu 1 liéu etoricoxib
90 mg. Trong cde thir nghiém 18m sang, etoricoxib dipe dimg khong lign quan dén thirc fn

Phin b

Khodng 92% etoricoxib gin véi protein trong huyét urong nguei khi ding trong pham vi nong 4o
0,05-5 meg/mL. Thé tich phiin phéi & trang thii bén vimg (Vdss) khoang 120 lit & nguai,

Etoricoxib di qua nhau thai ¢ chudt cong va tho, va di qua hing rio méu-nio & chugt cong.

Chinién hoa

Etoricoxib dige chuyén hoa manh mé véi < 1% liéu duoe tim thiy trong nwde tidw & dang ban diu.
Con dudng chuyén hoa chinh d8 1o dan xudt 6-hydroxymethyl dwroc thue hign vii sur xic tic cla
ciac enzym cylochrom P450 (CYP).

B ¢ 3 chit chuyén héa duoe nhdn dién & ngudi. Chit chuyén hda chi yéu 13 din xudt 6'-
carboxylic acid cta etoricoxib duge hinh thinh tir sy oxy hoa din xuit 6-hydroxymethyl. Céc chat
chuyén hoa chi yéu nay bigu hién hofc khéng cd hoat tinh ¢é thé do lusng duge hode chi cd hoat
tinh yéu nhir ede thude tre ché COX-2. Cic chit chuyén haa ndy déu khang ire ché COX-1

Thai tric

Sau khi tiém tinh mach | lidu don 23 mg etoricoxib co gi’m phong xa cho céc d6i tuomg khae manh,
70% hoat chit phang xg duge tim thiy trong nude tiéw va 20% trong phin, phin lén ¢ dang cae
chit chuyén hoa, Dudi 2% hoat chit phang xa duge tim thiv & dang thude khang chuyén haa,

Phan lém etoricoxib duge thai trir chi yéu qua qua trinh chuyén hoa. sau d6 qua sy bai tié1 & than.

Ning di cia etoricoxib o trang thai bén vimg dat dugc trong vong 7 nady diéu tei khi ding licu 120
me ngay | 1an, voi tvosd tich [y gan bang 2. tomg tme véi théd gian ban thai tich iy khoang 22
gifr. Theo wée tinh, sir thanh thai thude tai huyér wong xdp xi S0 mL/phit,

CHI DINH, LIEU DUNG, CACH DUNG, CHONG CHI BINH

Chidinh

Thudc duoe chi dinh o ngu Jim va thanh thigu nién tie 16 wéi teo 1€a ¢ laim giam réu chimg cua
thoai hiva khop (viém khop), viém khop dang thip (RA), vidm cdt sing dinh khop. va giam dau v
giam cac triéu chimg viém €6 lién quan den dogt viém khop cap tinh do bénh gout,

Thude dige chi dinh o ngvot lem vt i thanh nién e 16 wol o [En dé dico i ngdn han cae con daw

vita phai cf lién quan dén phiu thudt nha khoa
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Thuic chi ditng khi cd sie ké don cia Bdc 57 05 wice e m.,_".,'{;
Litu lhrong va cach ding | e {1 aaar i ]
Do cic nguy co tim mach vi edc tdc dung bit lgi cia etoricoxib cd thé ting lén \"héifﬁmgﬂ;'-_'
thévi gian st dung thude, cin st dung thudc trong thivi gian ngin nhit co thé va v 1( i II%I‘]!.‘?:"
thip nhdt ¢6 hidu qua. Pap tmg didu 1 tridu chimg cin duge dinh gid lai theo dinh k¥, diebigile
nhiimng bénh nhan bj viém suong khip
Thudic co thé udng vao lic déi hojic lic no. Dap img diéu trj ban diiu cia thuoe dat duge nhanh hom
néu udng thude vao lic doi,

Vigm xweng khop H

Liéu khuvén ¢ao 13 30 mg mdi ngay mat lin. Néu cin 6 thé ting 1én mirc Tidu 60 mg mdi ngdy mdt
lin

Vigm khop dang thap

Lidu khuyén cdo 1a 60 mg m8i ngay mat ln. Néu cin e6 thé tang 18n 90 mg mdi ngay mit lan. Khi
bénh nhin di 6n dinh vé mat 1im sang, giam liéu dén 60 mg, mdi nedy mat lan,

Viém edt sing dinh khdp

Lidu khuyén cdo 13 60 mg méi ngay mjt Hin. Néu cin thiét co thé tang liéu 1én 90 mg mdi ngay mdt
lan. Khi bénh nhén da dn dinh vé mit lm sing. gidm liée dén 60 mg, mdi ngay mét lin,

Ciie ehiing dau cdp

B6i v cac chimg dau cip, etoricoxib nén chi duge sir dung cho giai doan ¢é triéu chimg cdp tinh.
Viem kihap cap tinh do binh gout

Lifu khuyén cdo 18 120 mg mdi ngdy mét ldn. Trong cic thir nghiém lim sing ddi véi bénh viém
khap cdp tinh do bénh gout, etoricoxib duge si dung trong 8 ngay.

P sin pﬁrﬁr thudi do pfru?u theige nha khoe

Lidu khuyén cao 13 90 mg mdi ngdy mét Hin, han ché dén t5i da 13 3 ngay.

Liu Iém hon so voi lidu khuvén cio chua duge nghién ci. Vi thé;

Lidu cho viém khip khéng nén virot qua 60 mg mai ngay

Liéu cho viém khap dang Ihép va viém citsing dinh khap khéng nén vuet qua 90 mg moi ngay.
Liu cho viém khap cip tinh do bénh gout khong duge vugt qui 120 mg mdi ngiy, ditng 15i da
trong 8 ngay.

Li¢u cho gidm dau sau phau thuat nha khoa cip tinh khang nén vugt qui 90 mg méi ngay, ding t5i
da trong 3 ngay.

St dung thude o cic dof fiepng dac bidr

- Bénh nhin cao twbi

Khéng can digw chinh liéu cho bénh nhin cao wii. Nhu vai cac thude khde, cin thin trong & nhimg
bénh nhan cao o

- B¢nh nhan suy pan

O nthimg bénh nhan cd rdi loan chic ndng gan nhg (diém Child-Pugh 5-6) khong nén st dung vuot
qua licu 60 mg mat lan mdi ngay. O nhimg bénh nhin ¢é rdi loan chire ning gan vim (diém Child-
Pugh 7-9), khong nén sur dyng virol gua liéu 30 mg mii ngay mat lin

Kinh nghigm lam siang duoe gidi han dic hid 14 o phimg bénh nhin co réi loan chirc ndng gan vim
vii do do can thin trong, Khdng oi Kinh nghigm lam sang o bénh nhin o loan chic ndng gan nang
(diém Child-Pugh =10): do da, viée st duny thude T chbng cha dinh o nhitng bénh nhiin nay

- Benh nhdn suy than
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- Bénl phi
Ching chi dinh cho tré em vi thanh thiéu nién dudi 16 wdi,
Ching chi djnh

- Qué mén véi bdt ky thanh phin ndo cia thude

- Loét da diy 14 tring tién trién hodic dang bj chay méu da dav-rudt,
- Bénh nhin dil ubng acid acetylsalicylic hodic cdc NSAID, bao gm cdc chit irc ché COX-2
(eyclooxygenase-2), bénh nhin co tién sir co thit phé qudn, viém mii cip tinh, polyp mii, phi
mach, néi mé day hoiic phan (g di ing,

- Mang thai v cho con bh.

- Rdi loan chire néng gan ndng (albumin huyét thanh < 25 g/l hodic diém sd Child-Pugh > 10).

- LIée tinh di thanh thai creatinin than < 30 ml/phit.

- Tré em va thanh thiéu nién dudi 16 wdi. e

- Bénh viém dudmg rugt,

- Bénh nhin suy tim sung huyét (tir dé 11 dén @5 1V theo phin dé chire nang cia suy tim theo Hai
Tim New York - NYHA), bénh tim thiéu mau cuc bd, bénh ddng mach ngoai vi, bénh mach méu

nio.
- Bénh nhan tang huyét ap co huyét dp thidmg xuvén cao hom 140/90 mmHg va chua dirge kiem
sodt diy du.

- Thidu mau cuc bi tim, bénh déng mach ngoai bign, vivhodc bénh mach miu ndo,

CAC TRUONG HQP THAN TRONG KHI DUNG THUOC

Naguy cor huyét khoi tim mach:

Cic thude chong viem khong steroid (NSAIDs), khang phai aspirin, ding dudmg toan thin, co thé
lim tang nguy co xudt hién bién 6 huyet khéi tim mach, bao gom ca nhéi mau co tim va dat guy,
ca thé diin dén tr vong. Neuy co nay ¢6 thé xuft hién som trong vai tun diu ding thuée vi cd the
tang [én theo thér gian dimg thude. Nguy co huyét khéi tim mach duge ghi nhin chi véu o liéu cao,
Béac sTcin danh gia dinh ky sw sudt hién cia cac bién oo tim mach, ngay ¢d khi bénh nhan khing co
cée tricu chimg tim mach truace do. Béah nhan cdn duoe canh bio vé cdc triéu chimg ctia bién cd
tim mach nghidm trong va cin tham khdm bac si ngay khi xudt hién cac trigu chimg niy.

Dé giam thiéu nguy co xudt hién bién e bat loi, cin sir dung etoricoxib o liéu hang ngay thip nhat
£6 hiéu qui trong thés gian ngdn nhit c6 the.

Cic chit ic ché chon lpc COX-2 khang duoe sir dyng thay thé cho acid acetylsalicylic dé dy phong
bénh tim mach do thuyén tie mach do huyét khii bai vi nd khing 6 tae dung khing tiéu cau

Ak lneome trén dicong: Bée I

Bi¢n chimg dumg tidu héa trén (thing, loét hode chay mau (PLBs)), mdt st trromg hop dan dén ur
vong, da xay ra & nhimg bénh nhén duge didu tri vl etoricoxib. Can thin wong khi sir dung
etoricoxib: o bénh nhin co nzuy co cao phit trién bién chimg duong tigu hoa; ngudi gia, bénh nhin
s dung déng thivi bat kv NSAID khic hode acid aceylsalicylic hodc bénh nhin co tign s bénh
duomg ticu hoa, vi dy nhu viém loét va chay mau dutme béu hoat'd su gia tag han nia trong
nhitng neguy co gy 1de dung phy dubnig tew héa (viem |edt dulmg tigu hoa hoje bign chimg tidu
hia khae) khi etoricoxib duge uong déng thai vin acid acetylsalicylic tngay ca o hiéu thip)

fith v Jénr 1hain
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W'/ TrncH wa A ff
Prostaglandm than o6 the déng mét vai trd bo trong viee duy tri tud mau than, Vi \ﬁy tlmn.g,"ql;{'.yll i-w' ‘
Kién tudi mau thin bj t5n hai, vige sir dung ¢toricoxib 6 thé pdy gigm tao thanh pms&lglugt,ﬁm Yﬁ]
gigm luu lugng maw thin, do dé lam giam chire ndng thin. Bénh nhin co nguy co lém
img ndy la nhimg ngudi ¢6 chire ndng hign tai cta thin bj dnh hudmg dang ké, suy ltm “duﬁ‘_bi =
hodc xo gan, Giam sat chire ning thin & nhimg bénh nhin nay ciin duge xem xét.
Gige mecve, phit né va cao et ap

Nhur viri cic thude Khic duge biét dén la tre ché tdng hop prostaglandin, gilr nude, phit né va cao
huyét dp di duge quan sit thiy & bénh nhin dimg etoricoxib. Tat ed cie thube chdng viém khiéng
steroid (NSAIDs), bao gdm ci etoricoxib, co thé duge lién két v s khoi diu méi hodc suy tim
sung huyet tai phat. Cin thiin trong & nhitg bénh nhin cé tién sir suy tim, roi loan chire ning that
trii, hodic ting huyét ap va bénh nhin bi phi né tir trude. Néu o bing chimg Hm sang cia sy ting
nang tri¢u chimg & nhitg bénh nhiin nay, cic bién phap thich hop bao gém ngung etoricoxib nén
duoie thyre hign

Etoricoxib ¢ thé duge lién két véi nhiéu tuimg hop cao huyét ap thudmg xuyén va nghiém trong
hom 5o véi mot s6 cde NSAID khac va cac chit (e ché chon loc COX-2 khic, dac biét & lidu cao.
Do 36, tang huvél ap cin duge kiém sodt torde khi didu trj voi etoricoxib v dic bidt cin chi ¥ dé
theo doi huyét ap trong khi diéu ti véi eloricoxib, Hu:,rél dp nén duge theo doi trong vong hai tuiin
sau khi bit diu dicu trj va dinh ky sau dé. Néu huyét dp tang ding ké, dleu 1rj thay thé can duge

XErm et I

B

Ankr beeomy 1én gan

Tang nc"mg dd cia alanin aminotransferase (ALT) vivhodc aspartal aminotransterase (AST) (khoang
ba hodic nhidu [in giti han trén cda binh thudng) di duge bao cdo trong khodng 1% bénh nhin rong
cac thir nghiém 1am sang difu trj véi etoricoxib 30, 60 va 90 mg mdi ngay trong | nam. Bat ky bénh
nhdn nio cd 1ridu chimg vathodc diu higu cho thay rbi loan chire ndng gan, hodc c6 xét nghiém
chire ndng gan hat thuimg cin duoe theo dii, Néu cic dau hiéu cia suy gan xay ra, hodc néu cic xét
nghiém chire ndng gan bat thudmg dai ding (ba lin gidi han rén cia binh ihutmg) duge phat hign,
nén ngumg thude,

Chung

Neéw trong qud trinh diéu tri, bt ky cic chire nang hi thing co quan disre ma 1 o trén bi xéu di, cic
hién phap thich hop cin duge thue hiégn va ngung diéu 1 etoricoxib ndn duge yem X6 Giam sat y
1€ thich hop nén duge duy (i khi sir dung cloricoxib & ngudi gid vit o bénh nhan suy thin, gan, mi
loan chire niing tim,

Thin trong khn su dung kha bat dau dicu try voi etoricoxih & nhiimg bénh nhan bi mit nude

Phin g da nghiém trong, mit s gay tr vong, trong dé ¢o vidm da trée viy, hi chimg Stevens-
Johnson vit hoat 1 bicu bi dic hai, d3 dige bao cao rat hiém gap khi sir dung NSAIDs va mit 56
chat ire ché chon loc COX-2. Bénh nhin ¢b nguy co coo nhat doi véi nhiimg phan img som trong
qua trinh didu trj vai su khoi diu cua cac phan img xay ro trong da 56 cae trudmy hop trong thing
dau tién dicu tri. Cde phan tmg qui man ning (nhy soc phin v¢ v phi mach) di duge bido cio o
nhitng bénh nhan sir dung etoricoxib. Mot so chin e ché chon loe COX-2 o lién quan v ting
nguy cor dj Gmy du d nhirg bénh nhdn c6 1icn sie di iy thude, Nén ppung sic dung etoricoxib ngay
khi xwit hién phat ban da, ton thueny nigm mae, hodc bat el dav héu qua man

Etoricoxib ¢ thé che diu ¢ie diu hidu cua 6t va viém
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Cén thin trong khi s dung ddng thisi etoricoxib vii warfarin hay cde thudc chunq‘dﬁng dmmg » i) o J
ubing khic. L VAN }41. e -;'
Viée stt dung cac etoricoxib, nhu véi bat k¥ thude ndo duge biét 1 tre ché ting hop cﬁln@g{gcmis s
/prostaglandin, khong duge khuyén céo & phu nif co dir dgnh cd thai.

Thufic chira lactose. Nhimmg bénh nhin 6 vin dé di truyén hiém gip khong dung nap ga]acluse.
thiéu lactase hojic kém hip thu glucose-galactose khang nén ding thubc nay.

Anh hweimg (En khd ndng (Gi xe va viin hanh mdy

Whimg bénh nhin bi chéng mat, hoa mdt hodic budn ngd wong khi ding etoricoxib nén trinh lai xe
hode vin hianh may méc.

L ca thai

Gidng nhu cic thude ¢o tic dung e ché tdng hop prostaglandin khdc da biét, cin tranh sir dung
staricoxib & nhimg phy nir mang thai mudn vi co thé giy ra déng dng dong mach som, Chua co
nhimg nghién i déi chimg déy do trén phy nir ed thai, Chi nén sir dyng etoricoxib trong hai quy
déu mang thai néu loi ich ma nd mang lai lém hon nguy co véi thai nhi A

Lite nudi con bit '

Etoricoxib duwe bai tiét trong sira chudt cong. Ngudi ta chua biét nd ¢6 duge bai tiét trong sita me
hay khong. Bai vl ¢ nhitu thude ¢6 bai tiét trong sira me va boi vi nhimg tae dung ¢ hai ¢b the ¢6
clia ede thude dng higp e ché 1ing hop prostaglandin trong thii ky b me, viée quyét dinh ngimg
thude hode ngimg che con bi tity thube vao thm quan treng coa thude doi voi ngwdt me.

TUONG TAC CUA THUOC VO1 CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC

- Thubic chéing déng duimg ubng: Trong cdc dbi twgng d3 diéu tri dn dinh vai warfarin dai ngay,
udng etoricoxib 120 mg hang ngay oo thé din dén sy ting khoang 13% lugng prothrombin so vai ty
1& chudn quéc t (International Normalised Ratio-INR). Do do, bénh nhin duge udng thude chang
dong mau nén duge theo dbi chit ché thin gian prothrombin INR eda ho, dic biét 1a trong nhimg
nghy diu 1ién khi diéu trj vai etoricoxib hofic khi liéu etoricoxib dige thay dai.

- Céc thude loi tiéu, thube de ché ACE va doi khing angiotensin 11: NSAID co the lam giam tac
dung cta thude loi tifu va thube ha huyét ap khdc, O mdt 50 bénh nhiin ¢é chite ning thin bj suy
giam (vi du nhur bénh nhan bj mat nude hode bénh nhin cao tudi cd chire nang thin bj suy gidm) sir
dung ding thod mét chit (e ché ACE hofic déi khang angiotensin 11 va cic chat (e ché cyclo-
oxygenase ¢b the din dén suy gidm hon nia chire nang thin, ¢6 thé giy suy thin eap, thudmg hoi
phuc. Nhimg twong téc ndv cin duge xem xé1 & nhimg bénh nhin ding etoricoxib ding déng thai
véi cde thude tie cheé men chuyénhodc déi khing angiotensin 11 Do dé, su két hgp nén duge ding
thin trong, dic biét 1 & ngwdi gia. Bénh nhin can duoe bi phy nude diy du va nén cin nhic dé
theo di chire nding thin sau khi bt diu didu 1ri va dinh ki sau do

- Acid acetylsalicylic: Trong mot nghién ol & ngudi khoe manh, o trang thai on dinh, udng
etoricoxib 120 mg mBi ngay mét lin khang co anh hudmg dén hoat déng ching k&1 ap tiku ciu cia
acid -acetvisalicylic (8l mg moi nEiy mot lény. Etoricoxib co thé duwoc s dung dong thai véi acid
acetyisalievlic o ligu ding dy phang tim mach (liéu thip acid acetvlsalicylic). Tuy nhién, dimg dang
thiri acid acetylsalicylic lidu thip vai etoricoxib ed thé din dén tang 1v 1§ loét tiéu héa hodic cac hign
chimg khic so wii sir dune etoricoxib don dge. Ding ddng thii etoriconib vl lidu acid
acetylsalieylic trén murc licu cho du phong tim mach hojc cae NSAID khac Khong duge Khuven

Can
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[ T |
- Cyclosporin va tacrolimus: Mac dit sy twong tae nay chus duge nghién ciru von etbricoxib, ding |-.'.:'L| x|
chung vai cvelosporin hodic tacrolimus vai bt ki NSAID nao co thé lam ting tie du'*?ﬂl"lﬂ&f.-fp!{;} )}

thin cta cyclosporin hodc terolimus. Chire ning thin nén duge theo dai khi :mrié%i%&;éﬂ_n}ﬁl A

trong nhimg loai thubc miy duge sir dung két hop. y AL L g
Anh hucmg e etoricoxib trén dicoe ding hoe cia thuic ke
- Liti:

NSAID lam gidm bai G lit qua thiin vi do dé lam ting aong @3 liti trong huyvé wong. Néu cin
thidt, giam sit nomg d liti huyél chat ch@ va diéu chinh Tidu Tit trong khi st dung ddng thai v
NSALLD va sau khi nmmg NSAID, =

- Methotrexat: 1

Hui nghign et di nghién cine dnh hudmgp cla etoricoxib 60, 90 hodc 120 mg mdi ngiy mat lin
trong bay ngay trong bénh nhiin ding lidu methotrexat mdi tudn 7,5 dén 20 mg cho bénh viem khop
dang thiip. Lidu etoricoxib 60 va 90 mg khing o dnh hudng wén néng do methotrexat rong huyét
tromg hojie d§ thanh thai thin, Trong mdt nphién cin, lidu etoricoxib 120 mg khing co tic dung,
nhumg trong mot nghidn ciu khae, lidy ewricoxib 120 mg lm Weg 28% nong 4§ methotrxat trong
huyel tuomng vi giam 13% dd thanh thai thign ctia methotrexat. Gidm sat diy &0 d2 d& phang ngd doe
methotrexat duge khuyén cao khi etoricoxib va methowrexat duge ding dong thin,

- Thude trianh thai:

1 lidu etoricoxib 60 myg cho ding ddng thii véi thube ngin thai co chita 35 microgram ethinyl
esteadiol (EE) va 0,5-1 my norethindron trong 21 ngdy lim ting tang thai 0 dinh AUC gy ctia
EE 37%. Eroricoxib 120 mg duge ding ddng thén vdi cde thude teanh thai hodic cich 12 gid, ting
trang, thai on dinh AUC g cun EE S0-60%. Sy ting nong dd EE nay nén duge xem xét khi lun
chon mit bign phip tranh thal duong ubng ¢8 s dung dong thii vai etoricoxib. Bidu niy 6 the
b tiing By 18 miie che e dung phu lién quan dén thude trinh thai

- Ligéu phap thay dbi ndi tict 1o (HR1):

Diing etoricoxib 120 mg vt gy phap thay the hormon bao gbm estrogen liéh hop (0.625 mg
PREMARINTM) trong 28 ngiy, ting trang thii dn dinh AUC g0 cin estron lidn hop (41%6),
equilin (T626), vi 1 7-Peestrudiol (22%), Anh huong eia etoricoxib (30, 60, va 90 mg) ding dai ngiy
ehum duge nghién ci. Sy tng nong di estrogen nén duge xem xet khi lya chon ligu phip hormon
sai min kinh dé sir dung vl etoricoxib do co the ldm idng npuy co the dung phu lién guan voi
HRT

- Predmison / prednisalon

Trong eac nghién el tuong tae thuoe, etoricoxib khing co danh hwdmg eo v nghis ldm sing trén
durgre dong hoe cua predrson) prednisolon.

- Dhpoxim

Diing etoricoxib 120 mz mdi ngdy mot liin tromg 10 ngay o nguod Uoh aguyeén khoe manh khing
lim thay doi trang thai on dinh trong huyet tuong AUC 650 hode kha ning ddo thar gqua thin cun
digoxin, U sy gis ting trong nong &b dinh Coax cia digoxin (khoang 33%). Thudmg s gia ting
nay 14 khong quan tronge 3o i hau kel cde bénh nhan, Tuy vhién, bénh nhin co nguy oo Cuo
nhigm dive digoxin nén duge theo dii ki etoricoxib vi digoxin dupe ding ddng thii

= Anh huimg cua etoncoxib En cde thuoe duye chuyen hia b sulfotransterase

Sorcixab [a mdn chat e che hoat ddng sullivransfernse. dde bigt fa SULTIEL va 3 duoc chung

minh 43 Lam thnge ndng 33 trone huvet thank eda éthiny! esteadiol. Do kién thie ¢ e ding cia



https://trungtamthuoc.com/

uu,

sulfotransferases chua diy dit vii nhitng hi qué lim sing cho nhiéu loai thuge nin dlgp\‘- tiem ;
tra, cin thin tepng va theo dii chit eh® khi ding staricoxib di‘mg thin vii cic thuc: chu ;ﬁu, lll'FL]

chuyen hia bai sulfoteansferase (vi du, salbutamsl v minexidil),

- Anh hremng cla etoncoxib 1én thudc duric dulyén hda bit isoenzym CYP
Dwra trén cée nghign oins i vitre, etoncoxib khing e ché cvtochrom PA50O (CYP) AL, 2(.9 2('[9.
2D6. 2E]1 hoje 3A4. Trong mit nghién cio o ngudi khde manh, ding etoricoxib 120me hing ngay
khaing lam thay d8i hoat ding CYPIA4,

- Anh Inring ciia thure ke lin diege ding hoe etiv etoricoxth

Con dudme chinh cou sy l::huyvi‘n héa ctoricoxib phy thude vao enzym CYP. CYP3A4 tham gia vio
sir chuyén héa e etoricoxib trong cor thé, Trony nghién el i vitro cho thiy CYP2DE, CYP20S,
CYP2C19 va CYP1A2 cling cd thé xiic tic cho con duimg chuyér hdn chinh, nhume val trd cu thé
cua chiing di khiing duge nghign cdu in vive,
- Ketoconazol

Keteconmzol |8 mét chil e ché manh CYP3A4, nghién cir v lidu ketoconazol 400 mg méi ngay
mit lan trong || ngay & nguiri tinh nguydn Rhae manh cho thay khéng cd anh budng o6y nghia lam
siing 1én duge ddng hoc cia eloricoxib ding vai lidy 60 mg.

- Voriconnzol vi miconazel;

S dung dﬁ-ng thirt voriconazol theo dudimg ufrng hodic gel boi miéng micomazal, 13 cic thutic tre chié
CYP3A4 manh, vl etoricoxib khéng giy dnh hitng 6 ¥ nghfa lim sing dén dupe ding hoe oa
etoricnxin

:_ll .

- Rifampicin

Diing dong thisi etaricoxib voi rifampicin, mdt chat cam (mg manh cia enzym CYP, Jim gidm 65%
nong & wong huyét toong cia etorcaxib, Su tuomg tic niy ¢ thé dan dén tii phit ede ridu chimg
khi ctoricoxib duoe sir dung ciing véi rifampicin, Tuy nhign viée ting ligu croricoxib chua duge
nghién cim

- Thude khing acid:

[huée khang acid khéng dnh hudng c6 ¥ nghia lam sang dén duoc déng hpe oia etoricoxib.

TAC DUNG KHONG MONG MUON
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Thubdce co nguy co gay huyét khéi tim mach (xem thém phan than trong). I'f'. L E
Théng bido ngay cho bdc sy khi gdp phai cdc tdc dung khéng mong mudn tm{ ﬁ’mm .. POy el
QUA LIEU VA CACH XU TRi VAN HO /I‘
Chua ¢6 béo cdo veé viéc str dung thude qua liéu. WS g AT
Trong truwdmg hop udng qué lidu, can dua bénh nhan dén céc co sé y té gan nhat dé diéu tri kap thoi.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO KHAC CUA THUOC
Khéng ding thude sau ngay hét han dugce in trén bao bi



