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LOCORILE -200
{Vien uang celecoxih 200mg)

i i

| Poc £_1 -‘rrrrmg ddn sie dung triece ki dimg.
{ £¢ xa tim ay iré ent.
Thang bae ngay che bac sy hoge diege s7 nhirng tic dung khing mong muon gap phai khi sir
iy dung thuée.,
{ Thucce ﬂm chi a’mi r theo d’rm h‘ur.a(‘

1. Thinh phin cing thic thuoc:
Méi vién nang chira: E
Thinh pfmn hogt chit: Celecoxib 200 mg .
Thanh phén td dige: Lactose, Microcrystalline Cellulose, Colloidal Anlwdmus Silica, Povidone
(K-30), Purified Water, Croscarmellose Sodium, Colloidal Anhydrous Silica, Sodium Laury]
Sulphate, Magmh!um Stearate, Vo nang mau tring EHG Capsule o *1".
2. Dang bio ché: Vién nang cirng
M td dée diém thuce: vién nang cimg méu tring & “17, ehira bt thude miu triing. 3
3. Chi dinh diéu tri:
Giam dau va diéu tri triéu chimg bénh thodi hoa khap, viém khop dang thip, viém cdt sdng dinh
khép, dau cap tinh, théng kinh.
4. Liéu lwgng va cich dung:
Céch ding:
Dllnj: durdmg ubng.

’ L1eu hrgmg:
Liéu ban diu cia celecoxib 100 my & licu phu thude vio tinh trang cia bénh nhin.
Ciac nguy co tim mach cua celecoxib o thé tang Ién vm lidu lrgmg vi thén gian sir dyng, khuycn
cdo sir dung trong thoi gian ngdn nhit va liéu diing méi ngiy thap nhét vin dat higu qua. Cin danh
gia dinh ky tinh trang gidm dau va dap tmg véi phac 46 diéu trj, dic biét la & nhitng bénh nhan bi
thodi hoa khap,
Thoii héa khip:
Lieu khuyeén cdo hang ngay thong thudng la 200 mg ding mdi ngay mdt kin hodc hai lin. O mi
s0 bénh nhan, tinh trang giam dau khong du, tang liéu dén 200 mg hai lan mdi ngay co thé lam
tang hi¢u qua. Trong tnramg hop hidu qua tri licu sau hai tuiin khéng dap (ng. lea chon ditu trj
khac can duge xem xét.
Viém khép dang thip:
Liéu khuyén cio hing ngiy ban dau 2 200 mg chia lam 2 lan hay nhiéu ldn. Co thé tang lidu, néu
can thiét, Ién dén 200 mg hai lin mul ngay. Trong trudmg hop hidu qua trj ligu sau hai tudn khong
dap img, lra chon diéu tri khde cin duge xem xét.
M_Wh_ﬁﬂ
Lleu ding hing ngay duge khuyén cdo la 200 mg ding moi ngay mo! lin hodc hai ldn. Trong mdt
50 it bénh nhan, tinh trang giam dau khong du, ting liéu 400 mg mdi ngay mét lin hoje hai lin ¢o
thé iang hi¢u qua. Trong trudmg hep hidu qua tri liéu sau hai tudn khéng dap img, lua chon diéu tri
khdc cian duge xem xét,

* Liéu 161 da hing ngay la 400 mg.
Bau caE tinh: khai déu 400 mg, tiép theo 200 mg néu cin trong ngay diu tién, cdc ngay lu:p theo:
200 mg 2 lin/ngay khi eén,
Dau bung kinh nguvén phit (thing kinh): khai dau 400 mg, bo sung 200 mg néu cin trong
ngay dau tién, cac ngay ticp theo: 200 mg 2 lan/ngay khi L&I‘t
Newdi lom tudi (> 63 tuai): 200 mg mai ngay khi bt diu diéu trj. Liéu can thiét co thé ting lén
200 mg, 2 lan/mgiy. Cin than trong khi st dung cho nguiri 16m tudi cd cin niing < 50 kg,

&
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Tré em: khing khuyén cdo sir dyung cho tré em.

Ngueai chiyén hoa kém qua enzym CYP2C'9: bénh nhan nghi ngds chuyén hoa kém qua CYP2CY
do yéu 16 di truyén hoiic da ¢ tién sir dugre ghi nhan, khi sie dung celecoxib s& xuit hién nguy co
xuat h:cn tac dung khong mong muon phy thuge liéu sir dyng: Cin thin trong vi khuyén cdo giam
liéu con phén nira cua licu thap nhat duge khuyr.-n cio.

Bénh nhdn suy gan: bénh nhan a.l.ly gan vira (nong do albumin huyét thanh 25-35 g/1); liéu khuyén
cio giam phin nira khi bit déu diéu tri. Khéng ¢6 di li¢u cho ngudi bénh xo ba“

Bénh nhdn suy than: dir ligu lim sang trén bénh nhan suy than ur nhe dén vita van con nhiéu han
ché, do d6 khi sir dung cho nhém bénh nhin nay phai thit sy thén trong.,

5. Ching chi djnh:

Bénh nhiin qua man cam véi celecoxib, aspirin hodc cac NSALD khéc.

Bénh nhin ¢d biéu hién phan g di tmg véi sulfonamid.

Bénh nhan di umg bi bénh con hen. nal may day, di (mg hodc phan (mg di (ng sau khi ding
aspirin hofic ciac NSAID khac,

Bénh nhan dang bj loét da diy hode chay midu ticu hoa.

Phu nir ¢6 thai, phu nir ¢6 kha ning mang thai ma khéng ding bién phép tranh thai hiéu qua.

Phu nir cho con bu. .

Suy gan néng (ndng do albumin huyét thanh < 25 g/l hodc chi s6 Child Pugh > 10).

Suy thinndng (d thanh thai creatinin < 30 ml/phir).

Bénh viém rugt. s

Suy tim sung huyet (NYIHA 11-1V), -

Bénh tim thitu mau cue ht;!l. bénh dong mach ngoai bién, bénh mach mau nio.

Bénh nhan vira trai qua phiu thuit bic cau dqmg mach vanh,

6. Canh bido va thqm trong khi ding thube:

Tac dung trén he tiew hoa:

Céc bién chimg d& var da day rudt (loét, thung, xudt huyét), mot 80 trutmg hop giv ur vong, da
xay ra o bénh nhén diéu tri véi celecoxib. Cin thin trong khi diéu tri cho bénh nhén cd nguy co bj
bién chimg da diy vai NSAIDs: ngudi cao tudi, bénh nhan st dung dong théi bit k¥ thuie
NSAID khac hode acid uu[y]'iﬂ.llcy]u. glucocorticoid, hénh nhin sir dung rurgn, hode hi,nh nhin
c6 tién sir bénh dudmg ticu hoa nhur loét vi tiéu chay.

Gia tang nguy co tdc dyng bt lgi dudmg tiéu hda khi str dung celecoxib (loet hojic cdc bién chimg
dirdmg tiéu hoa khac) dung thiri voi-acid acetylsalicylic (ngay ca khi ding li¢u []14]::1

Khong ¢ sy khac biét ¢o ¥ nghia thong ké khi so sanh sir an toan ddi vii dudmg ticu hoa gita
thude ire ché COX-2 chon loe + acid acetylsalicylic so véi thude NSAIDs + acid acetylsalicylic
trong cic thir nghigm lam sing kéo dai.

Sur dung dring theri NSALD:

Can tranh sir dung celecoxib cling v NSALD khong phat aspirin.

Nguy o huayée khoi tim mach:

Céc thube chéng viém khang steroid (NSAIDs), khong phii aspirin, ding dudmg toan thin, ¢6 thé
lam ting nguy cor xudt higén bién ¢ huyét khdi tim mach, bao gém ca nhn: mau co tim va dit quy,
¢ the diin den tu vong. Nguy co nay ¢ thé xudt hién sém trong vai tudn diu ding thude véi ¢ thé
ting lén theo thén gian ding thude. Nguy co huyét khéi tim mach duoc ghi nhan chu yéu @ licu
cao.

Bac sy ¢in déanh gia dinh ky sur sudit hién cia cic tm:n ¢ tim mach, ngay ¢a khi bénh nhin klmng
ch cde trigu chimg tim mach trude d6. Bénh nhin ciin dirge cinh bdo vé cde tricu rh-.mg cita bién
¢ tim mach nghiém trong vi can tham kham bic b}' ngay khi xual hién cde tridu chimg nay.

pé gmm thicu nguy co xu.u E'm;n bién ¢d bit lgi, can sir dung thude & lidu hang ngay thap nhat c6
higu qua trong thisi gian ngin nhit ¢o the.

Cic chit ire ché chon loc COX-2 khong phai la chit thay thé cho acid acetylsalicylic dé du phong
cde bénh mach vanh d¢ e ¢hé 1dp két tiéu cau. Do do. khing nén ngumg ding thube ching tiéu
ciiL,

(Y
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Tang thé tich tuan hodn vi phil né:

Glong nhir cie thuoe khiae duge bigt I (e ché 16ng hop prostaglandin, ting the tich twan hodn vib
« phit ne di dige ghi nhin o bénh nhiin ding celecoxib. Do do, celecoxib nén duge sit dung cin
than & nhimg bénh nhin co ticn sir sty tim, voi loan chie ming tam thiit trdi hosic ting huyét dp va
& bénh nhin €6 tién s bi phi vi bél cir Iy do gi, vi sy tre ché prostaglandin co thé lam suy giam
chive niing thin va ting thé tich dich. Cin thin trong & bénh nhin diéu tri bang thude lgi tieu hodc
c0 pgey co bi giam the tich mau,
Tang huyer ap;
Gidng vén 1t ca cae thuoe NSAIDs; celecoxib co thé din dén su khai pl'liil cta bénh tang huyét ap
hodc lam wim trong tinh rang tang huyct ap, hode lim ling ty 1é cie bien o tim mach. Du ddb,
huyeét dp nén duge theo ddi chiit ¢h rong khi bat diu didu ti vai celecoxib va trong subt qua
trinh dicu tri.
Teie dung trén gan vi than:
Ton thwong chirc nang thin hofic gan, va dde bidt 1a suy giam chire ning tim thudmg xay ra o
nEwdi cao Wi va do do cin duy tri theo ddi bénh nhin,
Cac NSAIDs, bao gr::m celecoxib, cd the gay doc than, Cae thir nghigm Fm snn% v celecoxib di
cho thiy nhimg anh hirdmg vé thin twong ur v két qui duge so sanh vai thuoc nhom NSAIDs
khac. Cac bénh nhan co nguy co cao nhat vé dac tinh o than & nhimg bénh nhan suy giam chic
nang than, suy tim, roi loan chire ning gan, nhimg ngudi ding thude lgn tiéu, thude ire ché enzym
chuyén, lh_ui&c d6i khang thu the angmwnsm Il va ngudi cao wai. Nhimg bénh nhan niay nén duoc
theo ddi can thin rong khi dang s didu el vin r.:cin.cc:xlh
Mdt s trirémg hop xay ra suy gan ndng, bao gbm viém gar. ti t,.:lp (mit s0 trucmg hap tir vong),
hoal tir gan v suy gan (mt so tnecmg hop i \-n:miz hiode can ghep gan) da duge bao cdo khi s
dung celecoxib. Trong so e tnrémg hop bio cdo ve thoi gian } khai phét, hau hét cac bién ¢é gan
nghiém trong di xay ra trong vong mot thang sau khi bt diu difu tri eelecoxib,
Néu trong qua trinh diéu tri, bénh nhin b suy glfml chue nang, cic o quan ctia co thé duoe mo i
& trén, can phai thye hign cde bign phap diéu tri thich hop va nén ngung diéu tri celecoxib.

U ché enzvm CYP2DS: ) )
Celecoxib i ché enzym CYP2D6. Mac di khong phai la chat (e ché manh enzym nay, nhung
can phat giam licu doi var cac thuoe duge chuyén hoa bo CYP2D6. D’I‘

Chuyeén hoa kém gua enzym CYP2CY

"\h!.mg bénh nhin drge biét dén 1a ngLr chuw,n hoa kem qua enzyvm CYP2C 9 nén duge dicu tri

cn thin.

Phain tmg qud mdn vi phan img qud mcm vt da:

Cde phan (mg da nghiém trong, mot s trong do gy tir vong, bao gf:m viém da troc vay, hoi

chirng Stevens-Johnson, va hogi tir thugmg bi nhifm doc. di dige bio cio vm tin mmt hidm gip.

Bénh nhin ¢o nguy co cao nhit dﬂu v cag phan (my niy trong qua trinh dicu tri: hiu hét sy khoi

phét xay ra trong thfmg dicu trj dau tien. PA co bdo cdo nhimg phin img qué man nghiém trong

(bao ;:(’rm clumb qui man, phit maeh vit phit ban vél trigu nhuﬂb tang bach ciu &i toan v ton

:hutmg ni tang (hoi chimg DRESS) hode tri¢u thl'l'llb ui man o hénh nhan dimg celecoxib, Bénh

nhin ¢d ticn st di img sulphonamid hoas. bit ky di tme thude ndo co thé co nguy ¢o phan img da

nghiém trong hode phan (mg qua man. Celecoxib nén ngung ngay khi xudt hién phat ban da, 1on
. thuemg niém mac. hojc bit kv diy higu ndo cua qua man,

Tong quar: . . )

Celecoxib 6 the che day dau hidu sot \.a cac dau higu cua triéu chimg viém khac:

Sie dung vei thuéc L.‘uu:_g ding dircmyg mmg

O nhitng bénh nhin diéu wi ddng thid voi warfarin, cie bién ¢b chay miu nghiém trong, mét so

tmna do gay tir vong, da dquc bao cie. Gia ting thai gian prothrombin (chi 50 binh thudng hoa

quoc 18 INR) khi str dung dong théi di dirpe bao cdo. Do d6, can theo dai chiit ¢hé bénh nhiin

ding thube ching dong dudmy uing w arfurm/coumarin, diic bigt khi ding celecoxib hojc thay doi

licu celecoxib, St dung dong théi thuoe chong dong vl NSAIDS 6 thé lim tang nguy co chay

3
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miu. Cin thin trong khi két hgp celecoxib vii warfarin hofic cae thude chang dong diong uong
khac, ké ca thude chong déng mdu mai (vi du nhu apixaban. dabigatran va rivaroxaban).

Ta g
* Thusec co chira lactose. Beénh nhin ¢o cac vin dé vé di truyén hiém khi khéng dung ngp galactose,
thiéu hyt lactase Tmy kém hip thu glucose-galactose khang nén ding thude nay.

7. Sir dyng thude cho phu nir ¢d thai vi cho con bi:

Mang thai:

Ciac ng,hlcn ciru trén dgng vat (chudt vi tho) da cho thay doc tinh sinh san, bao gdm di tit bao thai.
Uc ché tong hop pme:taglandm ¢ the anh hieamg xdu dén thai kv, DIT lidu tir cic nghién cuu dich
t& hoe cho thiy nguy co say thai b nhién ting lén sau khi sir dyng chat (e ché tong hop
prostaglandin vio giai doan dau cia thai ky, Tiem nang nguy oo giy I'ﬁu bao thai chua duoc biet
0, nhing khang thé loai 1rir duwoe. Celecoxib, ciing gu’mg nhir eac thuac khac e ¢hé tong hop
prostaglandin, ¢o thé gy ra tinh frang co that tir cung va dong som ong dong mach rong 3 thang
cudi thay ky. Celecoxib duge ching cln dinh trong that ky va o phy nir dang mong mudn mang
thai. Néu pht_I nit mang that trong thin gian diéu 1. nén chim din dimg celecoxib.

Cho con bi: ) _

Celecoxib dirge bai 1iét trong sira cud chudt cho con bi voi nong d¢ twong wr nhur trong huyét
tuomg. Vige sir dung celecoxib dugce nghién cia trén 50 lugng phy nir dang cho con bi con gidi
han va da ghi nhan celecoxib fiét vao sita me rat thap, Phy nir ding celecoxib khong nén cho con
b sira me.

Khsi nang sinh sin:

qu trén co ché duge lire, viée sir dung NSAIDs, bao gﬁm celecoxib, co thé tri hodin hodc ngin
ngira rung tiimg, ¢6 lién quan dén kha nang vo sinh ¢o hdi phuc & mat s6 phu nir.
+ 8. Anh hudng cua thuic lén kha ning ldi xe, viin hinh may mée:

Nhimg bénh nhan b chong mat hode budn ngu trong khi ding celecoxib nén khéng dwve lai xe
hodc vin hanh may moc:

9. Twong tic, twong ky cua thude: ) o

e

Tuong tie:

Thuoe chong ding mau:

Hoat tinh chong dang phai duoe theo dai dic biét trong vai ngay dhu sau khi bat ddu hodic thay doi
liéu celecoxib & nhimg bénh nhin ding warfarin hodc thude chon dong khic vi bénh nhan nay co
nguy ¢o bi bién chimg chay miau cao. Do do, bénh nhin ding thuoe chong ding dudmg utng phai
duge theo doi chat che lhfl'l gian prothrombin hodc chi 56 binh thudomg hoa quoc te - INR, dic biér
14 trong vai ngay diu khi bt dau dimg celecaxib hofic thay déi ltﬁ:u celecoxib. D& ght nhan tnrong
hop ting thei gan chay mau via thd gan prothrombin, chu yéu o ngrin cao i, o nhimg bénh
nhin ding celecoxib dong thin voi warfarin, da co nromg hgp gay or vong.

Tang huyet ap:

Thude nhom NSATDs ¢6 thé lam giam tic dung cua thude diéu tri ting huyét dp bao gom thude (e
ché enzym chuyén, thude déi khing thu thé angiolensin I]‘ thude Tgi tidu v leﬂc chen kénh beta,
Dol vl NSAIDs bao gdm celecoxib, nguy co suy thin cip tinh, ¢6 phue héi, ting 1En & mot sb
bénh nhin by suy giam chire ning thin (vi du: bénh nhin glam thé tich tuin hodn, bénh nhan diing
thunc lizi tiéu, hodc bénh nhin cao tuoi) khi diing dﬂnf, thivi véri thude ire ché enzym chuyén, thude
d6i khang thy the angiotensin 11 va'hoiie thuoe lgi tieu. Do dé, phii than trong khi ding phéi hop
thude, dic bigt 1 & ngu cao tudi. Bénh nhin ¢dn duge uong di mirde vi theo disi chire niang thin
khi bat diu diéu tri, vi sau do theo doi dinh k3.

Trong mgt nghién ciru lim sang keéo dii 28 ngay & nhimg bénh nhin tang huyeét ap giai dogn | va
Il didu tri bing lisinopril, ding celecoxib 200 mg ngw 2 lan khéng lam ting huyet dp co ¥ nghia
thong ké khl so sinh v digu i bing gia duge, gia 1 trung binh cua huyét ap 1ém thu, mm
truong moi ngay duge xac dinh bang thiét bi giam sar huyér ap cia ngudi bénh lién we. Trong so
cac bénh nhan du‘(:rc di¢u tri bang celecoxib 200 mg ngiy 2 h{‘ 48% duwe con 1a khong dap (mg
va listnopril trong lin khim cudi ctng (dige dinh nghia 18 huvét ap im wwong = 9 mmHg hodc

4
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huyét dp tam truong ting > 10% so vé&i ban diu), so vai 27% bénh nhan diéu tr) bing gia duoe: s
khac biét ndy co v nghia thong ké.

Ciclosporin va tacrolimus:

Vife ditng chung NSAID vi ciclosporin hode tacrolimus ¢6 thé lam ting dgc tinh 1én thin coa
ciclosporin hofie tacrolimus. Nén theo ddi elire ndng thin khi ding celecoxib.

Aeid acenvisalicylie:

Celegoxib ¢d the dhrgre sir dung voi acid .ﬂ.n.t}lsahl:yhl.. licu thip nlumg khong phai la chiit thay thé
cho acid acetylsalicylic 8¢ dy phong bién ¢d tim mach. Trong cic nghién ciru diroe thue hién,
gidng voi che NSAIDs khie, nguy co b loét da du} hodc cac bién chimg da day so véi ding
celecoxib don trj duge ghi nhin khi ding chung voi licu thap acetylsalicylic acid.

Ue ché enzvm € ?F"D{S

Celecoxib 13 chit (re ché CYP2D6 Nun;, do coa elie thude trong huvci twong chuyén héa qua
enzym ndy cd thé ting lén khi diing dong thai vin celecoxib. Vi du vé cic thude duge chuyén ha
bt CYP2ZD6 la Ihum: cl!.unb trim cam 3 ving vi thude e ché chuu loe i hap thu seratonin,
thude gidm dau, thude L]'lflng logn nhip,... Khuyen cdo phai giam liéu cie thude chuyén hoa qua
CYP2D6 khi bat diu diéu tri vai celecoxib hode ting lidu thuoe bj chuyén héa gua enzym
" CYP2D6 néu ngimg diéu trj voi ce]ecnxlh

Sur dung celecoxib 200 mg hai lin mm ngay lam t&nh nnmz do dextromethorphan va metoprolol
(eac chat chuyén hoa qua CYP2D6) gip 2.6 lin va gap 1.5 ln.

Ue che enzvm CYP2C19: :

Cie n‘i,hlén ciru in vitra dd cho thiy celecoxib eo the oo ché CYP2C19, Tuy nhién dit lidu lim
sing van chua 18 ring. Cie thuoe duge chuyén how boi CYP2CI9 la diazepam, citalopram va
mipramin. :

Methotrexar: DT

5] nhimg bénh nhan viém khop dang thip, twong fac gilta celecoxib va mc{hmrexal (liéu lurgmg
thap) khong ¢6 y nghia thong ké. Tuy nhién, can phar xem x¢ét diy du vé doc tinh lién quan dén
methotrexat khi két hop hai logi thude nay.

Lithi:

Déi vai ngudi khoe manh, ding celecoxib 200 mg X 2 IE.m‘ngaiy vl 450 mg x 2 Ifina’ng:iy lithi liam
ting Cmax trung binh 16% va AUC 18% ddi véi ndng 84 lithi. Do do, bénh nhan didu r vai lithi
nén dirge theo doi chat cheé khi ding dong thin véi celecoxib hode ngimg sir dung lithi,

Thute tranh thai dwomg uong:

Trong nghién ciru twomg tde, celecoxib khéng co anh huomg lam sang lién quan dén duge ding
hoe cua thude tranh thai dirdmg uéng (norhisterone | mg/35 mierograms ethinylestradiol ).
Glibenclamiditolhuramid:

Celecoxib khéng dnh huong dén duge ding hoe cun tolbutamid (chuyén héa qua CYP2C9), hode
+ glibenclamid.

Chitvén héa kén gua enzwn CYP2C9

Péi vai nhimg rl,_gut:fi Lhuyen hou qua enzym CYP2C9 kém s& 1am ting tie dung todn thiin cla
celecoxib, khi dicu iri dong thoi vai cde chdt fre ¢hé enzym CYP2C9 nhur fluconazol sé lam ting
nong 44 celecoxib, Can tranh phéi hop cde thude ndy & nhimg nguoi chuyén hoa kém qua enzym
CYP2C9,

U ¢ché va cam g enzv m CYP2CY:

Vi celecoxib duge chuyén hoa chi yéu qua enzym CYP2C9 nén khuyén cio ding mot nura licu o
bénh nhan ding :‘Iucunam] dong thai. Sur dung déng théri celecoxib 200 mg mét Tan vi 200 mg
Mueconazol ml. Inn mai ngay, li chit e ehé CYP2C9 rnanh lam tang trung binh Cmux 60% vi
AUC 1 130% ddi voi celecoxib. Sir dyng ddng thii cde thude cim img enzym CYP2C9 phu
rifampicin, m:bamnz&.pm vii barbiturat ¢o thé Iam giam ndng d¢ celecoxib trong huyét wong.
Ketoconazol vi thude kheng acid da deiv.

Ketoconazol hodc thuoe khang acid da day duge ghi nhiin khang dnh heomg dén duge dong hoe
cua eelecoxib,
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Tré em: nghién ciru tuong tic chi duge thie hign & ngudi lom, chua thyre hién 6 tré em.

Twong ky:

Do khéng ¢6 cic nghién ciru ve tinh twomg ky cia thuoe, khéng trdn lan thude nay véi cic thude

khae.

. 10 Tic dyng khing mong muin cia thuf.}[::
Nguy cef huyét khoi tim mgch (xem thém phin Canh bdo va thiin trong).

Nhiém
khudn

Réi loan hé
ta0 min

Rdi loan hé
mién dich
Rii logn hé
chuyén hoa
vi dinh
dudng

Réi loan
tam thin

Réi loan hé
than kinh

Ri logn
mat

Réi loan tai
vii tién dinh

Réi logn
tim mach

Rii loan
vin mach

Réithay  Thwing gip
Zip (= 1100 -<
= 1/10) 1/10)

Viem xoang,

nhiém khuan ho

hip trén, viém
hong, nhidm
khuan dirdmg
ticu

Qud man

Mit ngu

Chong mit, tang

truong lue co,
dau dau

Nhoi mau cor
tim

Tang huyét
ap (bao gom
tang huyét
ap kich
phit)

it gip Hiém gip
= 1/1000- (= 1/10000 - <
<1/100) 1/1000)

Giam bach
céu, gidm tieu
céu

Thiéu mau

Tﬁn_g kali
huyét

Lo du, trdm  Nhém lin, 40
cdam, mét giic

moi

Nhdi mau

ndo, roi logn

gide nag,

buén ngu

R&i loan thm Xudt huyét két
nhin, viém  mac
giac mac

U tai, ha

huyet ap

Suy tim, tim Loan nhijp

nhanh. lean

nhip
Thuyén tic
phoi, do bimg
mat

Khong
Rit hiém gip  tinh
(< 1/10000)  dwee tin
suit

™

Giam té bao
L

Phan (mg soc
phan vé

Xust h}l_vét ndo
(bao gom ca
xudt huyét ndi
50), viém mang
nio vo khudn,
dong kinh

Tic dong mach
vong mac, tic
tinh mach vong
mac

Viém mach
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Réi loan hé
hip, ngure,
trung thit
Rii loan
tieu hoa -

Rii loan
zan mit

Roi logn da
v ma durdi
da

Roi loan cor
xuong khop
Rii loan
thiin va tiét
nigu

Réi loan cor
quan sinh
sin

Viém miii, ho,  Viém phé
kho the quin

Buon non, dau  Téao ban,

Viém phoi

Xuit huyét ticu

bung, tiéu chay, viém da day, hoa, loét ta
chimg khd tidu, viém rudt, ¢ tring, loét da

day hoi. non ~ haoi
mra, kho nuot

day, loet thue
quan, loét
duong rudt va
rudt gid, thiing
rudt, viém thye
quin, viém tyy,
viém dai tring

Bat thudng  Viém gan

chire ndng
oan, ting
enzym gan
(bao gf)m
SGOT v
SGPT)

Phit ban, nglra  Miy day

Pau ¢é chin Chudt rin
Tang
creatining
huyét, téng
ure huyet

Phi, rung toc,
nhay cam vii
anh sing

Suy thn cap
tinh, ha natri
huyet

Réi loan kinh
nguyet

M

Suy gan (déi
khi gay tir vong
hodc doi hoi
phai ghép gan),
Viém gan 101
cip (o thé gy
r vong), hoa
tir gan, vang da.
i it

Viem da troc
vity, hong ban
da dang, hi
chimg Stevens-
Johnson hoai ur
thuemng bi
nhiém dic,
phan (rhg thude
e trigu chimg
ting bach cau i
toan va cie triéu
ching toan
thén, ngoai ban
mun mi 1oan
than cip tinh,
viém da

Viém co

Viém thin kg,

héi chimng thin

hur, viém ciu

thin ¢d ton

thurong than
Gidm
kha nang
thy thai &
nir
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Réi loan Bénh gia cim, Phuo mdr,

ring quat phiingoai vi,  dau nguc .
tang thé tich b‘i
tudn hoin

1. Qua liéu va citch xir fri:

Khong ed dir li¢u ve qud licw. Lidu don 1én dén 1200 mg va lidu I3p lai 1én dén 1200mg 2 lan méi
ngay o nguoi khoe manh rong 9 ngay khong cho thiy diu hu:u tdc dung bar loi vé qua liéu. Khi
nghi ngo qud liéu, cin ¢o cic bién phap y h: thich hop nhu ciin j,mm ning d6 thude trong da diy.
qua sat dau higu lim s:mf,. néu cin thiét, cin co cic bién phip hé trer tich cure. Tham phin mau
duge xem khing hidu qua d¢ loai tmir thude do thude lién két vai protein huyct frong cao.

12, Cée dac tinh duwge Iy:

Nhom rdc dung duege [V: thide chang viém khing steraid, mia ATC: MOIAHOL.

12.1 Bac tinh du-;re Iyre hge:

Celecoxib la mot thuoe ::hnng Viém khung, steroid, (re ¢hé chon loc eyelooxygenase-2 (COX-2),
¢ céc tic dung diéu tri chéng viém, giam dau. Co ché tée dung cua celecoxib 1 irc ché 1éng hop
prostaglandin, cht vén qua (e ché i isoenzym cyclooxygenase-2 (COX-2). lam giam U two
thinh cae tién chit coa pm‘%taglandm Celucmlh {rc ché chon loe trén COX-2 nén tac dung bit leri
trén dudmg tiéu hoa it hon cde thude ching viém khang steroid ire ché khong chon loc
12.2  Byic tinh duge djng hoc:

Hap thu: hip thu bt qua durémg tidu hia. Khi ué}nE‘ mot licu duy nhét 200 mg, ning do dinl
huyét nromg xay ra 3 gio sau khi udng. Mire nong d@ dinh trong huyét tramg 1a 703 n
Nghién ciru sinh kha dung wyé doi chua dige thue hign, Khi sir dung nhidu lidu, lmng
dinh dat duge vio hode trude ngay 3. Khi ding véi thire dn chira nhicy chiit béo. mite
dinh trong hu}'ct wrong duge tri hodn trong khoang 1-2 gidr véi mite tang AUC khoang 10% dén
20 %,

Thé tich phdn ba: thé tich phin bd & trang thai 6n dinh khi ding liéu 200 mg, ngudi khoe manh la
429 liv

Lign két véi protein huyét twong: 97% lién két vai albumin va lién két voi acid glyeoprotein v
mire do it hom.

Um,mn hoa: chuycn hoa gqua gan. Celecoxib chuycn hoa chi yéu théng qua eytochrom P450 2C9.
Ba chit chuyén hoa, hop chit chin alcol, hop chét chira acid cucboxyl:c Vi hl;rp chit lién hop
slucuronide di duge xac dinh trong huyét twong nguol. CYP3A4 cing tham gia vio sy hydroxyl
hoa celecoxib, nlumg mire dé thap hom. Céc chit chuyén hoa khéng heat dong nhur chit (re ché
COX-1 hogc COX-2.

Thai trie; celecoxib thai trir qua chuyén hoa o gan dudi dang khong ddi (< 3%) trong nude tmu vi

phén, 57% liéu dung dugre thii trir qua phin va 27% duge thai tinr qua nude tigu, Chat chuyén hoa
chinh trong nwdc tiéu 12 hop chit chira acid carboxylic (73%). Nong do glucuronide trong mude
tidu thap.

Thii gian ban thai: 11 gid.

3. Qll\" céach dong g6i: Hop 3 vi x 10 vién nang clmg

14. Didu Kién bio quan bao quin khing qui 30°C, tranh inh sdng,

15, Han diing cia thude: 36 thing ké tir ngdy sin xudt.

16. Tiéu chugn chiit lrong eiia thufie: TCCS

17. Tén dia chi cia co si san xudt:

M/s. Windlas Biotech Private Limited

Plant-2, Khasra No. 141 to 143 & 145, Mohabewala Industrial Arca, Dehradun-248110,
Uttarakhand, India /An B§,
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