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HUONG DAN SU DUNG
Rx Thube béin theo don “f

BEROXIB
PHAN HUONG DAN $U DUNG THUOC CHO NGUOT BENH
1. Tén sin phim: BEROXIB
2. Ciic ciu khuyén cdo

Tfmt‘c ndy chi dimg theo dom ciia bdc 57", "Dpe ki Iring ddin sic dung tnese khi dimg", “Dé xa

tdm !ay tré em”, “Thing bio cho bde sT nhimg téc dyng khong mong mudn gdp phai khi sic dung
thude’

3 *nmnh phiin cia thude

Hoat chét: Celecoxib 200 mg.

Td duge: Lactose monchydart, PVP K30, natri lauryl sulfat, magnesi stearat, talc, natri starch
glyeolat vira di | vién.

4. M ti sin phim: Vién nang cirng sb 2, thin vi nip 6 mau triing — ving, bén trong chim bt
thude mau tring.

5. Quy cich ddng goi: Chai 100 vién, hip 3 vi x 10 vién, hip 10 vi % 10 vién, hip 100 vix 10 vién.
6. Thudc ding cho bgnh gi

- Diéu trf trigu chimg thodi hod khap va viém khép dang thip & ngudi 16m.

- Bliu trj bd try 48 lam gidm s6 lugng polyp trong lidu phip thng thudmg didu trj bénh polyp dang
tuyen dai - tryre triding cb tinh gia dinh,

- Pidu tr dau edp, ké ci dau sau phiu thujt, nhd ring.

- Pidu tri lh:‘:-ng kinh nguyén phat.

7. Nén ding thude ndy nher thé ndo va lidu lrgng

Ciceh diing: Thude uéng ngay | lin hojic chia lim 2 Lin bang nhau, déu ¢b tic dyng nhy nhau trong
diéu trj thodi hod xueng - - Khép. Ddi voi viem khop dang thip nén ding li¢u chia déu thanh 2 I&n,

Liu 200 mg/ lin, ngay uéng 2 lin, co thé udng khong cin chi ¥ dén bira an, liéu cao hon (nghia 14
400 mg/ lin, ngay ubng 2 lin) phai uéng vio biva an (ctmg viri thire an) dé cai thign hap thu,

- Liku lwong: Dé didu 1rj thodi hoa xuong - khap, lidu phai didu chinh theo nhu ciu v ddp tmg cia
timg ngudi bénh, tim liéu thip nhét vi ¢6 higu qua.

Thodi hod xweng - khép: Libu thong thubng 14 200 mg/ ngiy, udng | lin hode chia lim 2 lidu bing
nhau. Ligu cao hom 200mg/ ngdy (nhur 200 mg/ Min x 2 lin/ ngiy) khong o6 higu qu& hom.

Viém khip dang thdp & ngudi lom: Lidu thong thudmg 12 100 - 200 mg/ tin x 2 lin/ ngdy. Lidu cao
hom (400 mg/ 1in x 2 lin/ ngdy) khong c6 higu qu& hom.

Polyp dgi - treee trdng: Lidu 400 mg/ Fin x 2 1an/ ngdy. DO an todn va hidgu qua cia lidu phip trén 6
thang chira duge nghign clu,

Ba noi chimg vé thing kink: L:cu thong thudmg & ngudi 1ém 12 400 mg/ lin, tiép theo ufng thém
200 mg néu cin, trong ngay diu. DE tiép we gidm dav, cb thé cho lidu 200 mg/ ngly, chia lam 2 lin,

néu

Nglra'r cao tudi: Khong cin didu chinh lidu & ngudi trén 65 wdi mic di ndng i thube ting trong
huyél wong. Tuy nhién, di v&i ngudi cao wdi eo wong lugng co thé dudi 50 ke, phai ding lidu
khuyén cao thip nhit khi bit diu diéu 1.

Suy thn: Chua duge nghién el v khdng khuyén cdo ding cho ngwdi suy thin, Néu cin thiét phai
ding celecoxib cho ngudi suy thin ning, phai giam sat ciin thin chire ning than. Khing ¢ Khuyén
cho dic bigt ndo vé dicu chinh lidu cho ngudi suy thin man.

Suy gan: Chua duge nghién i va khing khuyén cio diing cho ngudi bénh suy gan ning. D& vai
suy gan vira, khuyén cio gidm lidu khodng 50%,

8. Khi ndo khiing nén diing thude niy

Qui min véi celecoxib, sufonamid hofc bit ky thanh phiin nao cia thube.

Suy tim ning. :
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Suy thin ning (hé sb thanh thai creatinin dudi 30 ml/ phitt).

Suy gan niing.

Bénh viém rudt (bénh Crohn, viém loét dai trang).

T{é_n sir bj hen, miy day, hofc cde phan img kiéu dj img khdc sau khi ding aspirin hofic céc thube
chong viém khong steroid khac. DA ¢6 bdo cdo vé cde phin img kifu phin v nang, dai khi giy chét, voi
chc thude chdng viém khong steroid khéc & nhimg ngutyi binh ny.

9. Tie dyng khdng mong mudn

Tée dung khong mong mudn cia celecoxib & liu thudmg ding néi chung nhe vi ¢6 lién quan dén
dudmg tiéu hod. Nhimg tdc dung khong mong mubn Khién phai ngimg ding thude nhidu nhét gbm:
kh tiéu, dau bung. Khoéng 7,1% nguivi bénh diing celecoxib phai ngimg diing thudc vi cdc tie dyung
khang mong mudn so vii 6,1% ngudi bénh ding placebo phai ngimg.

Thweimg gdp, ADR = 1/1000;

Tiéu hod: Bau bung, ia chiy, khé ti¢u, diy hoi, budn ndn.

H hip: Viém hong, viém mii, viém xoang, nhiém khuin dudng hé hip wén,

HE thin kinh trung wong: Mt ngd, chéng mit, nhire ddu.

Da: Ban.

Toan thin: Bau lung, phit ngoai bién.

Hr'é'mg{}p. ADR < I/1000

Tim mach: Ngdt, suy tim sung huyét, rung thét, nghin mach phdi, tai bién mach mdu ndio, hoai thir
ngoai bién, viém tinh mach huyét khéi, viém mach.

Tiéu hod: 'l_'éc rudt, thing rudt, chay méu didmg tiéu hod, viém dai trang chiy méu, thiing thye quan,
viém tuy, thc ruft.

Gan mit: Bénh 56i mjt, viém gan, vang da, suy gan.

Huyét hoe: Giam lugng tiéu ciu, mit bach ciu hat, thiéy méu khong i 1ao, gidm todn thé huyét chu,
gidm bach ciu.

Chuyén hos: Giam glucose huyét,

H¢ thiin kinh trung wong: Mét diéu hod, hoang tudme, tir sit,

Thin: Suy thin ¢fp, viem thin k&,

Da: Ban 44 da dang, viém da trdc, hdi chimg Stevens — Johnson,

Toan than: Nhifm khudn, chét djt ngdt, phan img kidu phan v§, phi mach.

Nguy co huyét khoi tim mach:

Thude e6 thé lam ting nguy co xudt hign bifn ¢ huyét khéi tim mach, bao gdm ca nhdi mau o ti
v dit quy, ¢6 thé din dégn tir vong. Nguy co ndy ¢d thé xudt hién sém trong vai wén diu ding thube
;:’ ¢6 thé ting 1én theo thor gian ding thude. Nguy co huyét khéi tim mach duge ghi nhin chi yéu &
itu cao. ;
Bic s7 cin ddnh gid dinh k sir xuft hién ctia cdc bién <o tim mach, ngay ca khi bénh nhan khong c6
cdic tridu chimg tim mach trude do. Bénh nhin cin duge cinh bao vé cde trigu chimg ciia bién b tim
mpch nghiém trong v ¢in tham khdm bic s7ngay khi xudt hién ¢ic triéw chimg nay

Bé gidm thidu nguy co xudt hién bién b bdt loi. cin sir dyng Beroxib & liéu hing ngdy thip nhét ¢d
hi¢u qua trong thiri gian ngén nhit ¢6 thé.

Thing bdo cho béc s7nhitng tde dung khéng mong mudn gap phéi khi sic dung.

10. Nén trénh diing nhing thude hojic thire phim gi khi dang sir dung thue nay

Twomg téc chung: Celecoxib chuyén hod qua trung tim cytochrom Pss2C9 trong gan, Sir dung dong
thiri celecoxib véi cdc thude ¢ the dung ire ché enzym ndy ¢6 thé anh huéng dén duge djng hoc cla
celelcoxib, nén phai thin trong khi diing déng thdi cdc thude ndy. Ngodi ra, celecoxib ciing (re ché
eytochrom Pysg2C6. Do d6 ¢6 kha ndng twong tic gifta celecoxib va cée thude duge chuyén hod boi
Pasa2C6.

Thude trc ¢hé men chuyén angiotensin: Che thube chéng viém khing steroid ¢ thé lam gidm thc
dyng chdng ting huyét dp cia cde thude (re ché men chuyén angiotensin. Cén chii ¥ dén twong tic
ndy khi ding celecoxib déng thai vai cde thude ire ché men chuyén angiotensin,

J
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Thude lgi tiéu: Cae thude chng viém khing steroid ¢6 thé 1Am gidm tdc dyng ting bai tiét natri nigu
ciia furosemid va thiazid & mdt s& bénh nhan, ¢6 thé do (e ¢hé tdng hgp prostaglandin va nguy co
suy thin ¢6 thé gia ting.

Aspirin: Miie di ¢6 thé dimg celecoxib cling véi liéu thip cia aspirin, viée sir dung ddng thai hai
thudc chong viém khong steroid ndy co thé din 161 ting 7 1¢ loét dudng tiéu hod hofic cdc bién
chimg khic, so v6i viéc dimg celecoxib riéng I8, Vi khong ¢6 the dyng khang riéu ciu, celecoxib
Khong phii 1a chit thay thé aspirin doi véi vige dy phong bénh tim mach.

Flugonazol: Ding déng thdi celecoxib véi fluconazol ¢b thé din dén ting ding ké ndng d§ huydt
tuong ¢da celecoxib. Tuomg tie duge ddng hoe niy b thé do fluconazol e ché isoenzym Pusp2C9 ¢6
lién quan véi sy chuyén hod celecoxib. Nén bit diiu didu tri celecoxib vai liu khuyén ding thip nhit
drmgudii bénh diing fluconazol ddng thi,

Lithi: Celecoxib ¢6 thé lam gidm s thanh thii thin cia lithi, diéu ndy din 16 ting ndng 4§ lithi
trong huyét twong. Can theo ddi chit ché ngudi bénh ding ddng thdi lithi va celecoxib ve cde ddu
hiéu dée cia lithi va ¢in didu chinh lidu cho pht hop khi bit déu hofie ngimg ding celecoxib.
Warfarin: Cfic bién chimg chiy mau két hgp véi ting thdi gian prothrombin d3 xdy ra & mét sb
ngudi bénh (chi yéu ngudi cao tubi) khi ding celecoxib dong thii vioi warfarin. Do 46, ¢in theo ddi
cdc x¢ét nghiém vi dong mdu nhur thév gian prothrombin, die bift trong miy ngdy diu sau khi bt diu
hagie thay dbi ligu phap, vi ede neuiri bénh ndy 6 nguy co bién chimg chiy miu cao.

11, Céin lam gl khi mdt Vin quén khong ding thude

Ubng ngay 1 Tiéu khi ban nh@ ra minh 43 quén uéng thude. Nhumg néu thisi gian nhdé ra gin lidu ké
tiép thi bd liéu 43 quén vi ubng nhu theo that gian quy dinh. Khéng duge udng gip 46i licu trong
trirdmg hop quén ding thuée.

12. Ciin bio quin thubde nay nhir thé ndo: Nei khd, trénh dnh sing, bao quén & nhigt db dwdi 30°C,
13, Nhimg ddu higu vi tri¢u chimg khi ding thube qud lidy

Biéu hign: Qui lidu cde thude chéng viém khing steroid c6 thé géy ra ngi lim, ngd o mo, budn nén,
néin vi dau ving thigng vi, Cie bicu hién ndy thubmg phyc héi véi vide didu i ning 4o, Cling xay
ra chiy mdu dudmg 1iéu hod. Cac bidu hién xiy ra hiém hon 1a ting huyét dp, suy thin cip, e ché ho
hip va hén mé. Cae phin tmg kidu phin vé da duge thong bio v lidu diéu trj cda thube chéng viém
khéng steroid va e6 the xdy ra khi qua lidu.

Bidu trf: idu i qué lidu thude chdng viém khong steroid bao gbm diu 1rj ridu chimg va ning d0.
Khong cb thube giai dje dic hi¢u dbi voi thude chong viém khong steroid. Trong 4 giir ddu sau dimg
qué fiéu, lidu phip giy non vi/ hodic cho than hoat (60 - 100 2 cho ngudi 1én hoge | dén 2 ¢f kg cho
iré em) v/ hofic mdt thube thy thim thdu e thé e Igi ich dbi véi nhimg ngudi bénh d ¢b bidu hign
bénh 1y hofic d3 ubng mét lugng thude qué Ion. Khong biét celecoxib 6 logi duge biing thim ich
mau hay khéng, nhimg thube gin vio protein vai 13 18 cao goi ¥ sir dyng cde bign phip bai ni¢u
cudmg bire, kiém hod nuée tidu, thim tich mdu, hodc truyén méu c6 thé khong ¢ hiéu qua loai bd
lugmg lém celecoxib ra khoi cor thé.

14. Ciin phéi lim gl khi diing thube qud lidu khuyén eio

Trong trrdmg hop qud lidu hojie tré em u(‘mg nhim lhuéc:, chuyf!n ngay bénh nhin dén trung tim Y @
ghn nhit v mang theo toa thude niy.

15. Nhimg diéu chin thin trong khi ding thude nay

Cin thin trong ding celecoxib cho ngudi ¢b tidn sir loét dg diy 14 tring, hofic chay mau dudmg tidu
hod, mic di thufic duge coi 1 khong gay tai bién duimg ticu hod do ire ché chon lge COX - 2.

Ciin thin trong khi ding celecoxib cho ngubi cé tién sir hen, dj tmg khi ding aspirin hodic m{t thube
chéng viém khéng steroid vl 6 thé xay ra sbe phin vi.

Clin thin trong dimg celecoxib cho ngudi cao wdi, suy nhuge vi 9 gy ra chay méu dudng ticu hod
vit thudmg chie ning thin bj suy gidm do twoi.

Celecoxib cé thé gy dc cho thin, nhit 1 khi duy i I lugng méu qua thin phii cin din
prostaglandin thin hd trg. Ngudi ¢ nguy ¢or cao gbm cd ngwdi suy tim, suy thin hofic suy gan. Cin
rht thin rong ding celecoxib cho nhimg ngwdi bénh nay, Ciin thin trong khi ding celecoxib cho
ngudd b phi, gilr nude (nhir suy tim, thin) vi thube gdy & dich, lam bénh ning 1&n, Cn thin trong
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khi diing celecoxib cho nguidi bj mit nude ngoai 1é bdo (do ding thudc lgi tiéu manh), Cin phai didu
tri tinh trang mét nude tnrde khi ding celecoxib.

Vi ghura rd eelecoxib ¢6 1am gifm nguy co ung thir dai - trye tring lién quan dén bénh polyp dang
tuyén dai - truc tring ¢6 tinh chit gia dinh hay khang, cho nén vin phai tiép tuc chdm soc bénh niy
nhur thudmg 1€, nghfa 1 phai theo doi nii soi, cit bo dai - trye tring dir phong khi cin,

Ngodi ra ein theo doi nguy co bién chimg tim mach (nhéi mdu co tim thiéu mdu co tim cye bo).
Celecoxib khing ¢6 hogt tinh ndi tai khang tiéu chu va nhu vy khéng bio vé duge cic tai bién do
thiéu médu co tim, nhit 14 néu diing lidu cao kéo dai (400 - 800 mg/ ngay).

Do trong thinh phin thude ¢ chita lactose nén khéng nén sir dyng cho bénh nhin khing dung nap
galactose, thiéu hut lactase hojic kém hiip thu glucose — galactose,

Newy e huyét khii tim mach:

Thudc ¢b thé 1im ting nguy co xufit hién bifn ¢& huyét khéi tim mach, bao gbm ca nhdi méu co tim
vi dit quy, ¢6 thé din dén tir vong. Nguy co ndy ¢6 thé xudt hién sém trong vai wén dau ding thude
vﬁé cd thé ting 1én theo thai gian ding thube. Nguy co huyét khdi tim mach duge ghi nhin chit yéu &
licu cao.

Bic s7cln didnh gid dinh k¥ sir xudt hién cla cée bidn ¢ tim mach, ngay & khi bénh nhin khéng c6
¢dc trigu chimg tim mach tnrde o, Bénh nhin edn duge canh bio vé cde riéu chimg cla bifn ¢d tim
mach nghiém trong vil ¢fin thiam khim béc s7ngay khi xufit hign cde trifu chimg nay

Bé gidm thidu nguy co xudt hign bién cb bit lgi, chn sir dung Beroxib & lifu hing ngay thip nhit ¢4
hi¢u qua trong thér gian ngdn nhit ¢6 thé.

- Sir dung cho phy nir ¢d thai va cho con bi:

+ Thri ki mang thai: Cho t&i nay, chua ¢6 ¢6 cde nghién ci diy di vé celecoxib & phy nir mang
thai. Chi nén diing celecoxib cho phy nir mang thai khi lgi ich cao hon nguy co 6 thé xiy ra ¢6i vii
thai. Khong dimg celecoxib & 3 thang cudi cta thai k¥, vi cde chiit e chi téng hop prostaglandin ¢
thé the dyng xdu trén hé tim mach cia thal,

+ Théi k¥ cho con bit; Chua bit celecoxib c6 dwge phin bé vio sita me hay khang. Vi celecoxib ¢d
thé b nhilng tic dung khdng mong mudn nghidm trong & tré nhd bi s@ia me, cin cin nhie lgif hai
hodie ngimg cho bd, hofic ngimg ding celecoxib.

- Tdhe dung ciia thude khi 1 xe vi vin hanh may méc: Khong dnh hudmg dén khi niing 18i xe va
vin hanh mdy mée. tuy nhién phin img phy nhir chéng mat ¢6 thé xiy ra. Néu xay ra phan img phy
niy trénh 141 xe va viin hinh mdy mée.

16. Khi nio cin tham vin bic sy

Khi gip phéi nhimg tdc dyng khﬂn; mong mubn khi sir dyng thudc va khi ding qué licu quy dinh.
Néu cin thém thing tin xin hoi ¥ kién bie sThojic duge si.

17. Han ditng ciia thude: 36 thing ké vir ngay sin xufr.

18. Tén, dja chi, bifu twong (néu cb) ciia co s sin xuil

Sén xndt tgi: CONG TY CO PHAN DUQC BECAMEX

Hia ehi: Dwdmg NAG, KON My Phude 2, Bén Cét, Binh Duong

Dign thogi: 02743553326 Fax: 0274,3559899

19, Nghy xem xét sira ddi, ciip nhiit lai ndi dung HDSD thuic

HUGNG DAN SU DUNG THUOC DANH CHO CAN BQ Y TE

1. Ciic dfe tinh dwgre lire hoe, duge dfng hoe

- Durgee lye hoe: Celecoxib 13 mit thude chdng viém khang steroid, ire ¢hé chon loc cyclooxygenase-
2 (COX-2), ¢ cdc tic dung chéng viém, gidm dau, ha sét. Co ché 1ic dyng cla celecoxib dugc coi 14
ire ché téng hop prostaglandin, chi yéu théng qua 1dc dung fic ché isoenzym cyclooxygenase-2
(COX-2), ddn dén lam gidm sy tgo thanh cde tién chit cda prostaglandin. Khdc vdi phin 16n cic
thuic chong viém khong steroid €6 trude diy, celecoxib khong ire ché isoenzym cyclooxygenase-1
(COX-1) véi cde nbng db didu 1 & nguedi 16n. COX-1 12 m{t enzym chu tric ¢b & hilu hét cde mb,
bach cliu dom nhin to va tiéu clu, COX-1 tham gia vio o huyét khéi (nhu thite diy ngung 1p titu
cfiu) duy tri hing rio niém mac bio v clia da dity va chire ning thin (nhu duy tri wéi méu thin). Do
khéng tic ché COX-1 nén celecoxib it ¢6 nguy co giy cde tie dung phu (thi du nhir ddi véi tidu cho

v/
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niém mac da diy), nhing ¢6 thé gy cac tie dyng phu & thin teemg ty nhar cde thude ching vitm
khéng steroid khdng chon loc.,

- Durgre dng hge:

Hép thu: Celecoxib duge hip thu nhanh qua dudmg tidu hod. Uling celecoxib vdi thire &n ¢é nhiéu
chit béo lam cham thév gian dat néng 49 dinh trong huyét twromg so véi udng lie doi khoang | dén 2
gidr va lam ting 10 - 20% dién tich dudi duomg cong (AUC). €6 thé ding celecoxib ding thai vai
thire &n ma khéng cin chd ¢ dén thivi gian cdc biva in,

Néng ¢ dinh trong huyét tuong cia thube dat & 3 gitr sau khi udng mit liéu duy nhat 200 mg lic d6i
v trung binh biing 705 nanogam/ ml. Nﬁng d4¢ thute & trgng thai on djnh rong hu_vél frromg dat duge
trong vong 5 ngay, khng thay ¢ tich lug. & ngudi cao tudi trén 63 tudi, néng 49 dinh trong huyét
wrong va AUC tang 40% vi 50% twomg img so vai ngudi tré, AUC cia celecoxib & trang thii on dinh
ting 40% hofic 180% & ngudi suy gan nhe v vira tuong g va gidm 40% & ngudi suy thin man tinh
(tée 4 loe chu than 35 - 60 ml/ phit) so véi ngudi binh thiimg.

Phiin bo: Thé tich phin bd & trang thdi én dinh khoang 400 lit (khodng 7,14 lit/ ke) nhwr viy thude
phin bé nhidu vio mo. G ndng dd didu trj trong huyét wong, 97% celecoxib gin vao protein huyét
turomg.

Thai trir: Thiri gian ban thii trong huyét trong clia celecoxib sau khi udng 14 11 gidr vi he 56 thanh
thii trong huyét twong khodng 300 mlf phut, Thi gian bin thii cia lhyéc kéo dai & ngudi suy thin
v suy gan, Celecoxib duge chuyén hod trong gan thinh ¢de chit chuyen hod kiving ¢6 hoat tinh béi
isoenzym CYP2C9. Celecoxib thai trir khodng 27% trong nude ticu vt 57% trong phitn, dudi 3%
liéu duge thai trir khing thay déi.

- Céie di¥ ligu an todn tién 1im sing: Cdc dir ligu an todn tién Km sing cho thiy khing cb nguy
hiém nio cho con ngudi dua trén cée nghién ciu theo quy dinh vé doe tinh vai lizu nhic lai, tic dung
giy dt bién va ung thw. Céc nghién ciru ddc tinh trén thai nhi theo quy dinh dua ra két qua phy
thudc liéu diing clia thodt vi co hodnh trén bio thai chudt va dj 1t tim mgch trén bao thai thd. Trén cd
2 lodi, ce dnh hwimg niy dupe theo doi ob hé thing & lifu gdp 5 - 6 thn lidu 8& nghi lim sing cao nhit véi
viém khdp dang thiip ém mg). Trén chudt cng, ding celecoxib trong thii k' phit trién diu cda bio
thai giy ra t6n hgi dén phoi thai triede va sau khi ey, Nhimg t4e dong ndy c6 do sy iz ché ting hop
prostaglandin, v khéng gin lién véi mét chire nang sinh san vinh vién,

2. Chi dinh, lifu leyog va cieh ding, ehing chi djnh

Chi dinh

- Didu tri triéu chimg thodi hod khp vi viém khép dang thip & ngudi 1én,

- Didu trj bd tro @& Bm gidm s lugng polyp trong lidu phip thong thudmg didu tr] bénh polyp dang
tuyén dgi - irgc trdng 6 tinh gia dinh.

- Bidu 1rf dau ¢dp, ké ci dau sau phiiu thudt, nhé ring.

- Didu 1rj théng kinh nguyén phat.

Liéu lrgng vi cieh ding

- Chch ding: Thube ubng ngay 1 lin hofic chia lm 2 lin bing nhau, déu cb the dyng nhur nhau
trong ditu trj thodi hod xuong - kiéip. BSi véi viem khop dang thip nén ding lidu chia déu thinh 2
Tin. Lidu-200 mg/ Hin, ngdy ubng 2 lan, e6 thé ubng khong cin chi ¥ dén biva &n, lidu cao hon (nghta
la

400 mg/ in, ngdy ubng 2 lin) phai ubng vdo bira &n (ciing v thire n) d€ cdi thign hip thu.

- Litu lrgng: D& diéu trj thodi hod xuwong - khép, liéu phai ditu chinh theo nhu cdu vi dip ing cia
timg ngudi bénh, tim liéu thp nhit va c6 hidu qua. -
Thodi hod xiremg - khép: Lidu thong thuimg 14 200 mg/ ngdy, uéng 1 lin hofic chia lim 2 litu bing
nhau. Lidu cao hon 200mg/ nghy (nh 200 mgf Hn x 2 1inf ngdy) khéng cé hifu qua hon. -

Viem khap dang thdp & ngwdi lom: Lidu thng thidng 13 100 - 200 mg/ tn x 2 lin/ ngy. Lidu cao
hern (400 mg/ Kn % 2 lin/ ngdy) khong ¢d hitu qua hon,

Polyp dai - trie tring: Lidu 400 mg/ tin x 2 thn/ ngdy. D) an toan v& hi¢u qui cia figu phip trén 6
théang ¢hua durge nghién ciru,

"
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Daw ndi chung va thdng kink: Libu thong thuémg & ngudi 16n 14 400 mg/ 1in, iép theo ubng thém
220 mg néu can, trong ngdy diu. BE tidp e giam dau, cb thé cho lidu 200 mg/ ngly, chia lim 2 1in,
néu ean.

Ngrii cao fudi: Khéng cin didy chinh 1iéu & nguii tén 65 whi mic dd ndng d thude ting trang
huyét tuomg. Tuy nhién, d6i voi ngudi cao wdi cb rong lugng co thé dudi 50 kg, phai ding litu
khuyén cdo thip nhit khi biit diu di%u tri.

Suy thén: Chura duge nghién etru vi khéng khuyén edo dimg cho ngurdi suy thin, Néu efin thiét phai
diing celecoxib cho ngudi suy thin ning, phéi gidm sit cin thin chire ning thin. Khing ¢t khuyén
cho diic bigt ndo vé dicu chinh lidu cho ngudi suy than man,

Suy gan: Chua duge nghién eiru va khéng khuyén cio dimg cho ngudi bénh suy gan niing. D6 véi
suy gan vira, khuyén cdo giam libu khodng 50%.

Chéng chi dinh

Qué min vdi celecoxib, sufonamid hojic bit ki thinh phin nio cia thude.

Suy tim nding.

Suy thin ning (hé 56 thanh thi creatinin dwdi 30 ml/ phiit).

Suy gan niing.

Bénhi viém rudt (bénh Crohn, viém loét dai triing).

Tién sir bj hen, may day, hode cac phan img kiéu di img khic sau khi ding aspirin hode cie thude
chéng viém khing steroid khie. DA ¢6 bito cdo vé cdc phan {mg kil phin vé ning, d6i khi giy chét véi
cdic thude ching viém khong steroid khdc & nhimg ngudi bénh ndy.

3. Thin trong khi diing thudc

Cin thin trong diing celecoxib eho ngudi ¢d tién sit lodt da diy 1 ring, hofie chdy méu dudmg titu
hod, mic di thube duge coi 1 khong giy tai bién dudmg tigu hod do (e ché chen lpe COX -2,

Céin thin trong khi ding celecoxib cho nguii ¢6 tién sir hen, dj tmg khi ding aspirin hodic mjt thude
chbng viem khéng steroid vi cd thé xdy ra sde phim vé,

Céin thiin trong diing celecoxib cho ngtedi cao tubi, suy nhuge vi dE gay ra chiy méu dudmg ticu hod
v thudmg chire niing thin bi suy gidm do twéi.

Celecoxib ¢6 thé gdy ddc cho thin, nhit 14 khi duy tri hou heong mau qua thin phii cin dén
prostaglandin thin hi tron Negwoi cb nguy co cao 2bm c6 ngudi suy tim, suy thin holic suy gan. Cin
tit thin trong dimg celecoxib cho nhimg ngwid binh nay. Cén thin trong khi dimg celecoxib cho
ngwrdyi b phi, gitr nude (nhur suy tim, thdn) vi thuGe gdy (r dich, lim bénh ning 1&n, Cin thin trong
khi diing celecoxib cho ngudi bj mdt nude ngoi té bao (do ding thuic Igi tifu manh). Cén phii ditu
1rj tinh trang mét nude trude khi ding celecoxib,

Vi ehira rd celecoxib ¢b Tam gidm nguy co ung thu dai - trye tring lién quan dén bénh polyp dang
tuyén dai - trye tring ¢6 tinh chit gia dinh hay khang, cho nén vin phéi tiép tuc chdm sbc bénh nay
nhur thudmg 1€, nghia 14 phii theo doi ndi soi, cfit bo dai - tryc tring dir phéng khi cin.

Ngodi ra ¢in theo doi nguy co bién chimg tim mach (nhdi mdu co tim thiéu méu co tim cye bg).
Celecoxib khong c6 hoat tinh ndi tai khéng tidu chu va nhwr viiy khing bao vé duge ce tai bién do
thiéu méu co tim, nhit 13 néu ding lidu cao kéo dai (400 - $00 mg/ ngdy).

Do trong thinh phin thudc co chita lactose nén khng nén sir dung cho bénh nhin khéng dung nap
galactose, thifu hut lactase hodc kém hip thu glucose — galactose.

Neuy o huypct khii tim mgch:

Thude ¢6 thé 1am ting nguy co xudit hign bién ¢ huyét khdi tim mach, bao gdm cd nhdi mu co tim
v dt quy, €6 thé din dén tir vong. Nauy co ndy ¢6 thé xuit hién sém trong vai tuin ddu ding thude
vi ¢6 thé ting 1én theo thdi gian dimg thube. Nguy co huyét ki tim mach duge ghi nhin chil yéu &
licu cao,

B4c 5T cn d4nh gid dinh ki sy xuit hidn cba cde bién ¢ tim mach, ngay ¢ khi bénh nhan khng c6
céc trigu chimg tim mach tnrde dé. Bénh nhin eéin duge cinh bio vé cde trigu chimg cba bién cb tim
mach nghiém trong vi cén thim kham bac s ngay khi xuft hign cde trigu chimg niy

bé gifm thidu nguy co xuifit hifn bién b bit lgi, cn sir dung Beroxib & ligu hing ngiy thip nhit cé
hiéu qué trong thai gian ngin nhit cé thé,

-



https://trungtamthuoc.com/

HDSD Thube BEROXIB Trang 7/ 8

- Sirdyng cho phy nir ¢ thai vi cho con bi:
+ Thii ky mang thai: Cho 167 nay, chua 6 ¢6 cic nghién ciru ddy di vé celecoxib & phy nir mang
thai. Chi nén ding celecoxib cho phy ndt mang thai khi lyi ich cao hon nguy co ¢6 thé xdy ra dbi véi
thai. Khéng diing celecoxib & 3 thing cudi ciia thai k¥, vi cdc chit tre ché téng hgp prostaglandin ¢6
thé téc dyng xdu trén hE tim mach cia thai,
+Thdi ky cho con bi: Chua biét celecoxib ¢6 duge phidn b vio siia me hay khang. Vi celecoxib cd
thé c6 nhimg tic dung khéng mong mudn nghiém trong & tré nhé bit sira me, cin cin nhile lgif hai
hode ngimg cho bi, hodic ngimg ding celecoxib.
- Tée dyng ciia thube Khi Iii xe va viin banh miy moe: Khong anh hudng dén kha niing 1i xe vi
viin hanh mdy moc, wy nhién phin img phy nhu chong médt ¢b the xay ra. Néu xiy ra phan mg phy
ndy trdnh 14§ xe vl vin hanh mdy moe.
4. Tuong tie voi cic thube khic, cic dang neong tic
Tuamg tde chung: Celecoxib chuyén hod qua trung tim cytochrom P:ss2C9 trong gan. Sir dyng diing
thi celecoxib véi cic thude ¢é tde dung irc ché enzym ndy ¢6 thé dnh hudmg dén duge dong hoc ciia
celelcoxib, nén phai thin trong khi dimg dbng thai cdc thude ndy. Ngodi ra, celecoxib cing ire ché
eytochrom Pess2C6. Do d6 ¢6 khi niing tuomg tic gilm celecoxib v cic thude duge chuyén hod béi
Pysg2C6.
Thudc tre ché men chuyén angiotensin: Cle thube ehdng viém khéng steroid ¢ thé lam giam tac
dung chéng ting huyét 4p cila cde thube e ché men chuyén angiotensin. Cin chit ¥ dén twemg téc
ndy khi diing celecoxib dong thivi vdi cdc thude (e ché men chuyén angiotensin.
Thndc It tidu: Céc thubc chéng viém khong steroid ¢d thé lim fiigm téc dung tng bai tiét natri nidu
ctia furosemid v thiazid & mdt s6 bénh nhin, b thé do e che thng hop prostaglandin va nguy co
suy thin ¢d thé gia ting,
Aspirin: Mie dii ¢6 thé diing celecoxib ciing véi liu thip cda aspirin, viée sit dyng ddng thdn hai
thude chéng viém khong steroid nay ¢6 thé din 161 tang ty 1& loét didmg ticu hod hodc cde bién
chimg khéc, so vdi vige ding celecoxib riéng 18, Vi khing cé tic dyng khing tiéu clu, celecoxib
khéing phai 14 chit thay thé aspirin 461 vdi viée dir phong bénh tim mach,
Flucanazol: Ding déng thii celecoxib véi Nueonazol ¢6 thé din dén tng ddng ké néng do huyét
tuomg el celecoxib. Tuomg tic duge ding hoc ndy co thé do fluconazol irc ¢hé isoenzym Pass2C9 cb
lign quan véi sy chuyén hod celecoxib. Nén bit ddu didu tr celecoxib vai lidu khuyén ding thip nhit
& nguivi bénh ding fluconazol dbng thisi,
Lithi: Celecoxib 6 thé 1am gidm sy thanh thai thin ciia lithi, didu ndy dfin 161 ting ndng 45 Tithi
trong huyét trong, Cin theo dai chit ché ngudi bénh ding déng thii lithi vA celecoxib vé cie ddu
hiéu dic eda lithi va cén diéu chinh Tigu cho phit hop khi bit dau hofic ngimg ding celecoxib,
Warfarin: Cée bién chimg chy méu két hop véi tang thoi gian prothrombin d3 xéy ra & mit s6
ngudi bénh (chi yeu ngudi cao twdi) khi ding celecoxib déng thisi voi warfarin. Do 6, cin theo ddi
cée xét nghigm vé ding madu nlur thii gian prothrombin, dfic bigt trong may ngly diu sau khi bt diu
hodc thay d6i ligu phap, vi cde ngudri bénh nay ¢ nguy co bién chimg chiy méu cao.
3. The dung khiing mong muin (ADR) ‘
Téc dyng khéng mong mubn cda celecoxib & liéu thuimg dang néi chung nhe va €6 lién quan dén
dutmg tiéu hod, Nhimg tic dyng khéng mong mudn khién phal ngimg ding thuﬂc_ nhiéu nhit gom:
khd tiéu, dau byng. Khodng 7,1% ngudi bénh diing celecoxib phai ngimg dimg thute vi cde the dyng
khéng meng mudin so v6i 6,1% ngudi bénh ding placebo phai ngimg.
Tinucomg gdp, ADR > 1/1000:
Tiéu hod: Dau byng, fa chiy, kho tidy, diy hoi, bubn nén.
Hé hp: Viém hong, viém miii, vigm xoang, nhigm khuln dudmg ho hip wrén,
He thiin kinh trung wong: Mit ngd, chéng mit, nhire diu,
Da: Ban.
Todn thin: Bau hung, phi ngoai bién.
Hiém gdp, ADR < 171000
Tim mach: Ngdt, suy tim sung huyét, rung thit, nghén mach phdi, wi bién mach méu ndo, hoai thu
ngoai bién, viém tinh mach huyét khbi, viém mach.

b
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 Tiéu hod: '[‘ﬂc rubt, thing rugt, chiy mdu didmg titu hod, viém dai tring chay mdu, thing thire quin,
viém tuy, tic rudt.
Gan mjt: Bénh s6i mit, viém gan, ving da, suy gan.
Huyét hoe: Gidm Iegng tidu cdu, mét bach clu hat, thidu mdu khong 14i tao, gidm todn thé huydi cu,
giam bach cliu,
Chuyén hoa: Gidm glucose huyét,
HE thiin kinh trung wong: Mét diéu ho, hoang tudng, 1y sét.
Thin: Suy thin cﬁp, viém thin k&,
Da: Ban 40 da dang, viém da trée, hji chimg Stevens — Johnson.
Todn thiin: Nhiém khudn, chét dgt ngdt, phan tng kiéu phén v, phit mach.
Newy cor .Fug.)ér khdli tim maci:
Thudc c6 thé 1am ting nguy co xudt hign bién cb huyét khéi tim mach, bao gbm ca nhdi mau oo tim
vA din quy, ¢6 thé din dén tir vong. Nguy co ndy c6 thé xudt hién sém trong vii wén diu ding thude
\-.l c6 thé tang 1én theo théi gian ding thude. Nguy co huyét khéi tim mach duge ghi nhan chi yéu &
licu cao.
Béc s7 clin dénh gid dinh k¥ sy xudt hién cia cde bién ¢ tim mach, ngay cé khi bénh nhin khong c6
cdic triéu chimg tim mach trrde dé, Bénh nhin cin duge cinh bio vé céc trigu chimg cia bién b tim
mach nghiém trong va cin thim kham béc s7ngay khi xuit hién cdc trigu chimg nay
Bé giam thidu nguy co xufit hién bién cb bit loi, clin sir dung Beroxib o lifu hing ngay thip nhit o
higu qua trong thid gian ngdn nhit e thé,
6. Qud lidu vi cach xir tri
Bidu hign: Qui libu cde thude chéng viém khong steroid ¢6 thé gdy ra ngd 1jm, ngd lo ma, bubn nén,
nén vi dau vimg thugng vi. Cde bicu hién ndy thuimg phue hdi vl vige didu i ning d&, Cling xay
ra chiy mdu dudme tiéu hod. Cic bidu hién xay ra hiém hon 12 ting huyét dp, suy thin clp, Ge ché ho
hip vi hdn mé. Cée phan fme kifu phin vé 02 duge thong bio véi litu difu tri cia thude ching viém
khéng steroid va 6 thé xay ra khi qud liéu,
Didu tri: Didu tri qua lidu thude chéng viém khing steroid bao gdm didu tri tridu chimg va ning da,
Khéng cb thude gidi dde die higu dbi vai thude chong viém khéng steroid. Trong 4 gid diu sau dimg
qud licu, ligu phip giy ndn v/ hoje cho than hoat (60 - 100 g cho nguwdi Iom hojie 1 dén2 g/ kg cho
tré em) v/ hode mit thude thy thim thiu o6 thé co Ioi ich di voi nhimg ngudi bénh da ¢4 bidu hign
bénh Iy hofic d& ubng mét hrgmg thudc qua 1én. Khong bit celecoxib ¢ logi duge biing thim tich
mau hay khing, nhung lhufn:_ gan vio protein vai 1y 1§ cao goi ¥ sl dung cdc bign phip bii nigu
cuiing bire, kiém hod medc tiéu, thim tach mau, holic truyén miu cb thé khéng cb higu qua loai ba
lugmg Iom celecoxib ra khéi co thi.
7. Ciie déu hidw eiin luu ¥ vi khuyén edo
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