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HUONG DAN SU DUNG 513
Rx Thube ban theo don o
BEROXIB olvy fo le [,‘,{,l,‘/ o [MHTA
- PHAN HUONG DAN SU DUNG THUOC CHO NGUOI BENH ’
1. Tén san phAm: BEROXIB
2. Céc cAu khuyén cdo :

Thuac nay chi diing theo don ciia bdc si”, “Poc kj hudng din sir dung I{'tréc khi dimg”, “Dé xa
tam tay tré em”, “Thong bdo cho bdc st nhiing tdac dung khong mong muon gdp phai khi sir dung
thuoc”.

3. Thanh phin ciia thude

Hoat chit: Celecoxib 200 mg.

Ta duwgc: Lactose monohydart, PVP K30, natri lauryl sulfat, magnesi stearat, talc, natri starch

glycolat vira da 1 vién.
4. I\”Iﬁ ta Sﬁlrl phﬁm: Vién nang cling s6 2, than va nip c6 mau triing — vang, bén trong chira bdt

thudc mau triang.

5. Quy cich dong goi: Chai 100 vién, hop 3 vi x 10 vién, hop 10 vi x 10 vién, hdp 100 vi x 10 vién.

6. Thude dimg cho bénh gi

- Piéu tr] tridu chimg thodi hod khép va viém khép dang thip & ngudi 16n.

- Piéu tri b6 trg' dé lam gidm s6 lugng polyp trong ligu phap thong thuding diéu tri bénh polyp dang
" tuyén dai - truc trang c6 tinh gia dinh.

- Piéu trj dau cdp, ké ca dau sau phiu thuat, nhd ring.

- Pidu tri théng kinh nguyén phat.

7. Nén ding thude nay nhw thé nao va lidu lugng
- Céch dung: Thubc udng ngay 1 lz"in’ hoiic chia lam 2 lan bﬁng nhau, déu c6 tac dung nhu nhau trong
di€u tri thodi hod xuong y khép. Béi véi ,vié’m khop dan‘g thap nén' ding liéu chia déu thanh 2 lan.
Liéu 200 mg/ lan, noay uong 2 lan, c6 the uong khéng cén chu y den bira &n, li€u cao hon (nghia 1a
400 mg/ lan, ngay udng 2 1an) phai udng vao bira #n (ciing v&i thie dn) dé cai thién hap thu,

- Liéu lwgng: P& didu tri thoai hoa xuong - khép, lidu phai didu chinh theo nhu clu va dap g cia
timg ngudi bénh, tim liéu thip nhét va ¢6 hiéu qua.
Thodi hod xirong - khép: Liéu thong thudng 13 200 mg/ ngdy, ubng 1 1an hogc chia 1am 2 lidu bing
nhau. Lidu cao hon 200mg/ ngay (nhw 200 mg/ I4n x 2 1an/ ngay) khéng c6 hidu qua hon.
Viem khép dang thap & nguweoi I6n: Lidu théng thudng 1a 100 - 200 mg/ 1dn x 2 14n/ ngay. Liéu cao
hon (400 mg/ 14n x 2 1an/ ngay) khéng c¢6 hiéu qua hon.
Polyp dai - triec trémg: Lidu 400 mg/ 1an x 2 1an/ ngay. P an toan va higu qua cta liéu phap trén 6
- thang chua dugc nghién ciru.
Dau néi chung va thong kinh: Liéu thong thuong & ngudi 16n 1a 400 mg/ 1an, tiép theo ubng thém
200 mg néu can, trong ngay dau Dé tiép tuc giam dau, c6 thé cho liéu 200 mg/ ngdy, chia lam 2 14n,
néu can.
Ngueoi cao tuéi: Khong can diéu chinh lidu & ngudi trén 65 tudi mic di ndng do thude ting trong
huyét twong. Tuy nhién, dbi v6i ngudi cao tudi ¢6 trong lugng co thd dudi 50 kg, phai ding lidu
_khuyén céo thép nhét khi bit ddu diéu tri.
Suy thdn: Chua dugc nghién ctru va khong l\huyen cdo dung cho ngudi suy thén. Néu can thiét phai
dung celecoxib cho ngudi suy than ning, pha1 giam sat cin than chirc nang than. Khéng cé khuyén
céo dic biét nao vé didu chinh liéu cho ngudi suy than man.
Suy gan: Chua dugc nghlen ctru va khong khuyén céo ding cho ngudi bénh suy gan ning. Péi véi
suy gan vira, Lhuyen c4o giam liéu khoang 50%.
" 8. Khi nao khong nén dung thude nay
Qué min véi celecoxib, sufonamid hozic bit ky thanh phén nao cua thude.
Suy tim ndng.

v
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- Suy than ning (h¢ sb thanh thai creatinin dugi 30 ml/ phut).
Suy gan niing.
Bénh viém rudt (bénh Crohn, viém loét dai trang).
Tién sir bi hen, may day, hofic cdc phan Ging kleu di ting khéc sau khi dung aspirin hodc cac thude
chbng viém khong steroid khéc. Pa c6 bio cdo v& céc phan tng kiéu phan vé ning, doi khi gy chét, véi
céc thude chéng viém khong steroid khac & nhiing ngugi bgnh nay.
9. Téc dung khéng mong muén
Téac dung khong mong mudn ciia celecoxib & lidu thuong dung n6i chung nhe va c6 lién quan den
dudng tiéu hod. Nhiing tic dung khong mong mud6n khién phai ngimg ding thudc nhiéu nhat gdm:
kho tiéu, dau bung. Khoang 7,1% ngudi bénh ding celecoxib phai ngling dung thudc vi céc téc dung
khéng mong mudn so véi 6;1% ngudi bénh ding placebo phai ngimng.
Thieong gdp, ADR > 1/1000:
Tiéu ho4: Pau bung, ia chay, khé tiéu, ddy hoi, budn ndn.
Hb hép: Viém hong, viém mili, viém xoang, nhidm khudn dudng hd hép trén.
Hé thin kinh trung vong: MAt ngt, chéng m3t, nhic dau.
Da: Ban.
" Toan than: Pau lung, phl ngoai bién.
Hiém gép, ADR < 1/1000
Tim mach: Ngat suy tim sung huyet rung thét, nghén mach phdi, tai bién mach mau ndo, hoai thu
ngoai bién, viém tinh mach huyét khdi, viém mach.
Tiéu hoa: T’ac rudt, thung rudt, chay méu dudng tiéu hod, viém dai tring chay méu, thing thie quan,
- viém tuy, tac rudt.
Gan mat: Bénh soéi mét, viém gan, vang da, suy gan.
Huyet hoc: Giam lugng tiéu cAu, mét bach ciu hat, thiéu mau khong tai tao, giam toan thé huyét ciu,
giam bach céu.
Chuyén hoa: Giam glucose huyét.
_H& thén kinh trung wong: Mt diéu hoa, hoang tudng, tu sat.
Than: Suy than cép, viém than ké.
Da: Ban do da dang, viém da tréc, hdi chiing Stevens — Johnson.  «
Toan than: Nhidm khuén, chét dot ngdt, phan ting kiéu phan v&, phtt mach. \

%
“n

Nouy co Imyet khéi tim mach: )
_Thubc c6 thé lam ting nguy co xudt hién bién c6 huyet khm tim mach, bao gom ca nhdi méu co tup
va dot quy, o thé dén dén tir vong. Nguy o' nay co thé xudt hi¢n som trong vai tudin ddu ding thugc
va ¢6 thé ting 1én theo thoi glan dung thube. Nguy co huyét khdi tim mach dugc gln nhdn chu yéu &
lidu cao.
Biéc si cin dénh gia dinh ky sir xuét hién ctia cdc bién ¢6 tim mach, ngay cé khi bénh nhan khéng c6
céc trigu ching tim mach truée d6. Bénh nhén can dugc canh bdo v€ cdc tridu ching ciia bién ¢b tim
~mach nghi€m trong va can tham kham bac si ngay kh1 xuét hién c4c triéu chimg nay
pé giam thidu nguy co xuat hién bién c¢b bét loi, cin sir dung Beroxib & lidu hang ngay thap nhat c6
hiéu qua trong thoi gian ngén nhét c6 thé.
Théng bdo cho bdc sT nhitng idc dzmg khong mong muon gdp phdi khi sir dung.
10. Nén tranh ding nhitng thudc hoiic thye phim gi khi dang st dung thude nay
- Tweong tdc chung: Celecoxib chuyén hoa qua trung tdm cytochrom P4502C9 trong gan. Str dung ddng
thoi celecoxib véi cac thube ¢6 tac dung trc ché enzym nay co thé anh huong dén duoc dong hoc cuia
celelcoxib, nén phai thén trong khi ding ddng thoi céc thube nay. Ngoal ra, celecoxib ciing trc ché
cytochrom Paso2C6. Do d6 c6 khd néng tuong tac gitta celecoxib va cdc thudc duoc chuyen ho4 bai
P4502C6.
Thude tre ché men chzfyen angiotensin: Cac thudc chéng viém khong steroid ¢ thé lam giam tac
“dung chéng ting huyét ap ctia céc thube e ché men chuyén anglotensm Cén chii y den twong tac
nay khi diing celecoxib dong thdi véi cdc thudce trc ché men chuyén angiotensin. :
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Thude loi tiéu: Céc thude chéng viem khong steroid cé thé lam giam tdc dung ting bai tiét natri niéu
cia furosemid va thiazid & mdt sb bénh nhan, c6 thé do e ché téng hop prostaglandin va nguy co
suy than co thé gia ting.

Aspn in: Mic di cé thé ding celecoxib cung v6i lidu thip cua aspirin, viée sir dung dong thoi hai
thudc chéng viém khong steroid nay co thé din téi ting ty 18 loét dudng tiéu hod hodic céc bién
chitng khéc, so véi viée ding celecoxib riéng 1¢. Vi khong cé tic dung khéng tiéu cau, celecoxib
khéng phai 12 chét thay thé aspirin déi vé6i viée du phong bénh tim mach.

Fluconazol: Dung ddng thoi celecoxib véi fluconazol ¢6 thé din dén ting déng ké ndng do huyét

_twong cia celecoxib. Tuong tac duge dong hoc nay co6 thé do fluconazol {rc che isoenzym P4so2C9 cd

lién quan vé6i su chuyén hod celecoxib. Nén bt diu diéu tri celecoxib véi lidu khuyén ding thap nhat
& nguoi bénh dung fluconazol ddng thoi.

Lithi: Celecoxib ¢6 thé 1am giam su thanh thai than cta lithi, didu nay din téi ting ndng do lithi
trong huyét twong. Cin theo doi chiit ch ngudi bénh dung dong thai lithi va celecoxib vé cac déu
hiéu ddc ciia lithi va cin diéu chinh liéu cho phit hop khi bét dau hodc ngimg diing celecoxib.

War fm in: Céc bxen chiing chay mau két hop véi tang thoi gian pxothlombm da xay ra & mot )
ngudi bénh (chu yeu ngudi cao tudi) khi ding celecoxib ddng thdi véi warfarin. Do do, cn theo dai
cac x€t nghiém vé dong mau nhu thoi gian prothrombin, déc bigt trong mAy ngay dau sau khi bt diu
hodc thay ddi liéu phap, vi céc ngudi bénh nay c6 nguy co bién chimg chay mau cao.

11. Cin lam gi khi mdt Iin quén khéng ding thube

_ Ubng ngay 1 liéu khi ban nhé ra minh dad quén uong thude. Nhung néu thoi gian nhé ra gan licu ke

tiép thi bo lidu da quén va ubng nhu theo thoi gian quy dinh. Khéng duge udng gép dbi liéu trong
trudng hop quén ding thude.

12. Cén bio quan thudc nay nhu thé ndo: Noi khd, tranh anh séng, bao quan & nhiét dé dudi 30°C.
13. Nhitng dAu hiéu va triéu chiing khi ding thube qua lidu

Biéu hién: Qua liéu cic thudc chong viém khong steroid c6 thé giy ra ngu lim, ngu lo mo, budn non,

“ndn va dau ving thuong vi. Cac bidu hién nay thuong phuc hdi véi viéc diéu trj nang dg. Cling xay

ra chay mau dudng tiéu hod. Céc biéu hién xay ra hiém hon 12 ting huyet ap, suy thén cap, tic ché ho
hap va hén mé. Céc phéan ting kiéu phan vé da dugc thong bio véi lidu diéu trj cua thude chéng viem
khéng steroid va co thé xay ra khi qué liéu.

 Diéu trj: Piéu tri qua lidu thude chéng viém khéng steroid bao gom di€u tri triéu chimmg va ning da,
~khoéng c6 thude giai dge ddc higu doi v6i thude chong viém khong steroid. Trong 4 gid' dau sau ding

qué lidu, liéu phap gay non va/ hodc cho than hoat (60 - 100 g cho ngudi ldn hogc 1 dén 2 g/ kg cho
tré em) va/ hoge mét thudc tAy thim thiu c6 thé c6 loi ich dbi v6i nhitng ngudi bénh da ¢6 bidu hién
bénh Iy hoic dd udng mot lugng thude qua I6n. Khong biét celecoxib c¢6 loai dugc bing thim tach
mdu hay khong, nhung thuoc gan vao protein véi ty 1é cao goi y sir dung cdc bién phéap bai ni¢u
cudng birc, kiém hod nude tiéu, thdm tich méu, hoic truyén méau cé thé khong cé hidu qué loai bd

- lugng 16n celecoxib ra khoi co thé.

14, Cén phai lam gi khi ding thude que’l lidgu khuyén ciao

Trong trudng hop qué liéu hoic tré em ubng nham thude, chuyén ngay bénh nhan dén trung tim Y té
gin nhét va mang theo toa thubc nay.

15. Nhiing diéu cin thén trong khi ding thube nay

.-Can thén trong dung celecoxib cho nguoi ¢o tién sir loét da day ta trang, hodc chay méau dudng tiéu

ho4, mic dii thude dugc coi 12 khdng gy tai bién duong tiéu hoé do (e ché chon loc COX 2.

Cén than trong khi diing celecoxib cho ngudi ¢6 tién st hen, di (g khi diing aspirin hogic mét thube
chbng viém khong steroid vi c6 thé xay ra sbc phan vé.

Cén thén trong ding celecoxib cho ngudi cao tudi, suy nhuge vi d& gay ra chay mau dudng tiéu hod
va thudng chirc ning than bi suy giam do tudi.

Celecoxib ¢6 thé giy doc cho thén, nhit 1a khi duy tri Iuu lwong mau qua thin phai cin dén
prostaglandin than hé trg. Nguoi ¢é nguy co cao gém ¢4 ngudi suy tim, suy than hodc suy gan. Cin
rit than trong dung celecoxib cho nhiing ngudi bénh nay. Can than trong khi ding celecoxib cho
ngudi bi phi, gitt nude (nhw suy tim, thin) vi thube gy @ dich, ldm bénh ning 1én. Cén thén trong
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 khi ding celecoxib cho ngudi bi mét nude ngoai té bao (do dung thude loi tidu manh). Can pha1 didu
trj tinh trang mat nudc trude khi ding celecoxib.

Vi chua 16 celecoxib ¢6 lam gidm nguy co ung thu dai - tryc tiang lién quan dén bénh polyp dang
tuyén dai - truc trang co tinh chét gia dinh hay khéng, cho nén van phai tiép tuc cham soc bénh nay
nhu thlro‘ng I, nghta 1a phai theo d&i ndi soi, cit bo dai - truc trang du phong khi cén.

Ngoai ra cin theo di nguy co bién ching tlm mach (nhol méu co tim thiéu méu co tim cuc bo).
Celecoxib khong c6 hoat tinh ndi tai khéng tidu cau va nhu vay khong bao vé duge céc tai bién do
thiéu mau co tim, nhit 1a néu dung lidu cao kéo dai (400 - 800 mg/ ngay).

Do trong thanh phan thudc cé chita lactose nén khong nén sir dung cho bénh nhan khong dung nap
galactose, thiéu hut lactase hodc kém hép thu glucose — galactose.

Nguy co huyét khoi tim mach:

Thudc c6 thé lam ting nguy co xut hién bién c6 huyét khéi tim mach, bao gdm c& nhdi méu co tim
va dot qyy, c6 thé dn dén tir vong. Nguy co ndy cé thé xuét hién s6m trong vai tun diu ding thuoc
va ¢6 thé ting lén theo thoi gian dung thude. Nguy co huyét khéi tim mach dwoc ghi nhan chu yéu &
liéu cao.

Bic si can danh gid dinh ky su xuét hién cia céc bién ¢6 tim mach, ngay ca khi bénh nhan khong c6

. céc tri€u chung tim mach truée d6. Bénh nhén can dugc canh béo v cdc trigu chiing ctia blen cd tim

mach nghiém trong va can thim kham bac si ngay khl xudt hién c4c trigu chimg nay

Pé giam thidu nguy co xuat hién bién ¢ bét loi, cdn sir dung Beroxib & liéu hang ngay thap nhét c6
hidu qua trong thoi gian ngén nhit c6 thé.

- Str dung cho phuy nir ¢6 thai va cho con bi:

+ Thoi ky mang thai: Cho t6i nay, chua c¢é cé cac nghién ciru day du vé celecoxib & phu nir mang

thai. Chi nén ding celecoxib cho phu nit mang thai khi loi ich cao hon nguy co' ¢6 thé xay ra dbi voi
thai. Khong dung celecoxib ¢ 3 thang cudi ctia thai ky, vi cc chét trc ché tdng hop prostaglandin ¢é
thé téc dung xdu trén hé tim mach ca thai.
+ Thoi ky cho con bii: Chua biét celecomb c¢6 dugc phan bd vao sita me hay khong Vi celecoxib c6
thé co nhung tac dung khong mong mudn nghiém trong & tré nhéd b sita me, cin can nhéc lgi/ hai

- hodc ngig cho b, hodc nglrng ding celecoxib.

- T4c dung cita thude khi l4i xe va viin hanh may mée: Khong anh huong dén kha ning 1ai xe va
van hanh mdy mée, tuy nhién phan tmg phy nhu chéng mit c6 thé xay ra. Néu xay ra phan ting phy
ndy tranh lai xe va vén hanh may mac.

16. Khi nio cin tham vén bic s§

_Khi gép phai nhiing tdc dung khong mong mudn khi str dung thudc va khi ding qué lidu quy dinh.

Néu can thém thong tin xin hoi ¥ kién bac si hogic dugc si.

17. Han ding cia thude: 36 théang ké tr ngdy san xut.

18. Tén, dja chi, biéu twgng (néu c6) ciia co sé san xudt

San xudt tai: CONG TY CO PHAN DUQC BECAMEX

Dia chi: Puong NAG6, KCN My Phuée 2, Bén Cat, Binh Duong
Dién thoai: 0274.3553326 Fax: 0274.3559899
19. Ngiy xem xét sitra ddi, cAp nhét lai ndi dung HDSD thube

HUONG DAN SU DUNG THUOC DANH CHO CAN BQ Y TE

1. Céc dic tinh dwgre lye hoe, duge déng hgc

- Duge lye hoe: Celecoxib 1a mét thude chéng viém khéng steroid, tre ché chon loc cyc[omygenase-
2 (COX—Z) ¢6 c4c tac dung chéng viém, gxém dau, ha sbt. Co ché téc dung cua celecoxib dugc coi la
e ché tong hop prostaglandin, chu yéu thong qua tdc dung e ché isoenzym cyclooxygenase 2
(COX-2), din dén lam giam su tao thanh céc tidn chit cua prostaglandin. Khéc véi phin 16n cac
thude chdng viém khong steroid ¢6 trudc déy, celecoxib khong tc ché i Iisoenzym cyclooxygenase 1

_(COX- 1) véi cac nong do d1eu tn ¢ ngudi lon. COX-1 1a mét enzym cAu triic ¢6 & hau hét céc md,

bach cau don nhén to va tiéu cdu. COX-1 tham gia vao tao huyét khéi (nhu thic ddy ngung tap tiéu
cau) duy tri hang rdo ni€m mac bao v¢ cua da day va chirc nang than (nhu duy tri tudi méu than) Do
khéng trc ché COX-1 nén celecoxib it ¢6 nguy co gdy cac tac dung phu (thi du nhu déi véi tiéu cdu

&
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niém mac da day), nhung cé thé gdy cdc tac dung phu & thin tuong tu nhu céc thude chéng viém
khéng steroid khéng chon loc.

- Dwge dong hoc:

Hap thu: Celecoxib dugc hip thu nhanh qua dudng tiéu hoa. Ubng celecoxib véi thirc dn c6 nhiéu
chét béo 1am cham thoi gian dat ndng dd dinh trong huyét tuong so v&i udng lic doi khoang 1 dén 2
gio va lam ting 10 - 20% dién tich dudi G‘Lrong cong (AUC). C6 thé dung celecoxib ddng thoi véi
thire &n ma khéng can chi y dén thoi gian céc bita 4n.

Nong do dinh trong huyét tuong cua thube dat & 3 gio sau khi uong mdt lidu duy nhét 200 mg lic déi
va trung binh bing 705 nanogam/ ml. Néng d6 thube & trang thai 6n dinh trong huyét tvong dat duge
trong vong 5 ngay, khéng thiy c6 tich lug. O ngum cao tudi trén 65 tudi, ndng dd dinh trong huyét
turong va AUC téng 40% va 50% tuong ting so v6i ngudi tré, AUC ciia celecoxib & trang thai 6n dinh
tang 40% hoac 180% & ngudi suy gan nhe va vira tuong Gmg va giam 40% & ngudi suy thin man tinh

~ (tbc 6 loc ciu than 35 - 60 ml/ phut) so v01 ngudi binh thudng.

Phan bé: Thé tich phan b ¢ trang thdi 0 on dinh khoang 400 lit (khoang 7,14 l[t/ kg) nhu vay thude
phén bd nhidu vao mé. O ndng do diéu tri trong huyét tuong, 97% celecoxib gén vao protein huyét
tuong.

Thai trir: Thoi gian ban thai ttong huyét twong ctia celecoxib sau khi uong 1a 11 gidr va hé sb thanh
thai trong huyét tuong khoang 500 ml/ phut. Thoi gian ban thai cta thudc kéo dai & ngudi suy thédn

“va suy gan. Celecoxib dugc chuyén hod trong gan thanh céc chét chuyen hod khéng ¢6 hoat tinh boi

1soenzym CYP4502C9. Celecoxib thai trir khoang 27% trong nude tidu va 57% tr ong phén, dudi 3%
lidu dugc thai trir khong thay doi.

- Cée dit liéu an toan tién lim S‘mg Céc dir liéu an toan t1en lam sang cho thay khdng c6 nguy
hiém nao cho con ngudi dyua trén cdc nghién citu theo quy dinh vé ddc tinh véi lidu nhic lai, tdc dung

gy dot bién va ung thu. Cac nghién ctru djc tinh trén thai nhi theo quy dinh dua ra ket qua phu

thugc lidu diing ciia thoat vi co hoanh trén bao thai chudt va dj tat tim mach trén bao thai tho. Trén ca
2 loai, cac anh huong nay duge theo dbi c6 he thdng & lidu gép 5 - 6 1an lidu d& nghi [dm sang cao nhét véi
viém khop dang thip (400 mg). Trén chudt cbng, dung celecoxib trong thoi ky phét trién déu clia bao
thai gay ra tén hai dén phoi thai trude va sau khi cAy. Nhiing téc dong nay ¢6 do su trc ché téng hop
prostaglandin, va khéng gén lién véi mét chitrc niing sinh san vinh vién.

- 2. Chi dinh, liéu lwgng va céch dimg, chéng chi dinh

Chi dinh
- Piéu tri triéu chitng thoéi hoa’ khép va viém khép dang thdp & nguoi on.

- Dleu tri b6 trg dé lam giam sé luong polyp trong lidu phap théng thudng diéu tri bénh polyp dang
tuyén dai - truc tlang c6 tinh gia dinh.

- Diéu trj dau cip, k& ca dau sau phau thuat, nhé ring.

- Diéu tri thdng kinh nguyén phat.

Li¢u lugng va cich dl‘mg

- Céach dung: Thudc uéng ngay 1 1dn hoic chia lam 2 lan béng nhau, déu c6 tac dung nhu nhau
trong didu tri thoai hod xuong - khdp. Déi vai v1em khép dang thap nén dung liéu chia déu thanh 2

* 14n. Li2u-200 mg/ Ian, ngay udng 2 lan, c6 thé ubng khéng can chi y dén bita &n, lidu cao hon (nghia
1a

400 mg/ 1an, ngay udng 2 1in) phai ubng vao bita &n (ciing véi thirc &n) dé cai thién hép thu.

- Liéu luong Dé diéu tr thoai hod xuong - khép, liu phai diéu chinh theo nhu ciu va dép ung cta
timg ngudi bénh, tim lidu thip nhét va c6 hiéu qua.

Thodi hod xirong - khdp: Liéu théng thudng 1a 200 mg/ ngay, udng 1 I4n hogc chia lam 2 lleu bing

- nhau. Liéu cao hon 200mg/ ngdy (nhu 200 mg/ 1dn x 2 14/ ngay) khéng ¢6 hiéu qué hon.

Viém khop dang thép & ngueoi Ion: Liéu théng thuong 1a 100 - 200 mg/ 1dn x 2 1an/ ngdy. Liéu cao
hon (400 mg/ 1an x 2 14n/ ngay) khong cé hidu qué hon.

Polyp dai - truc trang: Liéu 400 mg/ 14n x 2 1an/ ngay. Do an toan va hiéu qua cta liéu phéap trén 6
thadng chua dugc nghién ciru.

&
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Dau néi cimng va thong kinh: Lidu thong thucmg & ngudi 16n 14 400 mg/ 1an, tiép theo ubng thém
200 mg néu can, trong ngay dau. P& tiép tuc giam dau, c6 thé cho lidu 200 mg/ ngay, chia lam 2 l4n,
néu can.

Nguoi cao tudi: Khéng cin didu chinh liéu & ngudi trén 65 tudi mic du ndng do thude ting trong
huyet tuong. Tuy nhién, dbi voi ngudi cao tudi c6 trong luong co thé dudi 50 kg, phai dung lidu
khuyén céo thAp nhit khi bt dau didu tri.

Suy thdn: Chua duge nghién ciru va khong khuyén céo dung cho ngudi suy than. Néu cén thiét phai
ding celecoxib cho ngudi suy thin ning, phal gidm sat cén than chitc ning than, Khéng cé khuyén

_ céo diic biét nao vé didu chinh liéu cho nguoi suy than man.

Suy gan: Chua duogc nghlen ctiu va khong khuyén cdo ding cho ngudi bénh suy gan nang. Péi véi
suy gan vira, khuyén cdo giam liéu khoang 50%.

Chéng chi dinh

Qu4 min véi celecoxib, sufonamid hodic bit ky thanh phan nao cua thuée.
Suy tim ning.

Suy thén ning (hé s6 thanh thai creatinin dudi 30 ml/ phut).

Suy gan ning.

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

Tién st bi hen, may day, hoiic céc phan (ing klcu di ing khac sau khi ding aspirin hodc cdc thude
chéng viém khong steroid khéc. D& c6 bdo cdo vé cac phan g kiéu phan vé niing, doi khi géy chét véi

céc thude chdng viém khéng steroid khac & nhiing ngudi bénh nay.

3. Thén trong khi ding thudc

Cén thén trong dung celecoxib cho ngudi c6 tién sir loét da day té trang, hodc chay méu dudng tiéu
hod, mic du thube duge coi 12 khong giy tai bién durong tiéu ho4 do tic ché chon loc COX — 2.

Cén than trong khi dimg celecoxib cho ngudi co tién sir hen, di timg khi ding aspirin hogic mot thude

-'chong viém khong steroid vi ¢6 thé xay ra sic phan \(

Cén than trong ding celecoxib cho ngudi cao tudi, suy nhuoge vi d& gdy ra chay méu duong tleu hoé
va thuong chire ndng than bi suy giam do tudi.

Celecoxib c6 thé gdy doc cho thén, nhét & khi _duy trl luu lwong mau qua thén phal can dén
prostaglandin thén hé trg. Ngudi ¢d nguy co cao gdm ¢6 ngudi suy tim, suy than hogc suy gan. Cin

rét thén trong dung celecoxib cho nhiing ngudi benh nay. Can thin trong khi ding celecoxib cho

ngudi bi phu, giit nude (nhu suy tim, thén) vi tluoc gdy o dich, lam bénh néng [én. Cin than tr ong
khi dung celecoxib cho ngudi bi mét nude ngoai té bao (do dung thude loi tidu manh). Cn phai diéu
tri tinh trang mat nwéc trude khi dung celecoxib.

Vi chua 16 celecoxib ¢6 lam giam nguy co ung thu dai - trye trang lién quan dén bénh polyp dang
tuyén dai - truc trang c6 tinh chét gia dinh hay khong, cho nén vin phai tiép tuc chdm séc bénh nay

- nhu thtrong 1&, nghta 1a phai theo dai ndi soi, cét bd dai - tryc trang du phong khi can.

Ngoai ra cin theo dsi nguy co bién chiing tim mach (nhdi mau co tim thiéu mau co tim cuc bo).
Celecoxib khéng cé hoat tmh n6i tai khang tiéu cdu va nhu vy khong bao vé dugc céc tai bién do
thiéu mau co tim, nht 1a néu dung lidu cao kéo dai (400 - 800 mg/ ngay).

Do trong thanh phén thudc c6 chita lactose nén khéng nén sir dung cho bénh nhan khéng dung nap

 galactose, thiéu hut lactase hogc kém hép thu glucose — galactose.

Nguy co Imyet khoi tim mach:

Thubc c6 thé lam tang nguy co xudt hién bién cb huyet khm tim mach, bao gdm cd nhdi meiu co tim
va dot quy, ¢0 thé dan dén tu vong. Nguy co nay ¢6 thé xuét hién sém trong vai tudn diu ding thuoc
va c6 thé tang 1én theo thoi gian dung thube. Nguy co huyét khéi tim mach duge ghi nhén chu yéu &
lidu cao.

- Béc sT can d4nh gia dinh ky sw xudt hién cta cdc bién ¢6 tim mach, ngay ca khi bénh nhén khéng c6

cac tri¢u chiing tim mach trude d6. Bénh nhan cdn duge canh bdo vé cac tridu chiing clia bién ¢d tim
mach nghiém trong va cén tham kham bac si ngay khi xuét hién c4c triéu chiing nay

bé giam thidu nguy co Auat hién bién ¢ bt loi, cin sir dung Beroxib & lidu hang ngay thap nhit c6
hidu qua trong thai gian ngén nhét cé thé.
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- St dung cho phu nir cé thai va cho con bi:

+ Thoi ky mang thai: Cho t6i nay, chua ¢6 c6 cac nghién ctiu dy du vé celecoxib & phu nir mang
thai. Chi nén dung celecoxib cho phu ni¥ mang thai khi 19i ich cao hon nguy co ¢6 thé xay ra ddi v6i
thai. Khong ding celecoxib ¢ 3 thang cudi cia thai ky, vi céc chét tic ché téng hop prostaglandin c6
thé tic dung x4u trén hé tim mach cua thai.

+ Thoi ky cho con bi: Chwa biét celecoxib c6 dugce phén bd vao sita me hay khong. Vi celecoxib c6

" thé c6 nhimng téc dung khéng mong mudn nghiém trong & tré nhé bd sira me, cin cén nhic lgi/ hai

hodc nglrng cho b, hodc ngimg ding celecoxib.

- TAe dung ciia thube khi 14i xe va vin hanh may mée: Khong anh huéng dén kha ning 14i xe va
van hanh may méc, tuy nhién phan Gng phu nhu chéng mit ¢é thé xay ra. Néu xay ra phan lmg phu
nay tranh lai xe va van hanh may mac.

-4, Twong tic voi cac thude khic, cac dang tuong tac

Tieong tde chung: Celecoxib chuyén ho4 qua trung tdm cytochrom P45o2C9 trong gan. Sir dung ddng
thoi celecoxib véi cac thude cé tac dung tic ché enzym nay cé thé anh huéng dén duoc dong hoc cia
celelcoxib, nén phai than trong khi diing ddng thoi céc thude ndy, Ngodi ra, celecoxib ciing trc ché
cytochrom Pys502C6. Do d6 c¢6 kha ndng tuong tac gifta celecoxib va céc thudc duoc chuyén hod boi

7P4502C6
Thube trc ché men c!myen angiotensin: Céc thudc chdng viém khéng steroid c6 thé 1am giam tac

3

dung chdng ting huyét ap clia céc thudc e ché men chuyén angiotensin. Cén chii y dén twong tac

nay khi dung celecoxib ddng thoi véi cdc thude e ché men chuyén angiotensin.
Thuée lgi tiéu: Céc thubc chéng viém khong steroid c6 thé lam glam tac dung ting bai tiét natri niéu
clia furosemid va thiazid & mot s6 bénh nhén, c6 thd do trc ché tdng hop prostaglandin va nguy co

- suy than c6 thé gia ting.

Aspirin: Mic du c6 thé ding celecoxib cung vdi lidu thép cua aspirin, viéc sir dung dong thdi hai
thude chéng viém khong steroid ndy c6 thé din t6i ting ty 18 loét dudng tiéu hod hodc céic bién
chirng khéc, so véi viée ding celecoxib neng [é. Vi khong c6 tac dung khang tiéu cau celecoxib
khong phai la chét thay thé aspirin déi véi viée du phong bénh tim mach.

Fluconazol: Ding ddng thoi celecoxib véi fluconazol cé thé din dén tang dang k& ndng dd huyét

~ tuong.cua celecoxib. Twong tac dugce dong hoc nay co thé do fluconazol trc ché isoenzym P4502C9 c6

lién quan véi su chuyén hoa celecoxib. Nén bit diu didu tri celecoxib véi lidu khuyén ding thip nhit
& ngudi bénh ding fluconazol ddng thoi.

Lithi: Celecoxib ¢6 thé 1am giam su thanh thai than cta lithi, didu nay din téi ting nong dd lithi
trong huyét twong. Can theo doi chidt ch& ngudi bénh dung dong thoi lithi va celecoxib vé cac déu

- hiéu ddc cua lithi va can diéu chinh lidu cho phu hop khi bt diu hoiic ngimg ding celecoxib.

Warfarin: Céc b1en chimg chay méu két hop véi ting thoi gian pxoﬂnombm da xdy ra ¢ mot 56
ngudi bénh (chu yeu ngudi cao tudi) khi diing celecoxib ddng thoi vai war farin. Do d6, cén theo di
céc xét nghiém vé dong mau nhu thoi gian prothrombin, dic biét trong miy ngay dau sau khi bit dau
ho#c thay dbi lidu phép, vi cac ngum bénh nay c6 nguy co bién chimg chay mau cao.

5. Téac dung khéng mong mudn (ADR)

“Téc dung khdng mong mudn ctia celecoxib & liéu thudng ding néi chung nhe va c6 lién quan dén

dudng tiéu hod. Nhiing téc dung khong mong mubn khién phai ngimg ding thude nhicu nhét gdm:
kho tiéu, dau bung. Khoéng 7,1% ngudi bénh ding celecoxib phai ngling ding thude vi céc téc dung
khéng mong mudn so véi 6,1% ngudi bénh dung placebo phai ngling.

Thirong gdp, ADR > 1/1000:

- Tiéu lo4: Pau bung, ia chay, khé tiéu, diy hoi, budn nén.

H6 hip: Viém hong, viém mili, viém xoang, nhiém khuan dudng hd hip trén.
Hé than kinh trung wong: Mét ngt, chéng miit, nhirc diu.

Da: Ban.

Toan thén: Pau lung, phti ngoai bién.

- Hiém gép, ADR < 1/1000

Tim mach: Ngat suy tim sung huyet rung thét, ngh&én mach phdi, tai bién mach méu n#o, hoai thu
ngoai bién, viém tinh mach huyét khéi, viém mach.

&~
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Tiéu hoa: 1:50 rudt, thing rudt, chdy méu duong tiéu hod, viém dai trang chay méu, thing thyc quan,
viém tuy, tdc rudt.

Gan mat: Bénh soi mét, viém gan, vang da, suy gan.

Huyét hoc: Giam luong tiéu cdu, mit bach cu hat, thiéu mau khong tai tao, gidm toan thé huyét cau,
gidm bach céu.

Chuyén hod: Giam glucose huyét.

Hé than kinh trung wong: Mét didu hoa, hoang tudng, tu sat.

- Thén: Suy than cép, viém than ke.

Da: Ban do6 da dang, viém da tréc, hoi chimg Stevens — Johnson.

Toan than: Nhi&m khuin, chét dot ngot, phan ving kiéu phan v§, phti mach.

Nguy co huyét khéi tim mach:

Thude ¢ thé lam tédng nguy co xuét hién bién cb huyé; kh(f)i tim mach, bao gdbm ca nh?:i mau co' tim
va dot quy, c6 the dan dén tir vong. Nguy co nay c6 thé xuat hién sém trong vai tuan dau ding thude
va ¢6 thé tang [én theo thoi gian ding thude. Nguy co huyét khéi tim mach duogc ghi nhén chu yéu &
li€u cao.

Béc st cAn danh gi4 dinh ky sy xudt hién cua céc bién ¢6 tim mach, ngay ca khi bénh nhén khong c6
cdc triéu chiing tim mach trude dé. Bénh nhan can duoc canh bao vé céc tri¢u chimg cua bién ¢o tim

_mach nghiém trong va can tham khém bac si ngay khi xuét hién céc triéu ching nay

D¢ giam thidu nguy co xuét hién bién ¢ bét loi, can str dung Beroxib & liu hang ngay thip nhét ¢6
hi€u qua trong thoi gian ngan nhat cé thé.

6. Qué liéu va cach xit tri

Biéu hi¢gn: Qué lidu céc thubc chéng viém khong steroid co th§ gdy ra ng lim, ngu lo mo, budn nén,
non va dau ving thugng vi. C4c biéu hién nay thuong phuc hoi véi viée di€u trj ning do. Ciing xay

“ra chay mdu dudng tiéu hod. Cac biéu hién xay ra hiém hon 14 ting huyét ap, suy thén cap, Gc ché hd

hip va hén mé. Cac phén tng kiéu phan vé di dugc thong bao véi liéu didu tri cua thude chong viém
khéng steroid va c6 thé xay ra khi qua liéu.

Diéu tri: Pidu tri qué lidu thudc chdng viém khong steroid bao gbm diéu trj triéu ching va nang do,
khong c6 thude giai doc dic hidu déi véi thudc chdng viém khéng steroid. Trong 4 gidy du sau ding

_qué licu, lidu phap gay nén va/ hoic cho than hoat (60 - 100 g cho ngudi 16n hodc 1 dén 2 g/ kg cho

tré em) va/ hodic mot thube tAy thim thdu c6 thé ¢6 loi ich déi v6i nhiing ngudi bénh d ¢6 bidu hién
bénh 1y hodc dd ubng mot lwong thude qué 16n. Khéng biét celecoxib cé loai duge bang thdm t4ch
méu hay khong, nhung thudc gin vao protein véi ty 1€ cao goi y st dung cac bién phap bai nidu
cudng birc, kiém hod nuée tidu, thim tach méu, hoic truyén méu c6 thé khéng cé hiéu qua loai bod
lwong 16n celecoxib ra khoi co thé.
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- 7. Cde dau hiu ciin lru y va khuyén cio
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