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CELEBREX

(CELECOXIB)

KHANG VIEM
GIAM DAU HIEU QUA
VOl CELEBREX
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ceLEBREX’ (6 liéu dung:
(CELECOXIB 200mg)

(" ™
Kiém Soat Pau Cap Tinh

Liéu khdi dau 400mg thém 200mg (néu can)
Céc ngay tiép theo: Sang: 200mg, chiéu: 200mg

Diéu tri triéu ching trong Viém Khép

Dang Thap Sang: 100mg hoac 200mg  Chiéu: 100mg hodc 200mg
Gidm nhe cdc dau hiéu va triéu chiing trong Mot s6 bénh nhan cé thé dat hiéu qua diéu tri
Viém Cét Séng Dinh Khép 200mg/ngay t6t hon néu dung tong liéu mbi ngay 400mg

Piéu tri triéu chiing trong Thoai Héa Khép :
& 200mg/ngay 3/

S6 gidy ti€p nhan HSEK tai liéu théng tin thuéc clia Cuc QLD -B Y té. ....... .../ QLD-TT

Cap ngay: ...../..../201.., Ngay thang nam in tai liéu: ...../..../201...

Tai liéu gém 2 trang. Phan théng tin chi tiét vé san pham xem & trang 2
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Tai lidu théng tin cho can b y té

Thong tin ghi toa

1. Thanh Phan: Mdivién nang 6 chia 200mg celecoxib.
2. Dang Bao Ché: Vién nang aing
3. Chi dinh: Celebrex dugc chi dinh trong cic triGing hap sau:

* Diéu tritridu chiing clia thodi hda khdp va viém khdp dang thap

* Giam nhe cic diu hidu va triu ching ciia viém cbt s6ng dinh khdp

* Kiémsodt dau cip tinh

* iéu tri thang kinh nquyén phdt

4. Liéu Ding Va (ich Dimg:

+ Biéu tritriéu chiing trong thodi héa khdp: 200mg x 1 1in/ ngay hosc 100mg x 2 in/ngdy

- Diéutr iy ching trong viém Khdpdang thép: 100-200mgx 2l ngay

- Viém cgt sdng dinh khdp: 200mg x 114 ngay hodc 100mgx 2 13n/ngay. Mt s5 bénh nhdn c6 thé
dat hiéu qua didu tri tdt han néu diing tang liéu mdi ngay 400mg.

* Kiém sodt dau cdp tinh va dau bung kinh nguyén phat: khi déu vdi liéu 400mg, diing tiép theo liéu
200mg néu can trong ngay d4u tién. Trong cac ngay tiép theo, liéu 8& nghi l2 200mg x 24in/ngay
khi cén,

« Celecoxib, vdi liéu diing dén 200mq x 21an/ngay cd thé diing cing thiic 3 hodc khang. Khang cn
diéu chinh iéu vdi bénh nhan suy gan nhe. Khang cdn chinh liéw wdi cac bénh nhén suy thin vira va
nhe. Nén ding celecoxib vdi liéu d€ nghi thap nhat trén nhing bénh nhan dang diéu tr véi
fluconazol. Nhiing nquési chuyén hoa kém CYP2P9 nén bt ddu didu tr vdi nia liéu so vdi liéy
khuyén cdo.

5. Chang Chi Dinh: Qua man cam vdi celecoxib hodc bat ky thanh phén nao cia thusic. Bénh nhan ¢
tién st qua man cim v sulfonamid. Bénh nhén cd tién st hen, mé day hodc cic phan ing kiéu di ing
sau khi diing aspirin hodc cic NSAID. Diéu tri dau trong phdu thugt ghép dng mach vanh nhan tao.

6. Canh Bao Va Than Trong Dic Biét Khi St Dung: Cactacddng trén tim madh: Celecoxib cd thé
lam téing nguy ca huyét khdi tim mach, nhdi mau co tim va ddt quy. Tat ca cic NSAID cd thé cd chung
nquy conay. D& gidm thiéu cac nguy cotrén tim mach, nén diing celecaxib i i thap nhét ¢d hiéu qué
trong tha gian ngdn nhat 6 thé, B vi celecoxib khding ic ché surkét tap tiéu cdu, khding nén ngimg cic
tri liéu khng tiéu cdu (vi du acetylsalicylic). Tdng huy#t dp: Ciing nhu tt cé cic NSAID, celeconb cd thé
1am khdi phét con tang huyét dp hodc lam tinh trang ting huyét &p vén cd néing thém, ci hai yéu 19 ndy
déu ¢6 thé lam ting bién 3 tim mach. I dich vé phi: Ciing nhut cic thudc ¢5 tic dung ik ché
prostaglandin, phi né va i dich 63 g3p rén mit s5 bénh nhan dilng celecoxb, cin theo ddi chat ché cho
bénh nhén bi suy tim sung huyét hodc tang huyét dp tir trudc. Cac tac dong trén duing tiéu héa:
Thiing dung tiéu hda trén, loét hodc chdy mau @3 xdy ra vdi cac bénh nhin diing celecoib. Hau hét cic
hido cio ng3u nhién vé cic trng hop tirvong do dubing tiéu hda c6 ién quan dén celecondb l trén cic
bénh nhan thé chit yéu ho3 ngui cao tudi. Cac tic déng trén thin: Cic NSAID bao géim ci celecob
6 thé gay dic cho thn, cic tic 8dng tuong ty nhur wdi cic NSAIDs dck 5o sénh. Bénh nhn ¢ nguy o
nhiém doc than cao la nquai suy chiic néng than, suy tim, suy chic nang gan va nquii cao tudi. Cic phén
tingnghiém trong trén da: Viém da troc vy, hdi chiing Stevens-Johnson v& hoai tir biéu bi nhiém dac
da duge bdo cdo nhung rét hiém gap trong st dung celecoxib. Cac tac ddng trén gan: Khang sit dung
celecoxib trén cc bénh nhan suy gan néng, phan dng nghiém trang trén gan bao gdm viém gan bing
phét; hoai tiF gan va suy gan nhung rét hiém gap. Celecoxib cdn duige sit dung than trong trén cac bénh
nhan suy gan vifa va nén bt déu vai liéu 8é nghi thap nhit. Phan ting phan vé: cing nhy cac thudc
NSAID, céc phdn (ing phan vé da xdy ra trén cé bénh nhin diing celecoxib (xem phan Chdng Chi Binh).
Sit dung ddng thai vdi thudc chdng dang mau dubng udng: Viéc sii dung ddng thai cic NSAID vii
thudc ching ddng mdu duding udng lam tang nquy caxudt huyét va cin duoc st dyng than trong. B3
bao cdo vé trudng hap chdy mau nghiém trong trén cac bénh nhan dang diing dang thés véi warfarin
hodc cac cht tuong ty, trong d c6 mat s5 tning hap gay t vong. Do d cd bio cio vé ting thi gian
prothrombin (INR), téc dyng chdng dng/INR cén duor theo ddi & nhiing bénh nhin ding thudc chdng
d6ng dang warfarin/coumarin hodc chinh liéu sau khi bét déu diéu tri bing celecoxib. Tang quan: Vi
téc dyng gidm viém, celecoxib c6 thé lam mi cic ddu hiéu chin dodn. Cin trinh diing ddng thai
celecoxib véi m{t thudc NSAID khéng phi aspirn, U'c hé CYP 2D6: Celecanib cho thiy ¢ khd nang ic
ché CYP2D6 & milc trung binh, 61 v nhing thudc duox chuyén ha bai (YP206, 6 thé cin phai gim
liéu trong this gian bt ddu diéu tri bing celecarib hodc ting liéu khi ngung diéu tri bing celecoxib.

7. Tutang T Thusc; Bénh nhan 83 biét hac nghi ngd chuyén héa qua CYP2(9 kém da trén tién st véi
cdc co chdt khac ca CYP2C9 nén than trong khi diing celecoxib vi nding d4 thudc trang huyét tuang cd
thé cao bat thuémng; nén bt diu diéu tri vai i baing mét nia liéu G2 nghi. Warfarin: trén cic bénh
han dang diing warfarin hodc cc chét tuang t, ¢ bdo céo vé ting thi gian prothrombin (INR), cin
theo ddi téc dyng clia céc thudc chdng ddng hodc chinh i sau khi bt ddu diéu tri bing celecoxib.
Lithiurn: trén ngudi khde manh, néing 83 lthium trong huyét tiong ting khadng 17% khi diing déng
thai lithium va celecaxib. Bénh nhan dang didu trj wdi lithium cin dugc theo dai chit ché khi diing
celecoxib hogc ngiig dung celecoxib. Aspirin: celecoxib khéng anh hudng dén tac dang khang tidu ciu
clla aspirin liéu thap. Vi khéng ¢ tac dgng trén tiéu cdu, celecoxib khding phai a cht thay thé cho aspirin

trong diéu i dy phang bénh tim mach. Cic thudc ic ché men chuyén va chit d6i khang
angiotensin II: viéc U ché prostaglandin c6 thé lam gidm tic dung ha huyét dp cla cic thudc tic ché
men chuyén va/hodc thudk d6i khdng angiotensin . Cin Iy ki ding d3ng thi celeconib va thudc e
ché men chuyén va/haic 861 Khing angiotensin I, Tuy nhién mét s nghién ciu lam sang wdilisinopeil
Khang cho thi tuong tic dugc uc hoc na vé huyét ip. Fluconazol va ketoconazol: iing dang thid
flucanazol iéu 200mg/ngay lam tang gdp ddi nding 45 celecoxib huyét tuong, vi viy celecoxib nén dugc
diing vdi liéu dé nghi thp nhat & cac bénh nhan dang diing fluconazol; ketoconazol khong cd tac dung
i ché chuyén hda celecoxib trén am sang. Thudic lgi tiéu: trén mét s bénh nhan, NSAID ¢ thé lam
gidm tic dung ting thii natr qua nuc tiéu cia furosemid va thiazid bing cich ic ché ting hop
prostaglandin. Cc thudc tranh thai duimg udng: trong mit nghién aiu tuong tac, celecoxib khing
€6 tic dgng rd rang trén km sang vdi dugk dding hoc cla thudc tranh thai dutng udng loai két hop (1mg
norethindron/0,035mg ethynyl estradil). Cic thudk khac: chua c6 bio cio tvong tac quan trong ndo
vé mdt l3m sang qida celecoxib va thudc khing adid (nhom va magie), omeprazole, methotrexate,
glibendamide (glyburide), phenytoin, tolbutamide.

8. Anh huéng trén khi ning sinh san, phu ni 8 thai va cho con bii: Anh hudngtrén kha ning
sinh sdn: NSAID c6 thé gay ngan Gin hodc tri hodn su'ryng tring, lién quan dén v sinh cd thé hdi phuc
duge & mét s phy ni. CGn ¢an nhic ngiing dimg NSAID & phy nit khd thy thai hay dang chita v sinh.
Phu ni c thai: Chia c6 nghién cistrén phy ni 6 thai. Celecoxib ¢ thé gay vi hic ot cung va dng
6m ing dang mach chi, khong nén diing vao 3 thang cudithaiky. Nghién i dich té cho thy khi diang
thuudc & giai doan sdm thai ky cha thiy ¢d ting nguy ca sdy thai tw phat. Chi nén diing celecaxib khi mang
thai néu loi ich wugt trdi 5o vdi nguy cd. Phu i cho con bi: Rét it celecandb xudt hién trong sta. Gin
nhc i ich clia thusc vdi ngudt me va nquy ca tic dung khng mong mud trén tré b me é quyét dinh
ngiing thudc hay ngiing cha con bi.

9. Anh Huténg Trén Kha Nang Lai Xe Va Vin Hanh May Mac: khing c6 dnh hufing.

10. Tac Dung Khang Mong Mudn: Téc dung khang mong mudn trong 12 thit nghiém lam
sang co d6i ching vdi gia duoc va/hodc hoat chit khvic: Thuting gdp: Nhiém tring (viém phé quan,
viém xoang, nhiém khudn hd hap trén/dung tiét niéu), mat ngd, chang mat, ting huyét dp, ho, ndn
mia, dau bung, tiéu chay, kh tiéu, ddy bung, ngua, pht ban, phis ngoai bién. Khdng thutimg gdp: U tai.
Jt gdp: Vém hong, viém mil,thidu ma, qua min, ko l8ng, ting trang lc cg, budn ngd, hin mé, tim
dap nhanh, loét da day, rdi loan vé rang, men gan ting, may day, bam ma, phis mat, bénh gidng cim,
tdin thuong. Hiém gdp: Gidm tiéu cu, trang thdi ki kn, suy tim sung huyét loan nhip, nhip tim nhanh, d3
mat g ot thyc quin phimach,rng 6 Rt himgp: Thing o, viémtuy, i dabong
vk Tic dung khang mong mud trong nghién i phéng ngia polyp kéo dai tgi 3 nam: Rit
thuing gdp: Tang huyét dp, tiéu chiy. Thuéng gdp: Nhiém khudn tai, nhiém ndm, nhdi mdu co'tim, dau
that nque, chi nang,ting khang nquyén dac higu tién liét, khé thd, ndn mia, khd nudt, hi chiing rut
kich thich, bénh trao nqugk da day thyc qudn, budn ndn, men gan tng, co thit o, sbi than, xust huyét
am Gao, viém tién liét tuyéh, ting sin tién liét tuyén lanh tinh, ting creatinin ma. i gip: Nhidm
Helicobacter, Herpes z0ster,viém quang, nhiém khun vét thuong, viém lai, viém tai trong,u ma, rdi loan
giscngl, phéi mdu ndo, xust huyét ket mac gidm thinh Ik, dau thitnguc thé khéng dn dinh, x0vG dng
machvanh, phi dai tm that, viém mom gd xuong, dit gan, huyt khdi tinh mach sdu, tu ma, kn phat
am, ti udt huyét, viém da day, viém da di ing, u nang bao hoat dich, tiéu dém, nang budng tning, tit
Kinh, théng kinh, phi, ting kal, natri mdu, gl xong, gdy bin chin..._ Cic tic dung khng mong
mudn dugc ghi nhan sau khi dua thudc ra thi truing: Rt hiém gdip: Phin ing phan vé, udt huyét
ndo, viém mang ndo vo khudn, mat vi giac, viem mach, suy gan, viém gan kich phat, hdi ching
Stevens-Johson, hing ban da dang, hoai tir biu bi nhiém ddc, ngoai ban mung md toan than cap tinh,
viém da troc vy, viém thn k&, hai ching than hu.... Hiém gdip: Ao gidc, xust huyét tiéu hda, viém gan,
phén ing nhay cim v &nh séng, suy thin cip, nghén mach phi, viém phi, iloan kinh nquyét. i gdp:
Viém két mac, dau ngye. Chuta xic dinh duc R oan khd nang snh s3n i gid.

11. Qud Liéu: Kinh nghiém Iam sang vé qud liéu cdn han ché. Disng liéu dan 1200mg hodc da liéu vdi
ting iy 1200mg/ngay ré ngui khoe manh khng ch thiy ic dung khdng mong mutn ndo 6§
nghia vé mat lim sang. Tham phan khang phi i bién phap hiéu qua d€ loai bd thudc v thudc ién két
manh vdi protein.

12. Han Ding: 36 thang ké tir ngay san xuat

13. Bao Quan: Bao quan dudi 30°C

14. Nha San Xuat: Sn xudt tai Neolpharma, Inc-99 Jardines Street, Caguas, Puerto Rico 00725, My.
Bing goi tai R-Pharm Germany GmbH-Heinrich-Mack-Str.35, 89257 Mlertssen, ik

15. Nha Phan Phai: Cangty (& phan Duc Liéu TW 2, 24 Nquyein Thi Nghia, Quin 1, TP_HG Chi Minh.

5
&




