RX THUGC BAN THEO DON

DORESY® 400 mg

THANHPHAN

Méivién nang cting chira:

- Celecoxib 400mg
-Tadugc: Lactose, Povidon K30, Natri lauryl sulfat, Natri croscarmellose,
Magnesi stearat, nang cting gelatin (s6 0).

DANGBAO CHE

Vién nang cling, dung uéng.

QUY CACHDPONGGOI

Hop 1vi,3vi,6vi, 10vix 10 vién.

CHIPINH

- Diéu trj b6 trg dé€ lam gidm s6 lugng polyp trong liéu phap théng
thudng diéu tri bénh polyp dang tuyén dai - truc trang co tinh giadinh.
-Diéu tri dau cap, dau sau phau thuat, nhd rang, thdng kinh nguyén phat.
LIEU LUQNG VA CACHDUNG

*Cdch ding: Dung uéng, nén uéng trong bita dn dé hap thu tét hon.
*Liéulugng:

- Polyp dai - tryc trang: 400 mg/lan x 2 lan/ngay. D3i vai liéu phap trén
6thang, do an toan va hiéu qua clia thudc chua dugc nghién ciu.

-Pau cap, dau sau phau thuat, nhé rang, théng kinh: Liéu théng thudng
3 ngudi I6n 400 mg udng 1 1an, tiép theo 200 mg néu can, trong ngay
dau. DE tiép tuc gidm dau, cé thé cho liéu 200 mg/lan x 2 1an/ngay, néu
can.(Dung loai vién chita celecoxib 200 mg)

- Ngudi cao tudi (trén 65 tudi): Khong can diéu chinh liéu. DSi véi ngusi
cao tudi cé trong lugng ca thé dudi 50 kg, dung liéu khuyén céo thap
nhatkhibatdau diéutri.

- Suy than: Khéng khuyén cao dung cho ngudi suy than. Néu can thiét
phai dung celecoxib cho nguai suy than nang, phai gidm sat can than
chicnangthan.

- Suy gan: Khéng dugc dung cho ngudi bénh suy gan nang. Béi véi suy
ganvua, can giam liéu khoang 50 %.

CHONG CHiDINH

-M&n cam vdi cac thanh phan ctia thudc, sulfonamid.

- Suy tim ndng, suy than nang (hé sé thanh thai creatinin dugi 30 ml/phut),
suy ganndng.

-Bénhviém ruét (bénh Crohn, viém loét dai trang).

-Tién st bi hen, mé day hay cac phan ung kiéu di iing khac sau khidung
aspirin hodc cac thudc chéng viéem khéng steroid khac. Ba cé bao cao vé
céc phan ting kiéu phan vé nang, déi khi gay chét véi cac thuéc chéng
viém khong steroid & nhitng ngudi bénh nay.

THANTRONG KHISUDUNG

Canthan trong dung celecoxib cho cacbénh nhan:

- Ngudi cé tién st loét da day ta trang hodc chady mau dudng tiéu hoa,
mac du thudc dugc coi la khéng gay tai bién dudng tiéu héa do tc ché
chonlocCOX-2.

- Ngudi cé tién st hen, di tng khi dung aspirin hodc mot thuéc chéng
viém khéng steroid vi c6 thé xay ra séc phan vé.

- Ngusi cao tudi, suy nhugc vi dé gay chdy mau dudng tiéu héa va thudng
chtic néng than bi suy gidm do tuéi.

- Celecoxib cé thé gay doc cho than, nhat 1a khi duy tri luu lugng méau
qua than phai can dén prostaglandin than hé trg. Can rat than trong
dung celecoxib cho nhitng ngudi c6 nguy cd cao gdém cé ngudi suy tim,
suy than hodc suy gan.

- Nguai bi phu, gitr nudc (nhu suy tim, than) vi thudc gay  dich, lam
bénhnanglén.

- Ngusi bi mat nudc ngoai té bao (do dung thudc Igi ti€u manh). Can
phai diéu tri tinh trang mat nudc trudc khi dung celecoxib.

- Vi chua ro celecoxib cé lam gidm nguy co ung thu dai - tryc trang lién
quan dén bénh polyp dang tuyén dai - tryc trang c6 tinh chat gia dinh
hay khéng, phai theo déi néi soi, cit bo dai - tryc trang du phong khi
can. Ngoai ra, can theo déi nguy ¢ bién ching tim mach (nhéi mau co
tim, thi€u mau co tim cuc bo). Celecoxib khéng c6 hoat tinh ndi tai
khéng tiéu cau va nhu vay khéng bao vé dugc cac tai bién do thi€u mau
catim, nhatlanéu dungliéu cao kéo dai (400 - 800 mg/ngay).

-Nguy co huyét khgitim mach:

Céc thudc chdng viém khéng steroid (NSAIDs), khong phai aspirin,
dung dudng toan than, cé thé lam tang nguy cd xuat hién bién cé
huyét khéi tim mach, bao gém ca nhéi mau ca tim va dét quy, c6 thé
dan dén ti vong. Nguy c6 nay c6 thé xuat hién sém trong vai tuan dau
dung thudc va cé thé ting 1én theo thdi gian dung thudc. Nguy co
huyét khéitim mach dugc ghinhan chtyéu &liéu cao.

Bac si can danh gia dinh ky su xudt hién ctia cac bién c6 tim mach, ngay ca
khi bénh nhan khéng cé cac triéu chiing tim mach trudc dé. Bénh nhan
can dugc canh bao vé cac triéu chimg ctia bién cé tim mach nghiém
trong va can tham kham bac si ngay khixuat hién cac triéu chiing nay.

DE giam thi€u nguy co xuat hién bién ¢ bat Igi, can st dung DORESYL
400 mg & liéu hang ngay thap nhat c6 hiéu qua trong thdi gian ngén
nhatcothé.

PHUNU COTHAIVACHO CONBU

*Thaoiky mang thai:

- Chinén dung celecoxib cho phu nirmang thai khi Igi ich cao hon nguy
0 ¢6 thé xdy ra d6i vdi thai. Khéng dung celecoxib & 3 thang cudi cta
thai ky, vi cac chat tic ché téng hgp prostaglandin c6 thé c6 tac dung
xau trén hé tim mach cdathai.

*Thoiky choconbu:

Chua biét celecoxib c6 dugc phan bé vao sita me hay khong. Vi
celecoxib c6 thé c6 nhiing tac dung khéng mong muén nghiém trong
& tré nhoé bu sita me, can can nhéc Igi/hai hodc ngting cho bu hoac
ngling dung celecoxib.

ANHHUGNG LEN KHA NANG LAIXEVAVANHANH MAY MOC
Celecoxib c6 thé gay chéng mat, nhiic ddu. Néu cdm thay chéng mét,
nhuic dau thinén tranh lai tau xe va van hanh may méc.

TUONG TAC VGI CAC THUOC KHAC VA CAC DANG TUONG TAC
KHAC

Chuyén hoa cta celecoxib qua trung gian cytochrom P,.,2C9 trong
gan. St dung dong thai celecoxib véi cac thudc c6 tac dung tic ché men
nay c6 thé anh hudng dén dugc dong hoc clia celecoxib, nén phaithan
trong khi duing d6ng thai cac thudc nay. Ngoai ra, celecoxib cling tic
ché cytochrom P,,2D6. Do d9, c6 kha nang tuong tac gitia celecoxib va
cacthudcdugc chuyénhodabaiP,,,2D6.

- Thudc tc ché men chuyén angiotensin: Lam gidm tac dung chéng
tang huyét ap cla cac thudc tic ché men chuyén angiotensin. Can chiy
dén tuong tac nay khi dung celecoxib déng thai véi cac thude e ché
men chuyén angiotensin.

-Thudclgi tiéu: Lam gidm tac dung tang bai tiét natri niéu ctia furosemid
va thiazid & mét s6 ngudi bénh, do U ché t6ng hgp prostaglandin va
nguy cdsuy than cé thé giating.

-Aspirin:Tang ty lé loét dudng tiéu hoa va cac bién chiing khac.

- Fluconazol: Tang déng ké néng d6 huyét tuong cla celecoxib vi vay
khuyén cao dung liéu thap nhat & bénh nhan dang dung fluconazol.
Nén bat dau diéu tri celecoxib vdi liéu khuyén dung thap nhat & ngudsi
bénh dung fluconazol dong thaoi.

- Lithi: Lam gidm su thanh thai than cda lithi, diéu nay dan dén tang
noéng do lithi trong huyét tuong. Can theo déi chit ché ngudi bénh
dling déng thai lithi va celecoxib vé cac dau hiéu déc cha lithi va can
diéu chinhliéu cho phu hop khibat dau.

- Warfarin: Cac bién ching chdy mau két hgp vai tang thdi gian
prothrombin da xay ra & mét s6 ngudi bénh (chd yéu ngudi cao tudi)
khi dung celecoxib dong thoi vaéi warfarin. Do d6, can theo déi cac xét
nghiém vé déng mau nhu thdgi gian prothrombin, dac biét trong may
ngay dau sau khibat dau hodc thay déiliéu phap, vi cdc ngudi bénh nay
€6 nguy cd cao bién chiing chdy mau.

TACDUNG KHONG MONG MUGN (ADR)

-Nguy co huyét khéi tim mach (xem phan than trong khi sirdung).

- Tac dung khéng mong muén clia celecoxib & liéu thudng dung néi
chung nhe va cé lién quan cht yéu dén dudng tiéu hoa. Nhiing tac
dung khdng mong mudn khién phai ngting thuéc nhiéu nhat gém: Kho
tiéu, dau bung. Khodng 7,1 % nguai bénh dung celecoxib phai ngling
dung thudc vi cac tédc dung khéng mong mudn so vdi 6,1 % ngudi bénh
dung placebo phaingung.

Thuong gdp, ADR>1/100

+Tiéuhda:Dau bung, tiéu chay, khé tiéu, day hai, budn nén.

+Hb hap:Viém hong, viém mdi, viém xoang, nhiém khuén dudng hé hap
trén.

+Hé than kinh trung uong: Mat ngd, chéng mat, nhirc dau.
+Da:Banda.

+Chung:baulung, phu ngoaibién.

Hiém gdip, ADR< 1/1000

+Tim mach: Ngat, suy tim sung huyét, rung that, nghén mach phdi, tai
bién mach mau nao, hoai thu ngoai bién, viém tinh mach huyét khaoi,
viémmach.

+ Tiéu hda: Tac rudt, thang rudt, chdy mau dudng tiéu hoa, viém dai
trang chady mau, thiing thuc quan, viém tuy, tac rudt.

+Gan mat: Bénh so6i mat, viém gan, vang da, suy gan.

+ Huyét hoc: Gidm lugng tiéu cau, mat bach cau hat, thiéu mau khéng
téitao, gidm toan thé huyét cu, giam bach cau.

+Chuyén héa: Gidm glucose huyét.

+Hé than kinh trung uang: Mat diéu hoa, hoang tudng tu sét.

+Than: Suy than cap, viémthan ké.

+Da:Ban do da dang, viém da tréc, hoi chiing Stevens Johnson.

+ Chung: Nhiém khuan, chét dot ngét, phan tng kiéu phan vé, phu mach.
Thong béao cho béc sinhiing tac dung khéng mong mudén gap phai khi
sttdung thuéc.

*Huéng dan cach xdrtri ADR:

Néu c6 biéu hién doc hai than trong khi diéu tri celecoxib, can phai
ngung thudc, thudng chiic ndng than sé trd vé muc trudc diéu tri sau
khingting diéu trithudc.

Test gan c6 thé tang (gap 3 lan muc binh thudng & gidi han cao). Su
tdng nay c6 thé tién trién hodc khong thay d6i hodc chitam thai trong
mot thai gian khi tiép tuc diéu tri. Nhung néu cé biéu hién nang cla
viémgan (vang da, biéu hién suy gan...) phdingliing ngay thuéc.

No6i chung, khi dung véi liéu théng thudng va ngan ngay, celecoxib
dungnap tét.

QUALIEUVA CACHXUTRI

-Triéu chiing: Ngui lim, ngli lo mo, buén nén, nén, dau viing thugng vi;
cacbiéu hién nay thudng phuc héi véi viéc diéu trinang d6. Ciing xay ra
chdy méu dudng tiéu héa. Cac biéu hién xay ra hiém hon la tang huyét
ap, suy than cap, Gic ché hé hap va hén mé. Cac phan ting kiéu phan vé
da dugc thong bao vdiliéu diéu tri ciia thudc chéng viém khong steroid
vaco théxay rakhiqualiéu.

- Diéu tri: Triéu chiing va nang da, khéng c6 thudc giai doc dac hiéu doi

v6i thudc chéng viém khéng steroid. Trong 4 gid dau sau dung qué liéu,
liéu phdp gdy nén hoac cho than hoat (60 - 100g cho ngusilén, 1-2 g/kg
cho tré em) hodc mét thudc tdy tham thiu cé thé cé ich déi véi nhiing
ngudi bénh da cé biéu hién bénh ly hodc da usng mét lugng thudc qua
I6n. Khéng biét celecoxib cé loai dugc bang thadm tach mau hay khéng
nhung thudc gan vao protein véi ty 1& cao ggi y st dung cac bién phap
bai niéu cudng buc, kiém hoéa nudc tiéu, thdm tadch mau hodc truyén
méau c6 thé khdng ¢ hiéu qué loai bd lugng 16n celecoxib khéi cothé.
DUGCLUCHOC

Celecoxib la mét thudc chéng viém khéng steroid, tc ché chon loc
cyclooxygenase-2 (COX-2), c6 cac tac dung diéu tri chdng viém, giam dau,
ha sét. Co ché tac dung clia celecoxib la Uc ché téng hop prostaglandin,
chd yéu théng qua tac dung Uc ché isoenzym cyclooxygenase-2 (COX-2),
dan dén lam gidm su'tao thanh cac tién chat cia prostaglandin. Do khéng
Uc ché COX-1 nén celecoxib it c6 nguy ca gay cac tac dung phu (thi du di
Vvéi ti€u cau niém mac da day), nhung c6 thé gy cac tac dung phu & than
tuang ty nhu cac thudc chéng viém steroid khéng chon loc.
DUGCHONGHOC

- Hap thu: Celecoxib hdp thu nhanh qua dudng tiéu héa. Udng
celecoxib vaithiic dn co nhiéu chat béo lam cham thoi gian dat néng do
dinh trong huyét tuong so vdi uéng lic déi khoang 1 dén 2 gid va lam
tdng 10 - 20 % dién tich dudi dudng cong (AUC). C6 thé dung celecoxib
déng thai vai thic an makhong can chay dén thai gian cacbia an.
Néng dé dinh trong huyét tuong clia thudc thudng dat & 3 gid sau khi
uéng mét liéu duy nhat 200 mg luc déi, trung binh bang 705 nanogam/ml.
Néng dé thudc & trang théi 6n dinh trong huyét tuong dat duoc trong
vong 5 ngay; khong thay co tich Iy, & ngudi cao tudi trén 65 tudi, nong do
dinh trong huyét tuong va AUC tang 40 va 50 % so v&i ngudi tré, AUC clia
celecoxib & trang théi 6n dinh ting 40 hodc 180 % & ngudi suy gan nhe
hodc vira va gidm 40 % & ngudi suy than man tinh (t6c d6 loc cau than 35 -
60 ml/phut) so véi ngudi binh thuong.

-Phan b6é: Thé tich phan b &trang thai 8n dinh khoang 400 lit (khoang
7,14 lit/kg) nhu véy thudc phan bé nhiéu vao mé. O néng do diéu tri
trong huyét tuong, 97 % celecoxib gan véi protein huyét tuong.

-Thai trir: Thai gian ban thai trong huyét tuong ctia celecoxib sau khiudng
1a 11 gi&y va hé s6 thanh thai trong huyét tuong khoang 500 ml/phut. Thai
gian ban thai clia thudc kéo dai & ngudi suy than hodc suy gan. Celecoxib
dugc chuyén héa trong gan thanh cac chat chuyén héa khong cé hoat
tinh béiisoenzym CYP,,,2C9.

Celecoxib thai trir khoang 27 % trong nudc tiéu va 57 % trong phan,
dudi 3% liéu dugc thaitrirkhong thay d6i.

BAO QUAN: Noi khé, nhiét d6 dusi 30°C, tranh dnh séng.

HANDUNG: 36 thang ké tirngay san xuat.

-THUGC NAY CHi DUNG THEO DON CUA BAC ST

-POCKYHUGNG DAN SUDUNGTRUGC KHI DUNG

-NEU CANTHEMTHONGTIN XIN HOIY KIEN BAC ST
-DEXATAMTAYTREEM

NHA SAN XUAT VA PHAN PHOI:
CONGTY €O PHAN XUAT NHAP KHAU Y TEDOMESCO

Piachi:66 Quaclé 30, P.My Pha, TP.Cao Lanh, Déng Thap
pomesco  Piénthoai:0277.3851950

B6 sung khuyén cao CV 5749/QLD-DK, ngay 27/04/2017
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