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Celecoxib Capsules
Each Hard Gelatin Capsule Contains:
Celecoxib 100mg
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Rx-Thubc ban theo don.
Doc ky huong dan sur dung trudc khi ding
Néu can thém théng tin, xin tham khao y kién Dwoc si hodc Bdc st

Vién nang
PLENCOXIB-100
(CELECOXIB CAPSULES)
Thanh phan: Mdi vién nang ciing chira:
Hoat chat:
Celecoxib 100 mg.
Ta duoc:

All-rac-alpha-tocopheryl acetat, tinh bot ngo, tinh bt natri glycolat (Type A),
crospovidon, povidon, keo khan silica, magié stearat.

Chi dinh diéu tri:

Diéu tri triéu ching thoai héa khép & ngudi 16n.

Dleu tri triéu ching viém khdp dang thap & nguoi lon.

Diéu trj triéu chirng viém c6t song dinh khop.

Diéu tri bo tro dé lam giam s6 lugng polyp trong liéu phap thong thuong diéu
tri bénh polyp dang tuyen dai - truc trang c6 tinh gia dinh.

Piéu tri dau cap, ké ca dau sau phiu thuat, nhé rang.

Piéu tri thong kinh nguyén phat.

Liéu lwgng va cach dung:

Cach dung:

Thudc udng ngay 01 lan hoic chia lam 2 lan bémg nhau, déu co tac dung nhu
nhau trong diéu tri thoai hoa xuong - khop. Péi v6i viem khop dang thap, nén
dung lidu chia déu thanh 2 1an. Liéu t6i 200 mg/ldn, ngay udng 2 1an, c6 thé
uong khong can chu y dén bira an; liéu cao hon (nghia la 400 mg/lan ngay
ubng 2 1an) phai uéng vao bira dn _(cung voi thie an) dé cai thién hap thu. Dé
tranh kha nang kich tmg thuc quan, cin uéng nang celecoxib véi mét coe nude day.

Liéu luwong:
Pé diéu tri thoai héa xuong - khap, lidu phai diéu chinh theo nhu ciu va dap

rng cuia tirng ngudi bénh, tim lidu thdp nhit ma c¢6 hiéu qua.

Thodi héa xwong - khép: Liéu thong thuong: 200 mg/ngay uéng 1 1an hodc
chia lam 2 liéu bang nhau. Liéu cao hon 200 mg/ngay (nhu 200 mg/1 liéu,
ngay 2 lan) khong c6 hiéu qua hon.

Viém khép dang thdp & nguoi 16n: Liéu théng thuong: 100 - 200 mg/lan ngay
udng 2 lan, liéu cao hon (400 mg x 2 1an/ngay) khé I
100 -200 mg x 2 lan/ngay. A "ﬂﬁ"\f{“
Viém cét song dinh khép: 200 mg/11an/ngay hoa
dap ung, tang liéu 1én 400 mg/1 lan/ngay hoac
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qua diéu tri sau hai tuan, can lua chon phuong phap giam dau khac. Liéu cao
nhat 400 mg/ngay.

Polyp dai - truc trang: Liéu 400 mg/lan, ngay udng 2 lan. Theo nha san xuét,
dd an toan va hi€u qua cua liéu phap trén 6 thang chua dugc nghién ciru.

Dau noéi chung va thong kinh: Liéu thong thuong ¢ nguoi lon: 400 mg ubng 1
lan, tlep theo 200 mg neu can, trong ngay dau. Dé tiép tuc giam dau, c6 thé
cho lidu 200 mg ngay udng 2 lan, néu can.

Nguoi cao tuoi: Trén 65 tudi: Khong can diéu chinh liéu, mac du néng do
thube ting trong huyét tuong. Tuy nhién, déi vdi nguoi cao tudi co trong
lugng co thé dudi 50 kg, phai dung liéu khuyén cao thap nhat khi bat diu
diéu tri.

Suy thdn: chua duoc nghién ctru va khong khuyén céo dung cho ngudi suy
than. Néu cdn thiét phai dung celecoxib cho nguoi suy than ning, phai gidm
sat can than chic niang than. Nha san xuat khong co6 khuyén cao dac biét nao
vé diéu chinh lidu cho ngudi suy than man.

Suy gan: Chua dugc nghién ciru. Theo nha san xuat, khong dugc dung cho
ngum bénh suy gan ning. Pbi vdi suy gan vira, nha san xuat khuyén céo
giam liéu khoang 50%.

Chéng chi dinh:

Man cam véi celecoxib hoidc bat ky ta duoc nao cia thube

Pa biét qua man vai sulfonamid.

Bénh nhén dang bi loét da day hodc xuét huyét tiéu hoa.

Tién st bi hen, viém mili cap tinh, polyp miii, phti mach, ngtra, may day, hoac
cac phan tng kiéu di Gng khac sau khi dung aspirin hoac cac thude chong
viém khong steroid khac bao gom ca thubc rc ché COX-2. Pi cé bdo cdo veé
cdc phan tung kiéu phan vé ning, d6i khi gay chét, vdi cac thude chong viém
khong steroid & nhitng nguoi bénh nay.

Phu nir c6 thai va phu nlt ¢6 kha nang c6 thai trir khi st dung bién phép tréanh
thai hiéu qua

Phu nit cho con bu

Suy gan nang (albumin huyét tuong < 25 g/l hodc diém Child-Pugh > 10)

Suy than ning (hé so thanh thai creatinin dudi 30 ml/phut).

Bénh viém rudt (Bénh Crhon, viém loét dai trang).

Suy tim sung huyét (NYHA II-1V).

Bénh nhan c6 thiéu méu co tim cuc bo, bénh mach mau ngoai bién va/hoic
bénh mach mau néo.

Nhirng luu y dac biét va canh bao khi sir dung thu(')c.

Can than trong dung celecoxib cho ngudi co tién sur loét da day ta trang, hodc
chay méau dudng tiéu héa, mic du thude duge coi 13
tiéu hoa do te ché chon loc COX-2.

Cén than trong dung celecoxib cho ngudi ¢o tién
aspirin hodc mét thube chéng viém khong steroid

g then, di U%Ekhl dung
6 thé ﬁay fa soc phan ve.
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Can than trong ding celecoxib cho ngudi cao tudi, suy nhuoc vi d& gay chay
mau duong tiéu hoa va thuong chure nang than bi suy giam do tudi.

Celecoxib co thé gay doc cho than, nhat 1a khi duy tri luu lrong mau qua than
phai can dén prostaglandin than hd trg. Nguoi ¢6 nguy co cao gdm c6 ngudi
suy tim, suy than hodc suy gan.

Can rat than trong dung celecoxib cho nhirng ngudi bénh nay.

Can than trong ding celecoxib cho ngudi bi phu, gilt nude (nhu suy tim, than)
vi thube gy & dich, lam bénh niang lén.

Can thén trong khi diing celecoxib cho ngudi bi mat nudc ngoai té bao (do
dung thude loi tiéu manh). Can phai diéu tri tinh trang mét nude trude khi
dung celecoxib. Vi chua rd celecoxib ¢6 lam giam nguy co ung thu dai - truc
trang lién quan dén bénh polyp dang tuyén dai - truc trang c6 tinh chat gia
dinh hay khong, cho nén van phai tiép tuc cham soc bénh nay nhu thuimg 1€,
nghla la phai theo doi ndi soi, cat bo dai - truc trang du phong khi can. Ngoai
ra, can theo ddi nguy co bién chiing tim mach (nhéi mau co tim, thiéu mau co
tim cuc bg). Celecoxib khong co6 hoat tinh ndi tai khang tiéu cau va nhu vay
khong bao vé dugc céc tai bién do thiéu mau co tim, nhat 1a néu dung liéu cao
kéo dai (400 - 800 mg/ngay).

Nguy co huyet khéi tim mach:

Céc thude chong viém khong steroid (NSAIDs), khéng phai aspirin, ding duong toan
than, c6 thé lam ting nguy co xuét hién bién c6 huyét khdi tim mach, bao gom ca
nhdi méu co tim va dot quy, c6 thé dan dén tir vong. Nguy co nay cé thé xuat hién
som trong vai tuan dau ding thude va co thé tang Ién theo thoi gian dung thude.
Nguy co huyét khéi tim mach duoc ghi nhan chi yéu & liéu cao.

Bac si can danh gid dinh ky su xuat hién cta cac bién ¢b tim mach, ngay ca khi bénh
nhan khong c6 céc triéu ching tim mach trude do. Bénh nhan can duge canh bao vé
céc triéu chimg ctia bién ¢b tim mach nghiém trong va can tham kham bac si ngay khi
xuat hién cac triéu ching nay.

Pé giam thiéu nguy co xuét hién bién cb bét loi, can sir dung Plencoxib-100

& lidu hang ngay thap nhét cé hiéu qua trong thoi gian ngin nhat cé thé.

Twong tic véi cac thube khic, cac dang twong tac khic:

Chung:

Chuyen hoéa cua celecoxib qua trung gian cytochrom P4502C9 trong gan. Su
dung ddng thoi celecoxib voi cac thudc ¢ tac dung e ché enzym nay co thé
anh huong dén duoc dong hoc ciia celecoxib, nén phai than trong khi dung
dong thoi cac thubc nay. Ngoai ra, celecoxib ciling e ché cytochrom
P4502D6. Do d6 c6 kha ndng tuong tac gitra celecoxib va cac thube duoc
chuyén héa bai Psso2D6.

Thuéc ke ché enzym chuyén angiotensin:

Cac thudce chéng viém khéng steroid co thé lam
huyet ap cua céac thude e ché enzym chuyen

y 3‘\'_IDQC¢-
/ 'Q“ —~ Uf}

g’?pm tac dang chéng ting
iotensin. )& n cha y dén
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twong tac nay khi dung celecoxib dong thoi voi céc thube e ché enzym
chuyén angiotensin.

Thuéc loi tiéu:

Céc thude chéng viém khong steroid cé the lam giam tac dung tang bai tlet
natri niéu cua furosemid va thiazid & mot s6 bénh nhan. c¢6 thé do e ché tong
hop prostaglandin va nguy co suy than c6 thé gia tang.

Aspirin:

Mic du c6 thé dung celecoxib cung véi lidu thap aspirin, viée sir dung dong
thoi hai thuée chdng viém khong steroid nay co thé dan dén ting ty 18 loét
duong tiéu héa hodc cac bién chirng khac, so véi viée dung celecoxib riéng ré.
Vi khong ¢6 tac dung khang tiéu cau, celecoxib khong phai 1a chat thay thé
aspirin ddi véi viée du phong bénh tim mach.

Fluconazol:

Dung dong thoi celecoxib véi fluconazol cé thé dan dén ting dang ké ndng do
huyét tuong cua celecoxib. Tuong tic duge dong hoc nay c6 vé do fluconazol
e ché isoenzym P4502C9 ¢6 lién quan véi su chuyén hoa celecoxib. Nén bit
dau diéu tri celecoxib véi liéu khuyén dung thip nhat ¢ ngudi bénh ding
fluconazol dong thoi.

Lithi:

Celecoxib c6 thé 1am giam su thanh thai than cua lithi, diéu nay din dén tang
ndng do lithi trong huyet tuong. Can theo ddi chit ché nguoi bénh dung dong
thoi lithi va celecoxib vé cac dau hiéu doc cua lithi va can diéu chinh liéu cho
pht hop khi bat dau hoic nging dung celecoxib.

Warfarin:

Céc bién ching chay mau két hop véi tang thoi gian prothrombin da xay ra &
mét s6 nguoi bénh (cht yéu ngudi cao tudi) khi dung celecoxib dong thoi voi
warfarin. Do dé, can theo ddi cac xét nghiém vé dong mau nhu thoi gian
prothrombin, dic biét trong miy ngay dau sau khi bat dau hodc thay déi liéu
phap, vi cic ngudi bénh nay c¢é nguy co bién ching chay mau cao.

Str dung cho phu nir ¢6 thai va cho con b
*Thoi ky mang thai

Cho t6i nay, chua c6 cac nghién ciru day du vé celecoxib & phu nit mang thai.
Chi nén dung celecoxib cho phu nit mang thai khi lgi ich cao hon nguy co ¢6
thé xay ra dbi v6i thai. Khong dung celecoxib & 3 thang cudi cua thai ky, vi
cac chat wc ché tdng hop prostagiandin c¢6 thé c6 tac dung xdu trén hé tim
mach cua thai.

*Thoi ky cho con bu

Chua biét celecoxib c¢6 duge phan bd vao stra me¢ hay khong. Vi celecoxib cé
the c6 nhirng tac dung khéng mong mudn nghiém trong & tré nho bu sira me,
can can nhéc loi/hai hodc nging cho bi, hodc ngirng ding cem

* Voi tré em: g

Chua xac dinh duoc hiéu luc va do an toan cua thude nay voi tré|
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Tac dong cua thude khi lai xe va vin hanh may méc
Than trong khi stir dung thuoc cho nguoi lai xe va van hanh may mac do thude cé thé
gdy chong mat.

Tac dung khong mong muon ciia thudc

Tac dung khong mong muon cua celecoxib & liéu thudong dung noi chung nhe
va ¢6 lién quan chu yéu dén duong tiéu héa. Nhitng téc dung khong mong
mudn khién phai ngimg dang thudc nhiéu nhét gom: Kho tiéu, dau bung.
Khoang 7,1% ngudi bénh dung celecoxib phai ngirng dung thudc vi cac tac
dung khéng mong mudn so véi 6,1% ngudi bénh dung placebo phai ngung.
*Thuong gap, ADR > 1/100

Tiéu héa: Pau bung, ia chay, kho tiéu, diy hoi, budn nén.

Ho hap Viém hong, viém mili, viém xoang, nhiém khuan duong ho hap trén.
Hé than kinh trung wong: Mét ngu, chéng mat, nhtrc dau.

Da: Ban.

Chung: Dau lung, phu ngoai bién.

*Hiém gdp, ADR <1/1000

Tim mach: Ngit, suy tim sung huyét, rung that, nghén mach phéi tai bién
mach mau ndo, hoai thu ngoai bién, viém tinh mach huyét khéi, viém mach.
Tiéu héa: Tic rudt, thing rudt, chay mau dudng tiéu hoa, viém dai trang chay
mau, thung thuc quan, viém tuy, tic rudt.

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

Huyet hoc: Giam lugng tiéu cau, mat bach cau hat, thiéu mau khéng téi tao,
giam toan thé huyét cau, giam bach cau.

Chuyen hoéa: Giam glucose huyet

Hé than kinh trung wong: Mit diéu hoa, hoang tudng tu sat.

Than: Suy théan cap, viém than ké.

Da: Ban do da dang, viém da tréc, hdi chirng Stevens-Johnson.

Chung: Nhiém khuan, chét dot ngot, phan tng kiéu phan vé, phu mach.

*Nguy co huyét khéi tim mach (xem thém phan Nhitng lwu yddc biét va canh bdo
khi sir dung thuéc)
Hudng dan cdch xi tri ADR
Néu c6 biéu hién doc hai than trong khi diéu tri celecoxib, can phai ngimng
thudc, thuong chirc nang than s€ tro vé muc trude diéu tri sau khi ngimg
diéu tri thude.
Test gan co the tang (gap 3 lan muc binh thuong ¢ gidi han cao). Sy tang nay
co the tién trién, hoic khong thay doi hodc chi tam thoi trong mét thoi gian
khi tlep tuc diéu tri. Nhung néu c6 biéu hién nang cua viém gan (vang da, biéu
hién suy gan...) phai ngung ngay thudc.
Noi chung, khi dung véi liéu thong thudong va ngin ngay, celecoxib dung nap
tot.
= Thong bdo cho bac sy nhitng tac dung khong v
thuéc.”

rg)mfay gap phai khi diing
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Sir dung qua liéu:

Biéu hién

Qua liéu cac thube chong viém khong steroid co thé gay ngu lim, ngu lo mo,
budn nén, nén, va dau ving thugng vi; cac biéu hién nay thuong phuc hdi voi
viée diéu tri nang do. Cung xay ra chay mau dudng tiéu héa. Cac biéu hién
xay ra hiém hon la ting huyét ap, suy than cip, rc ché ho hdp va hon mé. Cac
phan tng kiéu phan vé da duoc théng bao véi lidu diéu tri cua thude chdng
viém khong steroid va c6 thé xay ra khi qua liéu.

Diéu tri

Piéu tri qua liéu thude chéng viém khong steroid bao gdém diéu tri triéu
ching va nang d5; khéng c6 thube giai déc dic hiéu déi véi thube chdng
viém khong steroid. Trong 4 gid dau sau dL‘mg qué liéu, liéu phap gdy non
va/hodc cho than hoat (60 - 100 g cho ngum I6n. hodc 1 dén 2 g/kg cho tré
em), va/hodc mot thude tay tham thau c6 thé c6 ich dbi voi nhitng ngudi bénh
dd c6 biéu hién bénh ly hodc di uéng mot lugng thude qua 16n. Khéng biét
celecoxib c6 loai dugc bang tham tiach méau hay khéng, nhung thude gan vao
protein vai ty 1€ cao, goi y sir dung céac bién phap bai ni¢u cudng buec, kiém
héa nudce tiéu, tham tach méau, hodc truyén mau c6 thé khong c6 hiéu qua loai
bo luong 16n celecoxib khoi co thé.

Cac dac tinh dwge lue hoc:

Celecoxib 1a mét thudc chéng viém khéng steroid, e ché chon loc
cyclooxygenase-2 (COX-2), ¢6 cac tac dung diéu tri chéng viém, giam dau, ha
sot. Co ché tac dung ctia celecoxib duogc coi la e ché su téng hop
proslaglandin, chu yéu thong qua tac dung trc ché i isoenzym cyclooxygenase-2
(COX-2), dan dén lam giam su tao thanh cac tién chéat cua prostaglandin.
Khéc v&i phan lén cac thude chéng viém khéng steroid cé trude day,
celecoxib khéng trc ché isoenzym cyclooxygenase -1 (COX-1) v&i cac nong
do diéu tri & nguoi. COX-1 la mot enzym cau tric c6 ¢ hau hét cac mé, bach
ciu don nhén to va tiéu cau. COX-1 tham gia vao tao huyét khéi (nhu thic
day tiéu cau ngung tap) duy tri hang rao niém mac bao vé cua da day va chirc
nang than (nhu duy tri tuéi mau than). Do khong e ché COX-1 nén celecoxib
it c6 nguy co gdy cac tac dung phu (thi du déi véi tiéu cau niém mac da day),
nhung c6 thé gy cac tac dung phu & than tuong tu nhu cac thude chéng viém
khong steroid khong chon loc.

Cac dic tinh duwoc dong hoc:

Hap thu:

Celecoxib dugc hap thu nhanh qua dudng tidu héa. Udng celecoxib vai thirc
an co nhiéu chat béo 1am cham thoi gian dat néng do dinh trong huyét tuong
so v6i udng lac doi khoang 1 dén 2 gio va lam taggr.l.(L— 20% dién tich dudi
dudng cong (AUC). C6 thé dung celecoxib dong oA thirc an ma khong can
chu y dén thoi gian cac bira dn. Nong d6 dinfs }fong hu}'@t tu'ong cua thude
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thuong dat ¢ 3 gio sau khi uong mot liéu duy nhét 200 mg lic doi, va trung
binh bing 705 nanogam/ml. Néng d¢ thude ¢ trang thai én dinh trong huyét
tuong dat dugce trong vong 5 ngay; khong thay c6 tich lay.

O ngudi cao tudi trén 65 tudi, nong dg dinh trong huyét tuong va AUC tang
40 va 50%, tuong Ung, so voi nguoi tré; AUC cua celecoxib & trang thai on
dinh tdng 40 hoac 180% & ngudi suy gan nhe hodc vira, tuong Ung, va giam
40% & ngudi suy than man tinh (téc d6 loc cau than 35 - 60 ml/phat) so véi o
nguoi binh thuong.

Phan bé: Thé tich phan b6 & trang thai 6n dinh khoang 400 lit (khoang 7,14
lit’/kg) nhu vay thude phan b6 nhiéu vao mé. O nong dé diéu tri trong huyét
tuong, 97% celecoxib gan véi protein huyét tuong.

Thai trie:

Nura doi thai trir trong huyet tuong cua celecoxib sau khi uéng 1a 11 gio, va hé
s6 thanh thai trong huyét tuong khoang 500 ml/phit. Nira doi cua thude kéo
dai 6 nguoi suy thén hodc suy gan. Celecoxib dugc chuyén hoéa trong gan
thanh cac chat chuyén héa khong ¢6 hoat tinh boi isoenzym CYPys9 2C9.
Celecoxib thai trir khoang 27% trong nudc tiéu va 57% trong phan, dudi 3%
liéu dugc thai trir khong thay dbi.

Trinh bay: Hop/ 6 vi x 10 vién nang

Bao quan: ¢ noi kho rao, tranh anh sang, ¢ nhiét do dudi 30°C.

Han ding: 24 thang ké tir ngay san xudt. Khong ding thudc qua han st dung ghi
trén bao bi

Tiéu chuan: Nha san xut

Canh bao:
- Khong dung qud lleu. ¢
- Gilr thudc ngoai tam tay tré em. =

San xudt tai An dp béi:
AKUMS DRUGS & PHARMACEUTICAL LTD.,
19 - 20 - 21, Sector-6A, I.ILE. SIDCUL, Ranipur, Haridwar- 249403, India
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