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Tai liéu théng tin thudc
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CELEBREX - Dang trinh bay

Tai liéu théng tin thuéc

» Dang bao ché: Vién nang cting
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-— (2)  Thong tin ké toa CELEBREX da duc B3 Y Té phé duyét ngay 20/02/2017
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CELEBREX - Chi dinh diéu tri

» Celebrex dugc chi dinh trong cac truong hop sau:
Diéu tri triéu ching cla thoai hoa khdp va viém khdp dang thap
Gidm nhe cac dau hiéu va triéu chling cia viém ¢6t song dinh khép

Kiém soat dau cap tinh
Diéu tri thong kinh nquyén phat

Tai liéu thong tin thuéc

Thong tin ké toa CELEBREX* da dugc BO Y T€ phé duyét ngay 20/02/2017
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CELEBREX - Pugc dung nhu thé nao?

Tai liéu théng tin thudc

tri triéu chiing trong

ThOéi Héa th’,p * 200 mg dung liéu don hodc 100 mg, 2 lan moi ngay

Diéu tri triéu chiing trong

Viém Khép Dang Thap « 100 mg hoac 200 mg 2 14n méi ngay.
Viém CQt Song Dinh Khdp * 200 mg dung liéu don hoac 100 mg 2 lan moi ngay

Mét s6 bénh nhan c6 thé t6t hon néu dung téng liéu méi ngay 400 mg.

Pau Cap Tinh va

1 " B * Liéu khéi dau 400 mg, dung thém mét liéu 200 mg trong ngay
Pau B‘:'ng Kinh Nguyen Phat dau tién néu can thiét. Cac ngay tiép theo, liéu khuyén nghi la
‘ 200 mg 2 lan méi ngay khi can.

Celecoxib, vdi liéu dung dén 200mgq x 2 lan/ngay c6
thé dung cling thiic an hodc khong. Khong can diéu
chinh liéu véi bénh nhan suy gan nhe. Khong can
chinh liéu véi cac bénh nhan suy than vira va nhe. Nén

diing celecoxib véi nta liéu khuyén nghi trén nhiing
bénh nhan dang diéu tri véi fluconazol. Nhitng nqudi
chuyén hda kém CYP2P9 nén bat dau diéu tri véi nira
liéu so vdi liéu khuyén céo.

@ Théng tin ké toa CELEBREX* da dugc BO Y Té phé duyét ngay 20/02/2017
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CELEBREX - Liéu dung va cach dung

‘ —

Tai liéu thong tin thuéc

Vién nang Celecoxib, véi liéu dung dén 200 mg x 2 lan/ngay cd thé diing cting thic an hodc khong.
Do cac nquy co véi tim mach clia celecoxib cd thé tang theo liéu va thai gian dung thudc, nén diing liéu thap nhat trong thai gian

ngan nhat cd thé

P Ngudi lgn:
e Diéu tri triéu chiing trong thodi hda khdp (0A): liéu khuyén nghi

clia celecoxib la 200 mg dung liéu don hodc 100 mg, 2 lan moi ngay.

e Diéu tri triéu chiing trong viém khdp dang thap (RA): liéu khuyén
nghi ctia celecoxib a 100 mg hodc 200 mg 2 1an moi ngay.

e Viém c6t song dinh khdp (AS): liéu khuyén nghi clia celecoxib la
200 mgq dung liéu don hodc 100 mg 2 lan moi ngay. Mot s6 bénh
nhan ¢6 thé tot hon néu dung tong liéu mdi ngay 400 mg.

o Kiém soat dau cdp tinh: liéu khéi dau theo khuyén cdo clia
celecoxib la 400 mg, ding thém mdgt liéu 200 mg trong ngay dau
tién néu can thiét. Trong cac ngay tiép theo, liéu khuyén nghi la 200
mg 2 lan mai ngay khi can.

o Diéu tri dau bung kinh nquyén phat: liéu khdi dau theo khuyén cdo
clia celecoxib la 400 mg, dung thém mdt liéu 200 mgq trong ngay dau
tién néu can thiét. Trong cdc ngay theo, liéu khuyén nghi la 200 mg
2 lan moi ngay khi can.

e Nhiing nquoi c6 chuyén hda kém CYP2C9: Nhitng bénh nhén da
biét hodc nghi ng& chuyén hoa kém qua CYP2(9 dua trén tién st/
kinh nghiém vdi cc co chat khac CYP2C9 can than trong khi diing

celecoxib. Bat dau diéu tri véi liéu bang Y liéu khuyén nghi thap
nhat.

P Ngudi cao tudi:

Nhin chung khong phai diéu chinh liéu. Tuy nhién, vdi cdc bénh nhan
cao tudi ¢d can nang dudi 50 kg, nén bat dau diéu tri véi liéu khuyén
nghi thap nhét.

» Tréem:

Viém khdp tu phat thiéu nién (JIA)

Viém khdp tu phat thiéu nién (JIA)

» Bénh nhén nhi (2 tudi tré Ién) Liéu lugng:

>10 kg dén < 25kg: Vién nang 50mg, hai lan moi ngay"

>25kg Vién nang 100 mg, hai lan moi ngay

Celecoxib da dugc nghién cu 6 cac bénh nhan viém khdp tu phat
thiéu nién tlr 2 dén 17 tudi. Tinh an toan va hiéu qua cla celecoxib ¢
tré em chua dugc nghién clu trong thdi gian trén 6 thang hodc &
bénh nhan c6 can ndng dudi 10 kg (22 Ibs) hodc & bénh nhan véi biéu
hién phat bénh toan than.

—(5)  Thong tin ke toa CELEBREX* d dugc BO Y Té phé duyét ngay 20/02/2017
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Tai liéu théng tin thudc

CELEBREX - Qua liéu & Chéng chi dinh-

» Qua Liéu: » Chdng ChiDinh:
* Kinh nghiém lam sang vé qua liéu con han ché. * Qua man cam véi celecoxib hodc bat ky thanh

* Dung liéu don 1200mg hodc da liéu véi tong liéu phan nao cta thudc.

1200mg/ngay trén nquoi khde manh khong cho
thdy tac dung khong mong mudn nao ¢6 y nghia
vé mat [dm sang.

Tham phan khong phai la bién phap hiéu qua dé
loai bd thudc vi thudc lién két manh véi protein.

O,

Bénh nhdn c6 tién st qud man cdm véi
sulfonamid.

Bénh nhén 4 tién st hen, mé day hoac cac phan
tng kiéu di (ing sau khi dung aspirin hodc cac
NSAID.

Diéu tri dau trong phau thudt ghép dong mach
vanh nhan tao.

Théng tin ké toa CELEBREX* da dugc B Y Té phé duyét ngay 20/02/2017
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Bénh nhan da biét hoac nghi ngo chuyén hda qua
CYP2(9 kém dua trén tién st vai cac ca chat khac cla
CYP2C9 nén than trong khi duing celecoxib vi nong do
thudc trong huyét tuang cd thé cao bat thuong; nén
bat dau diéu tri vdi liéu bang mot nia liéu dé nghi.
Warfarin: Trén cac bénh nhan dang dung warfarin
hodc cac chat tuong tu, c6 bao cdo vé tang thoi gian
prothrombin (INR), can theo doi tac dung clia cac
thuoc chong dong hodc chinh liéu sau khi bat dau
diéu tri bang celecoxib.

Lithium: Trén nqudi khée manh, nong do lithium
trong huyét tueng tang khoang 17% khi ding
dong thai lithium va celecoxib. Bénh nhéan dang
diéu tri vai lithium can dugc theo doi chat ché khi
dung celecoxib hoac ngling diing celecoxib.

F

CELEBREX - Tuong tac thuéc

Tai liéu théng tin thudc

Aspirin: Celecoxib khong anh hudng dén téc dong
khdng tiéu cau cta aspirin liéu thap. Vikhdng cd tac
dong trén tiéu cdu, celecoxib khong phai la chat
thay thé cho aspirin trong diéu tri du phong bénh
tim mach.

Cac thudc iic ché men chuyén va chat déi khang
angiotensin Il: Viéc tic ché prostaglandin c6 thé lam -

giam tac dung ha huyét ap clia cac thudc dc ché men 3%3
chuyén va/hoac thudc doi khang angiotensin Il. Can luu )99
khi dung dong thoi celecoxib va thudc Gc ché me
chuyén va/hodc doi khang angiotensin II. Tuy nhién mot
s6 nghién cu lam sang véi lisinopril khdng cho thay

tuong tac duac luc hoc nao vé huyét ap.

—(7)  Thong tin k toa CELEBREX* d dugc B0 Y Té phé duyét ngay 20/02/2017 >
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CELEBREX - Tuong tac thuéc

Fluconazol va ketoconazol: Diung dong thoi
fluconazol liéu 200mg/ngay lam tdng gap ddi nong
do celecoxib huyét tuang, vi vay celecoxib nén dugc
ding vdi liéu bang nia liéu khuyén nghi & cac bénh
nhan dang dung fluconazol; ketoconazol khéng c6
tdc dung tc ché chuyén haa celecoxib trén lam sang.
Thuéc loi ti€u: Trén mot so bénh nhan, NSAID ¢6
thé lam giam tdc dung tang thai natri qua nudc tiéu
clia furosemid va thiazid bang cach Gc ché tong hop
prostaglandin & than.

Tai liéu thong tin thudc

Cac thudc tranh thai duong uéng: Trong mét
nghién ctiu tuang tac, celecoxib khong co tac dong ro
rang trén lam sang véi dugc dong hoc cia thudc tranh
thai duong uong loai két hop (Img
norethindron/0,035mg ethynyl estradiol).
Cyclosporin: Vi cdc NSAID 0 tdc dung Ién céc
prostagladin 6 than, cac thudc nay co thé lam tang
nguy cd nhiém ddc than do cyclosporin.

(8)  Thongtin ké toa CELEBREX* da dugc BS Y Té phé duyét ngay 20/02/2017
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CELEBREX - Tuong tac thuéc

Dextromethorphan va metoprolol: Viéc st dung
dong thai celecoxib 200mg ngay 2 lan lam tdng lan
lugt 2,6
dextromethorphan va metoprolol trong huyét tuong
(cdc ca chat ctia CYP2D6). Diéu nay la do celecoxib (i
ché chuyén hoa ctia cac co chat cia CYP2D6. Do do,

lan va 1,5 lan nong do cla

can phai giam liéu cac thudc la co chat cia CYP2D6
khi bat dau str dung celecoxib dong thai va can phai
tang liéu cac thudc nay khi ngiing st dung celecoxib
(xem phan 4.4 St dung véi cac thudc chong dong
mau dudng udng).

Tai liéu théng tin thudc

Methotrexat: Khong 6 cac tuong tac lam sang va
dugc dong hoc quan trong gilla celecoxib va
methotrexat trong nghién cliu lam sang giGia hai
thudc nay.

Cac thudc khac: Chua 6 bao cdo tueng tac quan
trong nao vé mat lam sang gitfa celecoxib va thudc
khang acid (nhdm va magie), omeprazol,
methotrexat, glibenclamid (glyburid), phenytoin,

tolbutamid.

() Thang tin ké toa CELEBREX* d dugc B YT phé duyét ngay 20/02/2017
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CELEBREX - Canh bao & than trong

Cac tac dong trén tim mach:

Celecoxib c6 thé lam tang nguy co huyét khdi tim
mach, nhoi mdu co tim va dot quy. Tat cd cac NSAID
c6 thé o chung nquy co nay. Dé gidm thiéu cac nquy
¢ trén tim mach, nén dung celecoxib véi liéu thap
nhat ¢ hiéu qua trong thdi gian ngan nhat c6 thé.
Bai vi celecoxib khong (ic ché su két tap tiéu cau,
khdng nén ngiing cac tri liéu khang tiéu cau (vi du
acetylsalicylic).

Idng huyét dp: Cling nhu tat ca cac NSAID, celecoxib

c6 thé lam khéi phat con tang huyét ap hoac lam tinh
trang tang huyét dp von c6 nang thém, ca hai yéu to
nay déu ¢ thé lam tang bién cd tim mach.

Tai liéu thong tin thuéc

U dich va phi: Ciing nhu cac thudc 6 tac dung tic ché

prostaglandin, phu né va ( dich da gap trén mot so
bénh nhan dung celecoxib, can theo ddi chat ché cho
bénh nhan bi suy tim sung huyét hodc tang huyét ap
tu trudgc.

(10)  Thong tin ké toa CELEBREX da dugc B0 Y Té phé duyét ngay 20/02/2017
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Cactac dong trén duong tiéu hoa:

Thang, loét hodc chdy mau duong tiéu hda trén va
dudi da xdy ra véi cac bénh nhan dung celecoxib. Hau
hét cdc bao cdo ngau nhién vé cac truong hop tlivong
do dudng tiéu hoa cd lién quan dén celecoxib la trén
cac bénh nhan thé chat yéu hodc nquoi cao tudi.
Cactac dong trén than:

Cac NSAID bao gom ca celecoxib 6 thé gay doc cho
than, cdc tac dung trén than tuong tu nhu véi cac
NSAIDs khac. Bénh nhan c6 nquy co nhiém ddc than
cao la nqudi suy chiic nang than, suy tim, suy chic
nang gan va ngudi cao tudi. Can theo doi chdt ché
chic nang than & BN bi bénh than tién trién.

Cac phan ting nghiém trong trén da:

Viém da troc vy, hdi chiing Stevens-Johnson va hoai
t( biéu bi nhiém ddc da duoc bao cao nhung rat hiém
gap trong st dung celecoxib.

CELEBREX - Canh bao & than trong

Tai liéu thong tin thudc

Cactacdong trén gan:

Khong st dung celecoxib trén cac bénh nhan suy gan
nang, phan Gng nghiém trong trén gan bao gom
viém gan bung phat; hoai t(f gan va suy gan nhung
rat hiém gap. Celecoxib can dugc s dung than trong
trén cac bénh nhan suy gan vira va nén bat dau véi
liéu bang mat ntra liéu khuyén cdo.

Phan iing phan vé:

(ling nhu cac thudc NSAID, cac phan (ing phan vé da
Xy ra trén cac bénh nhan dung celecoxib (xem phdn
Chdng Chi Dinh)

(1) Thong tin ké toa CELEBREX* da dugc BO Y ¢ phé duyét ngay 20/02/2017
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Tac dung khong mong muén trong 12 thii nghiém lam

sang ¢6 ddi chiing véi gia dugc va/hoac hoat chat khac:

Thuong gdp: Viém phé quan, viém xoang, nhiém khuan
dudng ho hap trén, nhiém khudn dudng tiét niéu, mat nqu,
chéng mat, tang huyét ap, ho, non mia, dau bung, tiéu chdy,
khé tiéu, day bung, ngifa, phat ban, phui ngoai bién.

Khéng thuong gdp: Viém hong, viém mii, thiéu mdu, qud
man, lo lang, tang truong luc co, budn ngt, nhin ma, U tai,
tim dap nhanh, loét da day, van dé vé rang, men gan tang,
may day, bam mau, phi mat, bénh giéng ctim, ton thuang.
Hiém gdp: Giam tiéu cau, trang thai i [an, suy tim sung huyét,
loan nhip, nhip tim nhanh, d6 mat, loét ta trang, loét thuc
quén, phl mach, rung tdc.

Tac dung khong mong muén trong nghién citu phong
ngua polyp kéo dai téi 3 nam:

Rdt thuong gdp: Tang huyét ap, tiéu chay.

Thuong gdp: Nhiém khuan tai, nhiém ndm, nhdi mdu co tim,

CELEBREX - Tac dung khéng mong muén

Tai liéu thong tin thudc

kho thd, non muia, kho nudt, hdi chiing rudt kich thich, bénh
trao ngugc da day thuc quan, budn ndn, bénh tui thifa, co that
c0, s6i than, xudt huyét am dao, viém tién liét tuyén, tang san
tién liét tuyén lanh tinh, tang creatinin mau, tang khang
nquyén dac hiéu tién liét tuyén, tang can.

Khéng thuong gdp: Nhiém Helicobacter, Herpes zoster, viém
quang, nhiém khuan vét thuang, viém lgi, viém tai trong,
nhiém khudn, u md, r6i loan gidc ngu, nhdi mau ndo, xuat
huyét két mac, dom den bay truéc mat, gidm thinh luc, dau
thét nquc thé khdng on dinh, thiéu ndng van dong mach, viia
xa ddng mach, nhip tim cham xoang, phi dai tam that, huyét
khai tinh mach sau, tu mau, tri xuat huyét, nhu dong rudt
thuong xuyén, loét miéng, viém da di ting, nang hoat dich,
tiéu dém, nang budng trlng, cac triéu chiing tat kinh, cang
nquic, thong kinh, ph, tang kali, natri mdu, gidm testosteron
mau, giam ty Ié hong cau, tang hemoglobin.

() Thang tin ké toa CELEBREX* d duc B3 Y Té phé duyét ngay 20/02/2017
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Tac dung khng mong muén dugc bao cao sau khi luu
hanh:

Mac du nhitng téc dung khdng muon nay dugc xac dinh thong
qua qua trinh luu hanh, tan sudt cia chiing van dugc danh gia
tham khdo tir cac thi nghiém lam sang. Nhu & trén, tan suat
clia cdc tdc dung khong mong muodn nay dua trén khao sat
clia cac thi nghiém lam sang trén 38.102 bénh nhan str dung
celecoxib. Tan sudt clia cac tac dung khdng mong mudn nay
dugc dinh nghia nhu sau: rat thudng xuyén (10%) , thudng
gap (= 1% va < 10%), khong thuong gap (=0,1% va < 1%),
hiém gap (=0,01% va <0,1%), rat hiém gap (<0,01%),
khong dugc biét (khong thé du dodn tir di liéu hién co).

Roi loan hé mién dich: Rat hiém gap: Cac phan tng dang
phan vé

Roi loan tdm than: Hiém gdp: do gidc

Roi loan hé than kinh: Rat hiém gap: Xudt huyét ndo, viém
mang nao vo khuan, mat vi gidc, mat khiiu gidc

Roi loan mat: [t gap: Viém két mac

Roi loan mach: Rat hiém gép: Viém mach

CELEBREX - Tac dung khéng mong muodn

Tai liéu thong tin thudc

R6i loan hd hap, nguc va trung that: Hiém gdp: nghén mach

phoi, viém phoi
Rai loan tiéu hda: Hiém gdp: Xuat huyét tiéu hda

Rdi loan gan mat: Hiém gap: viém gan; Rat hiém gdp: suy gan,

viém gan buing phat, hoai tir gan, & mat, viém gan tac mat,
bénh vang da

Rdi loan da va md dudi da: Hiém gap: phan tng nhay cdm véi
anh sang; Rat hiém gdp: hoi chiing Stevens-Johnson, hong
ban da dang, hoai tir biéu bi nhiém ddc, phan ting do thudc
kem theo tang bach cau ua eosin va cac triéu chiing toan than
(DRESS hoac hdi chling qua man), ngoai ban mun ma toan
than cdp tinh (AGEP), viém da tréc vay.

Ri loan than va tiét niéu: Hiém gap: suy than cap, ha natri
mau; Rat hiém gap: viém than ké, hoi chling than hu, viém
cau than ton thuong toi thiéu.

RGi loan tuyén vi va hé sinh san: Hiém gdp: réi loan kinh

nguyét; Khdng duoc biét: roi loan kha nang sinh san & phu ni.

Rdi loan toan than va tai chd diing thudc: [t gap: dau nguc.

() Thong tin ké toa CELEBREX* d dugc B9 Y Té phé duyét ngay 20/02/2017
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Anh huéng ctia CELEBREX

» Anh hudng trén kha nang sinh san, phu
nir ¢o thai va cho con bu:

Anh huéng trén kha nang sinh san:

NSAID 6 thé gay ngan can hoac tri hoan su rung
tring, dan dén vo sinh cd thé hoi phuc duoc 6 mot
50 phu nii. Can can nhac ngting dung NSAID 6 phu
ni kho thu thai hay dang chiia vé sinh.

Phu nir ¢o thai:

Khong c6 nghién cliu trén phu nit ¢6 thai.
Celecoxib ¢6 thé gay vo luc co tir cung va dong
sém ong dong mach chd, nén tranh st dung vao
quy 3 cla thai ky. Nghién cGu dich té cho thay khi
dung thudc & giai doan sém thai ky cd thay tang

Tai liéu thong tin thudc

nguy co sdy thai tu phat. Chi nén dung celecoxib
khi mang thai néu lgi ich vuat trdi so véi nguy co.
Phu nit cho con bii:

(6 rat it celecoxib duoc chuyén vao sita. Can nhac
|oi ich cCia thudc véi ngudi me va nguy ¢ tac dung
khdng mong mudn trén tré b me dé quyét dinh
ngiing thudc hay ngiing cho con bu.

» Anh Hudng Trén Kha Nang Lai Xe Va Van
Hanh May Moc:

Khong c6 anh hudng.

(19)  Thong tin ké toa CELEBREX da dugc BO Y Té phé duyét ngay 20/02/2017
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Tai liéu thong tin thudc

TOM TAT VE CELEBREX

» Celebrex dudc chi dinh trong céc trudng hop sau:
* Kiém sodat Bau cdp tinh * Piéu frj triéu chiing ctia Thodi héa khdp,

* Piéu fri Théng kinh nguyén phat Viém khép dang thdp, Viém cdt séng dinh khép

» Khdng can chinh liéu trén bénh nhéan suy gan & suy than nhe

» Khong anh hudng trén kha néing Iai xe & van hanh may méc

Nha San Xuat: San xuat tai: Pfizer Pharmaceuticals LLC - Km 1.9, Road 689, Vega Baja, Puerto Rico 00693, My.
Dong goi va xuat xudng tai: R-Pharm Germany GmbH-Heinrich-Mack-Str.35, 89257 lllertissen, ifc.
Nha Phan Phai: (6ng ty (0 phan Dugc Liéu TW 2, 24 Nquyén Thi Nghia, quan 1, TP. Ho Chi Minh

= (i) Thong tin ké toa CELEBREX* da duac B3 Y Té phé duyét ngay 20/02/2017
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