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R¢ Thudc ké don

GMP-WHO

Thanh phan: Méi vién nang cing chira

Celecoxib E 100 mg
Té dugc vira du 1 vién
Chi djnh, céch ding, chéng chi djnh va céc thong tin khéc
Xin doc trong t& hudng dén sir dung

Bao quan:

D8 noi kho rdo, tranh énh mg nmot 46 khong qua 30T

R Prescription drug
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HARMA

APIBREX 100

Hop 3 vi x 10 vién nang ciing

Tiéu chudn: TCCS
Dé xa tim tay tré em.

Doc ki huwong dén sir dyung trude khi ding.
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Celecoxib. 100 mg
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and other

precautions: Read the package insert inside.
Storage:
In a dry place, protect from light, do not store above 30t

Specification: In-house
Keep out of reach of childre:

Read the package insert cnraluily before use.
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Huwéng dén sir dung thude

RX'Vién nang citng APIBREX
RX Vién nang cirng APIBREX 100
RX Vién nang cirng APIBREX 200

“Doc kj huéng din sir dung trudc khi dung”
“Pé xa tam tay tré em”
“Thubc nay chi ding theo don thudc”
THANH PHAN CONG THUC: trong mgt vién nang cing
1. APIBREX 100

Thanh phan dugc chét:
Celecoxib ... 100 mg

- Thanh phan ta dugc:

Natri croscarmellose, natri lauryl sulfat, povidon K30, lactose monohydrat 200 , magnesi stearat

2. APIBREX 200

- Thanh phan duoc chat:
CelecoXib. ... 200 mg

- Thanh phan ta duoc:
Natri croscarmellose, natri lauryl sulfat, povidon K30, lactose monohydrat, magnesi stearat
DANG BAO CHE:

1. APIBREX 100: Vién nang cimng s6 2, nip va than mau tring c6 hai vong mau xanh, bén trong
chira bt thude mau tring dén tring nga.

2. APIBREX 200: Vién nang cing s6 2, ndp va than mau trang c6 hai vong mau vang, bén trong
chira bt thude mau tring dén tring nga.

CHI PINH

Chi dinh:

Diéu trj triéu chig cua thoai hoa khép (Osteoarthritis, OA) va viém khop dang thap (Rheumatois
arthritis, RA).

Giam nhe cac dau hiéu va triéu chimg cua viém cot séng dinh khép (Ankylosing spondylitis, AS).
Kiém so4t dau cép tinh.
Diéu trj thong kinh nguyén phat.
CACH DUNG VA LIEU LUQNG:
Cach dung:

Udng vién thube voi mot ly nude. Dung liéu thap nhat ¢6 hiéu qua va trong thoi gian ngan nhat phu
hop véi muc dich diéu tri. Néu dung liéu 200 mg, ngay 2 lan, c6 thé uong khong can chu y dén bira
an. Néu dung liéu cao hon (400 mg, ngay 2 lan), phai udng véi thirc an dé cai thién hap thu.

Liéu lwong:

X\

5%

/-
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Cac nguy co trén tim mach cia celecoxib co thé tang theo liéu va thoi gian ding thudc, nén dung
lieu thap nhat trong thoi gian ngén nhat c6 thé.

- Liéu cho ngudi 16n:

*  Doi vdi viem xuong khop:
Liéu dé nghi 200 mg/ ngay: Udng 200 mg mot 1an/ ngay hodc 100 mg x 2 1an/ ngay.
Trong mot s6 trudng hop, bac si c6 thé tang liéu 1én i da 1a 400 mg (udng 200 mg x 2 14n/ ngay) ,
néu can.

*  Doi véi viém khdp dang thdp:
Liéu dé nghi 1a 200 mg mdi ngay ( ubng 100 mg x 2 lan/ ngay).
T{ong mot s6 trudng hop, béc si cé thé tang lidu 1én téi da la 400 mg (ubng 200 mg x 2 lan/ ngay),
néu can.

= DGi véi viem cot song dinh khop:
Liéu ding 200 mg mdi ngay: Udng 200 mg mét lan/ ngay hodc 100 mg x 2 lan/ ngay.
Trong mot sb tru(?ng hop, bég st ‘c() thé tang lidu lén ti da 1a 400 mg (udng 400 mg 1 lan/ ngay
hodc 200 mg x 2 lan/ ngay), néu can.

» Kiém sodt dau cdp tinh:
Liéu dé nghi khoi dau cia celecoxib 1a 400 mg, dung tiép theo liéu 200 mg (néu cin) trong ngay
dau tién. Trong cac ngay tiép theo, liéu dé nghi 1a 200 mg x 2 1dn mdi ngay (khi can).

*  Diéu tri dau bung kinh nguyén pht:
Liéu dé nghi khoi dau cia celecoxib 1a 400 mg, tiép theo vi lidu bd sung 200 mg trong ngay dau
tién (néu can). Trong cac ngay tiép theo, liéu khuyén nghi 1a 200 mg x 2 1an/ ngay (khi can).

Diing thubc cho doi twong ddc biét:

Nguoi cao tuéi: Nhin chung khong phai diéu chinh liéu. Tuy nhién, véi cac bénh nhén cao tudi c6
can nang dudi 50kg, nén bat dau diéu tri voi liéu khuyén nghi thap nhét.

Suy gan: Khong can chinh liéu & bénh nhan suy gan nhe. Bénh nhan suy gan & mirc do vira
(albumin huyét thanh tir 25 - 35 g/l): Liéu ding bang Y liéu d& nghi. Chua c6 nghién ctru trén bénh
nhan suy gan nang.

Suy than: Khong can chinh liéu & bénh nhan suy thdn nhe va vira. Chua c6 nghién ctru trén bénh
nhan suy than nang.

Dimmg két hop vii Suconazol: Nén dung celecoxib voi liéu tg?mg mot nira lidu khuyén céo trén
nhitng bénh nhan dang dicu ’tri voi f!uconazol, mot chat ic ché CYP2C9. Can than trong khi dung
két hop celecoxib vdi cac chat irc che CYP2C9.

- Sirdung ¢ tré em va thanh thiéu nién: Celecoxib chi danh cho ngudi 16n, khong dung cho tré em va
thanh thiéu nién.

CHONG CHIi PINH:

- Man cam véi celecoxib, sulfonamid hay véi bat cir thanh phan nao ciia thudc.
Viém loét da day ta trang tién trién hodc chay mau da day rudt.
Bénh thiéu mau cuc bd co tim, bénh mach ngoai bién, bénh mach nao.
Suy tim sung huyét d¢ II — IV theo phéan loai NYHA.
Suy than nang (Cler < 30 ml/phut).
Suy gan ning (albumin huyét twong duéi 25 g/l hodc diém child-Pugh > 10).
Bénh viém ruét (bénh Crohn, viém loét dai trang).

Tién sir bi hen, may day hodc cac phan tng kiéu di ing khéac sau khi dung aspirin hodc cac thudc
chong viém khong steroid khac. Ba c6 bao cao vé cac phan tng kiéu phan vé¢ nang, doi khi gay
chét, vai cac thudce chong viém khong steroid ¢ nhitng ngudi bénh nay.

Khéng ding giam dau trong thoi gian ghép ndi tic dong mach vanh.

L O

L N2 \eP
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Cdc tdc dpng trén than:

CANH BAO &THAN TRONG KHI DUNG THUOC

Cic tdc dong trén tim mach:

Huyét khoi tim mach:

Celecoxib c6 thé gdy tang nguy co huyét khdi tim mach nghlem trong, nhdi mau co tim, va dot
quy, nhitng bién c6 nay c6 thé gdy tur vong. Tat ca cac NSAID deu cd thé c6 chung nguy co nay.
Nguy co ndy c6 thé tang theo liéu dung, thoi gian dung va céac yéu tb nguy co tim mach cua ban
than. Bénh nhan véi tién st benh tim mach c6 thé c6 nguy co cao hon. Dé giam thiéu nguy co xay
ra tac dung khong mong mudn trén tim mach ¢ bénh nhan diéu tri v6i celecoxib, nén dung lidu thap
nhét c6 hiéu qua trong thoi gian ngin nhat c6 thé. Thay thudc va bénh nhan can canh giac vdi su
phét trién cua cac truong hop nay, ngay ca khi khong c6 céc trigu ching vé tim mach trudc do.
Bénh nhén can duoc théng bdo vé cac dau hiéu va tridu ching cua cac dde tinh nghiém trong trén
tim mach va c4c budc phai lam khi chiing xay ra (xem phan Dugc luc hoc).

Hai thtr nghiém lam sang 16n, c6 ddi ching vé mot NSAID tac dong chon loc trén COX-2 khac
trong diéu tri dau 10 - 14 ngay dau sau khi phiu thuat ghép mach dong mach vanh nhéan tao
(CABG) cho thay c6 su ting ty 1€ nhdi mau co tim va dot quy (xem phén Chéng chi dinh).
Celecoxib khong phai 12 mot chat thay thé cho acid acetylsalicylic _trong dy phong cac bénh tac
nghén huyet kh01 tim mach do thiéu tac dong trén chirc nang tleu cau. Boi vi celecoxib khong e
ché su két tap tiéu cAu, khong nén nglmg cac tri liéu khang tiéu cau (vi du acid acetylsalicylic).

Téng huyét ap: Ciing nhu tat ca cac NSAID, celecoxib co thé 1am khoi phat con ting huyet ap hoac
lam tinh trang tang huyét ap v6n c6 nang thém, ca hai yéu té nay déu c6 thé lam tang bién cb tim
mach. Nén thén trong khi dung cac NSAID, ké ca celecoxib trén bénh nhan tang huyét 4 ap. Can theo
dai huyét ap chit ché khi bt dau diéu trj v6i celecoxib ciing nhu trong sudt thoi gian diéu tri.

U dich va phir: Ciing gidng nhu cac thube c6 tac dung e ché tdng hop prostaglandin, phi né va «
dich da gap trén mot sé bénh nhan dung celecoxib. Do d6, can theo di chit ché bénh nhan bj suy
tim sung huyét hodc ting huyét ap tir truéc. Nén dung celecoxib than trong cho cac bénh nhan da bi
ton thuong chire nang tim, phu hodc cac tinh trang cé kha nang tré nén tram trong hon do @ dich va
phti bao gdm nhirng nguoi ding thudc 1oi tiéu, hodc c6 nguy co giam thé tich mau.

Cidc tdc dpng trén dwong tiéu hoa:

Thung duong tiéu hoa trén va dudi, loét hoac chay mau da xay ra vdi cac bénh nhan dung
celecoxib. Nhirng bénh nhén c6 nguy co cao nhét bi nhirng bién chimg duong tiéu héa loai nay khi
dung cac thudc NSAID bao gdm: Ngudi cao tudi, bénh nhan bi cac bénh tim mach, bénh nhan dang
dung aspirin, cac glucocorticoid hoac cac NSAID khac, bénh nhén dung thirc udng c6 cdn hoac
bénh nhan c6 tién st hodc dang bi cac bénh duong ti€u hoa tién trlen nhu loét, cac tinh trang chay
mau hodc viém duong tiéu hoa. Hau hét cac bao cao ngau nhién vé cac truong hop tir vong do blen
cd trén duong tiéu hoa cd lién quan dén celecoxib trén cac bénh nhan c6 thé chét yéu hodc nguo*&.
cao tudi. ¥

N

Cac NSAID bao gdbm celecoxib c6 thé gdy doc cho than. Cac thir nghiém lam sang véi celecoxib 5a
chi ra céac tac dong tuong tu nhu voi cac NSAID khac dugc so sanh. Bénh nhan c6 nguy co nhiém
doc than cao nhét 12 ngudi suy chirc nang than, suy tim, suy chirc ning gan va ngudi cao tudi. Cén
theo ddi can than nhirng bénh nhan nay khi diéu tri bang celecoxib.

Can than trong khi bit dau diéu tri cho bénh nhan bi mét nude. Trude tién nén bu nudc cho bénh
nhan roi mai bat dau dicu tri bang celecoxib.

Bénh than tién trién: Can theo dai chit ch& chirc ning than & bénh nhan bj bénh than tién trién dung
celecoxib (xem phan Liéu lugng va Céach dung).

Phan trng phdan vé:

Ciing nhu cac thude NSAID néi chung, cdc phan ng phan vé da xay ra trén cac bénh nhan dung
celecoxib (xem phan Chong chi dinh).
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Cidc phan teng nghiém trong trén da:

Céc phan ung nghiém trong trén da, mot s6 dan dén tir vong, bao gdm viém da troc vay, hoi chimg
Steven-Johnson, va hoai tir biéu bi nhiém doc, da duoc bao cao nhung rat hiém gap trong sir dung
celecoxib. Bénh nhén thudng c6 nguy co cao v&i céc bién cb nay trong giai doan sém ctia qua trinh
diéu tri, cac truong hop nay xay ra chu yeu trong thang dau tién dung thubc. Céan ngung dung
celecoxib ngay khi xudt hién man do da, ton thuong niém mac, hogc bat ky d4u hiéu qua man nao.

Cic tdac dong trén gan:

Chua c6 nghién ciru trén cac bénh nhan suy gan nang (Child-Pugh nhém C). Khong sir dung
celecoxib trén cac bénh nhan suy gan nang. Celecoxib can dugc str dung than trong trén cac bénh
nhan suy gan vira (Child-Pugh nhém B), va nén bit ddu véi liéu bang mot nira liéu khuyén cao
(xem phan Liéu lugng va Cach dung).

Céc tac dung khong mong mubn nghiém trong hiém gap trén gan, bao gdm viém gan kich phat
(moét sé truong hop gay tir vong), hoai tir gan va suy gan (mdt so truong hgp gay tir vong hodc can
phai ghép gan) da duoc béo cao vdi celecoxib.

Bénh nhan c6 céc triéu ching va/hoic dau hiéu cua suy gan hodc ngudi c6 xét nghiém chic nang
gan bat thuong can dugc theo ddi chit ché vé cac d4u hiéu phat trién phan tng trén gan tram trong
hon trong qua trinh diéu tri véi celecoxib.

Sir dung dong thoi véi thube chéng dong mdu dwong uong:

Viéc su dung ddng thoi cac NSAID véi thube chong dong mau duong uong lam tang nguy co Xuat
huyét va can dugc sir dung than trong. Cac thudc chéng dong mau dudng udng bao gdm cac thudc
dang warfarin/coumarin va cac thudc chéng dong mau dudng udng thé hé méi (vi du: Apixaban,
dabigatran va rivaroxaban).

Téng quan:

Vi tac dung giam viém, celecoxib c6 thé 1am mo cac dau hiéu chan doan, vi du nhu triéu chimg
sot trong chan doan nhiém tring.

Can tranh dung ddng thoi celecoxib véi mot thube NSAID khong phai aspirin.
Uc ché CYP2D6:

Celecoxib cho thdy c6 kha nang uc ché CYP2D6 ¢ muc trung binh. D‘(”')i vGi nhirng thudce dugc
chuyén hoa boi CYP2D6, c6 thé can phai giam liéu trong thoi gian bat dau di€u tri bang celecoxib
hodc tiang licu khi ngung dicu tri bang celecoxib (xem phan Tuong tac).

Nguy co huyét khoi tim mach:

Céc thude chong viém khong steroid (NSAIDs), khong phai aspirin, dung duong toan than, c¢6 thé
lam tang nguy co xudt hién bién cb huyét khoi tim mach, bao gébm ca nh01 mau co tim va dot quy,
c6 thé dan dén tir vong. Nguy co nay c6 thé xuét hién sém trong vai tuan dau ding thuoc va c6 thé
tang lén theo thoi gian dung thudc. Nguy co huyét khdi tim mach duoc ghi nhan chii yéu & liéu cao.

Bac si can danh gia dinh ky sy xuat hién cua cac bién co6 tim mach, ngay ca khi bénh nhan khong
¢6 cdc triéu chirng tim mach trudc d6. Bénh nhan can dugc canh bao vé cac triéu chirng cua bién co
tim mach nghiém trong va can tham kham bac si ngay ca khi xuat hi¢n céc tri¢u chirng nay.

Dé giam thiéu nguy co xuat hién bién cb bét 1o, can sir dung APIBREX ¢ liéu hang ngay thap nhat
¢6 hiéu qua trong thoi gian ngan nhat c6 the.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Anh huong tréqn kha ndng sinh san: Dua trén co ché hoat dong, viéc’ st dung cac NSAID, ké cé;
celecoxib c6 thé gy tri hoan hoac ngan can sy rung trirng, li€n quan dén hién tugng vo sinh cd the

phuc hdi & mot sd phu nir. Nhfmg phu ntt kho thu thai hay dang chita vo sinh, can can nhic viéc
ngung dung cac NSAID, bao gom ca celecoxib.

- Thoi ky mang thai: Cho t6i nay, chua c6 cac nghién ciru day du vé celecoxib & phu nir mang thai.
Tuy nhién cac nghién clru doc tinh trén thai nhi tho véi lieu 150 mg/kg/ngay cho thay tang ty 1€




https://nhathuocngocanh.com/

Trang 6/ 10

khuyét tat vach ngan tdm that va bat thuong & cac xuong suon thai nhi. Vi vay, chi nén ding
celecoxib cho phu nit mang thai khi lgi ich cao hon nguy co c6 thé Xxay ra d6i vai thai nhi. Dac biét,
khong dung celecoxib ¢ 3 thang cubi cua thai ky, vi cac chét irc ché tong hop prostaglandin c6 thé
co tac dung X4u trén hé tim mach cua thai nhi.

- Thai ky cho con bii: Celecoxib dugc thai trir qua sita me ¢ chudt nudi con, néng do tuong tu nhu
trong huyét tvong. Tuy nhién & ngudi, van chua c6 bang ching thudc c6 phan bd vao sita me hay
khong. Do celecoxib c6 thé c6 ADR nghiém trong & tré nho bu sira me, can can nhéc lgi/hai hodc
ngung cho tré bu me, hodc ngirng dung celecoxib cho me.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Chua c6 nghién clru ve tac dong cua celecoxib trén kha nang lai xe va van hanh may modc, nhung
dua trén céc dac tinh dugc luc hoc va mo ta tong quat ve an toan, c6 thé khong cé anh hudng.

TUONG TAC CUA THUOC

Téng quan:

- Celecoxib chu yéu chuyén héa qua cytocrom Paso (CYP) 2C9 tai gan. Cén than trong khi dung
celecoxib trén bénh nhan da biét hodc nghi ngo chuyén héa qua CYP2C9 kém dua trén tién sir vi
cac co chat khac cia CYP2C9 vi nong d6 thude trong huyet tuong c6 thé cao bat thudong do giam
do thanh thai chuyén hoa. Nén bit dau diéu tri vé6i lidu bang mot nira lidu dé nghi (xem phan Liéu
luong va Cach dung va Dugc dong hoc - Chuyén hoa).

- Viéc sir dung dong thoi celecoxib véi cac chat e ché CYP2C9 c6 thé dan dén viéc tang nong do
celecoxib trong huyet tuong. Vi vay, ¢6 thé can giam lidu celecoxib khi celecoxib dugc sir dung
dong thoi véi cac chét e ché CYP2C9.

- Vige suir dung celecoxib dong thoi vai cac chat cam tng CYP2C9 nhu rifampicin, carbamazepin va
barbiturat c6 thé dan dén viéc giam nong d celecoxib trong huyét twong. Vi vay, cé thé can tang
liéu celecoxib khi celecoxib dugc sir dung dong thoi véi cac chat cam ing CYP2C9.

- Nghién ctru dugc dong hoc va nghién ctru in vitro cho thdy mic du celecoxib khong phai 1a co chat
nhung n6 c6 tac dung trc ché CYP2D6. Do d6 c6 thé ¢ twong tac in vivo gitra celecoxib voi cac
thube chuyén hoa boi CYP2D6.

Véi cic thube cu thé

- Tuong tdc giita celecoxib va warfarin hodc cdc thuéc twong tw: (Xem phan Than trong - Str dung
dong thoi voi thuoe chong dong mau duong udng).

- Lithium: O d6i tuong khoe manh, nong do lithium trong huyét twong tang khoang 17% khi ding
dong thoi lithium va celecoxib. Can theo ddi chit ché bénh nhan dang di€u tri bang lithium khi
dung celecoxib hodc ngirng dung celecoxib.

- Aspirin: Celecoxib khong anh hudng dén tac dong khang tiéu cau cua aspirin lleu thap (xem
phan Than trong - Céc tac dong trén dudng tiéu hoa). Vi khong c6 tac dong trén tiéu cau, celecoxib
khong phai 1 chat thay thé cho aspirin trong diéu tri du phong bénh tim mach.

- Cdc thuéc chéng ting huyét dp bao gom cdc chat ikc ché men chuyén angiotensin (ACEI), chat doi
khang angiotensin II (con dwoc goi la thudc chen thu thé angiotensin, ARB), cdc thuoc loi tiéu va
cdc thudc chen beta: Viée (ic ché prostaglandin c6 thé 1am giam tac dung cua cac thudc chong tang
huyét ap bao gdbm ACEI va/hoic ARB, thudc loi tiéu va thudc chen beta. Can luu y tuong tac nay
khi dung d(‘Sng thoi celecoxib véi ACEI va/hodc ARB, thude loi tiéu va thude chen beta.

Déi voi bénh nhan cao tudi bi giam thé dich (bao gdm ca nhitng ngudi dang ding thudc loi tiéu)
hodc bi ton thuong chirc niang than, viéc dung déng thoi thude NSAID, bao gém thudc trc ché chon
loc COX-2, v&i thube e ché men chuyén angiotensin, cac chat déi khang angiotensin Il hodc thude
loi tiéu c6 thé dan dén ton hai chirc nang than bao gém suy than cap tinh. Cac tac dung nay thuong
¢6 thé phuc hdi. Vi vay, can than trong khi sir dung ddng thdi nhitng thudc nay. Can cho bénh nhan
udng nhiéu nudc va can theo doi vé mat 1am sang, danh gia chirc ning than khi bét dau diéu trj két
hop va danh gia theo dinh ky sau do6.
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Cyclosporin: Do c6 tac dung trén prostaglandin than, cac NSAID c6 thé lam ting nguy co nhiém
doc than do cyclosporin.

Fluconazol va ketoconazol: Dung dong thoi fluconazol liéu 200 mg, 1 lan/ngay lam tang gap doi
ndng do celecoxib trong huyét twong. Viéc ting 1én nay la do tac dong Grc ché su chuyen hda cua
celecoxib qua CYP P450 2C9 boi fluconazol. Celecoxib nén dugc sir dung v6i liéu bang mot nira
liéu khuyén cdo & bénh nhan dang dung fluconazol, mot chét irc ché CYP2C9 (xem phan Liéu
lugng va Cach dung). Ketoconazol, mot chat trc ché CYP3AA4, khong c6 tac dung trc ché chuyén
héa celecoxib dang ké trén 1am sang.

Dextromethorphan va metoprolol: Sir dung dong thoi celecoxib 200 mg hai 1an mdi ngay dan dén
viéc tang lan lugt 2,6 1an va 1,5 lan nong do dextromethorphan va metoprolol trong huyét tuong
(co chat cia CYP2D6). Viée ting 1én nay la do su ché cua celecoxib 1én su chuyen héa co chat
cua CYP2D6 qua CYP2D6. Vi vay, c6 thé can giam lidu lugng cia cac thude 1a co chat cua
CYP2D6 khi bat dau diéu tri bang celecoxib hodc tang liéu khi ngung diéu tri bing celecoxib (xem
phan Than trong - Str dung ddng thoi voi thube chéng dong mau dudng udng).

Thuéc loi tiéu: Cac nghién ctru 1am sang cho thdy trén mot sé bénh nhan, NSAID c6 thé lam giam
tac dung ting thai natri qua nudc tiéu cua furosemid va thiazid bing cach trc ché tdng hop
prostaglandin.

Methotrexat: Khong quan sat thdy tuong tic duoc dong hoc va lam sang quan trong nao trong
nghién ctru lam sang gitra celecoxib va methotrexat.

Cdc thuoc tranh thai dwong uéng: Trong mot nghién ciru tuong tac, celecoxib khong ¢ tac dong rd
rang trén lam sang voi dugc dong hoc cua thuoc tranh thai duong udng loai két hop (1 mg
norethindron/0,035 mg ethinyl estradiol).

Cdc thuéc khdc: Chua c6 bao cdo tuong tac quan trong nao vé mit lam sang giita celecoxib va
thudoc khang acid (nhom va magnesi), omeprazol, glibenclamid (glyburid), phenytoin hoac
tolbutamid.
TAC DUNG KHONG MONG MUON CUA THUOC
- ADR ciia celecoxib ¢ liéu thuong ding ndi chung nhe va c6 lién quan chii yéu dén duong tiéu hoa.
ADR khién phai ngirng dung thudc nhiéu nhat gom: Kho tiéu, dau bung. Khoang 7,1% ngudi bénh
dung celecoxib phai ngirng dung thuoc vi ADR so véi 6,1% nguoi bénh dung placebo phai ngung.
- Thuong gap, ADR > 1/100
Tiéu hoa: Pau bung, ia chay, kho tiéu, day hoi, budn nédn.
Ho6 hép: Viém hong, viém miii, viém xoang, nhiém khuan duong ho hap trén.
TKTW: Mat ngu, chong mat, dau dau.
Tim mach: Tang huyét ap, nhoi mau co tim.
Da: Noi ban.

Chung: Pau lung, céc triéu chimg gidng ciim, phui ngoai bién.

- Hiém gdp, ADR < 1/1000:

Tim mach: Ngét, suy tim sung huyét, rung thit, ngh&n mach phdi, tai bién mach mau nio, hoai tir
ngoai bién, viém tinh mach huyet khoi, viém mach.

Tiéu hoa: Tic rudt, thung rudt, chay mau duong ti€u hoa, viém dai trang chay mau, thung thuc quan,
viém tuy, tac rudt.

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

Huyét hoc: Giam lugng tiéu cau, mét bach cau hat, thiéu mau khong tai tao, giam toan thé huyét cau,
giam bach cau.

Chuyén hoéa: Giam glucose huyét.
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TKTW: Mét diéu hoa, hoang tudng tu sat.
Than: Suy than cép, viém théan ké.
Da: Ban do da dang, viém da tréc, hoi chirng Stevens-Johnson.
Chung: Nhiém khuan, chét dot ngot, phan tng kiéu phan vé, phu mach
Nguy co huyét khdi tim mach (xem thém phan cdc truong hop thén trong khi dimg thuéc)

Thong b4o cho bac si nhirng tic dung khong mong mudn gip phai khi sir dung thube.

Huéng din cach xir tri ADR:

Néu c6 biéu hién dgc hai than trong khi diéu tri celecoxib, can phai ngimg thudc, thuong chirc ning
than sé tré vé mirc trude diéu tri sau khi ngirng diéu tri thudc.

Test gan c6 thé tang (gap 3 1an mirc binh thudng & gidi han cao). Su tang nay c6 thé tlen trién, hodc
khong thay ddi hodc chi tam thoi trong mét thoi gian khi tiép tuc diéu tri. Nhung néu c6 biéu hién
nang clia viém gan (vang da, biéu hién suy gan...) phai ngirng ngay thude.

N6i chung, khi dung véi liéu thong thuong va ngén ngay, celecoxib dung nap tot.

QUA LIEU VA CACH XU TRi

- Quid liéu:

Qué liéu cac thudc chdng viém khong steroid c6 thé géy ngl’l lim, ngt lo mo, budn nén, non, va dau
ving thuong vi; cac biéu hién nay thuong phuc hdi véi viéc diéu tri nang do. Ciing xay ra chay mau
duong tiéu hoa. Cac biéu hién xay ra hiém hon la tang huyet ap, suy than cap, trc ché ho hap va hon
mé. Cac phan (ng kiéu phan vé da dugc thong bao véi lidu didu tri cia thue chng viém khong
steroid va c6 thé xay ra khi qua lidu.

- X tri:

Diéu tri qua liéu thube chong viém khong steroid bao gom diéu tri triéu chlmg va nang do; khong cd
thudc giai doc dac hiéu déi voi thude chong viém khong steroid. Trong 4 gio du sau ding qué liéu,
liéu phap gdy nén va/hoac cho than hoat (60 — 100 g cho nguoi 16n, hodac 1 — 2 g/kg cho tré em),
va/hodc mot thude tiy thim thdu c6 thé c6 ich dbi voi nhitng ngudi bénh da c6 biéu hién bénh ly
hodc da ubng mot luong thubc qua 16n. Khong biét celecoxib c6 loai dugc bang thim tich mau hay
khong, nhung thuoc gan vao protein v&i ty ¢ cao goi y sir dung cac bién phap bai niéu cudng buc,
kiém hoa nudc tiéu, tham tach mau, hodc truyén mau c6 thé khong c¢6 hiéu qua loai bo lugng 16n
celecoxib khoi co thé.

CAC PAC TINH DUQC LUC HQC, DUGC PONG HQC
Pic tinh dwge luc hoc

Nhom duoc ly: Thude chong viém khéng steroid ke ché chon loc COX- 2.
Mia ATC: MO1AHO]I.

Celecoxib 1a mot thude chong viém khong steroid, (rc ché chon loc cyclooxygenase-2 (COX-2), co
tac dung chong viém, giam dau, ha s6t. Co ché hoat dong cua celecoxib la tc ché sy tong hop
prostaglandm chu yéu théng qua tac dung trc ché isoenzym cyclooxygenase-2 (COX-2), dan dén
lam giam su tao thanh cac prostaglandin.

- Khac véi phan 16n cac thude chbéng viém khong steroid c6 trude day, celecoxib khong i ché

isoenzym cyclooxygenase-1 (COX-1) véi cac nong do diéu tri & nguoi. COX-1 1a enzym c6 hau hét
0 cac md, bach cau don than to va tiéu cdu. COX-1 tham gia vao tao cuc mau doéng (nhu thuc diy
tiéu cau ngung tap) duy tri hang rao niém mac da day va chirc nang than (nhu duy tri tu’orl mau than).
Do khéng trc ché COX-1 nén celecoxib it c6 nguy co gy céc tac dung phu (vi du xuat huyét, viém
loét da day, kéo dai thoi gian chay mau), nhung c6 thé giy cac tac dung phu & than tuong tu cac
thudc chéng viém khong steroid khéc.
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- Celecoxib c6 thé lam ting nguy co huyet khéi mach méu & mot sb bénh nhan vi thudc tc ché tong
hop prostaglandin (m6t chat khang huyét kh01) va khong tac dong den thromboxan A2 (mot chat dé
gay huyét khéi). Ngoai ra, celecoxib con c6 thé ngan chin ting sinh té bao ung thu dai trang va lam
giam kich thudc polyp dai truc trang.

Pic tinh dwge dong hoc:

. Hdp thu: Celecoxib hap thu nhanh qua dudng ti€u hoa. Udng celecoxib vai thirc an c¢6 nhiéu chat
béo lam cham thoi gian dat nong do dinh trong huy€t tuong so voi udng lic doi khoang 1 -2 gio va
lam tang 10 —20% AUC. C¢ thé dung celecoxib khi dn hodc xa céc bira an.

. Nong d6 dinh trong huyét twong cta thudc thuong dat ¢ 3 gid sau khi udng mét liéu duy nhat 200
mg liic d6i va trung binh bing 705 nanogam/ml. Nong do thudc & trang thai 6n dinh trong huyét
twong dat duoc trong vong 5 ngay; khong thay cé tich lily. O ngudi cao tudi trén 65 tudi, nong do
dinh trong huyét tuong va AUC ting 40 va 50%, tuong tng, so voi ngudi tré; AUC cua celecoxib &
trang thai on dinh ting 40 hodc 180% & ngudi suy gan nhe hoic vira, trong tmg, va giam 40% o
ngudi suy than man tinh (tdc d6 loc cau than 35 — 60 ml/phit) so véi ngudi binh thudng.

. Phdn bé: Thé tich phan bd o trang thai 6 on dinh khoang 400 lit (khoang 7,14 lit’kg) nhu vay thude
phan b nhiéu vao mé. O ndng d6 diéu tri trong huyét twong, 97% celecoxib gan voi protein huyét
tuong. Celecoxib c6 kha ning phan bd vao sita me.

+ Chuyen héa: Celecoxib dugc chuyén héa chi yéu trong gan boi isoenzym CYPaso 2C9 thanh cac
chat chuyén hoa khong c6 hoat tinh dugc 1y nhu cac thude e ché enzym COX-1 va COX-2.

. Thai trir: Nira doi thai trir trong huyét tuong cua celecoxib sau khi uong lic doi la 11 gio va hé sb
thanh thai trong huyét tuong khoang 500 ml/phut. Nira doi ciia thube kéo dai & ngudi suy than la
13,1 gid va nguoi suy gan la 11 gio hodc 13,1 gio. Celecoxib thai trir khoang 27% trong nudc tiéu
va 57% trong phan, dudi 3% liéu dugc thai trir dudi dang khéng thay dbi.

Anh hwong cua thic dan: Dung thudc cing thic an (giau chat béo) lam cham sy hip thu cua
celecoxib thé hién qua Tmax dat dugc sau khoang 4 gid va lam sinh kha dung tang khoang 20%
(xem phan Lieu lugng va Cach dung).

0 nguoi tinh nguyén khoe manh, luong hap thu toan than (AUC) cua celecoxib twong duong giira
dang udng nguyén vién nang hodc dang hoa tan trong nude sot tao. Khong c6 su thay doi co y
nghia vé Cmax, Tmax hoic Ty sau khi udng thudc nguyén vién hodc hoa tan vao nudc sot téo.

Cdc nhom bénh nhan ddc biét

Nguoi cao tuéi: O nguoi trén 65 tudi, gia tri trung binh Cmax va AUC cua celecoxib tang lén 1,5 -
2 lan Pidu nay cha yéu lién quan dén can nang chir khong do thay ddi vé tudi tac, celecoxib co
ndng do cao hon trén nhitng bénh nhén ¢6 can nang it hon, do d6 cao hon ¢ nhiing ngudi 1on tudi
¢6 can ndng trung binh thdp hon nhitng ngudi tré. Do vay, phu nir 16n tudi ¢6 xu hudng c6 nong do
thudc trong huyét tuong cao hon dan ong lon tudi. N6i chung khong can diéu chinh liéu. Tuy
nhién, v6i cac bénh nhan 16n tudi cé can nang dudi trung binh (< 50 kg), nén bat dau diéu tri biang
liéu dé nghi thip nht.

Chung téc: Mot phan tich téng hop cac nghién ciru dugc dong hoc da du doan AUC cua celecoxib
¢ nguoi da den cao hon khoang 40% so v6i ngudi da tring. Nguyén nhan va y nghia lam sang ctia
van dé nay van chua dugc biét.

Suy gan: Nong do trong huyét tuong ctia celecoxib & bénh nhén suy gan nhe (Child-Pugh Loai A)
khong c6 khac biét dang ké so v6i nong do & nhém dbi ching c6 tudi va gidi tinh tuong tmg. Trén
cac bénh nhan suy gan vira (Child-Pugh Loai B) ndng d6 celecoxib trong huyét tuong cao hon
khoang 2 14n so véi nhém dbi chimg twong tmg (xem phan Liéu luong va Cach dung).

Suy than: Trén cac bénh nhan tinh nguyén cao tudi bi giam tdc do loc cau than (GFR) do tudi (GFR
trung binh > 65ml/phat/1,73m?) va cac bénh nhan bi suy thdn man 6n dinh (GFR 35-
60ml/phat/1,73m?), dugc dong hoc cia celecoxib dugc so sanh vGi cdc bénh nhan c¢6 chic ning
than binh thuong. Khong ¢6 mdi lién hé dang ké nao dugc tim thiy giira creatinin huyét thanh
(hoac hé sb thanh thai creatinin) va d§ thanh thai celecoxib. Suy than nang khong lam thay dbi do

' Y4

\ON

.4‘

il



https://nhathuocngocanh.com/

»

- . Trang 10/ 10

- thanh thai celecoxib do duong thai trir chinh cua thudc 1a qua chuyén hoa tai gan thanh dang khong
hoat tinh.

A’ph huong trén thdn: Cac vai trd lién quan cia COX-1 va COX-2 trong sinh ly than chua dugc biét
day du.

QUY CACH PONG GOI:
- Hop 3 vi (Alu — Alu) x 10 vién nang cung.
PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC

oA oA > - 5 - . A 7 , e , A A 7. A A 0 A
Diéu kién bao quan: Bio quan noi kho réo, tranh dnh sang, nhiét do dudi 30°C. Dé thudc ra khoi tam
nhin va tam tay cua tré em.

Han dung: 24 thang ké tir ngay san xuét.
Tiéu chuin chit lwong: TCCS.
CO SO SAN XUAT
Cong ty C6 phan Dwgc APIMED
- Dia chi tryu so: 263/9 Ly Thudng Kiét, Phuong 15, Quan 11, thanh phé H6 Chi Minh.

- Dia chi nha may: Quc‘mg N1, cum cong nghiép Phi Thanh - Vinh Thanh, xa Vinh Thanh, huyén
Nhon Trach, tinh BDong Nai.

NGAY XEM XET SUA POIL, CAP NHAT LAI NOI DUNG HDSD THUOC

TUQ CUC TRUONG
PTRUONG PHONG

: /lgguyé;z Thi Chu Ghei

o - '
R

{
-

"w N e



