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Rx. Thudc nay chi dung theo don thuéc

A

Thudc chéng viém Non-steroid

VAROCOX
Celecoxib 200 mg

e D@ xa tam tay tré em.

e Poc kj hwéng dan st dung trudc khi dung.
1. THANH PHAN

M@i vién chira:

e Hoat chat: Celecoxib 200 mg

e Ta dwgc: Sodium lauryl sulfate, Croscarmellose sodium, Magnesium stearate, Povidone K-30,
nang rong so 2 (Quinoline Yellow, FD&C Yellow No. 6, FD&C Blue No. 1, Titanium dioxide, Gelatin).

2. DANG BAO CHE

Vién nang cirng than mau xanh 13, ndp mau xanh 1. Bot thudc mau trang dén vang nhat.
3. CHiDINH

- Diéu trij triéu chirng cta thodi hod khdp (OA) va viém khép dang thap (RA).

- Gidm nhe cdc dau hiéu va triéu chirng cda viém cét sdng dinh khdp.

- Kiém soat dau cap tinh.

- Diéu tri théng kinh nguyén phat.

4. CACH DUNG, LIEU DUNG

Liéu dung

Vién nang Celecoxib, v&i lieu dung dén 200 mg (1 vién) x 2 [an/ngay c6 thé dung clng thirc an hoic
khong.

Do cac nguy co vdi tim mach cla celecoxib cé thé tang theo liéu va thoi gian dung thudc, nén dung
liu thap nhat trong thoi gian ngdn nhat ¢ thé.

Nguoi ldn:

Diéu tri triéu chirng trong thodi héa khdp (OA): Liéu khuyén nghi cla celecoxib la 200 mg (1 vién)
dung lieu don mdi ngay.

Diéu tri triéu chirng trong viém khdp dang thdp (RA): Liéu khuyén nghi cta celecoxib la 200 mg (1
vién) 2 1an moi ngay.

Viém cot séng dinh khdp (AS): Liéu khuyén nghi clia celecoxib 13 200 mg (1 vién) dung liéu don mbi
ngay. Mot s6 bénh nhan cé thé t&t hon néu dung téng liéu mdi ngay 400 mg (2 vién).

Kiém sodt dau cép tinh: Liéu kh&i dau theo khuyén cdo cua celecoxib 1a 400 mg (2 vién), dung thém
mot liéu 200 mg (1 vién) trong ngay dau tién néu can thiét. Trong cac ngay tié€p theo, liéu khuyén
nghi 14 200 mg (1 vién) 2 [an mdi ngay khi can.

Diéu tri dau bung kinh nguyén phat: Liéu kh&i dau theo khuyén cdo clia celecoxib la 400 mg (2 vién),
dung thém 1 liéu 200 mg (1 vién) trong ngay dau tién néu can thiét. Trong céc ngay tiép theo, liéu
khuyé&n nghi 13 200 mg (1 vién) 2 lan mdi ngay khi can.
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Nhitng ngudi cé chuyén hdéa kém CYP2C9: Nhitng bénh nhan d3 biét hodc nghi ngd chuyén hda kém
CYP2C9 dua trén tién st/ kinh nghiém vai cac co chat khic cia CYP2C9 can than trong khi dung
celecoxib. Bat dau diéu trj vai lidu bang % lidu khuyén nghi thap nhat (xem phan Twong tdc, tuong
ky va Bdc tinh duwoc déng hoc).

Nguwdi cao tudi

Nhin chung khéng phai diéu chinh liéu. Tuy nhién, véi cac bénh nhan cao tuéi cé can nang duwéi 50
kg, nén bat dau diéu tri vdi lidu khuyén nghi thap nhat.

Cach dung

V@i bénh nhan khé nuét vién nang, cé thé cho lugng thubc trong vién vao nudc dé udng cung. Khi
do, phai cho toan bd lvgng thubc vao khoang mét thia nhd nudc & nhiét do phong va phai udng
ngay.

Suy gan: Khéng can diéu chinh liéu v&i cac bénh nhan suy gan nhe (Child-Pugh nhém A). Dung
celecoxib theo ntra liéu khuyé&n nghi cho cac bénh nhan viém khép hodc bi dau trong suy gan vira
(Child-Pugh nhém B). Bénh nhan bi suy gan nang (Child-Pugh nhém C) chwa dwgc nghién clru (xem
phan Cdnh bdo va than trong khi diing thuéc)

Suy thén: Khéng can chinh liéu vdi cdc bénh nhan suy than vira va nhe. Chuwa cd cac nghién clru 1am
sang trén cac bénh nhan suy than ning (xem phan Canh bdo va thén trong khi ding thudc).

Dung két hop vdi Fluconazol: Nén dung celecoxib v&i nira liéu khuyén nghi trén nhitng bénh nhén
dang diéu trj véi fluconazol, mét chat (rc ché CYP2C9. Can than trong khi dung két hop celecoxib véi
cac chat &rc ché& CYP2C9 (xem phan Twong tdc, twong ky).

5. CHONG CHi DINH

Celecoxib chéng chi dinh d6i vdi:

e Qué man véi hoat chat hodc bat ky ta dugc ndo cla thudc.
e D3 biét 1a quéd man vdi cac sulfonamid.

e Bénh nhan bj hen, viém mii c4p tinh, polyp mii, phu mach than kinh, mé day hodc cac loai phan
&ng ki€u di rng khac sau khi dung acid acetylsalicylic (aspirin) hodc cac thuéc khang viém khong
steroid khdc (cdc NSAID), ké ca cac chat (rc ché COX-2.

e Phu nit mang thai va phu nit cé kha nang sinh san, trir khi stt dung mét bién phép tranh thai hiéu
qua (Xem phan St dung thubc cho phu ni¥ cé thai va cho con bu). Celecoxib gdy quai thai & hai
loai ddng vat dugc nghién ctu (Xem phan St dung thubc cho phu ni¥ cé thai va cho con bu). Chua
rd nguy co ddi véi ngudi trong thai ky, nhung khdng thé loai trir kha nang nay.

e Phu ni* cho con bu (Xem phan St dung thuéc cho phu ni¥ ¢é thai va cho con bd).

e Diéu trj dau trong phau thuat ghép mach dong mach vanh nhan tao (CABG) (xem phan Cénh bdo
va thén trong khi ding thuéc).

e Dang bi loét da day hodc xuat huyét tiéu hoa (Gl).

e Rdiloan chirc ndng gan ndng (albumin huyét thanh <25 g/I hodc diém Child-Pugh >10).
e Bénh nhan c6 d6 thanh thai creatinin wdc tinh <30 ml/phat.

e Bénh viém ruot.

e Suy tim sung huyét (NYHA II-IV)

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Tdc dung Ién tim mach:
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Huyét khéi tim mach: Celecoxib c6 thé gay tdng nguy co huyét khdi tim mach nghiém trong, nhoi
mau co tim, va dét quy, la nhitng bién cd c6 thé gy tlr vong. T4t ca cdc NSAID c¢d thé cé chung nguy
co nay. Nguy co nay cé thé ting theo liéu dung va thoi gian dung. Mirc tang tuong ddi clia nguy co
nay twong tu nhau & bénh nhan d3 cé hoac khéng cé bénh tim mach hodc c6 yéu té nguy co bi bénh
tim mach. Tuy nhién bénh nhan cé bénh tim mach hodc cé yéu t& nguy co bi bénh tim mach cé thé
c6 nguy co cao hon do murc tang tuyét d6i cha nhdm nay so vdi luc ban dau. DE giam thiéu nguy co
c6 thé xay ra tac dung khdng mong muén trén tim mach & bénh nhan diéu trj vdi celecoxib, nén
dung liéu thap nhat cé hiéu qua va trong thoi gian ngan nhat cé thé. Thay thudc va bénh nhan can
canh gidc vdi sy tién trién cha cac bién cé nay, ngay ca khi khéng cé cac triéu chirng vé tim mach
trudc d6. Bénh nhan can duoc théng bdo vé cac dau hiéu va triéu chirng cta cac déc tinh nghiém
trong trén tim mach va cac buéc xtr ly khi ching xay ra (xem phan Bdc tinh duwoc lyc hoc).

Hai thir nghiém |dm sang 1&n, cé d6i chirng trén mét chat (e ché chon loc COX-2 khac (khéng phai
celecoxib) cho thay cé sy tang ty 1&é nhéi mau co tim va dot quy khi s&r dung dé diéu tri dau trong
10-14 ngay dau sau khi phau thuat ghép mach déng mach vanh nhan tao (CABG) (xem phan Chéng
chi dinh).

Celecoxib khdng phai 1a chat thay thé cho acid acetylsalicylic trong dw phong cac bénh tac nghén -
huyét khdi tim mach do thiéu tdc déng trén chirc nang tiu cau. B&i vi celecoxib khéng trc ché su két
tap tiéu cau, do doé khéng nén ngirng cac tri liéu khang tiu cau (vi du acid acetylsalicylic) khi dang
dung celecoxib.

Tdng huyét dp: Cling nhu tat ca cac NSAID khdéc, celecoxib cé thé lam khdi phat bénh tang huyét ap
hodc lam ndng thém tinh trang tdng huyét ap vén 6, ca hai yéu td nay déu cé thé lam tang nguy co
xay ra cac bién cd tim mach. Can than trong khi dung cdc NSAID, ké c3 celecoxib, trén bénh nhan
tang huyét ap. Can theo ddi huyét ap chat ché khi bat dau diéu trj vdi celecoxib cling nhu trong sudt
thoi gian diéu tri.

U dich va phu: Cling gidng nhu cac thudc cd tac dung trc ché sy tdng hop prostaglandin, phu né va
& dich d3 duwgc quan sat trén mot s6 bénh nhan dang dung celecoxib. Do d6, can theo ddi chat ché
cadc bénh nhan bij suy tim sung huyét hodc tang huyét dp tir trwvdc. Nén than trong khi dung celecoxib
trén bénh nhan d3 bj tén thuwong chirc ndng tim, phu hodc cac tinh trang khac ma cé thé trd nén
tram trong hon do & dich va phu né, bao gbm nhitng bénh nhan dang dung thudc lgi tiéu hodc cé
nguy co giam thé tich mau.

Tdc dung trén duwong tiéu hoa

Thang, loét hodc chay mau duong tiéu hoa trén va dudi da xay ra vdi cac bénh nhan dung celecoxib.
Nhitng bénh nhan cé nguy co gdp phai nhitng bién chirng duwdng tiéu hoa nay khi dung céc thudc
NSAID h3u hét Ia ngudi cao tudi, b&nh nhan bi cac bénh tim mach, bénh nhan dang dung aspirin,
cac glucocorticoid hodc cdc NSAID khdac, bénh nhan st dung rugu, hodc bénh nhan cé tién sl hoac
dang bi cac bénh dudng tiéu héa tién trién nhu loét, cac tinh trang chdy mau hodc viém dudng tiéu
héa. Hau hét cac bao cdo ngau nhién vé céc treong hop tlr vong do bién chirng tiéu hod cé lién quan
dén celecoxib xady ra & ngudi cao tudi hodc cac bénh nhan cé thé chat yéu.

Tdc dung trén thdn

Cac NSAID bao gdbm celecoxib ¢ thé gay doc cho than. Cac th&r nghiém |am sang d3 chi ra celecoxib
c6 cac tac dung trén than tuong tw nhu cdc NSAID khac. Bénh nhan cé nguy co nhiém ddc than cao
nhat 13 ngwdi suy chirc ndng than, suy tim, suy chirc ndng gan va ngudi cao tudi. Can theo ddi can
than cho nhi*ng bénh nhan nay khi diéu trj bang celecoxib.

Can than trong khi bat dau diéu tri cho bénh nhan mat nudc. Trwdc tién can bu nudc cho bénh nhan
roi mai bat dau diéu tri bang celecoxib.

Bénh thén tién trién
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Can theo ddi chdt ché chirc ndng than & bénh nhan bi bénh than tién trién diéu trj bang celecoxib
(xem phan Cdch dung, ligu ding).

Phan trng dang phan vé

Cling nhu cac thudc NSAID néi chung, cac phan (rng dang phan vé cé xay ra & cac bénh nhan dung
celecoxib (xem phan Chéng chi dinh).

Cdc phdn trng nghiém trong trén da

Céc phan rng nghiém trong trén da, mdt s cé thé dan dén tir vong, bao gdm viém da tréc vay, hoi
chirng Steven-Johnson, va hoai tr biu bi nhiém doc, d3 dugc bao cdo nhung rat hiém gip trong
viéc str dung celecoxib. Bénh nhan thudng cé nguy co cao véi céc bién cd nay trong giai doan sodm
cla qua trinh diéu tri, hau hét cac trudng hop nay xay ra chd yéu trong thang diéu tri dau tién. Can
ngwng dung celecoxib ngay khi xuat hién man dé da, tén thuong niém mac hodc bat ky dau hiéu qua
man nao.

Tdc dung trén gan

Chua c6 nghién clru trén cdc bénh nhan suy gan ndang (Child-Pugh nhém C). Khdng st dung celecoxib
trén bénh nhan suy gan nang. Can than trong khi sl dung Celecoxib trén bénh nhan suy gan vira
(Child-Pugh nhém B) va nén bat dau véi liéu bang nira liéu khuyén cdo (xem phan Cdch dung, liéu
dung).

R4t it cdc phan ng nghiém trong trén gan, bao gdm viém gan bung phat (mét sé trudng hop gay tlr
vong), hoai tlr gan va suy gan (mét sé trudng hop gay tlr vong hodc can phai ghép gan) da duoc bdo
cao khi s&r dung celecoxib.

Bénh nhan cd cdc triéu chirng va/hodc diu hiéu cla suy gan hodc ngudi cd xét nghiém chirc nang
gan bat thudng can duoc theo ddi chit ché vé cac dau hiéu tién trién tram trong cac phan tng trén
gan trong qua trinh diéu trj vdi celecoxib.

St dung vdi cdc thuéc chéng déng mdu duong uéng

Viéc sir dung dong thoi cdc NSAID védi cac thube chéng déng mau duwdng udng lam tdng nguy co
chdy mdu va can phai than trong khi si dung. Cac thuéc chéng déng mau dudng uéng bao gbm
nhédm warfarin/coumarin va cac thudc chdng déng mau dudng uéng thé hé mai (vi du: apixaban,
dabigatran va rivaroxaban). D3 c6 bdo cdo vé trudng hop chdy mau nghiém trong trén cic bénh
nhan dang dung déng thai vai warfarin hodc cac chat tuong tu, trong d6é cé mot s6 trudang hop gay
t&r vong. Do d3 cd bao cdo vé tang thoi gian prothrombin (INR), can duoc theo ddi tac dung chéng
dong/thoi gian prothrombin & nhitng bénh nhan dang s& dung thuéc chéng déng mau nhém
warfarin/coumarin sau khi bat dau diéu tri cing véi celecoxib hoic hiéu chinh liéu clia cac thudc nay
(xem phan Tuong tdc, tuong ky).

Viém khop tu phdt thiéu nién khéi phdt toan than

Can than trong khi dung cdc thuéc NSAID bao gém celecoxib & bénh nhan bi viém khép tw phét thiéu
nién khai phat toan than, do nguy co dong mau ndi mach lan toad. Bénh nhan bi viém khdp ty phat
thi€u nién khai phat toan than khi dung celecoxib phai dugc theo ddi xem cé phat trién cac xét
nghiém déng mau bat thuong hay khéng.

Téng quan

V&i tdc dung chdng viém, celecoxib cé thé lam md cac dau hiéu chan dodan, vi du nhu triéu ching
st trong chan doan nhiém trung.

Can tranh dung déng thoi celecoxib véi mot thuée NSAID khdng phai aspirin.
Sw trc ché CYP 2D6
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Celecoxib |a chat (rc ché& CYP2D6 & mirc dd vira. Déi vdi nhitng thudc dwoc chuyén héa qua CYP2DS6,
can phai giam lidu cla cac thudc nay khi bat dau s dung cling véi celecoxib hoic tang liéu clia cac
thudc nay khi ngung st dung celecoxib (xem phan Twong tdc, twong ky).

Thudc nay cé chira dudi 1 mmol (23 mg) natri trong mai vién, vé co ban dwgc xem nhu “khéng chira
natri”.

7. SO DUNG THUOC CHO PHU NT* CO THAI VA CHO CON BU

Kha ning sinh san

Dwa trén co ché tac dung cla thudc, viéc st dung cac NSAID, ké ca celecoxib, cé thé gay tri hoan
hodc ngdn can sy rung trirng, dan dén hién twong vo sinh cé hdi phuc & mdt s& phu nit. Nhitng phu
nit khé thu thai hay dang diéu trj vo sinh can can nhic viéc ngirng dung cac NSAID, bao gbm c3
celecoxib.

Phu nlt cé thai

Khdng cé nghién ctru trén phu nit cé thai. Mot sd nghién clru trén ddng vat cho thay c6 ddc tinh trén
sinh san. Chua cé cac dit liéu twong dwong trén nguoi.

Celecoxib, cling nhu cac thudc trc ché téng hop prostaglandin khac, cé thé gay vé lyc co tlr cung va
déng sém 6ng ddng mach chl, nén tranh st dung celecoxib trong quy 3 cda thai ky.

Chi nén dung celecoxib khi mang thai néu lgi ich tiém tang d6i vdi ngudi me vuot trdi nguy co tiém
tang déi vdi thai nhi.

Uc ché tdng hop prostaglandin cé thé gay dnh hudng bat loi cho phu ni¥ mang thai. Dit liéu tir cac
nghién cttu dich t& hoc cho thay viéc ting nguy co say thai tw phat sau khi dung cac thudc trc ché
téng hop prostaglandin trong giai doan sém cla thai ky. Trén déng vat, viéc sir dung cac thudc tc
ché& téng hop prostaglandin lam tang nguy co say thai & giai doan trudc va sau khi phdi lam t6.

Né&u sir dung trong ba thang th hai hodc th ba cta thai ky, NSAID cé thé gy réi loan chirc nang
than cda thai nhi, tinh trang nay cé thé lam giam thé tich nuwdc 6i hodc bi thi€u nwdc i trong trudng
hop bi ndng. Nhitng tac dung nay cé thé xdy ra s&m sau khi bat dau diéu trj va thuong cé thé hoi
phuc duoc. Phu nit mang thai dung celecoxib can duwoc theo ddi thé tich nuéc 8i chat ché.

Phu ni* cho con bu

Cac nghién ctru trén chudt cdng cho thay celecoxib dugc bai tiét qua sita véi nong d6 twong duong
v3i néng dé trong huyét tuong. o] phu nit cho con bu dung celecoxib, rat it celecoxib dwgc chuyén
vao trong sita. Vi nhitng tac dong khdng mong mudn tiém tang cla celecoxib trén tré dang bd me,
tuy theo lgi ich mong muén clia thudc d6i véi ngudi me, nén can nhac ngirng thudc hay ngirng cho
con bu.

8. ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Chuwa c6 nghién clru vé anh hudng cua celecoxib trén kha nang lai xe va van hanh mdy méc, nhung
dua trén cdc dic tinh duwoc lwc hoc va mo ta tdng quat vé tinh an toan cua thudc, cé thé coi la thudc
khong c6 anh hudng.

9. TUONG TAC, TUONG KY

Téng quan

Celecoxib chl yéu chuyén hda qua cytocrom P450 (CYP) 2C9 tai gan. Can than trong khi dung
celecoxib trén bénh nhan da hodc nghi ngd chuyén hod kém qua CYP2C9 dya trén tién s véi cac co
chat chia CYP2C9 khéc vi cac bénh nhan nay cé thé cé ndng dod celecoxib trong huyét tuong ting cao
bat thuong do gidm dd thanh thai chuyén hod. Nén bat dau diéu tri véi liéu bang mot nira lidu
khuyén cdo thap nhat (xem phan Cdch dung, liéu ding va Bdc tinh duwoc déng hoc).
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Viéc dung doéng thoi celecoxib v&i cac chat (rc ché CYP2C9 lam ting néng dé cha celecoxib trong
huyét twong. Do dé, can phai gidm liéu celecoxib khi dung déng thoi vdi chat e ché CYP2CO.

Viéc dung dong thoi celecoxib v@i cdc chat cdm (ng CYP2C9 nhu rifampicin, carbamazepin va
barbiturat lam gidm ndng do cha celecoxib trong huyét twong. Do dé, can phai tang liéu celecoxib
khi dung d6ng thoi vai chat cdm rng CYP2C9.

Nghién ctru duoc dong hoc 1dam sang va céc nghién ctu in vitro cho thdy mac du celecoxib khéng
phai 13 co chdt nhung lai 1a chat &c ché CYP2D6. Do d6 cé thé cd twong tac thudc in vivo vdi cac
thudc dugc chuyén hod bdi CYP2D6.

V&i cdc thubc cu thé

Tuong tdc giita celecoxib va warfarin hodc cdc thuéc twong tu: (xem phan Cdnh bdo va thén trong
khi diing thuéc).

Lithium: & cac déi tuwgng khoé manh, néng do lithium trong huyét twong tang khoang 17% khi dung
dong thoi lithium va celecoxib. Can theo ddi chit ch& bénh nhan dang diéu tri bang lithium khi bat
dau hodc nglirng st dung dong thoi vai celecoxib.

Aspirin: Celecoxib khdng anh huwdng dén tac dung khang tiéu cau cla aspirin liéu thap (xem phan
Cdnh bdo va théan trong khi dung thudéc). Vi khéng cé tac dung trén tiéu cau, celecoxib khdng phai la
chat thay thé& cho aspirin trong diéu trj du phong bénh tim mach.

Cdc thuéc chéng tdng huyét dp bao gém thudc trc ché men chuyén angiotensin (ACEl) va chdt déi
khdng angiotansin Il (dwoc biét dén la thubc e ché thu thé angiotensin, ARB), cdc thuébc loi tiéu va
cdc thubc chen thu thé beta: Viéc (rc ché prostaglandin cé thé lam giam tac dung chéng ting huyét
4p cla thu6c e ché men chuyén angiotensin (ACEl) va/ hodc thuéc ddi khang angiotensin 11, cic
thudc lgi tiéu va cac thudc chen thu thé beta. Can lvu y cac tuwong tac nay khi dung déng thoi
celecoxib va thudc (rc ch€ men chuyén angiotensin ACEl va/ hodc cac thudc déi khang angiotensin
1, cac thudc loi tiéu va cac thudc chen thu thé beta.

O cac bénh nhan cao tudi, ngudi bi giam thé dich (ké ca dang dung thudc loi tiéu) hodc bi tén thuong
chirc ndng than, viéc dung ddng thdi cdc NSAID, bao gbm thudc trc ché chon loc COX-2, vdi thudc
(rc ch& men chuyén angiotensin (ACEI), thuéc d&i khang angiotensin Il hodc cac thudc lgi tiu cé thé
d3n dén ton hai chirc ndng than bao gdm ca suy than cap tinh. Cac tac dung nay thuong 1a ¢ thé
phuc héi. Do d6, can than trong khi sir dung déng thoi celecoxib véi cdc thudc nay. Bénh nhan can
duwoc bu dd thé dich va theo d&i chirc ndng than khi bat dau phac d6 sir dung phéi hgp ciing nhu
kiém soat dinh ky sau do.

K&t qua ttr nghién ctru lisinopril: Trong mét nghién ctru lam sang kéo dai 28 ngay trén cac bénh nhan
tang huyét 4p giai doan | va Il d8i chirng bang lisinopril, viéc st dung celecoxib 200 mg 2 [an/ ngay
khong lam tang huyét dp tdm thu va tdm truong khi so sdnh véi nhém chirng st sung gia duoc trong
qua trinh kiém soat huyét ap 24 gid. Trong nhdm bénh nhan st dung déng thoi véi celecoxib 200
mg ngay 2 lan, 48% sé bénh nhan khéng dap (ng vai lisinopril trong lan tham kham cudi cung (nghia
la huyét ap tdm truong I&n hon 90 mmHg hodc huyét dp tdm truong tdng hon 10% so vai thoi diém
ban dau), doi véi nhom st dung gia dugc con s6 nay la 27%. Su khac biét nay cé y nghia vé mat
théng ké.

Cyclosporin: Vi cadc NSAID c6 tac dung Ién cac prostaglandin & than, céc thuSc ndy cé thé 1am ting
nguy co nhiém déc than do cyclosporin.

Fluconazol va ketoconazol: Dung déng thoi fluconazol liéu 200 mg, 1 1an/ngay lam tang gdp d6i ndng
dd celecoxib trong huyét tuwong do fluconazol cé tdc dong rc ché men chuyén hoa celecoxib CYP450
2C9. Nén bat dau s dung celecoxib vdi liéu bang nira lieu khuyén nghi trén cac bénh nhan dang
dung thuéc cé tdc dung &c ché CYP2C9 nhu fluconazol (xem phan Cdch dung, liéu ding).
Ketoconazol, mét chat (rc ché CYP3A4, khdng cé tac dung trc ché chuyén hoa celecoxib dang ké trén
lam sang.
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Dextromethorphan va metoprolol: Viéc s&t dung déng thoi celecoxib 200 mg ngay 2 lan lam téng lan
luwot 2,6 1an va 1,5 [an néng do cua dextromethorphan va metoprolol trong huyét twong (céc co chat
cta CYP2D6). Piéu nay la do celecoxib rc ché chuyén hoa cta cac co chit cia CYP2D6. Do d96, can
phai gidm liéu cac thudc 1a co chat cia CYP2D6 khi bat dau sir dung celecoxib déng thdi va can phai
tang liéu cac thudc nay khi ngirng st dung celecoxib (xem phan Cénh bdo va thén trong khi ding
thuéc).

Thuéc loi tiéu: Cac nghién clru 1am sang cho thay rang trén mot s6 bénh nhan, NSAID cé thé lam
gidm tac dung tang thai natri qua nwéc tiéu cla furosemid va thiazid bang cach rc ché téng hop
prostaglandin & théan.

Methotrexat: Khong cé cac tuwong tac 1am sang va dugc dong hoc quan trong gilra celecoxib va
methotrexat trong nghién ctru 1am sang gitra hai thudc nay.

Cdc thuéc trdnh thai dwdng uéng: Trong mét nghién clru tuwong téc, celecoxib khéng cé tac dung rd
rang trén lam sang véi duoc déng hoc cua thubc tranh thai dwong udng loai két hop (1 mg
norethindron/ 0,035 mg ethinyl estradiol).

Cdc thuéc khdc: chua cé bédo cdo tuong tac quan trong ndo vé mat 1dm sang gilra celecoxib va thuéc
khang acid (nhém va magié), omeprazol, glibenclamid (glyburid), phenytoin hoac tolbutamid.

Do khéng cé cac nghién ctru vé tinh twong ky cla thudc, khéng tron 13n thudc nay véi cac thude
khac.

10. TAC DUNG KHONG MONG MUON

The nghiém I6m sang

1) Cdc tdc dung khéng mong mudn cda thudc (ADR) trong bang 1 duéi day duoc xac dinh vdi ti
|& |&n hon 0,01% trong nhdm sl dung celecoxib va cao hon so véi nhom st dung gia duoc
trong 12 thi&r nghiém 1am sang cé ddi chirng vdi gid dugc va/hodc véi thudce that trong téi da
12 tuan diéu tri, vdi liéu dung hang ngay tir 100 mg dén 800 mg & nguwdi Idn. Tan suat cla
cac tac dung khdng mong muén trong bang 1 duoc cdp nhat dua trén khdo sat gan day cla
89 thlr nghiém 1am sang ngiu nhién cé d6i chirng clia 38.102 bénh nhan st dung celecoxib.
Tan suat cda cdc tadc dung khdng mong muén nay duoc dinh nghia nhu sau: rat thudng gap
(= 1/10), thueng gap (= 1/100 dén < 1/10), it gdp (= 1/1000 dén < 1/100), hiém gap (=
1/10.000 dén < 1/1000), rat hiém gdp (< 1/10.000). Cac tac dung khéng mong mudn & bang
1 duwoc liét ké theo hé co quan va xép thir ty gidm dan theo tan suét.

Bang 1. Tac dung khéng mong muén cla thudc tir 12 thir nghiém 1am sang cé déi ching vai gia
duogc va/hodc vdi hoat chat va tan sult cac tdc dung khdng mong muén tir 89 thir nghiém [am
sang ngau nhién cé d6i chirng lién quan dén sy dau va viém véi lieu dung hang ngay tir 25 mg-
800 mg & d6i twgng ngudi ldn

Hé co quan Tan suat Tac dung phu

Nhi&m trung, nhiém ky | Thuwong gdp | Viém phé quan, viém xoang, nhiém khudn dwong hd

sinh trung hap trén, nhiém khuan duong tiét niéu
it gap Viém hong, viém mdi

RGi loan hé mau va it gap Thi€u mau

bach huyét
Hiém gap Gidm tiéu cau

R&i loan hé mién dich | It gdp Quda man
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Bang 1. Tac dung khéng mong muén cla thudc tir 12 thir nghiém 1am sang cé déi ching vai gia
duoc va/hodc vdi hoat chat va tan sudt cac tdc dung khdng mong muén tir 89 thir nghiém Iam

sang ngau nhién cé d6i chirng lién quan dén sy dau va viém véi lieu dung hang ngay tir 25 mg-
800 mg & d6i twgng ngudi ldn

Hé co quan Tan suat Tac dung phu
Réi loan tdm than Thuong gép | Mat ngu
it gap Lo lang
Hiém gap Trang thai 1t 13n
Réiloan hé than kinh | Thuong gdp | Chdng mat
It gap Tang truong lwc co, budn ngl
RGi loan mat It gap Nhin m&
R&i loan tai va tai it gap U tai
trong
RGi loan tim it gap Tim dap nhanh
Hiém gap Suy tim sung huyét, loan nhip, nhip tim nhanh
Réi loan mach Thudng gdp | Tang huyét ap (bao gdbm ting huyét ap tién trién)
Hiém gap Pd mat
Réiloan hé hap, vung | Thuwong gap | Ho
ngwc va trung that
Réi loan tiéu hda Thuong gép | Non, dau bung, tiéu chay, khé tiéu, day bung
it gap Loét da day, cac van dé vé ring
Hiém gap Loét ta trang, loét thuc quan

R4t hiém gap

Thdng rudt, viém tuy,

RGi loan gan mét it gap Tang men gan (bao gdm tang enzym Alanin
aminotransferase va Aspartat aminotransferase)
RGi loan da va mé Thuong gap | Ngtra (bao gbm ngra toan than), phat ban
dudida
Khong Mé day, bAm méau
thuong gap
Hiém gap PhU mach, rung tdc

R4t hiém gap

Viém da bong nudc
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Bang 1. Tac dung khéng mong muén cla thudc tir 12 thir nghiém 1am sang cé déi ching vai gia
duoc va/hodc vdi hoat chat va tan sudt cac tdc dung khdng mong muén tir 89 thir nghiém Iam
sang ngau nhién cé d6i chirng lién quan dén sy dau va viém véi lieu dung hang ngay tir 25 mg-
800 mg & d6i twgng ngudi ldn

Hé co quan Tan suat Tac dung phu

Réiloan toan thdnva | Thuwong gdp | Phu ngoai bién

tai chd dung thudc
Khéng Phu mat, bénh gid cim
thuong gap

Tén thwong, nhiém Khong Ton thuwong

ddc va tinh trang do thuong gap

tha thuat gay ra

Céc tac dung khdng mong mudn cta thudc* thém vao trong Bang 2 dudi day duoc xac dinh vai ti 1é
I&n hon giad duoc trong cac nghién cliru phong ngtra polyp kéo dai toi da 3 ndm vai liéu dung hang
ngay tlr 400 mg dén 800 mg. Céc tan suat cta tac dung khéng mong muén trong bang 2 duwoc quyét
dinh dya trén nhitng nghién clru phong polyp trong thai gian dai va duwgc dinh nghia nhu sau: rat
thudng gap (= 1/10), thudong gap (> 1/100 dén < 1/10), it gdp (= 1/1000 dén < 1/100). Cac tac dung
khéng mong muén trong bang 2 duoc liét ké theo hé co quan va xép thi ty gidm dan theo tan suét.

Bang 2. Cac tac dung khéng mong mudn trong cac nghién ciru phong nglra polyp trong thoi
gian t6i da 3 nam vai liéu dung hang ngay tlr 400 mg — 800 mg
Hé co quan Tan suat Tac dung phu
Nhi&m trung va nhiém | Thuong gap | Nhiém khuan tai, nhiém ndm**
ky sinh - . N
It gap Nhiém Helicobacter, Herpes zoster, viém quang, nhiém
khuan vét thuwong, viém lgi, viém tai trong, nhiém
khuan
Khéi u lanh tinh, ac It gap Umd
tinh va chua phan loai
RGi loan tdm than it gap RGi loan gidc ngu
R&i loan hé than kinh | it gap Nhoi mau ndo
R6i loan mat it gap Xuat huyét két mac, d6m den bay trudc mat
RGi loan tai va tai it gap Giam thinh lyc
trong
Réi loan tim Thuong gdp | Nhoi mau co tim, dau that nguc
it gap Dau that nguc thé khong 6n dinh, thiéu nang van déng
mach, vita xo déng mach vanh, nhip tim cham xoang,
phi dai tdm that
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Bang 2. Cac tac dung khéng mong mudn trong cac nghién ciru phong nglra polyp trong thoi
gian t6i da 3 nam vai liéu dung hang ngay tlr 400 mg — 800 mg

Hé co quan Tan suat Tac dung phu
RGi loan mach Rat thuong | Tang huyét ap*
gdp
it gap Huyét khéi tinh mach sau, tu mau
Réi loan hd hap, vung | Thuwong gdp | Khé thd
nguc va trung that -
It gap Kho phat am
RGi loan tiéu hda Rat thuong | Tiéu chay*
gdp
Thuong gédp | Budn nén*, khé nudt, hdi chirng rudt kich thich, bénh
trao nguoc da day thuwc quan, budn nén, bénh tui thira
it gap Tri xuat huyét, nhu déng rudt thudng xuyén, loét
miéng, viém da day
Réi loan gan méat Hiém gap Tang men gan (bao gdm tang enzym Alanin
aminotransferase va Aspartat aminotransferase)
R6i loan da va mé it gap Viém da dj ing
duwdida
Réiloan co xwongva | Thuong gdp | Co that co
mo lién két -
It gap Nang hoat dich
RGi loan than va tiét Thuong gap | Bénh sdi than
niéu -
it gap Di tiéu dém
Réi loan tuyén vu va Thudng gép | Xuat huyét 4m dao, viém tién liét tuyén, tdng san tién
hé sinh san liét tuyén lanh tinh
it gap Nang budng trirng, cac triéu chirng tat kinh, cdng ngurc,
théng kinh
R&iloan toan thanva | it gap Phu
tai chd dung thudc
Cac xét nghiém Thuong gép | Tang Creatinin mau, tang khang nguyén dac hiéu tién
liét tuyén, tang can
it gap Tang kali mau, tdng natri mau, giam testosteron mau,

giam ty 1& héng cau, ting hemoglobin
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Bang 2. Cac tac dung khéng mong mudn trong cac nghién ciru phong nglra polyp trong thoi
gian t6i da 3 nam vai liéu dung hang ngay tlr 400 mg — 800 mg

Hé co quan Tan suat Tac dung phu

T6n thuong, nhiém it gap Gay chan, gay chi dudi, gdy xuong, viém mém go
doc va céc bién chirng xuong, dit gan

do thd thudt gay ra

* Tang huyét 4p, ndn, tiéu chady va tdng enzym gan duoc liét ké trong Bang 2 vi ¢4 tan suat cao hon
trong nhi*rng nghién cru nay, kéo dai t&di 3 ndm, so véi Bang 1 bao gdbm nhirng tadc dung khéng mong
mudn tir cdc nghién clru chi kéo dai 12 tuan.

** Ch( yéu la nhiém nam tai cho.
Bénh nhdn nhi

No6i chung, cac tdc dung khdng mong muén quan sat thay trong nghién cru then chét & tré em twong
tw nhu nhitng phan &ng gap trong nghién ctiru viém khdp & ngudi Idn. Thém vao d6, sau day la
nhirng tdc dung khdng mong muén khéng duoc liét ké trong badng 1 do cac nghién clru vién quan
sat thay va co thé lién quan dén celecoxib: dau dau (11,3%, rat thudng gap), tiéu ra mau (0,6%, it
g3p) va con hen [1 bénh nhan d3 bj hen c6 kiém soat & thoi diém ban dau] (0,6%, it gdp). So sanh
V@i naproxen, celecoxib véi liéu 3 va 6 mg/kg dung 2 lan/ngay khéng cé dnh huwdng cé hai lén sy
phat trién va trudng thanh trong thdi gian nghién ciru mu déi 12 tuan.

Tdc dung khéng mong mudn duoc bdo cdo sau khi lvu hanh

Cac tac dung khéng mong muén duwoc bdo cdo trong qua trinh lwu hanh duoc cung cap dudi day:

Mac du nhirng tac dung khéng muén nay duoc xac dinh théng qua qua trinh lru hanh, tan suat cla
ching van dugc danh gia tham khao tir cac thir nghiém 1am sang. Nhu & trén, tan suat clia cac tac
dung khéng mong muén nay dya trén khao sét cla céc thir nghiém Iam sang trén 38.102 bénh nhan
str dung celecoxib. Tan suat cta cac tac dung khéng mong mudén nay duoc dinh nghia nhuw sau: rat
thudng gap (= 1/10), thuwong gap (= 1/100 dén < 1/10), it gép (= 1/1000 dén < 1/100), hiém gap (=
1/10.000 dén < 1/1000), rat hiém gdp (< 1/10.000), chua rd (khéng thé wéc tinh tir dit liéu san cé).

R6i logn hé mién djch: Rat hiém gip: Cac phan &ng dang phan vé

Réi loan tém than: Hi€ém gap: 3o gidc

Réi logn hé thén kinh: Rat hiém gép: xuat huyét ndo, viem mang n3o vo khuin, mat vi gidc, mat khiru
giac

R6i logn mdt: it gap: viém két mac

Réi loan mach: Rat hiém gdp: viém mach

Ré&i loan hé hdp, nguc va trung thét: Hiém gap: ngh&n mach phdi, viém phdi

Ré&i loan tiéu héa: Hiém gap: xuat huyét tiéu hda

Réi logn gan mat: Hiém gap: viém gan; R4t hiém gdp: suy gan, viém gan blung phat, hoai tlr gan (xem
phan Cénh bdo va than trong khi ding thudc), & mat, viém gan tac mat, bénh vang da

Réi loan da va mé dudi da: Hiém gap: phan rng nhay cdm véi dnh sidng; Rat hiém gap: hoi chirng
Stevens-Johnson, hdng ban da dang, hoai t& biéu bi nhiém ddc, phan ¢ng do thudc kém theo ting
bach cau wa eosin va cac triéu chirng toan than (DRESS hodc hdi chitng quéa man), ngoai ban mun
mu toan than cap tinh (AGEP), viém da trdc vay.

Ré&i loan thén va tiét niéu: Hiém gdp: suy than cap (xem phan Cdnh bdo va thén trong khi dung thuéc),
ha natri mau; Rat hiém gap: viém than k&, hdi chirng than hu, viém cau than tén thuong téi thiéu.
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Réi loan tuyén vi va hé sinh sén: Hiém gap: réi loan kinh nguyét; Chua rd*: roi loan kha nang sinh
san & phu nit (xem phan St dung thuéc cho phu nit ¢6 thai va cho con bu)

R6i logn todn thdn va tai chd dung thuéc: it gép: dau nguc

*Phu nit dy dinh cd thai bi loai ra khédi cac th&r nghiém nay, do dé viéc tham khao di liéu |am sang
vé tan sudt cho céc tac dung khong mudn nay la khéng phu hop.

Théng bdo ngay cho bdc sy hodc dwoc si nhitng phdn trng cé hai gdp phdi khi s dung thuéc, ké
¢4 cdc tdc dung khéng mong muén chwa dworc liét ké trong tor hwong dén st dung nay dé bdo cdo
vé Trung tdm Théng tin thubc va Theo ddi phdn trng c6 hai cua thuéc.

11. QUA LIEU VA CACH XU TRI

Qud liéu

Kinh nghiém |am sang vé tinh trang qua liéu con han ché. Dung liéu don 1én t&i 1200 mg hodc da
lidu (2 lAn/ngay) véi téng lieu 1200 mg & ngudi khde manh khéng cho thdy tac dung khdng mong
mudn nao cd y nghia vé mat lam sang.

Cach xur tri

Trong trudng hop nghi ngd qud lieu, nén cé cac bién phap hod tro vé y té thich hop. Tham phan
khong phai 13 bién phap hiéu qua dé loai bd thudc vi thudc lién két manh vai protein.

12. DAC TINH DU'OC LUC HOC
Phan nhém dworc ly: Cac coxib.
M3 ATC: MO1AHO01

Co ché tac dung cla celecoxib |a (rc ché sy téng hop prostaglandin ban dau théng qua viéc trc ché
enzym cyclooxygenase-2 (COX-2). & ndng do diéu tri trén nguoi, celecoxib khdng rc ché enzym
cyclooxygenase-1 (COX-1). COX-2 dugc tao ra nham dap ng vdi tac nhan gy viém. Piéu nay dan
dén viéc tong hop va tich lu§ cac prostanoid gay viém, dic biét 1a prostaglandin E2, gy viém, phu
né va dau. Celecoxib ¢ tdc déng nhu chat khang viém, gidm dau va ha nhiét trén cac loai ddng vat
do ngan can qud trinh sdn xuat cdc prostanoid gy viém thdng qua (rc ché COX-2. Trong u rudt két &
cac loai dong vat, celecoxib gidm ty [& m&i mac va si nhan lén cla cac khdi u.

Cac nghién clru in vivo va ex vivo cho thay celecoxib cé &i luc rat thap vdi enzym COX-1. Vi vay, &
lidu diéu tri, celecoxib khong cé tac dung trén cac prostanoid dugc tdng hop nhd hoat hod COX-1,
do d6, khéng anh hudng téi cac qua trinh sinh ly binh thudng lién quan dén COX-1 & cac mé, dac
biét v&i da day, rudt va tiéu cau.

13. PAC TINH DUQC BONG HOC

Hap thu

Dugc ddng hoc cta celecoxib dd duwoc danh gia trén khoang 1.500 nguai. Khi dung lic ddi celecoxib
dé dang dugc hap thu va dat ndng do dinh trong huyét twong sau khoang 2-3 gi®. Sinh kha dung
duwong udng dang vién nang 1a 99% so véi dang hon dich (dang dudng udng t6i wu hién cd). Khi dugc
dung ldc d6i, ca néng d6 dinh trong huyét twong (Cmax) va dién tich dwdi dwong cong (AUC) déu ty
|& v&i liéu cho dén 200 mg, 2 lan/ngay; & liéu cao hon ty 1é tdng twong &ng clla Cmax va AUC thap
hon.

Phéan bo

Ty 1& gén két véi protein huyét twong (ty 1é ndy khéng phu thudc ndng dd) 1a khodng 97% & ndng d6
diéu tri trong huyét twong va celecoxib khéng wu tién gan véi hong cau.

Chuyén hod
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Celecoxib dugc chuyén hod chd yéu qua cytocrom P450 2C9. Ba san pham chuyén hod khéng co téc
dung rc ché COX-1 hodc COX-2 dwoc nhan dién trong huyét twong ngudi la ancol bac nhat, acid
carboxylic twong rng va dang lién hgp véi glucuronid ctia né.

Hoat tinh clia cytocrom P450 2C9 giam & ngudi cé da hinh di truyén va diéu nay dan dén gidm hoat
tinh cdia enzym, vi du nguoi dong hop tlr doi véi da hinh CYP2C9*3.

Trong nghién ciru dwoc déng hoc cua celecoxib 200 mg dung 1 lan/ ngay & nguoi tinh nguyén khoé
manh, cé kiéu gen CYP2C9*1/*1, CYP2C9*1/*3 hodc CYP2C9*3/3, gid tri trung binh Cmax va AUCo.
24 cla celecoxib vao ngay 7 lan lwot x3p xi gdp 4 lan va 7 [an, & ngudi cé kiéu gen CYP2C9*3/*3 so
V@i cac kiéu gen khéc. Trong 3 nghién clru don liéu riéng rg, c6 tdng cong 5 ddi twgng cd ki€u gen
CYP2C9*3/*3, lidu don AUCo-24 liéu don tang khodng 3 [an so v&i ngudi chuyén hod binh thudng.
U'dc tinh tan suat cda kiéu gen *3/*3 13 0,3% dén 1% giita cdc nhdm chiing toc khac nhau.

Can than trong khi dung celecoxib & bénh nhan d3 biét hodc nghi ngd cé chuyén hod CYP2C9 kém
dwa trén tién st/ kinh nghiém véi cac co chat khac cia CYP2C9. Nén xem xét viéc bat dau diéu tri
v@i mét nira lieu khuyén nghi thap nhat (xem phan Cdch dung, liéu dung va Tuong tdc, twong ky).

Thai tri

Thai trir celecoxib chii y&u do chuyén hod qua gan véi dudi 1% liéu dung dwoc bai tiét nguyén dang
qua nuwdc tiéu. Sau khi dung da liéu, thoi gian ban thai la 8 - 12 gi va téc d6 thanh thai khoang 500
ml/phut. V&i da liéu, ndng d6 thubc trong huyét twong 6n dinh dat dwoc trudc ngay thir 5. Bién
thién giira cdc d6i twong vé cic théng sé duwoc ddng hoc chinh (AUC, Cmax, thdi gian ban thai) 13
khodng 30%. Thé tich phan b8 & trang thai 6n dinh trung binh |a khodng 500L/ 70 kg & ngudi trudng
thanh khoé manh cho thay su phan b8 rong khap cla celecoxib vao cac mé. Cac nghién ctru tién 1am
sang d3 xac dinh thudc vuot qua duwoc hang rao mau nio.

Anh huéng cda thic én

Dung thudc cung thirc &n (gidu chat béo) lam chdm sy hdp thu thé hién qua Tmax dat duwoc sau
khodng 4 gi® va sinh kha dung tdng 20% (xem phan Cdch dung, liéu dung).

O ngudi tinh nguyén khoé manh, luvong hap thu toan than AUC cla celecoxib tuwong duong gitta
dang uéng nguyén vién nang hodc dang hoa tan trong nuwdc. Khéng cd sy thay d6i ddng ké vé Cmax,
Tmax hodc T1/2 sau khi uéng thudc nguyén vién hodc hoa tan vao nudec.

Cdc nhom bénh nhén dac biét
Ngudi cao tudi

O ngudi trén 65 tudi, Cmax v AUC clia celecoxib ting 1&n 1,5-2 [4n. Didu nay cha yéu lién quan dén
can nang ch& khéng do thay ddi vé tudi tac, ndng do celecoxib cang cao hon & nhitng bénh nhan cé
cin nang cang thap va do d6 nhitng ngudi Ién tudi cé can nang trung binh thip cé néng dé celecoxib
cao hon nhitng ngudi tré. Do vay, phu ni¥ I&n tudi cé xu hudng cé néng dd huyét tuong cao hon
dan éng I&n tudi. Noi chung, khéng thuce su can diéu chinh liéu. Tuy nhién, véi cdc bénh nhan 1én
tudi cé can ndng duwdi trung binh (<50 kg), nén dung liéu khuyén nghi thap nhat.

Tré em

Dugc dong hoc & trang thai 6n dinh cla celecoxib dung & dang hén dich udng dwoc dénh gia & 152
bénh nhan viém khép ty phat thi€u nién tir 2 tubi dén 17 tudi c6 can ndng > 10 kg bj viém khép tu
phat thiéu nién (cé yéu t8 thap duong tinh hodc 4m tinh) & mét hodc vai khdp, thé mé rdng hodc
da khdp va bénh nhan bi viéem khdp tu phat thiéu nién khdi phat toan than (v&i cac ddc diém hién
tai toan than bat hoat). Phan tich dugc dong hoc quan thé chi ra rang d6 thanh thai dudng udng
(khdng diéu chinh theo can nang) cla celecoxib ting vdi ti 1& it hon so vdi mitc tang cdn nang, vai
bénh nhan 10 kg va 25 kg duw dodn cé d6 thanh thai [an luot gidm 40% va 24% so vdi bénh nhan
viém khdp dang thap nang 70 kg.
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Celecoxib chwa dugc nghién clru & bénh nhan viém khdp ty phat thiéu nién dwdi 2 tudi, bénh nhan
can nang dudi 10 kg (22lbs) hodc trong thai gian qué 24 tuan.

Ching téc

Phan tich téng hop vé cac nghién ciru dugc dong hoc d3 du dodn ty 18 AUC cla celecoxib v&i ngudi
da den cao hon khodng 40% so véi ngudi da trang. Nguyén nhan va y nghia |am sang clia van dé nay
van chua duoc biét.

Suy gan: ndng dd huyét twong cha celecoxib & cac bénh nhan suy gan nhe (Child-Pugh loai A) khdng
khac biét dang ké so véi ndng dd & nhdm ddi chirng cling tudi va gidi tinh. O cac bénh nhan suy gan
vilra (Child-Pugh loai B), nong dé celecoxib huyét thanh gép khodng 2 [an néng d6 so v&i nhém déi
chirng twong rng (xem phan Cdch dung, liéu dung).

Suy thdn: & ngudi tinh nguyén cao tudi bi giam tdc dd loc cau than (GRF) do tudi (GRF trung binh 2
65 mL/ phut/ 1,73 m?) va bénh nhan bi suy than man 6n dinh (GRF 35-60 mL/ phit/ 1,73 m?) duoc
dong hoc cua celecoxib twong duwong vdi bénh nhan cé chirc nang than binh thudong. Khdng cé lién
hé dang ké nao duoc tim thay gilra creatinin huyét thanh (hodc hé s6 thanh thai creatinin) va dé
thanh thai celecoxib. Suy than ndng khéng thay déi do thanh thai celecoxib do dudng thai trir chinh
cla thudc la qua chuyén hod tai gan thanh dang khong hoat tinh.

Anh hwéng trén thén: Vai trd twong déi ctia COX-1 va COX-2 trong sinh Iy than chua duoc biét day
dd. Celecoxib gidm thai trir qua than cia PGE, va 6-keto PGF; o (mdt chat chuyén hod cla
prostacyclin) nhung khdng anh hudng dén thai trir thromboxan B, huyét thanh va 11-dehydro-TXB,,
mot chat chuyén hoda cta thromboxan (déu |a san pham cta COX-1). Cac nghién clru riéng biét d3
cho thay celecoxib khong lam gidm GFR & bénh nhan |&n tudi hodc bénh nhan suy than man. Cac
nghién ctru nay cling cho thay cé su giam nhe bai tiét natri. Trong cdc nghién ctu trén bénh nhan
viém khdp, ty 18 phu mach ngoai vi d3 duwoc quan sat thay 1a twong duong véi ty 1& nay & bénh nhan
dung cac thudc tc ché COX khong déc hiéu (cling cé tac ddng Grc ché COX-2). Didu nay dé thay nhat
& cac bénh nhan dang diéu tri két hop vai thudc lgi tiu. Tuy nhién, khdng thay tang ti [& tdng huyét
&p va suy tim, tinh trang phu mach ngoai vi thwdng nhe va ty hét.

14. QUY CACH BONG GOl

H6p 3 vi x 10 vién

15. DIEU KIEN BAO QUAN

Trong bao bi kin, & noi khé, tranh anh sang, nhiét d6 dudi 30 °C.
16. HAN DUNG

36 thang ké tir ngay san xuat.

17. TIEU CHUAN CHAT LUONG

TCCS

18. TEN, DIA CHI CUA CO SO SAN XUAT

CONG TY TNHH DUQC PHAM SHINPOONG DAEWOO

S8 13, Budrng 9A, Khu céng nghiép Bién Hoa Il, P. An Binh, TP. Bién Hoa, Tinh Dong Nai,
Viét Nam.

DT: (028) 2225 0683 Fax: (028) 2225 0682 Email: shinpoong@spd.com.vn
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