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10 x 10 Tablets

NUCOXIA 60

Etoricoxib
Tablets 60mg
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NUCOXIA 60

(Vién nén bao phim etoricoxib 60mg)

Thanh phan: Mi vién nén bao phim c6 chira: Etoricoxib 60mg

Chi djnh, liéu luwgng-cach diing, chéng chi djnh, khuyén cao,

téc dung khong mong muén va cac thong tin khac: Xin xem

t& hueng dén st dung

Bao quan: bao quan noi khd mat, dusi 30°C. Tranh anh sang va &m w6t

Tiéu chudn chét lvgng: TCCS

DE XA TAM TAY TRE EM.

DOC KY HPONG DAN SU’ DUNG TRUGC KHI DUNG

S8 16 SX (Batch No.), NSX (Mfg. Date), HD (Exp.Date): Xem trén nhan hop,

ngay hét han 1 ngay cudi cuing clia thang hét han.

S6 DK (Visa No.):

S 16 SX, Ngay $X, Han dung: xem Batch No., Mfg. Date, Exp. Date trén hop|

Cong ty san xuit: Cadila Healthcare Ltd

Kundaim Industrial Estate, Plot No. 203-213, Kundaim, Goa 403 115, An D6
Da chi

Size : 74 X 52 X 50 mm (LxWxH)

B rurpte C [l Black 265 [l 1795
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NUCOXIA 60

(Vién nén bao phim etoricoxib 60mg)

Ciac diu hiéu lwu y & khuyén cdo:
Poc kj hieomg dan sie dung trude khi ding.

Khéng dimg qud liéu chi dinh ‘(j)/(
Khong dung thuéc dd qua han sir dung -

Dé xa tam tay tré em.
Théng bdo ngay cho bac sT hodc dwoc sT nhimg phan itng ¢6 hai gdp phai khi sir dung thuéc.
Thudc nay chi dimg theo don thuée. Néu can thém thong tin, xin hoi y kién bdc sp.

1. Thanh phén c¢ong thire thude:

Méi vién chira

Thanh p/l[lﬂ duwoc chit: EtoricoxXib .........ooooiiiiiiiiiiiiiieiiieein 60 mg

Thanh phan ti duoc: Dicalci phosphate khan, lactose, cellulose vi tinh thé, croscarmellose natri,
HPMC 6 cps, magnesi stearate, t dugc bao phim instacoat green IC-U-2098.

2. Dang bao ché: Vién nén bao phim
Vién nén bao phim hinh nang dai mau xanh luc, m¢t mét cé khia phan doi va mit con lai thi tron
nhan.

3. Chi dinh diéu tri
Etoricoxib dugc chi dinh dé giam cic déu hiéu va triéu chimg ctia viém xuong khop, viém khép

dang thap va viém khép thong phong.

4. Liéu lwong va cach ding

Thudc ding dudng ubng. Dung theo chi dan ctia bac si.

Liéu thong thwong:

Ngueoi lon

Viém xuong kh6p man tinh: 60 mg mot lan mdi ngay.

Vién khép: 90 mg mot lan mdi ngay

Viém khép thong phong: 120 mg mot lan mdi ngay. L1eu trén 120 mg/ngay chi nén dung trong
thoi gian ngén (khoang 8 ngay) dé lam giam triéu ching cép tinh.

Tré em va thanh thiéu nién: 40 an toan va hiéu qua & tré dudi 18 tudi van chua duge danh gia.
Bénh nhén suy than: ddi v6i bénh nhan suy than nhe, liéu duing khong qua 60 mg/ngay; véi bénh
nhan suy than vira, c6 thé sir dung lidu 60 mg cach ngay; khong dung etoricoxib cho bénh nhan suy
than nang.

3 Chono chi dinh

Qué man v&i etoricoxib hay bét ctr thanh phan nao cla thude.

Bénh nhén viém loét dudng tiéu hoa hodc chay mau dng tidu héa cap tinh.

Bénh nhan hen, ndi may day, hay di ing véi aspirin hodc cac thudc khang viém khong steroid
(NSAID) khac.

Bénh nhéan suy than nang hodc suy gan néng.
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Phy nir mang thai hodc nu6i con ba. Tre duéi 18 tudi.
Suy tim sung huyet (NYHA II -IV).

6. Canh bao va than trong: %

Nguy co huvet khoi tim mach: =

Céc thubce choncy v1em khong ster01d (NSAIDS) khong phai asplrm dung duong toan than, cé thé
lam tang nguy co xuét hién bién cb huyét khoi tim mach, bao gém ca nh01 mau co tim va dot quy,
¢6 thé dan dén tir vong. Nguy co nay co thé xuét hién sém trong vai tudn dau ding thudc va co thé
tang lén theo thoi gian dung thudc. Nguy co huyét khdi tim mach dugc ghi nhan chu yéu & lidu
cao.

Béc si can danh gia dinh ky su xuat hién cta cac b1en cb tim mach, ngay ca khi bénh nhan khong
¢d céc trigu ching tim mach trude d6. Bénh nhan can duoc canh bdo v€ cac triéu chimg cua bién
c¢b tim mach nghiém trong va can tham kham bac sT ngay khi xuét hién cac triéu chimg nay.

Dé giam thiéu nguy co xuat hién bién cb bat loi, cin st dung etoricoxib & liéu hang ngay thap nhét
¢6 hiéu qua trong thoi gian ngén nhét c6 thé.

Doc tinh da day rudt nang nhu chay mau, loét va thung da day, rudt non hodc co thé xay ra O bat
ky thoi diém nao c6 hodc khdng cé cac triéu chimg béo trude ¢ nhirng bénh nhén duoc diéu tri v6i
NSAID. .

Nén than trong khi k& NSAID ¢ nhiing bénh nhan c6 tién sir bénh loét hodc chay mau da day rudt.
Hau hét cac bao céo vé céc bién ching da day rudt gdy tir vong la & nhiing nguoi cao tudi hodc
nhitng bénh nhén suy nhugc, va do vay can phai chiam séc dic biét khi diéu tri & nhitng bénh nhan
nay. D& han ché tbi thiéu nguy co tlem an cho céc phan tng bat loi & da day rudt, nén dung licu
hiéu qua thdp nhat va trong thoi gian ngén nhit co thé.

Cén gidm sét chirc nang than ¢ nhiing bénh nhan thiéu ning than. Can sir dung than trong cac
thude chono tdng huyét ap khi bénh nhan c6 biéu hién suy tim, suy giam chirc ning tdm that trai va
phu né trude d6. Khong dung etoricoxib cho bénh nhén suy than nang.

Can that than trong khi ding cho nhitng bénh nhén c6 céc triéu chimg va/hoic dau hiéu cho thay
suy chiic ndng gan. Khong dung cho bénh nhén suy gan nang.

Than trong ¢ nhiing bénh nhan phu, hen va tién st bi hen, cao huyét ép, hodc suy tim do xuét hién
phu trong mot so bénh nhan.

An toan va hiéu luc caa thude & tré em chua duoc xac dinh.

Thude ¢6 chia lactose. Bénh nhan c¢6 vén dé vé& dung nap galactose, thiéu hut enzyme Lapp lactase
hay kém hép thu glucose-galactose khdng nén str dung thude.

7. St dung thudc cho phu nir ¢6 thai va cho con bit

Phuy nix ¢ thai

Etoricoxib van chua dugc nghién ciru ddy du trén phu nit mang thai. Gibng nhu cac thude ¢6 tac
dung trc ché tong hop prostaOIandm khac da biét, khong ding etoricoxib cho phu ntr ¢ 3 thang cudi
& thai ky vi ¢6 thé gdy ra déng 6ng dong mach sém. Vi vdy khong dung thudc cho phu nif mang
thai.

Cho con bu
Etoricoxib duoc bai tiét qua stta & dong vat, tuy nhién van chua biét thude cé bai tiét qua sita &

ngudi me hay khong. Do cé rat nhiéu thudc bai tiét qua sita me va do nhiing tac dung c6 hai c6 thé
6 cta cac thude e ché prostaglandin ddi véi tré dang b me, vi vdy ngudi me khong st dung
etoricoxib khi dang nu6i con ba hodc ngung cho con bu khi phai ding thude.
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8. Anh hwdong 1én kha nang ldi xe va van hanh may moc
Khong thay c6 bao cdo. Thong thuong khong bi anh hudng.

9. Twong tac, twong ky, cia thube 0)/(

Warfarin: O nhiig bénh nhan da diéu tri duy tri 6n dinh bang warfarin, st dung liu etoricoxib
120 mg hang ngay c6 thé dan t6i su tang khoang 13% lugng prothrombin. Can theo d&i chit ché
khi bat dau diéu tri béng etoricoxib hodc khi chuyén sang diéu tri béng etoricoxib, dac biét la vao
nhiing ngay dau tién, khi bénh nhan dang sir dung warfarin hodc cac chét tuong tu.

Rifampin: sir dung dong thoi etoricoxib vé&i rifampin, mot tic nhan c¢6 kha ning gdy cam (ng
enzym chuyén héa & gan manh, lam giam 65% dién tich duéi duong cong (AUC) trong huyét
tuong cua etoricoxib. Tuong tac nay can duoc tinh dén khi sir dung dong thoi etoricoxib va
rifampin.

Methotrexate: can giam sat doc tinh ctia methotrexate khi sir dung dong thoi etoricoxib véi liéu
I6n hon 90 mg hang ngay va methotrexate.

Cac chét we ché enzym chuyen dang angiotensin (ACE): cac chét tc ché NSAID khong chon
loc va (rc ché chon loc COX-2 ¢6 thé lam giam tac dung chdng ting huyét dp clia cac chét tc ché
ACE.

Lithi: cac chat e ché NSAID khong chon loc va trc ché chon loc COX-2 ¢6 thé 1am tang nong do
lithi huyét tuong. -

Aspirin: St dung dong thoi aspirin lidu thap véi etoricoxib ¢ thé dan téi két qua tang toc do loét
dudng tiéu hoa va céc bién chimg khac so v&i ding mot minh etoricoxib.

Cic thube tranh thai dwdong udng: diéu tri bing etoricoxib lidu 120 mg véi thude tranh thai chira
35 meg ethinyl estradiol va 0,5 dén 1 mcg norethindrone trong 21 ngay, ding dong thoi hay cach
nhau 12 gio 1am tang AUCq..4 & trang thai 6n dinh ctia ethinyl estradiol 1én 50 dén 60%.

Cic thubde khac: Khong c6 tuong tac dugc dong hoc nao duoc phat hién véi viéc s dung
etoricoxib dong thoi véi cac thude khang acid va ketoconazole. Etoricoxib khong lam thay doi
dugc dong hoc cua prednisolone/prednisone hay digoxin.

Twong ky: Do khéng c6 cac nghién ciu vé tinh twong ky cta thude, khong tron 1an thube nay véi
thuoc khac.

10. Tac dung khéng mong mudn

*Muc tan suét: Pugc x4c dinh cho mdi dé muc bién cb ngoai ¥ bang tan suat duoc béo céo trong
cac co so dir liéu thir nghiém lam sang nhu dudi day:

Rét phd bién (>1/10)

Réi logn da day rudt: Pau bung

Phé bién (>1/100 dén <1/10)

Nhiém khudn va ky sinh tring: Viém xuong 6 ring.

R&i loan dinh dwéng va chuyén héa: Phi/ting gitr nudc.

Réi loan thin kinh: Chéng mit, nhirc dau.

Réi loan tim mach: Danh tréng nguc, loan nhip.

Roi logn mach: Ting huyét ap.

Roi loan hé hip, ngwe va trung thdt: Co thit phé quan.

Réi loan da day rudt: Téo bén, day hoi, viém da day, trao nguoc, tidu chay, rdi loan tiéu hoa, budn
non, non, viém thuc quan, loét miéng.

Roi loan gan mdt: Ting enzym gan AST, ALT.

Réi loan da va mé dwdi da: Tu mau.

Réi loan chung va roi loan tai chd: Suy nhuoc/mét moi, gia cum.
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Khong phd bién (>1/1000 dén <1/100)

Nhiém khudn va ky sinh triing: Viém da day, nhiém khuan ho hap trén, nhiém khuan tiét niéu
Roi loan hé tao madu: Xuét huyet da day, giam bach cau, giam tiéu cau

Roi loan hé mién dich: Qua man

Roi loan dinh dwiéng va chuyén héa: Thém an, chan an, tang cin

Réi logn tém than: Lo ling, trdm cam, o gidc

Ré:i logn thé:n kinh: Mét‘ngﬁ, di cam, lo mo @/(

Roi logn mat: Roi loan tam nhin, viém két mac

ROi loan tai va tién dinh: U tai, chong mat
Roi loan tim mach: Rung nhi, nhip tim nhanh, suy tim sung huyét, thay ddi dién tdm dd, dau that

nguc, nhdi méau co tim

Réi loan mach: P6 ngudi, bién ¢d mach mau ndo, thiéu mau thoang qua, ting huyét ap nghiém

trong, viém mach

Réi loan hé hip, nguwe va trung thit: Ho, kho thd, chay mau cam.

Roi loan dg day rugt: Truong bung, r6i loan nhu dong rudt, kho miéng, viém loét da day té trang

bao gém xuat huyét tiéu hoa, hoi ching rudt kich thich, viém tuy.

Réi loan da va mé dudi da: Sung mat, viém da, ngra, phat ban, may day.

Réi loan co xwong khdp: Vop be (chudt rit), co that co, dau o xuong, cliing co.
-Roi logn thdn va tiét ni¢u: Xuat hién protein trong nuéc tiéu, ting creatinine huyét thanh, suy

giam churc ndng thén.

K&t qua kiém tra/ xét nghiém: Tang ure méu, ting creatinine phosphokinase, tang acid uric.

Réi loan tong qudt: Pau nguc

Hiém (>1/10.000 dén <1/1000) o -
Roi loan hé mién dich: Phu né/phan (rng phan vé bao gom soc phan v¢. e
Roi logn tdm than: Nham 1an, bon chon. N
Roi logn gan mdt: Viém gan, suy giam chiic nang gan, vang da. &

Roi loan da va mé duwéi da: Hoi chimg Steven Johnson, nhiém doc thugng bi. M
Réi logn tong qudt : Giam natri mau.

Khac:

-Nguy co huyét khdi tim mach (xem thém phan Canh bdo va thdn trong) e

P2

_—

4 (\\

11. Qua liéu va cach xir tri
Khong ¢6 nhiéu bao cdo thong ké vé qua licu etoricoxib. Nhiing triéu chimg qua liéu cdp cua cac -
thuéc NSAID thuong la than th, ngl ga, budn ndn, non va dau thuong vi, nhitng triéu ching nay 4
thudng phuc hoi khi c6 cham séc hd trg. C6 thé xay ra chay mau da day rudt. Tang huyét ap, suy
than cap, suy hd hdp va hon mé c6 thé xay ra nhung hiém. Céc phan tng phan vé da duoc béo co

véi céac thude NSAID dudng udng, va co thé xay ra sau qua lieu. Nén cham séc cac bénh nhén &
bang di€u tri triéu chimg va céc bién phap ho trg sau qua lieu thuéec NSAID. -
Khéng c6 thudc, giai doc dac hiéu. Vi etoricoxib lién ket nhiéu véi protejn, tham tach la khong co e

tac dung. Gay ndn hodc dung than hoat hodc cé thé chi dinh thuoc x6 cho nhiing bénh nhan uong
thudce trong vong 4 gid ¢o cac triéu ching qué lieu hodc sau uong nham mot lieu qua 1on.

12. Pic tinh dwge lwe hoe

Nhom liéu phap diéu tri: Thudce khéng viém khong steroid, cac coxib, md ATC: MOl AHO5

Co ché hoat dong

Etoricoxib 1 mot chat (rc ché chon loc cyclo-oxygenase-2 (COX-2) dudng udng, nim trong pham
vi liéu diéu tri trén 14m sang.
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Trong céc nghién ctru duge 1y 1am sang, etoricoxib gy ra su Grc ché phu thuge litu COX-2 ma
khéng trc ché COX-1 & liéu 150 mg/ngay. Etoricoxib khong trc ché su tdng hop prostaglandin da
day va khong anh huong dén chirc nang tiéu cau.

Cyclooxygenase cé trach nhiém tao ra prostaglandin. Hai dong vi, COX-1 va COX-2, da dugc xé4c
dinh. COX-2 la dang ddng vi cia enzym di dugc chung minh la dugc cam Ung bdi kich thich tién
viém va dugce cho la chiu trach nhiém chu yéu cho viéc tdng hop cac chat trung gian prostanoid
gy dau, viém va sot. COX-2 ciing tham gia vao viéc rung trimg, cdy ghép va déng ong dong
mach, diéu chinh chirc ning than, va cdc chiic ning ctia hé than kinh trung wong (khai phét sét,
nhan thic dau va chirc ning nhan thic). COX-2 cling ¢6 thé déng mot vai tro trong chita lanh loét.
COX-2 da duge xac dinh trong cac md quanh vét loét da day & ngudi ma su lién quan clia nd vdi
chira lanh loét da khong duoc thiét lap.

13. Pac tinh dwoc dong hoc 637

Hép thu -

Etoricoxib dugc hap thu tét qua duong udng. Trung binh sinh kha dung dudng udng gan 100%.
Sau khi dung lidu 120 mg ngay 1 lan cho dén khi dat trang thai 6n dinh, ndng d6 dinh trong huyét
tuong (trung binh nhfm Cm a = 3,6 meg/mL) duoc ghi nhan dat duoc 0§n 1 @10 (Thax) sau khi déi
tuong ngudi lén udng thuoc lic bung doi. Mic AUC.o4 i trung binh 1a 37,8 meg gio/mL. Duogc
dong hoc cta etoricoxib tuyén tinh véi pham vi-liéu dung trén 1am sang.

Dung thudc ciing véi thirc dn (bita dn giau chdt béo) khong anh huong dén mirc d6 hép thu cua
etoricoxib sau khi dung liéu 120 mg. Téc d hap thu bi anh hudng, din dén giam Cpay 36% va tiang
Tmax lén 2 gio. Nhitng dit liéu nay khong dugc coi 1a cé y nghia [dm sang. Trong cac thir nghiém
lam sang, etoricoxib duoc sir dung khong lién quan dén thirc an.

Phan b6

Khoang 92% liéu etoricoxib gan véi protein trong huyet twong ngudi khi dung trong pham vi nong
d6 0,05-5 mcg/mL. Thé tich phan ph01 o trang thai 6n dinh (Vdss) khoang ching 1,2 L ¢ ngudi.
Etoricoxib di qua nhau thai & chudt cong va tho, va di qua hang rao mau-nio & chudt cong.
Chuyén hoa sinh hoc

Etoricoxib dugc chuyén hda manh mé véi < 1% lidu dugc tim thdy trong nudc tiéu & dang ban
dau. Con duong chuyén héa chinh dé tao dan xuét 6'-hydroxymethyl dugc thuc hién vdi su xdc tac
cua cac enzyme cytochrome P450.

CYP3A4 dudng nhu déng gép vao su trao doi chat clia etoricoxib trong co thé. Cac nghién ctu in
vitro cho thiy CYP2D6, CYP2C9, CYP1A2 va CYP2CI19 ciing ¢6 thé xic tac con dudng trao ddi
chat chinh, nhung vai trd cu thé ctia ching trong co thé (in vivo) chua duge nghién ctu.

Pa ¢6 5 chét chuyén hoa dugc nhan dién & ngudi. Chét chuyén hoéa chi yéu la dan xudt 6'-
carboxylic acid cua etoricoxib dugc hinh thanh tir sy oxy héa dan xuét 6'- hydroxymethyl. Cac chét
chuyén héa chu yéu nay thé hién 1a khong c6 hoat tinh hodc chi ¢6 hoat tinh yéu so vdi cac thude
trc ché COX-2. Cac chét chuyén hoa nay déu khong trc ché COX-1.

Thai tri

Sau khi tiém tinh mach 1 liéu don 25 mg etoricoxib ¢ oan phéng xa cho cac ddi tugng khoe
manh, 70% hoat chét phéng xa dugc tim thdy trong nude tiéu va 20% trong phan, phan 16n & dang
céc chit chuyén héa. Dudi 2% hoat chat phong xa duoc tim thiy & dang thude khong chuyén héa.
Phan 16n etoricoxib duge thai trir chi yéu qua qué trinh chuyén hoéa, sau d6 qua su bai tiét & than.
Noéng do cua etoricoxib & trang thai bén viing dat dugc trong vbng 7 ngay diéu tri khi dung liéu
120 mg ngay 1 lan, véi ty so tich lily gan bang 2, tuong ung voi thoi gian ban thai tich Iy khoang
22 git. Theo udc tinh, su thanh thai thudc tai huyet tuong xap xi 50 mL/phit.

Nhirng dac tinh & bénh nhan (nhoém dan sb dac biét)
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Nguwoi cao tuéi: Duge dong hoc & ngudi cao tudi (> 65 tudi) cling tuong tw nhu & ngudi tré tudi.
Gidi tinh: Duoc dong hoc cua etoricoxib & nam va nit déu nhu nhau.

Suy gan: O bénh nhan suy gan nhe (diém sd Child-Pugh 5-6), etoricoxib lidu 60 mg ngay 1 1an c6
AUC trung binh cao hon gén 16% so vé6i ddi tugng khoe manh dung cling ché do liéu. Bénh nhan
suy gan trung binh (diém s Child-Pugh 7-9) dung etoricoxib liéu 60 mg 2 ngay 1 1dn da c6 AUC
trung binh tuong tu nhu & déi tugng khoe manh diing etoricoxib 60 mg ngay 1 lan; lidu etoricoxib
30 mg ngay 1 lan chua dugc nghién ctru trong dan sé nay. Khong ¢6 tai liéu 1am sang hodc dugc
dong hoc khi dung thube & bénh nhan suy gan nang (diém s6 Child-Pugh > 10).

Suy thdn: Dugc dong hoc cla etoricoxib liéu don 120 mg & bénh nhan suy than trung binh-ning
va bénh nhan c6 bénh than giai doan cudi dang diéu tri bang thAm phan mau thi khong khac biét
dang ké so v6i duge dong hoc & di tugng khoe manh. Thdm phan méu khong gép phan dang ké
vao viéc thai trir thude (su thanh thai thudc qua tham phan khoang 50 mL/phut).

Bénh nhdn tré em: Dugc dong hoc cua etoricoxib ¢ bénh nhi (< 12 tuéi) chua duogc nghién cuu.
Trong 1 nghién ctu dugc dong hoc (N=16) tién hanh trén thanh thiéu nién (12-17 tuéi), dugc dong
hoc & thanh thiéu nién can ning 40-60 kg ding etoricoxib 60 mg ngay 1 1dn va & thanh thiéu nién
nang > 60 kg dung etoricoxib 90 mg ngay 1 1an thi déu gidng nhu duoc dong hoc & nguoi 16n dung
etoricoxib 90 mg ngay 1 lan. Van chua xac l4p tinh an toan va hiéu qua cta etoricoxib & bénh nhan

tré em. %

14. Quy cach dong géi: Hop 10 vi x 10 vién. _

15. Piéu kién bio quan, han ding, tiéu chuin chét lrgng ciia thube

Diéu kién bao quan: Gifr thudc noi khd mat, nhiét ¢ duéi 30°C. Tranh 4nh sang va am uét.

Han dung: 24 thang ké tir ngay san xuat \
Tiéu chuan chat luong: TCCS &

16. Nha san xuit:
CADILA HEALTHCARE LTD.

Kundaim Industrial Estate, Plot No. 203-213, Kundaim, Goa-403 115, An Da.
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