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Rx

HUONG DAN SU DUNG THUOC
SC-LORCAM 8

Thuéc naiy chi ding theo don thudc
Dé xa tém tay tré em.

BPoc ki hudng din sic dung trude khi diing.

. THANH PHAN CONG THUC THUOC:

Thanh phan hoat ¢hat: LOTIOXICAIM .............ccorwurereerermeesesenseerrsssesssssisssssssssssssssssssssssssisssnens § TE

Thanh phan lé duoe: Lactose monohydrat, microcrystallin cellulose M101, croscarmellose
natri, natri lauryl sulfat, povidon K30, magnesi stcarat, hydroxypropyl methylcellulose 606
(HPMC 606), hydroxypropyl methylcellulose 615 (HPMC 615), macmgol 6000 (PEG 6000),
titan dioxyd, bét talc, mau vang quinolein lake ... ~viradu 1 vién

DANG BAO CHE:
Vién nén bao phim. Vién nén (ron bao phim mau vang, hai mit 16i.
CHI DINH:

Lornoxicam dwgc chi dinh cho ngudi 16m trong:

- Giam dau ng#n han cc con dau cp tinh, tir nhe dén trung binh.

4.

*

Giam dau va chéng viém trong viém xuong khop.
Giam dau va chéng viém trong viém khép dang thép.
CACH DUNG, LIEU DUNG:

Cdch dung:

- Pudmg udng. Udng nguyén vién voi luong nude vira du.

- Dung dang bao ché ¢6 ham lugng thich hop.

- Néu quén udng thube, udng ngay sau khi nhé. Khéng duoc ubng gp déi liéu trong cling ngay.

* Lieu diing:

Dung dang bao ché ¢6 ham luong thich hop.

Liéu dung nén dya trén kha nang dap (mg cua ting bénh nhan. Dé gidm thiéu nguy co xuit hién
blEIl ¢b bat loi, can sir dung lornoxicam & lidu hing ngay thép nhit c6 hiéu qué trong thoi gian
ngén nhit c6 thé.

Gidm dau:
Liéu hang ngay: 8 - 16 mg, chia lam 2 -3 lan. Téng lidu khuyén cdo toi da 16 mg/ngay.

Viém xwong khdp va viem khop dang thap:

Lidu khoi dau khuyén cdo: 12 mg/ ngdy, chia lam 2 — 3 1an. Tong liéu duy tri khéng vugt qua
16 mg/ ngay.

- Cée dbi twong ddc biét:

Tré em: Khéng khuyén nghi sir dung cho tré em va thanh thiéu nién dudi 18 tudi do chua cé dit
lidu vé tinh an toan va hiéu qua.
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Ngwoi 16m tudi: Khong c¢An didu chinh liéu cho bénh nhin trén 65 tudi, trir khi ¢6 roi loan chire
niang than hodc gan. Nén than trong khi sir dung lornoxicam ¢ nhom bénh nhan nay, vi cac tac
dung khéng mong muon trén dudng tiéu hoa.

Bénh nhén suy thin:

Dbi v6i bénh nhan suy than nhe dén trung binh, liéu khuyén cdo (6i da 1a 12 mg/ngay, chia lam
2-3 lan.

Bénh nhin suy gan:

D6i v6i bénh nhdn suy gan trung binh dén ning, liéu khuyén céo t6i da 1a 12 mg/ngay, chia lam
2 —3 lan. Chéng chi dinh & bénh nhan suy gan nang.

CHONG CHI PINH:

Khdng dung lornoxicam cho bénh nhén:

Qué mén véi hoat chét hodc bat ky thanh phén ta durge ndo ctia thude.

Giam tiéu cdu.

Qud min voi cac thube chbng viém khong  steroid (NSAIDs) khac, bao gbm ca
acid acetylsalicylic (céc triéu chimg nhu hen suy¢n, viém mii1, phu mach hodc nbi mé day).

Suy tim ning.

Chay mau dudng tiéu hoa, mach méu ndo hoic cac loai chay méau khac.

Tién sir thung hodc chay mau dudng tiéu hoa lién quan diéu tri bing thudc chdng viém khéng
steroid (NSAIDs) truée do.

Chay mau/loét da day dang hoat dong hodic tdi phat (hai hodc nhiéu dot chay mau hodc loét da
dugc ghi nhéan).

Suy gan néng.

Suy thén niing (creatinin huyét thanh >700 pmol/l).

Ba thang cudi cia thai ky.

. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Lornoxicam lam giam két (ap tiéu cau va kéo dai thoi gian chay mau. Do d6, can than trong &
nhiing bénh nhin ¢é nguy co chdy mau cao.

O céc tinh trang sau ddy, chi nén ding lornoxicam sau khi cén nhic cén than giita loi ich va
nguy co:

Suy thgn: nén than trong khi ding lornoxicam & nhitng bénh nhén suy thén nhe (creatinin
huyét thanh 150-300 pmol/l) dén trung binh (creatinin huyét thanh 300-700 pmol/1),

do phu thufc vao prostaglandin ¢ than, chat ndy phai duy tri luu lwong méu dén than.
Nén ngimg diéu trj bing lornoxicam néu chitc nang thin suy giam trong qué trinh diéu tri.

Cén theo ddi chire nang thdn ¢ nhimg bénh nhén trai qua dai phau bi suy tim, dang diéu tri bing
thuoc loi tiéu hoidc dang diu tri ddng thei véi cac thude duge biét hoac nghi ngd gly
ton thuong thén.

Bénh nhan bi réi loan déng mdu: nén theo doi lam sang c4n thin va xét nghiém (vi du: thoi gian
thromboplastin hoat hoa timg phan).

Suy gan (vi dy xo gan): nén cén nhic theo dai 1Am sang va xét nghiém dinh ky & nhing
bénh nhan bi suy gan, vi sir tich tu lornoxicam (tang AUC) ¢6 thé xay ra sau khi diéu tri v6i llCLl

hang ngdy 12-16 mg. Mat khdc, suy gan duong nhu khong anh huéng dén cac thong sb
duge dong hoc cua lornoxicam so véi cac d6i tuong khoe manh.
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- Piéu tri ldu dai (rén 3 thdng): Nén xét nghiém thuong xuyén dé danh gia huyél hoc
(hemoglobin), chirc ndng thin (creatinin) va men gan.

~ Bénh nhdn trén 65 tubi: nén theo dsi chirc nang thén va chirc nang gan. Cén than trong trong

trudmg hop da trai qua phau thuét.

Ding ddng thoi voi thudc chéng viém khéng steroid (NSAIDs): Nén trénh str dung dong thot
lornoxicam véi thude chdng viém khéong steroid (NSAIDs), bao obm ca thube irc ché chon loc
cyclooxygenase-2.

Gidm thiéu tic dung khéng mong muén: Céc tic dung khong mong mudn ¢é thé dugc
giam thiéu véi lidu t&i thidu c6 hiu qua trong thoi gian tbi thiéu cén thiét dé kiém soét
céc triéu chimg.

Thimg, loét va chiy mau duong tiéu hba:

Thung, loét hoge chay mau dudmg tiéu hoa (c6 thé gy tir vong) da dugc bao cao vai tit ca cac
thude chéng viém khong steroid (NSAIDs) tai bét ky thoi diém nao trong qua trinh diéu tri, c6
ho#ic khéng c6 céc triéu chimg canh bao hoic tién str r6i loan dudng tiéu héa nghiém trong
trudce do.

Nguy co thung, loét hodc xuat huyet tiéu hoa cao hon khi dung lidu cao hon & nhiig bénh nhan
c6 tién sir loét, dic biét néu c6 bién chlrng do chay méu hodc thung va & bénh nhin 16n tudi.
D&i voi nhitng bénh nhin nay nén bat dau diéu trj voi lidu thip nhat c6 thé.

Nén xem xét phéi hop véi céc thuoc bao v¢ (vi du thudc {re ché bom proton hodc misoprostol),
nhu trong trudng hop bénh nhén cén dung déng thdi mét lugng nhé acid acetylsalicylic hogce
cdc hoal chdt khéc c6 thé 1am ting nguy co tac dung khong mong muén trén dudmg
tiéu hoa. Nén thuc hién kiém tra lam sang dinh ky.

Bénh nhan c6 tién st nhiém déc dudng tidu hoa, dic biét 12 ngudi 16n tudi, nén bao ngay néu ¢
céc triéu thmg bat thudomg ndo & bung (dac biét 14 chay mau dudng tiéu hoa), nhét 1a trong
giai doan dAu diéu tri.

Nén than trong & nhimg bénh nhin dung ddng thoi véi cac thube c6 thé lam tang nguy co
loét hodc chay mau, chfm&, han nhu corticosteroid dudmg uong, thude chong déng mau nhu
warfarin, thudc tic ché chon loc t4i hdp thu scrotonin hodc thude chéng tiéu cu nhu aspirin.

Néu xay ra loét hodc chay mau dudng tiéu héa & bénh nhén ding lornoxicam, nén ngimg
diéu tri.

Nén thén trong khi dung thude chéng viém khéng steroid (NSAIDS) cho bénh nhén ¢ tién sur
bénh trén dudng tiéu hoa (viém loét dai trang, bénh Crohn), vi ¢c6 thé 1am tinh trang trim trong
hon.

Neudi lén tudi:

Ngudi Ién tudi gap céc phén (mg bat lgi v&i thube chéng viém khong steroid (NSAIDs) thuong
xuyén hon, dic biét 1a xuat huyét va thung dudng tiéu héa, co thé gdy tir vong.

Tac dung 1én tim mach va mach méu néo:

Bm véi nhitng bénh nhan c¢6 tién sir ting huyét 4p va/ hoic suy tim sung huyét nhe/ trung binh,
cén theo d3i va tu vén cén than vi tinh trang gift nudc va phu né di duge bao cdo lién quan dén
diéu tri bing thudc chéng viém khong steroid (NSAIDs).

Dit liéu thu duge tir cac thir nghiém lam sang va nghién ctru dich t& hoc cho thiy ré,ng viéc
sit dung mot s6 thube chéng viém khéng steroid (NSAIDs) (dac biét & liéu cao va diéu tri lau
dai) c6 thé 1am ting nhe nguy co huyét khéi déng mach (vi du, nhéi mau co tim hoic
dot quy). Khong c6 du dir lidu dé loai trir nguy co nhur vy trong truong hgp dung lornoxicam.

Diéu tri ban;_, lornoxicam & bénh nhén tang huyét 4p khong kiém soat duoe, suy tim sung huyét,
bénh tim thiéu méu cuc bd, bénh dong mach ngoai bién va/hodc bénh mach méu nfo chi nén
duoc thue hién sau khi dugc cin nhéc cAn than. Cin cAn nhic tuong tu trude khi bat ddu diéu tri
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liu dai cho bénh nhan c6 cac yéu té{ nguy co mic bénh tim mach (vi du: ting huyét 4p,
tang lipid mau, dai thao dudmg, hut thuoc 1a).

Phan (mg cAp tinh trén da, mot sb o thé gay tir vong, da duoc béo céo du rit hiém khi lién quan
dén viée str dung thude chéng viém khong steroid (NSAIDs), bao gbm viém da trée vay,
hoi chimg Stevens-Johnson (SJS) va hoai ir biéu bi nhiém déc (TEN). Cic phan Gng nay
thudng xuat hi¢n sém trong giai doan dau clia qua trinh diéu tri. Nén ngung su dung lornoxicam

ngay khi xuft hién phét ban trén da, t6n thuong niém mac hodc bat ky ddu hi¢u qua mén nao
khac.

16 hip:
Cin than trong néu ding thude cho nhitng bénh nhan dang hodc 6 tién sir hen phc quan vi da

¢6 bdo cdo ring thube chdng viém khong steroid (NSAIDs) ¢6 thé gay co that phé quan & nhitng
bénh nhén nay.

Lupus ban do hé thong (SLE) va bénh md lién két hdn hop:

0 nhitng bénh nhin mic bénh lupus ban do hé théng (SLE) va r6i loan mé lién két hdn hop c6
thé ting nguy ¢o viém mang ndo vo khuén.

Déc tinh trén than:

Diéu tri dong thoi thube chéng viém khéng steroid (NSAIDs) va tacrolimus ¢ thé lam tang
nguy co nhiém ddc thin do gidm t6ng hop prostacyclin & thén. Vi vay, cén theo ddi cén than
chitc ning than & nhimg bénh nhan dwoe didu tri két hop véi cac thude nay.

Céc gid tri xét nghiém:

Gidng nhwr hau het cdce thube chéng viém khong steroid (NSAIDs), thinh thoang ¢6 bao cdo ve
tinh trang tang ndng do (ransaminasc huyct thanh, tAng bilirubin huyet thanh hoic cdc thong s6
chirc niang gan khac, ting creatinin huyét thanh va nito uré huyét thanh, ciing nhu nhimg
bét thudng vé céc gid tri xét nghiém khac.

Néu ¢6 bit ky diu hiéu bat thuemg nao déang ké hosic dai ding. nén dimg sir dung lornoxicam va
thire hién cdc xét nghiém thich hop.

Kha nfing sinh san:

Viéc sir dung lornoxicam, gidng nhu bit ky loai thube nao duoe bidt 1a cé tac dung tre ché
téng hop cyclooxygenase/ prostaglandin, co thé anh hudéng dén kha nang sinh san va khong
duge khuyen cdo ¢ phu nir dang mong mudn mang thai. O nhimmg phu nit gip khé khan trong
viée thy thai hoiic dang didu tri vo sinh, nén cAn nhic viée ngimg sir dung lornoxicam.

Thuy dau:
[Iong nhitng trudmg hop dac biét, thay dau co thé 14 ngudn gbc cua céc bién chimg & dang
nhidm tring da va m6 mém nghiém trong. Cho dén nay, khéng thé loai trir kha ning thudc

chéng viém khéng steroid (NSATDSs) gép phin 1am trgm trong thém cdc bénh nhiém tring nhu
viy. Nén tranh sir dyng lornoxicam trong thoi gian nhiém thuy dau.

Neguy co huvét khdi tim mach:

Cac thube chdng viém khdng steroid (NSA[DS) khong phai aspirin, dang dudng toan than ¢
thé lam ting nguy co xuét hién bién c¢6 huyét khéi tim mach, bao gom ca nhdi méau co tim va dot
quy, ¢6 thé din dén tr vong. Nguy co nay c6 thé xuét hién sém trong vai tudn dau ding thuoc
va ¢6 thé ting theo thdi gian ding thudc. Nguy co huyét khéi tim mach duogc ghi nhan chi yéu
& lidu cao.

Béc si cin dénh gia dinh ky sy xuét hién cua cac bién co tim mach, ngay ca khi bénh nhén
khong cé LEIL trigu chung tim mach truée d6. Bénh nhén cin duoc canh bao vé cée triéu chimg
ctia bién cb tim mach nghiém trong va ¢in thim kham bac s ngay khi xut hién céc triéu chimg
nay.
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Dé giam thiéu nguy co xuat hién blen ¢6 bt loi, cAn st dung lornoxicam & liéu hang ngdy
thip nhét cé higu qua trong thoi gian ngan nhit c6 thé.

Ta dwoe:

Thube c6 chira lactose, khéng nén dung thuo(. nay cho bénh nhin mac céc r01 loan di truyén
hiém gip vé khong dung nap galaclose, thidu hut lactase hodic réi loan hip thu glucose —

galactose.

Thude nay ¢ chira dudi 1 mmol (23mg) natri trong mobi don vi phén liéu, vé co ban duoc xem
nhu “khong chira natri”.

SU DUNG THUOC CHO PHU NU' CO THAT VA CHO CON BU:
* Thoi ky mang thai:

Lornoxicam chéng chi dinh trong ba thang cudi cua thai ky va khéng nén st dung trong
ba thang déu hofic ba thang thit hai ctia thai ky, ciing nhu trong khi sinh con, vi khong c6 dit ligu
ldm sang.

Khdng ¢6 du dir licu vé viée sir dung lornoxicam & phu nit mang thai. Cac nghién ctru trén
dong vat da cho thay doc tinh sinh san.

Su tic ché tdng hop proslaglandm c6 thé anh huéng xdu dén qué trinh mang thai va/hodc
su phat trién ctia phoi thai. Dit lidu thu dugc tir cde nghién ciru dich t& hoc cho thdy nguy co
scty thai hodc di tit tim tiang 1én khi str dung chét rc ché tong hop prostaglandin trong giai doan
déu cua thai ky. Nguy co s ting 1én khi ting liéu lugng va kéo dai thoi glan didu tri.
Cac nghién clru trén dng vit da chi ra rang vige su dung chét \rc ché tong hop prostaglandin s&
lam tang ty 18 sy thai trede va sau khi lam té cling nhu ty 1€ tir vong ctia phoi thai.

T tudn thir 20 cta thai ky, viée st dung lornoxicam ¢ thé gay thiéu éi do réi loan chitc nang
thin cia thai nhi. Piéu ndy c6 thé xay ra ngay sau khi bat dau didu tri va thudong hoi phuc sau
khi ngimg diéu tri. Ngoai ra, cac truong hop co thit 6ng dong mach da duoc bdo cdo sau khi
diéu tri trong thoi gian giita thai k¥, hau hét déu khoi sau khi ngirng diéu tri. Do d6, khong nén
dimg lornoxicam trong ba thing dau va ba thang th hai cta thai ky tri khi thuc sy
chn thiét. Lleu va thdi gian diéu tri bang lornoxicam nén cang thip cang t6t néu ding cho
phu ni mudn mang thai hodc trong ba thang déu hodic ba thang thir hai coa thai ky.
Nén cin nhic theo dai trudce khi sinh v& tinh trang thidu i va co that ng dong mach sau khi
sit dung lornoxicam trong vai ngay ké tir tuén thai thir 20 trg di. Nén ngimg diéu tri bang
lornoxicam néu phat hién thiéu i hogc co thit dng dong mach.

Thude trc ché tonf, hgp prostaglandin duoc ding trong ba thang thir ba cua thai ky c6 thé gay ra
céc bat thuong vé tim phbi (hep/déng sém Ong Botallo hodc tang huyét 4p phdi) va suy giam
chie nang than & thai nhi, ¢6 thé din dén suy than v do d6 lam giam lugng nude o1
Vao cudi thai ky, thudc rc ché tdng hop prostaglandin 6 thé lam ting tinh trang tiéu mau cia
me va thal nhi va (rc ché su co bop tir cung, do d6 1am tri hoan hodc kéo dai thoi gian
chuyén da. Vi vay, chong chi dinh sir dung loroxicam trong ba théng cudi cia thai ky.

*Thoi ky cho con ba:

Khong ¢6 du dir lidu vé su bai t!Cl lornoxicam qua stra me. Lornoxicam dugc bai tiét qua sita
ctia chudt dang cho con bu voi ndng dd tuong dbi cao. Do d6, khong nén sir dung lomoxmm o
phu nit dang cho con bu.

*Khd nang sinh san:

Gibng nhur cac thude chdng viém khong steroid (NSAIDs) khéc, viée sir dung lornoxicam c6 thé
lam giam kha nang sinh san cua phy nit va khong duoc lmuyen ¢40 & nhitng phuy nit dang ¢b ging
thy thai. O nhitng phu nft khé thu thai hodc dang didu tri vb sinh, nén cAn nhic viéc ngimg
sir dung lornoxicam.
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8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Bénh nhén bi chéng mat va‘hoac budn ngi khi diéu tri bang lornoxicam. Bénh nhin gip phai
cac phan img khong mong mudn ndy khéng nén lai xe hoic sir dung may mée.

9. TUGNG TAC, TUONG KY CUA THUOC:

% Twong tdc: Str dung ddng thdi lornoxicam va:

Cimetidin: ting ndng do lornoxicam trong huyét trong (khong c6 tuong tac gitta lornoxicam va
ranitidin, lornoxicam va thuoc khang acid).

Thuéc chong dong mdu: thube chéng viém khéng steroid (NSAIDs) c6 thé lam ting tic dung
cua thube chong dong mau, chiang han nhu warfarin. Theo déi can than INR.

Phenprocoumon: giam tac dung diéu tri ctia phenprocoumon.

- Heparin: thudc chéng viém khong steroid (NSAIDs) lam tang nguy co ty méu tuy séng hoac
ngoai mang cimg khi ding dong thoi véi heparin trong bénh céanh gay té tuy song hodc
ngoai mang cirng.

Thudc e ché ACE: c6 thé 1am giam téc dung ha huyét p ctia thude tre ché ACE.

- Thubc loi Tiét}: giam tdc dung loi tiéu va ha huyét ap cua thube loi tiéu quai, thude loi tiéu
thiazid va thudc lgi tiéu gitr kali.

- Thudc chen beta adrenergic: gidm hiéu qua ha huyét ap.

~ Thudc tre ché thy thé angiotensin 11: giam higu quéa ha huyét ap.

- Digoxin: giam dao thai digoxin qua thén.

- Corticosteroid: ting nguy co xuét huyét hofic loét dudmg tiéu hoéa.

- Khéng sinh nhém quinolon: tang nguy co co giat.

- Thude chéng két tap tiéu cAu: ting nguy co xuét huyét tiéu héa.

- Cic thude chéng viem khong steroid (NSAIDs) khée: ting nguy co xut huyét tiéu héa.

- Methotrexat: ting ndng do methotrexat trong huyét thanh, 1am ting ddc tinh. Theo ddi cén than
néu su dung dong thoi.

- Thuéc e ché chon loc téi hip thu serotonin (SSRI): ting nguy co xuét huyét tiéu hoa.

- Lithi: Thubc chfmg viém khong steroid (NSAIDs) 1re ché thai trir lithi qua thén nén ndng d6

lithi trong huyét thanh c6 thé vuot qué gi6i han gay doc. Do d6, phai theo doi néng do lithi
huyét thanh, dc biét khi bat dau, diéu chinh va ngimg diéu tri.

- Ciclosporin: tang nong do ciclosporin (rong huyet thanh. Pdc tinh trén thin cua c1closp0rm co
thé ting thong qua cac tac dung trung gian prostaglandin & thin. Trong qua trinh diéu tri
phéi hop, phai theo di chiic nang than.

- Sulfonylurea (vi du: glibenclamid): lam tdng nguy co ha dudmg huyét.

- Céc chit gay cam ung va (e ché isoenzym CYP2CY: lornoxicam (gidng nhu cac thube chdng
viém khong steroid (NSAIDs) khac phu thude vao cytochrom P450 2C9 (CYP2C9 isoenzym))
tuong tac véi cAc chét giy cam tmg va (¢ ché isoenzym CYP2C9.

- Tacrolimus: lam tdng nguy co doc tinh trén thin do giam téng hop prostacyclin & than.
Trong qué trinh diéu tri phdi hop, phai theo di chire nang than.

- Pemeterxed: Céc thude chéng viém khéng steroid (NSAIDs) cé thé lam g g,mm dd thanh thai ctia
pemelxed & than din dén ting doc tinh trén thin, duong tiéu hoa va (e ché tay.
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- Lornoxicam bi chim hép thu khi dung cting véi thirc an. Do do, khéng nén ding cing véi thie
an khi can ¢6 hiéu qua ban dau nhanh chéng (giam dau).

- Thiic an ¢6 thé lam giam hap thu va lam ting Tmax khodng 20%.
¢ Twong ky: Do khéng co cac nghién ctliu vé tinh tuwong ky ctia thudc, khéng trén 13n thude nay
vai cac thude khac.
10. TAC DUNG KHONG MONG MUON CUA THUOC:

Céc tac dung khong mong mudn duge quan st thuéng xuyén nhat ctia thude chong viém khong
steroid (NSAIDs) la cdc tdc dung trén dudmg ti€u héa. Sau khi ding thude Lhong viém khdng
steroid (NSAIDs) da xay ra truong hop loct, thung hogc xuét huyét tiéu héa, mdt s6 trudng hop
tir vong, dic biét & ngudi 1én tudi.

Budn nén, nén, tidu chay, ddy hoi, tho bon, kho tidu, dau bung, dai tién phan den, ndn ra mau,
viém loét miéng, dot cap coa viém dai trang va bénh Crohn ciing dd dugc bdo cdo. Ciing c6
trudmg hop viém da day, nhung it gdp hon.

Khoang 20% bénh nhén duge didu tri bang lornoxicam ¢6 thé gip cac tic _dung khong
mong mubn. Cac tac dung khong mong mudn pho bién nhét ciia lornoxicam bao gém budn non,
kho tiéu, khé tiéu, dau bung, nén mira va tiéu chay. Theo cac nghién ciru dugce thue hién,
nhitng triéu chirng nay thuong xdy ra ¢ it hon 10% bénh nhan.

Phi, ting huyét 4p va suy tim di duge bdo cdo lién quan dén vige didu tri bang thudc
chong viém khong steroid (NSAIDs).

Dir ligu thu duge trong cac thir nghiém 1am sang va nghién ciru dich € hoc cho théy rang vige
sir dung mot so thude chéng viém khong steroid (NSAIDs) (cu thé 1a & liéu cao va diéu tri
1au dai) ¢6 thé lam ting nguy co huyét khbi tim mach (vi dy, nhoi méu co tim hodc dot quy).

Nguy co huyét khéi tim mach (xem thém phin Canh bdo va than trong khi dimng thudc)

Dic biét, xuft hién cac bién chimg nhiém tring & da va mo mém & mirc dd nghiém trong khi bi
thay dau.

Tén sudt duoc xac dinh nhur sau: rat thudmg gip (= 1/10), thuong gap (= 1/100 dén < 1/10),

it gip (> 1/1000 dén < 1/100), hiém gap (> 1/10000 dén < 1/1000), rat hiém gap (< 1/10000),
khong xac dinh (khong thé wée tinh tir dit ligu c6 sin).

Nhiém (ring vi nhiém déc:

Hiém gap: viém hong.

Rbi loan hé théng méau va bach huyét

Hiém gap: thiéu mau, giam tiéu cau, gidm bach ciu, chay mau kéo dai.

R4t hiém; bam mau. Thube chéng viém khéng steroid (NSAIDs) c6 thé gdy ra nhimg thay dbi
nghlcm trong vé huyet hoc nhu giam bach cdu, mél bach ciu hat, thiéu mau bét san va
thiéu méu tan huyét.

R&i loan hé théng mién dich:

Hiém glip: qué min, phan (mg phan vé va sé¢ phan vé.

Rbi loan chuyén héa va dinh dudng:

ft gip: chén &n, thay ddi cin nang,
R&i loan tAm thén:
ft gap: mat ngu, trAm cam.

Hiém giip: 10 14n, bdn chdn, kich dong.
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R&i loan hé thin kinh:

Thudmg gip: nhirc dau nhe va tam thoi, chong mat.

Hiém gap: budn ngu, di cam, loan vi giac, run, dau nura dau.

Rat hiém gdp: viém mang néo voé trang & bénh nhin mac bénh SLE va cac rdi loan mo6 lién k&t
hon hop.

R&i loan mét:
It gap: viém két mac.
Hiém gép: nhin mo.

Réi loan tai va mé cung:

Tt gip: chéng mat, U tai.
Réi loan tim:
It giip: dénh tréng nguc, nhip tim nhanh, phu, suy tim.

R6i loan mach mau:

It gap: do, phu né.
Hiém gap: tang huyét 4p, néng bimg, xudt huyét, tu mau.

Rbi loan hod hip, nguc va trung thit:

[t giip: viém miii.
Hiém giip: kho thd, ho, co thit phé quan.

R61 loan tiéu hoa:

Thudmg gip: budn ndn, dau bung, kho tiéu, tiéu chay, non.

It gap: téo bon, ddy hoi, ¢ hoi, khd mi¢ng, viém da day, lo¢t da day, dau bung trén, loét (4 trang,
loét miéng.

Hiém gdp: dai tién phdn den, nén ra mau, viém miéng, viém thyc quan, trao nguoc da day
thuc quan, kho nudt, viém miéng di img, viém ludi, thing loét da day, xuat huyét tiéu hoa.

R61 loan gan mat:

Khdng xdc dinh: ting gid tri cdc xét nghiém chirc nang gan, SGPT (ALT) hodc SGOT (AST).

Rét hiém: nhifm doc gan, vi du nhu suy gan, viém gan, vang da va or mat.

£ x A, s
R6i loan da va mé dudi da:

it gap: phat ban, ngira, ting tiét mo hoi, ban do, may day va phii mach, rung t6c.
Hiém giip: viém da co dia, ban xuit huyét.
RAt hiém: phu né va bong nude, hdi chimg Stevens-Johnson, hoai tir biéu bi nhiém doc.

R61 loan co xuong va md lién két:

it gap: dau khép.
Hiém giip: dau xwong, co thit co, dau co.

R6i loan thiin va tiét niéu:

Hiém gap: ti u dém, rbi loan tiéu tién, tang nfing do creatinin va nito uré mau.

R4t hiém: lornoxicam c6 thé gdy suy thin cdp & nhimg bénh nhan di bi suy than tir trude, nhimg
ngudi phu thude vao prostaglandin & thin dé duy tri luu lugng méu qua than. Pde tinh trén than
& nhiéu dang khac nhau nhu viém than va héi chimg viém thin, ¢ lién quan dén tac dung cla
nhém thude chong viém khong steroid (NSAIDs).
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11.

12.

13,

R&i loan chung va toan thin:

it gap: kho chiu, phii mit.
Hiém gap: suy nhuoc.

Théong bdo ngay cho bdc st hodc duwgc st khi gip cdc tic dung khdng mong muon nhur trén
khi st dung thuoc hodic bdo cio cic phan ving ¢ hai ciia thude vé Trung tim Thong tin
thuéc va Theo doi phan trng ¢6 hai cua thuée (ADR) Quoc Gia.

QUA LIEU VA CACH XU TRI:

Triéu chirng: Chua ¢6 dit liéu qua lidu va diéu tri qua lidu lornoxicam. Tuy nhién, cic
tridu chimg qua liéu lor noxicam c6 thé gap: bufm nén, nén, cac triéu chimg vé ndo (chong mit,
méf mit). Céc tridu chimg cap tinh bao gém mat diéu hoa din dén hon mé va chudt rut,
ton thwong gan va thén va r6i loan déng mau.

Ciéch xit Iy: Néu biét hoiic nghi nger qué liéu, nén ngimg thude. Do thei gian ban thai ngén nén
loroxicam dugc dao thai nhanh chong. Lornoxicam khong the dugc loai b bang thim tach.
Cho dén nay, khong co thudc giai dée cu thé. Céc bién phap cép clru thong thudng nén dugc
xem xét, bao gom rira da day. Theo thuc hanh ldm sang, chi sir dung than hoat tinh ngay sau
dung lornoxicam c6 thé lam giam sw hip thu ciia lornoxicam. Rdi loan tiéu héa c6 thé duoec
didu tri, vi du bang ranitidin ho#ic chat tuong tu prostaglandin.

PAC TINH DUQC LUC HOQC:

Nhém duge 1y: Thube chéng viém khéng steroid.
Ma ATC: MO1ACOS

Co ché tic dung:

Lornoxicam la thude chéng viém khdng steroid cé ddc tinh giam dau thugc nhom oxicam.
Co ché tic dung co ban lién quan dén su tc ché tong hop prostaglandin (irc ché enzym
cyclooxygenase) dan dén lam giam dd nhay cam cta cac thu thé dau & ngoai bién va do do
{rc ché tinh trang viém. T4c dung 1én trung tim cam gidc dau ciing da duoce ghi nhin 13 duong
nhu khong phu thude vao téde dung chong viém.

Duwoe hire hoce:

Lornoxicam khéng anh hwong dén céc chi sd sinh hoc (vi du: nhiét do co thé, nhip the,
nhip tim, huyét 4p, dién tim do, do phé dung).

PAC TINH DUGC PONG HOC:
H(fp thu:

Lornoxicam duoc hdp thu nhanh chéng va gin nhu hoan todn qua dudng tiéu hoéa. Néng do
t6i da trong huyét twong dat duge sau khodng 1 - 2 gi¢. Sinh khé dyng tuy€t déi ctia lornoxicam
14 90 - 100%. Hiéu tmg vuot qua lan ddu khéng duoc quan sat thiy. Ding dong thoi lornoxicam
v6i bita an 1am gidm Cpax khodng 30% va Tme ting tir 1,5 dén 2,3 gid, su hip thu cua
lornoxicam (duwoc tinh theo AUC) ¢6 thé giam 161 20%.

Phén bo:

Lornoxicam duge tim thdy trong huyet twong & dang khéng dbi va chét chuyén hoéa hydroxyl
hoa. Su gin két véi protein huyét twong cia lornoxicam 13 99% va khéng phu thudc vao
nong do. Sau khi dung lap lai, lornoxicam cfing ¢6 thé duoc phat hién trong dich khép.

Chuyén héa:

Lornoxicam chuyén héa phén 1én & gan, cht yéu théng qua qua trinh hydroxyl héa thanh chét
chuyén héa khéng hoat déng 5 hyclroxylmno‘(icam CYP2CY9 tham 1g,ici vao qud trinh
chuyén ho cta lornoxicam. Do tinh da hinh di truyén, enzym nay c6 céc chét chuyén hoéa chim
va nhanh, diéu nay ¢ thé dan dén nong do lornoxicam trong huyét twong tang 1én dang ké &
nhitng ngudi chuyén héa kém. Chét chuyén héa hydroxyl héa khong co tac dung dugc ly.
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14.

15.

16.

Lornoxicam duoc chuyén hoa hoan toan, khoang 2/3 duge dao thai qua gan va khoang 1/3 qua
thdn dudi dang chat khong hoat dong.

Trong cdc nghién ctu trén dong vat, lornoxicam khong gdy cam Umg men gan. Trong céc
nghién clu lam sang, khong quan sat thdy sy tich tu lornoxicam sau khi dung lap lai ¢ lidu
khuyén cdo. K&t qua nay da duoc xdc nhin bang dit liéu theo d&i thude tir cac nghién ciru kéo
dai mot nam.

Thai trie:

Thoi gian ban thai trung binh 1a 3 dén 4 git. Sau khi udng, khodng 50% duoc bai tiét qua phéan
va 42% qua thdn, chu yéu ¢ dang 5-hydroxylornoxicam. Thoi gian ban thai cua
5-hydroxylomoxicam la khodng 9 gi& sau khi dung dudng tiém mét hodc hai lan moi ngay.
Khéng c6 bing chitg cho thay toc d§ thai trir thay doi sau khi dung ligu lap lai.

Nhém doi twong diic biét:

Newoi lon tubi:

|‘r'
A

O bénh nhan (rén 65 tudi, kha ning dao thai giam 30-40%. Ngoai viéc giam kha ning dgo tha1
kchéng c6 thay do6i lién quan nao vé dac tinh duge dong hoc cua lornoxicam & bé
16n tudi.

Suy thdn, suy gan:

Khéng ¢6 thay déi dang ké vé dic tinh duoc dong hoc cua lornoxicam ¢ bénh nhan suy thén
hodc gan, ngoai trir su tich luy & bénh nhidn mic bénh gan man tinh sau 7 ngay diéu tri voi
liéu hang ngay la 12 va 16 mg.

QUY CACH PONG GOI:

Vi 10 vién - Hop 3 vi, 5 vi, 10 vi.

PIEU KTEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:
Diéu kién bio qudn: Nhiét d6 khdng qua 30°C, tranh anh séng va dm.

Han diing ciia thube: 36 thing ké tir ngdy sin xuat.

Tiéu chuin chrfr luwgng: TCCS.

TEN, DIA CHi CUA CO SO SAN XUAT THUOC:

MEBIPHAR
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