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1. DUQC LUC HOC:

- Lornoxicam (chlortenoxicam) 1 thufic khdng viém khong steroid mdi (NSAID) clia nhom oxicam, tac dung
gidm dau, khang viem va ha sot.

- Co ché hoat dong cla lornoxicam mot phdn dya trén sy (c ché tdng hgp prostaglandin (¢ ché enzym
cyclo-oxygenase).

2. DUGC BONG HOC:

- Lornoxicam dugc hdp thu nhanh chéng va gan nhu hoan toan qua dubing tiéu héa. Nong do toi da dat dugc
sau khodng 1 dén 2 gid. Sinh kha dung tuy8t ddi (tinh theo AUC) clia Lornoxicam [a 90-100%.

- Thdi gian ban thai trung binh 12 3-4 gid. Lornoxicam dugc tim thdy trong huyét tuong & dang khong thay
ddi va & dang chat chuyén héa hydroxy clia n6. Cac chat chuyén hda hydroxy khéng co tic dung dugc 1y.
Lornoxicam lién két v6i protein huy&t tuong khodng 99% va khéng phy thudc néng do.

- Lornoxicam dugc chuyén héa hoan toan, khoang 2/3 dugc dao thai qua gan va 1/3 qua than dudi dang chat
khong hoat d@ng.

- Lornoxicam dugc chuyén héa bdi cytochrom P450 2C9.

3. CHI DINH:

- Diéu trj ngdn han céc con dau cdp, mic do tir nhe dé&n vira.

- Didu tri trigu chiing céc chiing dau do viém xuong khdp va viém da khdp dang thdp.

4. LIEU DUNG VA CACH DUNG:

Thudic ndy chi ding theo sy ké don cua Béc si.

Liéu ding cho bénh nhan trén 18 tudi:

piéy i dau clp:

- UBng tir 8 mg d&n 16 mg mbi ngay. N&u ding lidu 16 mg/ngay thi chia thanh 2 liéu. Cling c6 thé bt dau
diéu trj voi liéu 16 mg vao ngay ddu tién, sau dé udng 8 mg mdi 12 gid.

- Sau ngay déu tién thi tdng liéu hang ngay khdng nén vugt qua 16 mg.

- UBng tir 8 mg dén 16 mg mdi ngay.

- Liéu duy tri khong dugc vugt qua 16 mg mbi ngay.

Tré em va thanh thiéu nién:

Viée sif dung Lornoxicam khong dugc khuy&n cdo & tré em va thanh thigu nién du6i 18 tudi do thifu thong
tin v& an toan va hiéu qua clia thufc trong nhom dan sd nay.

Ngudi gia:

Khéng cdn thay ddi lidu cho bénh nhan trén 65 tudi, ngoai trif bénh nhin suy thin hodc gan. Tuy nhién,
Lornoxicam nén dugc sif dung than trong cho bénh nhan cao tufi vi nguy co tic dyng phy trén tigu hoa cao
han so vai ngudi tré.

Suy thén:

@ nhiing b&nh nhan suy than nhe d&n trung binh, lidu tdi da 1a 12 mg mdi ngay chia thanh nhiéu lidu.

Suy gan:

@ nhiing bénh nhan bi suy gan trung binh, lidu t6i da 14 12 mg mdi ngay chia thanh nhidu liéu.

Sy xudt hién clia céc phan (ing c6 hai c6 thé dugc gidm thiéu bing cach sir dung liéu thap nhét c thé trong
thdi gian didu tri ngdn nhat lam gidm dugc tridu ching.

Cach ding: Nén ubng thudc véi nhidu nudc. Tranh ding chung vdi biia dn vi & 1am gidm hdp thu thudc.

5. CHONG CHI DINH:

- Nhilng ngubii dj (mg v6i Lornoxicam, hodc bét ky thanh phdn nao cilia thudc.

- Nhifng ngudi d4 bj phan (ing qué man (co thit ph& quén, vidm mii, phit mach hodc ndi mé day) véi thudc
khang vim khong steroid khéc, bao gdm acid acetyl salicylic.

- Xudt huy&t da day - rudt, xudt huy8t mach mau ndo.

- Rdi loan chdy mau va dong mau.

- Bénh nhan loét da day holic cd tién sif tdi phat loét da day.

- Bénh nhdn suy gan nang.

- Bénh nhén suy thdn nang (creatinin huy€t thanh > 700 micromol/L).

- Bénh nhn gidm tiéu cdu,
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- Bénh nhén I6n tudi (> 65 tudi) co trong lugng dudi 50 kg va phau thudt cap.

- Phy nit mang thai trong 3 thang cudi thai ky. ,C
6. CANH BAD VA THAN TRONG:

- Lornoxicam nén dugc st dung than trong & cac bénh nhén sau:

+ Lornoxicam nén dugc dung than trong & b&nh nhan suy than nhe (creatinin huy&t thanh tir 150-300
micromol/L) va trung binh (creatinin huyt thanh tir 300-700 micromol/L). Diéu trj biing Lornoxicam nén
ngung néu chic nang than bi suy gidm trong khi didu trj.

+ Chifc ning than nén dugc theo doi & nhiing bénh nhan trdi qua phu thuat ndng, suy tim, nhiing bénh
nhan dugc diéu trj bing thudc loi tiu hodic k&t hop véi cac thubc co thé gay ton thuong than.

+ Bénh nhan c6 r6i loan dong mau: cin theo ddi chat ché finh trang lAm sang va cén ldm sang (vi du nhu
TCA).

+ Suy gan (vi dy nhu xo gan): theo d&i 1am sang va can lam sang cdn dugc thyc hién thuting xuyén &
nhing b&nh nhan bj suy gan vi tich lily liéu Lornoxicam (tdng AUC) c6 thé xdy ra trong khoang liéu tir 12 dén
16 mg/ngay. Ngodi nguy co nay, suy gan khdng anh hudng dén dugc dong hoc ciia Lornoxicam so véi ngudii
khde manh.

+ Diéu trj dai han (trén 3 thang): cin theo ddi chi s xét nghiém huyt hoc (Hemoglobin), creatinin va
enzym gan.

+ Bénh nhén trén 65 tudi: theo ddi chiic ndng than va gan. Cdn than trong & nhitng bénh nhan I6n tudi da
trai qua phau thuat.

- Trénh st dung déng thoi Lornoxicam véi cac NSAID khéc, bao gém ca thudc (c ch& chon loc cyclooxygen-
ase-2.
- Xudt huy8t tiéu hoa:

+ Xudt huy8t dubng tiéu hoa, loét hodc thiing, ddi khi gdy tif vong, da dugc bao cdo vdi tit ci cic NSAID
tai bat ky thai diém diéu tri ma khong nhét thiét phdi c6 ddu hiéu, cdnh béo hodc co tién sif phan dng phy
trén tiéu hoa nghiém trong.

+ Nouy co xudt huyét, loét hodc thing duding tiéu hoa tng theo lidu ding & ngudi 16n tudi va bénh nhin
c6 tién sif loét, dic biét trong truding hgp c6 xudt huyét hay thiing. O nhilng bénh nh&n nay, Lornoxicam nén
dugc bdt ddu & lidu thap nhat co thé. Sir dung thudc bao vé niém mac (vi du nhv misoprostol hodc ¢ ché
bom proton) cdn dugc xem xét cho nhiing bénh nhdn ndy. Bénh nhan c tién sif bénh duting tidu hoa, dic
bigt 12 nhitng bénh nhin Ion tudi, nén bao cdo bat ky triéu chitng bt thubng nao trén tiéu héa (dac biét 1a
xuét huy8t tiéu hoa), nhat 1a vao lac bdt ddu didu tri.

+ Than trong khi dung Lornoxicam cho nhiing bénh nhan dang sif dung céc thudc c6 thé 1am ting nguy
co lodt hodc xudt huy8t nhu corticosteroid duding udng, thudc chéng dong méu (vi dy warfarin), thudc iic ché
tai hdp thu chon loc serotonin (SSRI) va thudc chdng két tap tiéu cAu nhu acid acetylsalicylic.

+ Trong trudng hgp xudt huy8t hodc loét da day rubt xdy ra & bénh nhan dang sl dyng Lornoxicam, viéc
diéu trj phai dugc ngung lai,

+ NSAID nén dugc dung than trong va dudi sy gidm sat chdt ché & nhiing bénh nhdn co tién sl bénh
dutng tiéu hoa (viém loét dai trang, bénh Crohn) do nguy cd tdng nang bénh Iy.

- Theo ddi chét ché nhiing bénh nhén co tién sif tang huy&t ap nhe dén trung binh va/ hodc suy tim tir nhe
dén vira Vi truting hop (1 dich va phii né dd dugc bdo céo lign quan dén diéu tri bing NSAID.

- Nghién ctu 1Am sang va dif liéu dich t8 hoc cho thdy viéc sif dung NSAID (ddc biét 1a khi st dung & liéu
cao va trong thdi gian dai) co thé lien quan d&n nguy co gia ting huy&t khdi dong mach (vi du nhéi méu co
tim hodc dot quy). Chua dii dif liéu dé loai trir nguy cd ndy ddi vdi Lornoxicam.

- Bénh nhén tang huydt 4p khdng kifm soat dugc, suy tim sung huy8t, bénh tim thiéu mau cuc bg, bénh dong
mach ngoai bién va/ hodc co tién sir dot quy (bao gdm dot quy nhe) cdn dugc dénh gi& cdn than ty 18 Igi |
ich/ nguy co trude khi bt ddu diéu tri vi Lornoxicam. Xem xét tuong ty nén duge thyc hién trudc khi bit ddu
diéu trj lau dai & nhiing bénh nhén c6 cdc yéu td nguy co bénh tim mach (nhu ting huyét &p, ting md méu,
tiéu dudng hodc hat thudc 14).

- Sif dung k&t hgp NSAID va heparin trong trudng hdp gay té tly sdng hodc ngoai mang cing lam tang nguy
ca ty mau thy sdng hodc ngoai mang cling.

- Cac phan Ung ning trén da, mdt s6 cd thé gy ti vong, trong d6 c6 viém da tréc vay, hdi chitng
Stevens-Johnson, hi chiing Lyell rdt him gép trong cc bdo cdo lién quan d&n NSAID. Lornoxicam nén
ngung ngay néu c6 phat ban da, ton thuong niém mac hodc cac ddu higu khac cla qué min xuét hién.

- Dic biét than trong khi ding cho bénh nhin dang co hodc ¢6 tién sit hen ph& quén, vi NSAID c6 thé gay
co thdt ph& quin & nhiing bénh nhan nay.

- Sy tdng nguy co viém mang ndo vo tring c¢6 thé xay ra & bénh nhan lupus ban d hé théng (SLE) va rbi
loan md lién k&t hdn hp.

- Lornoxicam lam gidm k&t tap tiéu cdu va tang thii gian chdy mau. Do d6 cin dic biét than trong khi ding
cho bénh nhén cé xu huéng ting chay mau.




- K8t hgp diéu tri NSAID va tacrolimus co thé 1am ting nguy ca nhiém déc than do gidm tdng hop prostacyclin
@ thdn. Do d6, chic ndng thdn nén dugc theo doi @ nhilng bénh nhén nay.

- Nhu véi hdu hét cac thudc NSAID, ting ndng do transaminase, bilirubin, ting creatinin huyét thanh va acid
uric, théng s6 chifc nang gan bat thuing va rdi loan sinh hoc khic da dugc quan sat thdy. NEu nhiing bat
thubng nay trd trén trdm trong hodc dai dang nén ngung st dung lornoxicam va diéu tra rd nguyén nhan.

- Lornoxicam, gifing nhu bat ky loai thudc dc ché sy tdng hop prostaglandin cyclooxygenase, co thé lam gidm
kha ndng sinh san. Viéc sit dung né khong dugc khuyén cdo & nhitng phy nii mudn thy thai. G nhitng phu nii
gip kh6 khin trong vigc thu thai hodc dang kiém tra vé chic ndng sinh san nén xem xét ngung diéu tri
Lornoxicam.

- Ngoai ra, thily ddu cd thé 1a ngudn gdic clia céc bién ching nhim tring da v mé mém nghiém trong. Cho
dén nay, vai trd clia NSAID trong sy xdu di clia cac bénh nhim trung khong thé loai trit. Do do, trinh sif
dung Lornoxicam trong truging hgp bi thiy déu.

- San phdm thudc nay c6 chia lactose. Nhiing bnh nhin cé vdn dé di truyén hi€m gdp khong dung nap
galactose, thiéu Lapp lactase hoic kém hdp thu glucose-galactose khong nén ding san phim thudc nay.

- Nguy cd huy8t khdi tim mach:

+ Céc thubc chong viem khong steroid (NSAIDs), khdng phéi aspirin, dung duting toan than, cé thé lam
ting nguy co xudt hién bién cd huyét khdi tim mach, bao gdm ca nhdi mau co tim va dot quy, co thé din
dén tif vong. Nguy co ndy c6 thé xudt hién sém trong vai tudn ddu ding thudc va c6 thé ting Ién theo thi
gian diing thudc. Nguy co huy&t khdi tim mach duge ghi nhin chil y&u & ligu cao.

+ Bac si cdn ddnh gi4 dinh ky sy xudt hién cla cac bién c8 tim mach, ngay cé khi bénh nhan khong cé
cdc tridu chiing tim mach trudc dé. Bénh nhan cdn dugc canh bdo v& cac triéu chiing cha bién ¢ tim mach
nghiém trong va cdn tham kham bac si ngay khi xuAt hién cdc trigu chitng nay.

+ D8 gidm thifu nguy co xudt hién bién cd bt loi, cdn sir dyng FOCGO & liéu hang ngay thap nhat c6 higu
qua trong thdi gian ngdn nhat co thé.

PHU NO MANG THAI VA PHY NI CHO CON BU:

d phy nii mang thai:

- Khong co di lidu ddy di vé viéc sif dung Lornoxicam & phy nii mang thai, cdc nghién cifu trén dong vat
cho thdy c6 ddc tinh vdi chitc nang sinh san. Do do, Lornoxicam khdng nén dugc ding trong ba thing ddu
tién va th( hai clia thai ky, cling nhu trong qua trinh sinh né.

- Ue ché téng hop prostaglandin c6 thé co tac hai trén ngudi me va/ hodc phdi hodc sy phat trién cla thai
nhi. DU liu tif cdc nghidn clu dich t& hoc cho thdy sau khi sir dyng thufc (c ché tdng hop prostaglandin
trong giai doan ddu clia thai ky gdy gia ting nguy co sdy thai va dj tat tim. Nguy cd nay dugc cho 1a ting
theo lidu igng va thai gian diéu tri. O dong vat, viéc st dung chét (c ché tdng hop prostaglandin 1am ting
t6n thuong trutc va sau khi thy tinh va ting ty 18 tii vong clia phéi thai. Trir khi that sy cdn thiét, vigc si
dung cac chit (ic ché tdng hgp prostaglandin nén trinh trong ba thing ddu tidn va thi hai clia thai ky.

- C4c chét (c ch& téng hgp prostaglandin diing trong ba thang cubi clia thai ki c6 thé khign thai nhi nhidm
doc tim-ph6i (déng sém 6ng dong mach va ting huyét 4p phéi), suy gidm chiic nang than c6 thé tién trién
thanh suy than va do d6 1am gidm lugng nuGc Gi. Vao cudi thai ky mang thai, céc thudc (ic ché t6ng hgp
prostaglandin cd thé khién nguti me va thai nhi bj ting thdi gian chiy mau va (fc ché sy co bap tif cung, din
dén tri hoan hoidic kéo dai thai gian chuyén da. Vi vay, vic sit dung Lornoxicam dugc chéng chi dinh trong
ba thang cudi clia thai ky.

Me cho con bi:

Khong co dir liéu v& sy bai tiét cla lornoxicam trong sia me. Lornoxicam dugc bai tiét trong siia clia nhiing
con chudt cho con bl véi néng do tuong déi cao. Do do, tranh ding Lornoxicam & phu nif dang cho con b,
NGUGT LAl XE VA VAN HANH MAY MOC:

Bénh nhin cdm thdy chong mat, budn ngl khi dang sif dung thudc khdng nén I4i xe hay van hanh may mac.
7. TUONG TAC CUA FOCGO VGI CAC THUGC KHAC VA CAC LOAI TUONG TAC KHAC:

- Thiic &n c6 thé 1am gidm kha ning hap thu clia lornoxicam khodng 20% va ting Ty Do d6, vién nén bao
phim FOCGO khéng nén udng trong bila dn néu cin tac dyng nhanh (giam dau).

- Cimetidin: 1am ting ndng d trong huy&t tuong cla Lornoxicam.

- Diing dding thdi Lornoxicam va thudc chdng dong méu (vi dy warfarin): co thé kéo dai thdi gian chay mau.
Cén theo ddi chi sd INR trong thai gian sif dung.

- Phenprocoumon: Lornoxicam lam gidm hiéu qua diBu trj clia phenprocoumon néu diing chung.

- Heparin: tang nguy co ty mau tiy séng hay ngoai mang cing khi ding két hgp NSAID véi heparin trong
trudng hop gdy té tly sng hodc ngoai mang cing.

- Sulphonylure: tdng nguy cd ha dudng huyét.

- Thuic Igi tiéu: gidm tac dung Igi tiu va ha huyét &p clia thufic Igi tiu quai, thudc loi tidu thiazid va thudc
Ioi tiéu tigt kigm Kali.

- Thudic (ic ché men chuy8n: gidm hiéu qud cla cac thufic (c chd men chuydn va co nguy co gdy suy thin
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- Inuoc chen kénh beta, thudc d6i khéng thu thé Angiotensin II: gidm téc dung ha huyét ap cla cac thufic
nay.

- Corticoid: tAng nguy co loét hodc xudt huyét duting tiéu hoa.

- Thufic chéng k&t tap tiéu cdu, cac chdt ic ché chon loc seratonin (SSRI), cdc NSAID khac: ting nguy cd
xudt huyét tiéu hoa.

- Liti: ¢6 thé dan dé&n sy gia tang néng do liti trong mau, do d6 c6 kh& ning ting tac dung phy. Tranh sit
dung ddng thai.

- Methotrexat: lam tang néng d§ methotrexat trong mdu, tranh sif dung déng thoi.

- Digoxin: gidm dd thanh thai than cla digoxin.

- Quinolon: tdng nguy cd co gidt.

- Cyclosporin: ting ndng do cyclosporin trong mau va tang ddc tinh trén than.

- Tacrolimus: tang déc tinh trén than, cdn theo ddi chit ché chifc ning thin néu ding chung.

- Pemetrexed: cac NSAID c6 thé 1am gidm do thanh thai thin clia pemetrexed, din dén ting doc tinh trén
than, dubng tidu hoa va suy tly.

- Lornoxicam ¢6 tuong tdc véi cac thulc gdy cam (ing va chdt c ch& enzym CYP2C9 nhu phenytoin,
amiodaron, miconazol, tranylcypromin va rifampicin.

8. TAC DUNG KHONG MONG MUON (ADR):

- Nhifc ddu, chéng mat, bun ngi, thay déi cam gidc ngon miéng, ting tiét mé hoi, gidm can, phi né, di
{ing, suy nhugc, ting can.

- Hé théng than kinh trung udng: Trdm cam, mét ngi.

- Mét: Viém két mac, rdi loan thi lyc.

- Da day-rut : Pau bung, tidu chay, khé tieu, budn non, non, ddy hoi, kho nudt, tdo bon, viem da day, kho
miéng, viém miéng, thuc quéan, trdo ngugc da day, loét da day té trang c6 hodc khdng co xuéit huyét, viem
thuc quan, chdy mau tryc trang hodc haemorrhoidal.

- Huy&t hoc: Thiéu mau, bdm mau, thoi gian chdy mau kéo dai, gidm tidu cdu.

- Gan: Tang transaminase.

- Cg - xuong: Chuft rit & chin, dau cd.

- Thdn kinh: Pau nira ddu, di cam, lat miéng, U tai va run.

- Ho hdp: Khé thd, céc tridu ching cla dj Gng ¢ duing hd hdp trén.

- Da: Phan (ng da dj Gng nhu viém da, do biing va ngia, rung toc.

- Nigu - sinh dyc: R&i loan tiéu tién.

- Mach: Banh tréng nguc, nhip tim nhanh, thay d&i huygt ap.

- Bién phdp phong ngra suy than: Bénh nhdn suy thdn nhe (creatinin huy&t thanh 150-300 micromol/L) cdn
dugc theo doi hang quy, bénh nhdn suy thin vifa phai (creatinin huyét thanh 300-700 micromol/L) cdn dugc
theo ddi trong khodng thdi gian 1-2 thang. N&u chilc nang thdn x&u di nén ngung thudc.

- Nguy co huy&t khdi tim mach (xem thém phdn Canh bdo va than trong).

9. QUA LIEU VA CACH XU TRi:

- Hién chua c6 trudng hgp ding qua liéu ndo duge bao cdo. V1 vy, khdng thé xdc dinh hau qua hoic dé nghi
cac bign phdp cy thé. Tuy nhién, c6 thé dy dodn cac trigu ching sau khi diing qué liéu lornoxicam bao gdm
bubn nén, nén, chéng mat, rdi loan thi gidc. Triéu chiing nang 1a mat diéu hda bao gdm ca tinh trang hon
mé, co giat, tdn thuong gan, than va rdi loan dong mau.

- Viéc diéu tri nén ngung lai trong trudng hgp ching minh dugc hodc nghi ngd qué lidu. Vi c6 thai gian ban
thadi ngdn, Lornoxicam dugc dao thdi nhanh chéng khoi co thé. Khéng cé thudc gidi doc dic hiéu cho
Lornoxicam. Lornoxicam khong thé thim tach. Cac bién phdp cip ciiu thong thudng bao gdm rita da day nén
dugc xem xét. V& nguyén tdc, sir dung than hoat ngay sau khi ufing Lornoxicam la dii d& 1am gidm sy hip
thu clia thude. Ri loan tidu hoa co thé dugc diéu tri bing cach ding thudc tuong ty prostaglandin hodc
ranitidin.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:

Khéng diing thudic qua han hodc kém phdm chat.

Khéng ding thudc qua liéu khuyén céo.

Cong ty dang ky v& phan phdi:

CONG TY €3 PHAN DUGC PHAM LIVIAT
Téng 46, Tda nha Bitexco, SG 2 Hai Trifu,
Phuting B&n nghé, Quan 1, TP. HCM

Cong ty san xudt:

CN CTY CO PHAN DUQC PHAM PHONG PHU
NHA MAY SAN XUAT DUGC PHAM USARICHPHARM

L6 12, Bubng s6 8, KCN Tan Tao, Q. Binh Tan, TP. HCM
USARICHPHARM  ©T: (028) 37.547.997 Web: www.duocphongphu.com.vn




