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Storage Conditions:
Store below 30°C.

Indication: See Insert.

insert before use.

Keep all medicines out
of reach of children.

Read carefully the package

Dosage: As directed by physician.
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Batch No.:
Mfg. Date: dd/mm/yy
Exp. Date: dd/mm/yy
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Kusum Healthcare
Manufactured by:
Kusum Healthcare Pvt. Ltd.
SP 289(A) RIICO Indl. Area,

Chopanki, Bhiwadi, Rajasthan, India
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Rx - Thudc ban theo don

LARFIX TABLETS 8 mg
SPK:
Thanh phan: mdi vién nén bao phim
chira: Lonoxicam 8 mg
Dong goi: Hop 3 vi x 10 vién nén bao
phim
Chi djnh, Céch ding, Chéng chi djnh
va cdc thong tin khdc: xem t& hudng
dén sir dung kém theo
S6 16 SX, NSX, HD xem “Batch No.”,

“Mfg. Date”, EXE Date” trén bao bi
Béo quén duéi 30°C

DE xa tam tay tré em

Doc ky hwéng dan sur dung truée khi
ding

San xufit bi:

Kusum Healthcare Private Limited
SP-289 (A) RIICO Indl. Area
Chopanki (Bhiwadi), Distt - Alwar,
Rajasthan, An Do

DNNK:

22/




Rx- Thubdc ban theo don

LARFIX TABLETS 4/8 mg

THANH PHAN

Moi vién nén bao phim chtra:

Hoat chat: Lornoxicam 4 mg hoic 8 mg

T4 dugc: Lactose monohydrate, Cellulose vi tinh thé, Povidone, Croscarmellose natri, Magnesi stearat,
Opadry tréng 03F58750.

DUGC LUC HOC

Lornoxicam 14 thudc khang viém khong steroid thudc nhém Oxicam, ¢6 tac dung giam dau va chéng
viém. Lornoxicam Grc ché téng hop Prostaglandin qua Grc ché enzyme cyclooxygenase, nhung khong
trc ché 5-lipo-oxygenase. Su trc ché cyclooxygenase khong 1am tang tao leukotriene. Co ché giam dau
ctia Lornoxicam, cfing nhu cac khang viém khong steroid khac (NSAIDs) chua dugc xac dinh day du.

DUQC DONG HQC

Lornoxicam dugc hdp thu duoc hp thu nhanh va hiu nhu hoan toan tir duodng tiéu hoa. Nong do dinh
trong huyét trong dat dugc sau khi udng tir 1 dén 2 gio. Sinh kha dung tuyét dbi (tinh trén AUC) cta
vién nén bao phim Larfix 1a 90-100%. Khong c¢6 anh hudng nao cia chuyén héa bude dau qua gan.
Thoi gian ban thai trung binh 1a 3 dén 4 gio.

Lornoxicam dugc tim thay trong huyét twong & dang khong ddi va & dang chat chuyén hoa hydroxyl.
Chat chuyén héa hydroxyl khéng c6 tac dung dugc 1y.

Lién két v6i protein huyét tvong cia Lornoxicam 13 99% va khéng phu thudc ndng do. Lornoxicam
duoc chuyén héa hoan toan boi cytocrome P4502C9, khoang 2/3 duoc thai trir qua gan va 1/3 qua than
dudi dang chit chuyén héa khong c6 hoat tinh. Do ¢6 nhitng nguoi c¢6 da hinh gen chuyén héa thube
nhanh va chdm, ¢ nhitng ngudi chuyén hoéa thubc chdm cé thé din dén ting déang ké ndng do
Lornoxicam trong huyét tuong.

Ding dong thoi Lornoxicam cung thirc an 1am giam Cpax khoang 30%. Tmax ting tir 1,5 dén 2,3 gio.
Hap thu ctia Lornoxicam (tinh trén AUC) c6 thé bi giam dén 20%.

Diing lornoxicam ddng thai véi cac chit khang acid khong anh hudng dén dugce dong hoc cua thude.
Déi v6i cac bénh nhén cao tudi, dd thanh thai giam khoang 30 dén 40%. Ngoai trir sy giam thanh thai,
khong c6 su thay déi dang ké nao vé duge dong hoc ciia Lornoxicam & bénh nhén cao tudi, bénh nhan
ri loan chirc nang gan nhe hodc rdi loan chiic ning thén.

CHI PINH
Lornoxicam dugc chi dinh dé diéu tri cac ching dau muc dQ nhe va trung binh, kém theo tri€u ching
viém, dic biét trong viém xuong khdp, viém khép dang thap.




LIEU LUQONG VA CACH DUNG

Dung duong udng vdi nhiéu nude.

Do1 véi tat ca cac bénh nhan, nén diéu chinh liéu theo dap Ung cua ngudi bénh.

Déi véi dau mirc do nhe va trung binh: Liéu khuyén céo 12 tir 8 mg - 16mg/ngay, chia lam 2 dén 3 1an.
Tong liéu m&i ngay khong dugc qué 16meg.

Do v6i viem xuong khép, viém khép dang thép: Lidu khuyén cdo ban dau 1a 12mg/ngay. Lidu duy tri
khéng dugc qua 16mg/ngay.

Ngudi 16n tudi: Khong can didu chinh lidu trir khi ¢6 suy giam chirc nang gan hodc thén, trong trudong
hop nay liéu ding hiang ngay nén dugc can nhic.

Bénh nhan suy gan va than vira va nhe nén ding liéu téi da mdi ngady khong qua 12mg chia lam 2 dén

3 lan.

CHONG CHI PINH

/

Lornoxicam chdng chi dinh dung cho cac truong hop sau:

Qué man véi Lornoxicam hay véi bét cir thanh phan nao cua thude.

Bénh nhén c6 tién sir man cam (co thit phé quan, viém miii, phit mach hodc may day) vdi céac
khang viém khong steroid khac gom ca acid acetylic salicylic

Bénh nhan c6 tién sir xut huyét da day-rudt, xut huyét mach méau nfo hodc céc rdi loan xudt
huyét khac.

Bénh nhan bi loét da day tién trién hodc c6 tién sir loét da day tai phat.

Bénh nhén suy gan nang

Bénh nhan suy than nang (creatinine huyét thanh > 700 umol/L)

Bénh nhéan bi giam tiéu cau nang

Bénh nhéan bi suy tim nang

Bénh nhan I6n tudi (> 65 tudi) c6 can nang it hon 50kg va dang phau thuat cép.

Phu nir mang thai hoac cho con bu.

Bénh nhan dudi 18 tudi do thiéu kinh nghiém lam sang.

CANH BAO VA THAN TRONG
Lornoxicam chi nén duoc sir dung sau khi déanh gia k¥ loi ich va nguy co dbi véi cac truong hop sau:

o Tién sir bénh ly loét da day-rudt va xuat huyét:

Khyén c4o theo d5i 1am sang déu dan. Bénh nhan bi loét da day va/hogc xudt huyét da day rudt
khi dung lornoxicam nén ngung sir dung va thuc hién danh gia tac dung tri licu.

Suy thén:

Bénh nhan bi suy than nhe (creatinine huyét thanh 150-300 pmol/L) nén duogc kiém tra chuc
nang than dinh ky hang quy; bénh nhén bi suy than trung binh (creatinine huyét thanh 300-700



umol/L) nén dugc kiém tra chirc nang than dinh ky mdi 1 dén 2 thang. Trong qué trinh diéu tri
néu chirc nang than suy giam nén ngung stir dung lornoxicam.

e Bénh nhan bj r6i loan dong mau: gidm sat lam sang cdn than va danh gia can 1am sang dugc
khuyén cdo.

e Bénh nhén gan (nhu xo gan): gidm sat lam sang va danh gia cén 14m sang theo dinh ky duoc
khuyén cdo.

o Diéu trj l4u dai (trén 3 thang): dinh ky dénh gi4 can lam sang v& huyét hoc (haemoglobin), cac
chtrc nang than (creatinine) va men gan duoc khuyén céo.

e Ngudi gia (trén 65 tudi): giam sat chirc ning gan va va nhét 1a than duoc khuyén céo.

e Bénh nhan trai qua phau thuat én.

e Suytim Z -

e Diéu tri dong thoi v6i thude loi tiéu.

e Diéu tri ddng thoi véi céc thude bi nghi ngd hoic dugc biét 1a c6 thé gay ra ton thuong théan.

e Sir dung dong thoi NSAIDs va Heparin trong gay té tity song hay dudi mang cimg tdng nguy
co tu méu cot sdng/ngoai mang cimg.

PHU NU MANG THAI VA CHO CON BU

Thoi ky mang thai

D) an toan cia Lornoxicam véi phu nit mang thai van chua duge xé4c dinh. Do vay, khong nén ding
thudc nay cho phu nit mang thai.

Thoi ky cho con bu

Chua biét thubc c6 tiét vao sita me khong, do vdy khong nén ding thude nay cho phu nir dang cho con
bu.

ANH HUONG CUA THUOC PEN KHA NANG LAI XE VA VAN HANH MAY MOC
Céc bénh nhan c6 tién sir chéng mit hodic céc rdi loan than kinh trung uong khac khi ding NSAIDs
dang nén tranh diéu khiéu phuong tién giao thong hay van hanh may khi sir dung Lonorxicam.

TUONG TAC THUOC

Wafarin va cdc thuée chong dong mdu: Dung dong thoi Lornoxicam véi céc thubc chéng dong mau
hay cac thude trc ché két tu tiéu cdu c6 thé lam tang thoi gian chdy mau.

Sulphonylurea: Dung ddng thoi Lornoxicam c6 thé 1am tang tac dung ha duong huyét.

Aspirin va cdc thuéc chong viém khong steroid khdc: Ding ddng thoi Lornoxicam lam ting nguy co
tac dung khong mong mudn cua thuoc.

Cdc thude lgi tiéu: Ding ddng thoi Lornoxicam 1am giam tac dung cia cac thudc loi tiéu.

Céc thuéc trc ché ACE: Dung dong thoi Lornoxicam 1am gidm tac dung cua céc thudc e ché ACE, c6
thé dan dén nguy co suy than cap.
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Lithi: Ding dong thdi Lornoxicam cé thé dan tdi ting ndng dd dinh lithi 1am ting nguy co tic dung
khong mong mudn cta thube. Tranh ding dong thoi thube véi lithi néu khong kiém tra dugce ndng do
lithi huyét tuong thuong xuyén. |
Methotrexate va Cyclosporine: Dung dong thoi Lornoxicam c6 thé dan t6i ting ndng do trong huyét
thanh ctia Methotrexate va Cyclosporine. ‘

Cimetidine: Ding dong thoi c6 thé 1am ting nong do trong huyét thanh cua Lornoxicam.

Digoxin: Duing dong thdi Lornoxicam c6 thé 1am giam do thanh thai ciia Digoxin qua than.
Lornoxicam tuong tic véi cac tic nhan gdy cam tmg va trc ché CYP2C9 isoenzyme da biét nhu
tranylcypromine va rifampicin.

TAC DUNG KHONG MONG MUON

Khoang 16% bénh nhan (trong trudng hop diéu tri dai ngay 20-25%) c¢6 thé c¢6 céc tac dung khong
mong mgén lién quan dén dudng tiéu hoa, S%IIién quan dén céc rdi loan chung va/hodc cac rdi loan hé
thong than kinh trung wong va 2% lién quan dén da.

Ciing giéng nhu cac NAIDs khac ké ca oxicam, cac phan tmg khong mong muédn sau c6 thé xay ra:
Cdc réi loan chung: Dau dau, chong mét, ngu ga, mat ngon miéng, ra nhidu md hoi, giam can, phu,
suy nhugc, ting can nhe.

Hé thong than kinh trung wong: Mét ngu, trAm cam.

Tiéu héa: Ri loan tiéu hoa, nudt khé, tdo bon, viém da day, khd miéng, viém miéng, trao ngugc da
day-thuc quan, loét da day c6/khdng chay mau, viém thuc quan/truc trang, tri, chdy mau truc trang.
Huyét hoc: Thiéu méu, tu huyét, kéo dai thoi gian chay méu, giam tiéu cau.

Gan: Ting transaminase huyét.

Da: Viém da, do va nglra, rung toc.

Théng bdo cho bdc sy cdc tdac dung khong mong muén gdp phii khi diing thuéc.

QUA LIEU

Dung qua liéu Lornoxicam c6 thé gy ra budn non va non, chéng mit, mét diéu hoa co thé, hon mé va
co cling, ton thuong gan va thén, rdi loan dong mau. Trong trudng hop dung qua lidu, can ngung dung
thubc ngay.

Chua c6 thude giai doc dic hiéu. Diéu tri hd tro va triéu chimg.

HAN DUNG: 24 thang ké tir ngay san xuét.
Khéng ding thudc khi da hét han sik dung.

BAO QUAN: Bao quan & nhiét d6 dudi 30°C
PONG GOI: Hop 3 vi x 10 vién nén bao phim
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Doc kj huwéng dan siv dung trudée khi diing.
Néu cin thém théng tin, xin héi y kién bdc s.

Gii thuoc tranh xa tam tay itré em.

Nha san xuét:
KUSUM HEALTHCARE PRIVATE LIMITED
SP-289 (A) RIICO Indl. Area Chopanki (Bhiwadi) Distt-Alwar, Rajasthan, An Dg.
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Pham Thi Vim Honk



