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Rx Thub‘c. bdn theo don

Hudng din st dung danh cho cdn bd y 1¢
ARBUNTEC 8
Lornoxicam: ........... 8 mg

Thanh phin:
Mbi vién chira:
Hoat chat: LOMOXiCam: .........ceec.vvmeveeesrnennne 8 mg
T4 dugc: Lactose, PVP K30, Tinh bét mi, Eudragit E 100, Natri starch glycolat, Avicel,
Magnesi stearat, HPMC 606, HPMC 615, PEG 6000, Talc, Titan dioxyd, Candurin silver
sheen, Quinolin yellow lake, vira du 1 vién.
Dang bao ché: Vién nén bao tan trong rudt.
Quy cach déng goi:
Hop 03 vi x 10 vién;
Hop 10 vi x 10 vién;
Chai 100 vién.
Cac dac tinh dwge luc hoc:
— Lornoxicam (chlortenoxicam), 1a thudc khang viém khong steroid moi (NSAID) cua nhém
oxicam, tac dung giam dau, chéng viém va ha sét.
- Co ché hoat déng clia lornoxicam mét phén dua trén sy irc ché sy tdng hop prostaglandm (trc
ché enzym cyclo-oxygenase).
Cac dic tinh dwge dong hoc:
~ Lornoxicam duqc hap thu nhanh chéng va hoan toan qua dudng tiéu héa.
— Nong do tbi da dat dugce sau khoang 1 dén 2 gio.
— Sinh kha dung tuyét déi (tinh theo AUC clia lomoxicam 13 90-100%).
— Thoi gian ban thai trung binh ia 3-4 gio.
— Lornoxicam da dugce tim thay trong huyét twong & dang khong thay ddi va nhu chét chuyén
hoa hydroxy coa no. Cac chat chuyen héa hydroxy khdng ¢ tac dong dugc ly.
— Lornoxicam lién két voi protein huyét trong khoang 99% va khéng phu thudc nong do.
— Lornoxicam duorc chuyén héa hoan toan, khoang 2/3 dugc dao thai qua gan va 1/3 qua thin
dudi dang chit khong hoat dong.
— Lomoxicam dugc chuyén héa boi cytochrom P450 2C9.
Chl dmh
— Diéu tri ngin han tir nhe dén dau vira. Didu tri triéu chimg dau trong viém xuong khop va
viém khép dang thip.
Li¢u diing va cach sir dung:
Ngudi 16n va tré em trén 18 woi.
Diéu tri dau:
~ Ubng tir | vién/lan x 2 lan/ngay.
— Tbng liéu hang ngay khong nén vuot qua 2 vién.
Viém xuong khép va viém khop dang iha};
- L1eu hang ngay ban dau: | vién/lin x 2 Ian/ngay
- Liéu duy tri khong dugc vugt qud 2 vién mdi ngay.
Gidam liéu trong nhom ddc biét:
— Db6i véi bénh nhan suy than hodc gan, dé nghi liéu duy tri giam xudng con 1 vién mdi ngay.
Hoic theo s hudng dan coa thiy thude.
Chong chi dinh:
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Bénh nhan mén cam véi bat ky thanh phan nao cua thudc.

Nhimg ngudi da b phz‘m {mg qua mdén (co thét phé quan, viém mii, phi mach hoic néi mé
day) v6i thude chéng viém 1 khong steroid khéc, bao gom axit acetylic salicylic.
Da day-rudt chay mau, xuat huyét mach mau nio.

Roi loan chay mau va dong mau.

Bénh nhan loét da day hodc co tien sir tai phat loét da day.

Bénh nhén suy gan néng,

Bénh nhan suy than ning (creatinin huyét thanh > 700 micromol/L).

Bénh nhan giam tiéu ciu.

Bénh nhén suy tim néng.

Bénh nhan Ién tudi (> 65 tudi) va co trong luong dudi 50 kg va phiu thuét cép.
Phu nir ¢6 thai hodc cho con ba.

Bénh nhén dudi 18 tubi.

Thén trong:

C6 tien su loét da day va chay mau; Xut huyet mach mdu ndo trude, viém loét dai trang,
bénh Crohn, r6i loan chuyén héa porphyrin, rdi loan tao mau, bénh nhan cé chirc n#ng tim
giam. Khi diéu tri bénh nhan cé chirc nang tim tir nhe dén trung binh, phai chd ¥ dén nguy co
gilt nude va suy giam chie nang than. |

Bénh gan.

Nguy co huyer khéi tim mach:

— Cac thube chéng viém khong steroid (NSAIDs), khong phai aspirin, ding duo‘ng toan
than, c6 thé lam tang nguy co xudt hién bién cd huyét khéi tim mach, bao gom ca nhoi mau
co tim va dot auy; ¢6 thé dan dén tir vong. Nguy co ndy ¢6 thé xuét hién sém trong vai tuan
dau dung thudc va c6 thé tang Ién theo théi gian dung thude. Nguy co huyét khdi tim mach
duoc ghi nhan chi yeu & liéu caa.

— Bac si can danh gia dinh k¥ sy xuét hién cta cdc bién ¢ tim mach, ngay ca khi bénh
nhan khéng ¢ céc triéu chimg tim mach trudc d6. Bénh nhan can duoc canh bao vé céc triéu
chimg ctia bién cb tim mach nghiém trong va cén thim khdm bac si ngay khi xuat hién céc
triéu chirng nay.

- De gnam thiéu nguy co xuét hién bnen c6 bét lgi, cin st dung {tén thudc] & liéu hang ngay
thép nhat c6 hiéu qua trong thdi gian ngén nhit c6 thé.

Sir dung cho phu nir ¢6 thai va cho con ba:

Do chua co6 nhng nghién ctru ddy di va c6 kiém sodt & phu nir mang thai, nén khong str
dung thuc ndy cho phuy nir dang mang thai.

Do khéng biét lomoxicam cé bai tiét qua sita me hay khong, nén khéng sir dung cho ngudi
me dang cho con bu.

Anh hudng dén kha néng lai xe va vin hanh may moc:

Vi thudc khong gay budn ngu nén ding durge cho ngudi [4i xe va vén hanh may mac.

Twong tic ciia thude voi cac thube khac va cac loai trrong tic khac'

Ding ddng thoi lornoxicam va thube chéng dong méau hodc chat irc ché két tap tiéu cdu: C6
thé kéo dai thai gian chay méu.

Sulphonylure: C6 thé lam tang tac dung ha dudng huyét.

Thude chﬁng viém khong steroid khac va aspirin: Tang nguy co phan tmg phu.

Thude lgi tiéu: Giam hiéu qua cua thudc lgi tiéu vong, NSAID chdng lai tic dung lgi tiéu
furosemid.
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- Ue che men chuyén: Anh hudng cua cdc chét e ché ACE 6 thé lam giam va ¢6 nguy co suy
than cp.

— Liti: C6 thé din dén sy gia ting ndng d liti trong mau va do dé kha nang ting tac dung phu.
Tranh sir dung dong thoi.

— Methotrexat: Lam ting ndng d6 methotrexat trong méu, tranh sir dung déng thoi.

- Digoxin: Giam d¢ thanh thai than ca digoxin.

— Cyclosporin: Tang ddc tinh trén than.

— Lornoxicam ¢6 tuong téc véi céc thude giy cam (ng va chit irc ché enzym CYP2C9 nhu

phenytoin, amiodaron, miconazol, tranylcypromin va rifampicin. mem—
Téc dung khéng mong mudn: =z 7\5
Rat thuomg gap, ADR > 1/10 NG TY
— Nhire dau nhe va chéng mat, budn ndn, dau bung, tiéu chay va ndén mua. & pHAN
T htrong gdp. ADR > 1/100 gc PHAW
— Hé thong than kinh trung uong: Tram cam, mat ngu. : p1SUY
— Mat: Viém két mac, rbi loan thi lyc. :
— Than kinh: Chéng mit, U tai. mﬁ\/ §

— Suy tim, nhip tim nhanh, nhip tim b4t thudng, cam giac do mit.

— Da day-rudt: PBau bung, khé tiéu, budn ndén, ndn, df?\y hoi, khé nudt, tao bon, viém da day,
loét miéng, kho miéng

— Gan: Tang transaminae. \ '

— Da: Phan tng da di {ing nhir viém da, dé bimng va ngira, phi mach, nbi mé dzy

— Rung téc,

— Dau khop.
It gap, 17100 > ADR > 1710060

— Ho hép: Viém hong.

- Huyét hoc: Thiéu mau, gidm tiéu cau, giam bach chu, suy nhuge,

— Da: Phan (mg qua mén, séc phan vé (phan (mg cua co thé thuong gap do sung mit, dé bimg,
kho thd va chéng mat).

— Thén kinh: Nham l4n, cang thang, leh dong, cam thay budn ngu (budn ngi), mit ngi (cam
giéc ngira ran), cam gidc bat thuong vé vi gi4e, run, rbi loan thi gidc.

— Cao huyét ap

— Chay méu, bim tim, thoi gian chay mau kéo daj.

— Khé tho (the nhanh), ho, co thit phé quan.

~ Da day-rudt: loét, &i ra mau, chdy mau da day rudt, phéan den.

- Viém & miéng, viém thuc vét (viém da day), trao ngugce da day-thuc quan, khé nudt, viém
stomatitis aphthous (viém loét), viém ludi.

~ Gan: chirc ning gan bat thudng.

— Céc van dé veé da: nhu cham, phat ban.

- bau xuong, chuot rit co, dau ¢o.

— Céc van dé tiét niéu nhu tiéu dém hoic sy gia ting m&e d6 uré va creatinin trong mau.
Hiém gdp, ADR < 1/1000

— Tbn thuong gan, viém gan, vang da, o mét.

— Bém tim, phu né, réi loan da nghiém trong (hdi chimg Stevens-Johnson, hoai tir 16p biéu bi
ddc.

- Viém mang néo vo trung.
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~ Tac dung ciia NSAID: giam bach cau trung tinh, ting bach ciu hat, thiéu mau bt dinh, thiéu
mau tan huyét, doc tinh & thin,
—  Nguy co huyét khbi tim mach (xem thém phin Canh bao va thén trong).
Thong bao cho bac si cac tac dung khdng mong mubn gap phai khi dang thudc.
Hmmg din Xt tri tdc dung khing mong muén:
Néu ¢6 cac diu hiéu coa tac dung khong mong mudn xdy ra, hdy bao ngay cho Bac si hoic
Duqc 5§ cia ban.
Qua liéu va cach XW tri:
- Ding qua lleu c6 thé gay budn nén va nén, chong mat, mat didu hoa, hon mé va dab bung
gan va than, rdi loan déng mau. VZI/
— Trong trucmg hop ding qua liéu that hay nghi ngd, cac thude phai duge thu hdi. Biéu tri triéu
chng va ho tros. '
Cac dau higu can lwu y va khuyen cdo:
Nén udng thude véi nhiéu nude.
Bao quan:
Béo quan trong bao bl kin, tranh &m, tranh anh sang, & nhiét dd duéi 30°C.
Han ding: 3 nam ké tir ngay san Xuét.
Tén, dia chi, biéu twgng (néu co) cia co's¢ sin xuit.
Céng ty cb phin dirge phdm Me Di Sun
$6 521, khu pho An Lgi, phudng Hoa Loi, thi x4 Bén Cat, tmh Binh Duong.
Ngay xem xét sira déi, ciAp nhit lai ndi dung hwing din sir g -t oc: ad/mm/yyyy
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Rx Thuéc bin theo don
TG HUGNG DAN SU DUNG THUOC DUNG CHO NGUUI BENH

Tén thuse: ARBUNTEC 8

Poc ky huéng dan sir dung trwdc khi dung

P¢ xa tam tay tré em

Théng bao ngay cho bac s§ hodc durge si nhitng tic dung khéng mong mudn

giip phai khi sit dung thude

1. Thanh phin va ham hrong cia thude:

M&i vién chita:
Hoat chét: Lomoxicamt: ........e.ovveereeerornonn. 8 mg A
T4 dugc: Lactose, PVP K30, Tinh bdt mi, Eudragit E 100, Natri starch glyddlat, Avicel,
Magnesi stearat, HPMC 606, HPMC 615, PEG 6000, Tale, Titan dioxyd, Landurm silver
sheen, Qumohn yellow lake, vira dn | vién,

2. Mé ta san phim:

Vién nén bao tan trong ruét.

3. Quy cach dong goi:

Hop 03 vi x 10 vién;

Hop 10 vi x 10 vién.

Chai 100 vién

4.Thudc ding cho bénh gi:

~ Diéu tri ngén han tir nhe dén dau vira. Didu tri triéu chimg dau trong viém xuong khép va
viém khop dang thép.
5. Nén ding thuéc nay nhw thé nao va lidu lrgng:
Ngudi 16n va tré em trén 18 tudi.
Diéu tri dau: ¢
— Ubng tir 1 vién/lan x 2 1an/ngay.
— Téng liéu hang ngay khong nén vuot qua 2 vién,
Viém xwong khép va viém khip dang thap:
— Liéu hang ngay ban dau: 1 vién/tin x 2 1in/ngdy.
— Liéu duy tri khéng duoc vuot qua 2 vién mdi ngay.
Giam liéu trong nhom diic biét:
~ D6i voi bénh nhan suy thin hodc gan, ¢é nghi léu duy tri giam xuéng con 1 vién méi
ngay.
Hoac theo su hudng dén cua thiy thude.
6. Khi nao khong nén diing thude nay:

— Bénh nhin min cam véi bét ki thanh phan nao cia thudc.

— Nhimg ngudi di bi phan tmg qua mén (co thit phé quan, viém miii, phi mach hodc ndi mé
day) véi thube chdng viém khéng steroid khdc, bao gdm axit acetylic salicylic.

— Da day-ruét chay mau, xuat huyét mach mau nio.

— Réi loan chay mau va déng mau.

— Bénh nhan loét da day hodc ¢6 tién sir tai phat loét da day.

— Bénh nhan suy gan ning.
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Bénh nhin suy thin nang (creatinin huyét thanh > 700 micromol/L).

Bénh nhén giam tiéu ciu.

Bénh nhén suy tim nang.

Bénh nhén 16n tudi (> 65 tudi) va c6 trong lugng dudi 50 kg va phiu thuat cap.
Phu nir c6 thai hodc cho con bu.

Bénh nhén dudi 18 tudi.

7. Tac dung khéng mong mudn:

Rét thuomg gdp, ADR > 1/10

Nhirc dau nhe va chong maét, budn nén, dau bung, tiéu chay va nén mra.

Thweong gdp, ADR > 1/100

Hé théng than kinh trung wong: Trim cam, mét ngu.

Mit: Viém két mac, rdi loan thj lue.

Théan kinh: Chéng mat, 1 tai.

Suy tim, nhip tim nhanh, nhip tim bat thuémg, cam gie d6 mat.

Da day-rudt: Pau bung, khé tiéu, budn nén, ndn, diy hoi, khé nuédt, tio bon, vicm da day,
loét migng, khd miéng.

Gan: Tang transaminae.

Da: Phan (img da di tmg nhu viém da, dd bimg va ngtra, phit mach, ndi mé day.

Rung tée.

DPau khép.

It gap, 1/100 > ADR > 1/1000

H6 hip: Viém hong.

Huyét hoc: Thiéu mau, giam tiéu céu, giam bach cau, suy nhuge.

Da: Phan (mg qua man, séc phan vé (phan (g ca co thé thudng giap do sung mit, do
bimg, khé thd va chéng mat).

Than kinh: Nham J4n, céng thang, kich déng, cam thdy budn ngi (budn ngh), méit ngt
(cam giac ngira ran), cam giac bat thudmg vé vi gide, run, rdi loan thi giac.

Cao huyét ap.

Chay méu, bam tim, thoi gian chay mau kéo dai,

Khé thé (thé nhanh), ho, co thét phé quan.

Da day-rudt: loét, 6i ra mau, chay mau da day rudt, phan den.

Viém & miéng, viém thuc vat (viém da day), trio nguoc da day-thuc quan, khé nubt, viém
stomatitis aphthous (viém loét), viém ludi.

Gan: chirc ning gan bat thuong,

Céc van dé vé da: nhu cham, phat ban.

Pau xuong, chudt rit co, dau co.

Céc van dé tiét niéu nhu tiéu dém hodc su gia taing mirc dd uré va creatinin trong mau.
Hiém gap, ADR < 1/1000

Tén thuong gan, viém gan, vang da, (r mat.

Bam tim, ph né, réi loan da nghiém trong (hoi chimg Stevens-Johnson, hoai tir iép biéu
bi doc.

Viém mang ndo v tring.

Téc dung ciia NSAID: giam bach cdu trung tinh, ting bach cau hat, thiéu mau bat dinh,
thiéu m4u tan huyét, ddce tinh & than.

Nguy co huyét khéi tim mach (xem thém phén Canh bdo va théan trong).



https://trungtamthuoc.com

Théng béo cho bac sT cdc tac dung khéng mong mudn gap phai khi ding thude.
Hudmg din xir tri tic dung khong mong muon:

Néu ¢6 cac diu hiéu cua tac dung khéng mong mudn xay ra, hdy bao ngay cho Bac si

hoac Duge sy cua ban.

8. Nén trénh diang nhirng thude hoic thwe phim gi khi dang sir dung thudce nay:

Ding ddng thoi lornoxicam va thude chdng déng mau hodc chit wic ché két tap tidu chu:
C6 thé kéo dai thoi gian chay mau.

Sulphonylure: Cé thé lam ting tic dung ha dudmg huyét,

Thubc chdng viém khéng steroid khac va aspirin: Tang nguy co phan (mg phu.

Thubc loi tiéu: Giam hiéu qua cua thude loi tiéu vong, NSAID chéng lai tac dung loi tiéu
furoscmid.

Ut ché men chuyén: Anh hudng cia cac chit e ché ACE cé thé lam giam va ¢ nguy co
suy than cép.

Liti: C6 thé dan dén su gia tang ndng 4o liti trong mau va do do kha nang bang tac dung
phu. Tranh sir dung dong thon.

Methotrexat: Lam tang ndng d6 methotrexat trong mau, tranh sir dung déng thoi.

Digoxin: Giam dd thanh thai than cia digoxin. '
Cyclosporin: Tang ddc tinh trén than.

Lornoxicam ¢6 tuong tac voi cic thudc giy cam tmg va chét trc ché enzym CYP2C9 nhu
phenytoin, amiodaron, miconazol, tranylcypromin va rifampicin.

9. Cin lam gi khi mjt 1an quén khéng dung thude:

B6 qua va tiép tuc liéu nhu thuong 1€ theo su chi din lidu cua bac s3.

19.

Cin bao quan thuéc nay nhu thé nao:

Noi khd, tranh dnh sang, & nhiét d6 khong qua 30°C.

11.

12.

13.

Nhirng didu hiéu va tridu ching khi ding thube qué lidu:

Dung qua lidu c6 thé gay budn ndn va non, chéng mat, mét didu hoa, hdn mé va dau bung
gan va than, roi loan dong mau.

Cin phai lam gi khi dung thube qui lidu khuyén cdo:

Trong truémg hop diung qua liéu that hay nghi ngd, cac thude phai duge thu hdi. Diéu iri
tridu chimg va hd tro.

Nhiing diéu can thin trong khi ding thude nay:

* Cac trudomg hop thén trong khi dung thudc:

Cé tién sir loét da day va chay mau; xuat huyét mach méu ndo truéc, viém loét dai trang,
bénh Crohn, ti loan chuyén héa porphyrin, réi loan tao mau, bénh nhan ¢é chirc nang tim
giam. Khi diu tri bénh nhén ¢6 chirc nang tim tir nhe dén trung binh, phéi cha y dén nguy
co gilt nudc va suy giam chirc ning thin.

Bénh gan.

Nguy co huyét khéi tim mach:

Cac thudc chéng viém khéng steroid (NSAIDs), khong phai aspirin, dung duong toan
than, ¢é thé 1am tang nguy co xuét hién bién cé huyét khéi tim mach, bao gbm ca nhdi
mau co tim va ddt quy, cé thé dan dén tir vong. Nguy co nay cé thé xudt hién som trong
vai tudn dAu dimg thude va ¢ thé tang Ién theo thai gian diing thube. Nguy co huyét khoi
tim mach duoc ghi nhdn chu yéu & lidu cao.
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— Béc si cin danh gia dinh ky su xudt hién ciia ¢cdc bién ¢ tim mach, ngay ca khi bénh nhén
khéng cé cac triéu chimg tim mach trudce d6. Bénh nhan can dugc canh bao vé cac triéu
chirng cia bién ¢b tim mach nghiém trong va can tham kham bac si ngay khi xuét hién cac
triéu chimg nay.

—  Pé giam thidu nguy co xudt hién bién ¢b bt lgi, ¢in sir dung [tén thudc] ¢ lidu hang ngay
thdp nhét cé hiéu qua trong thoi gian ngin nhét ¢6 thé.

* Cac khuyén cdo dung thudc cho phu nir ¢4 thai va cho con bu:

— Do chua c6 nhing nghién ciru diy di va c6 kiém soat & phu nir mang thai, nén khong sir
dung thudc nay cho phu nir dang mang thai.

— Do khong biét lornoxicam coé bai tiét qua sita me hay khéng, nén khong @ dung cho
ngudi me dang cho con by '

* Anh huong dén cong viée:

— Vi thudc khéng giy budn ngi nén ding dwoc cho ngudi l4i xe va van hanh may moc.

14. Khi nao cin tham vin bac s§/dworc si: R
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Tham van bac sy néu gap phai tic dung khong mong mudn khi sir dung thuoc. \l
Néu can thém thong tin xin héi y kién bdc st hodc duge sit ’.‘:’"

\ - £ A3
15. Han dl,lng cta thuoc: ' /rS?//
36 thang ke tir ngay san xuat. I.,{//"

16. Tén, dia chi cia nha san xuit:

Cong ty ¢b phin dwge phim Me Di Sun
S6 521, khu phé An Loi, phuong Hoa Lei, thi xa Bén Cét, tinh Binh Duong.
17. Ngay xem xé¢ cip nhat to thong tin cho bénh nhiin: dd/mm/yyyy
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