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1. Tén thudc: ARTHLEDIN

2. Thanh phan: Mdi vién nén bao phim chira:
Nabumeton 750mg
Ta duoc vd | vién

(Ta dwoc: Crospovidon, copovidon, avicel PHI102, colloidal silicon

opadry white)

3. Dang bao ché: Vién nén bao phim

4. Duge Iue hoe, dwge dong hoc:

- Duge Iy hoc:

La thube chong viém phi steroid (NSAID) c6 tac dung ha sbt, giam dau va chéng viém, thudc

nhom gidm dau khong gdy nghién, ¢6 tic dung gidm dau nhe va vira nhu dau do chin thuong,

viém khép va céc tinh trang co xwong khac.Tac dung khang viém lién quan dén kha niing trc

ché téng hop prostaglandin. Hop chit ban diu la mot tién chét, trai qua sinh chuyen héa & gan

thanh hop chét céc hoat tinh, 6-methoxy-2-naphthylacetic acid (6MNA), d6 1a chét c6 tac dung

tre ché tong hop prostaglandin.

- Duge dong hoe:

Nabumeton duge hip thu chi yéu qua rudt non, lugng hip thu khoéng 80%, thoi gian dat nong

d6 dinh trong méu tir 2,5 — 4,0 gio, duge chuyén héa nhanh khi qua gan lin diu, tao thanh 6-

methoxy-2-naphthylacetic acid (6-MNA), 6-MNA gin két manh véi protein huyét twong, dugc

phin bd dén cac mo bi viém, qua dugce nhau thai. 6-MNA cling duogc tin thiy tpefig sira, 6-

MNA duoge chuyén hoa chu yéu bing su két hop véi acid glucuronic va ¢thyl hoa, roi

duoc thai trir qua nude tiéu. Thoi gian ban thai trong huyét twong 1a khodng 1/ ngay.

5. Qui cach dong go6i: Hop 6 vi x 10 vién

6. Chi dinh, cich dung, lidu dung, chdng chi dinh:

- Chi dinh:

Nabumeton duoc dung trong diu trj viém va dau trong cdc bénh viém xuong khép va viém

khép dang thép.

- Liéu dung va cich ding:

Cich dimg: Thube dung theo duong udng, nén udng lhum trong hodc sau bira in,

Newoi I6n va ngudi cao tudi: Liéu dung: 1 vién/ngay, uong truoce khi di ngu. Truong hop trigu

chimg ning hay kéo dai hodc trong dot kich phat: udng thém 1 vién vao budi sang.

Tré em: Chua c6 nghién ciru |am sang ¢ tré em nén khong khuyén cdo ding cho tré em.

- Chong chi dinh:

Bénh nhéan dang bi loét da day hodc co tién sir loét da day, ta trang.

Bénh nhan cé tién st chday mdu hodc thing duong tiéu hoéa lién quan dén diéu tr1 NSAID truée

do.

Bénh nhan bi bénh tim, suy gan, suy than.

Bénh nhan bi 1én con hen phé quan, ndi may day hodc bi viém miii cip do st dung aspirin,

ibuprofen hoic cac thude khang viém phi steroid khéc.

Trong 3 thang cudi cua thai ky va cho con bu.

Miin cam véi nabumeton hoiic voi bét ky thanh phin ndo cta thude,

7. Thin trong:

+ Nguy co huyét khéi tim mach: Cac thude chong viém khong steroid (NSAIDs), khong phai

aspirin, dung duong toan than, ¢o thé lam tang nguy co xuat hién bién ¢b huyét khdi tim ‘mach,

bao gbm ca nhdi médu co tim va dot quy, ¢o thé dan téi tir vong, Nnuy co ndy ¢6 thé xuft hién

som trong vong vai tudn diu dung thude va co thé tang lén theo thoi gian ding thude. Nguy co

huyét ]\l‘l()l tim mach dugce ghi nhin chu yéu ¢ lidu cao.

Béc sy can danh gia dinh ky su xudit hién ctia cic bién co tim mach, ngay ca khi bénh nhén

khong ¢6 cdc tridu chimg tim mach truée dé. Bénh nhéan cin duge cinh béo vé cdc triéu chimg
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nay.
Pé giam thiéu nguy co xudt hién bién ¢6 bat lgi, cin sir dung thude & 1

¢6 hi¢u qud trong thoi gian ngdn nhét c6 thé.
+Nén thin trong v§i nhiing bénh nhén dang bj hen phé quan hodc c6 tié
* thn tlong Vi bc,nh nlmn co llcn SLI‘ bc,nh da day v'1 11u1 hm

o Benh nlmn suy than (lhdﬂh th‘u c;eatlmn dudi 30mlx’phul) nén cin nhic giam liéu dung.

+ Nén theo doi can than ¢ bénh nhan bi suy gan.

+ Thén trong khi str dung thude déi véi nguoi gia.

- Str dung cho phu nir ¢6 thai:

Vi tinh an toan ctia nabumeton cho phu nit ¢6 thai chua duge xéc dinh, khong nén sir ~dung

thuée ndy cho phu ni ¢6 thai diic biét chéng chi dinh cho phu nir mang thai & 3 thang cudi cia

thai ky.

- Str dung cho phu nir cho con b :

Tinh an toan ctia nabumeton cho phy nir cho con bt chua duge xé4c dinh, thude qua duge nhau

thai va vao sita me, khong nén str dung thuée nay cho phy nit cho con bu

- Téc dong 1&n kha ning I4i xe va vin hanh may maéc:

Bénh nhén dung lhuoc khéang viém khong steroid c6 thé gay ra nhirc ddu, chong mit, buon ngu,

16 14n, mét moi va rdi loan thi gidgc. Néu bénh nhan bi nhitng téc dung khong mong mudn nay

thi khong nén lai xe hay vén hanh may maoc.

8. Twong tac ciia thude véi cde thude khic va cic twong tic khic:

+ Tranh dong thoi str dung hai loai thude khéng viém khong steroid.

+ Khi dung ddng thoi véi cac thude loi tiéu va thude ha huyét 4 ap gy giam chirc nang thén, can

dugc theo ddi chire nang thén.

+ Khi ding véi thude i tiéu gdy ting kali mau.

+ Glycosid tim: NSAID ¢6 thé lam trdm trong thém suy tim, giam GFR va lam Ying ndng do

glycosid trong huyét turong. .

+ Lithium, methotrexat: Nabumeton lam giam thai trir lithium, methotrexat.

+ Ciclosporin: Tang ddc tinh trén théan.

+ Corticosteroid: 1am tang nguy co xudt huyét duong tiéu hoa.

+ NSAID lam ting tic dung cua cac chét chdng dong nhu warfarin.

+ Khi dung dona thoi nabumeton va quinolon ¢6 thé 1am tang nguy co co giat.

+ Chét chong tidu cdu va thudc tre ché i hip thu serotonin ¢6 chon loc (SSRI): Lam ting nguy

co chay mau dudng tiéu hoa.

+ Tacrolimus: Téng nguy co doc tinh trén thin khi dung véi nabumeton.

+ Zidovudin: Lam ting nguy co céc bénh vé méu khi ding véi nabumeton.

+ Vi chét chuyén hoa ctia nabumeton gan két cao vai protein, nén phai theo doi dé tranh qua liéu

cic thude st dung dong thoi nhu thude Lhong dong méu, thude chong co gidt hydantoin, thube

ha dudng huyét sulphonylurea. Néu cin thiét, phai diéu chinh liéu ding cta cic thudc nay.
+ Khong nén str dung céc thude khang viém khong steroid trong vong 8-12 ngdy sau khi sir

dung mifepriston, vi ¢ thé 'mh hudng dén hiéu qua diéu tri ctia mifepriston.

9. Tidc dyng khong mong mudn (ADR)

+ Neguy co huyét khoi tim mach (xem thém phén Than trong)

+ Thuwong gdp ADR, ADR > 1/100:

Tai: U tai,

Tudn hoan: Tang huyét dp. ‘ _

Ticu hoa: Tiéu chay, tdo bon, kho tiéu, viém da day, budn ndn, dau bung, day hoi.

Da: Ngura, phat ban.

Khac: Phu né.
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+ It gdip, 1/1000 < ADR < 1/100:

Réi loan tim than: Lu [4n, bdn chdn, mit ngu.

Hé than kinh tr ung uong: Budn ngl, chéng mit, nhirc dau, lo 4u.
H6 hip: Kho the, réi loan hé hép, chay mau cam.

He tiéu hoa: Loét da day ta trang, non, viém miéng, kho miéng.
Da: Noi mé day, dé mo hoi.

Xuong khép: Bénh vé co.

Than va tiét ni¢u: Rbi loan chire ndng than.

Toan than: Suy nhuoe, mét maéi.

+ Hiém giip, 1/10000 <ADR <1/1000:

Thi lue: R6i loan thi lue,

+ Riit !Hem gap, ADR<1/10000:

Miéu va réi loan h¢ bach huyét: Giam tiéu cdu, thiéu mau, mat bach céu hat.

Réi loan hé thong mién dich: Séc phan vé, phéan ting phéan vé,

R&i loan tAm than: Trém cam, do gidc.

H6 hip: Viém phbi k&, hen suyén, co thit phé quan.

Viém tuy.

R&i loan gan mét: Suy gan, vang da.

Da: Hoai tir biéu bi, bong nude, hoi chirng Stevens-Johnson, héng ban da dang, phii mach, rung
toc.

Thén va tiét niéu: Suy than, hoi chirng than hu, viém than ké.

Khac: Rong kinh.

10. Qua lidu va xir tri:

Trién chirng qua [H.’h'.

Pau déu, lo mo, budn ngt, chéng mit, 0 tai, budn ndn, ndn, dau thugng vi thuo
chim séc hd tro.

Chay méu da day ¢ thé xay ra.

Tang huyét ap, suy than cép, suy ho hdp va hon mé, co gidt c6 thé xay ra, nhung rit hiém.

Phan trng phén vé da dugc béo céo.

X tri:

Khong c¢o thude giai doc dic hiéu. Bénh nhin cin dugc quéan 1y bing cach chim soc, diéu tri
triéu chirg va hd tro sau khi uéng thude qua liéu.

C6 thé gy ndn, rira da day, c6 thé ding than hoat dé lam gidam sy hép thu va tai hép thu (60-
100g ¢ nguoi 16n, 1-2 g/kg & tré¢ em). Phai theo ddi chiit ch€ chirc nidng gan va thdn. Bénh nhan
phéi duoc theo ddi it nhét 4 gior sau khi qué liéu, ¢6 thé ding diazepam tiém tinh mach néu bi co
giat.

11. Cic ddu hiéu cin lwu y va khuyén cdo: Chua c6 bao cdo.

12. Piéu kién bsio quan va han ding:

- Biio quén: Noi kho, nhiét do dugi 30"C.

- Han dung: 36 thang tinh tir ngay san \l.l'll

* Luu y: Khi thdy vién thude bi 4m mdc, loang mau, nhin thude in s6 16 SX, HD mo...hay ¢6
cdc biéu hién nghi ngo khac phai dem thude &1 hoi lai noi ban hodic noi san xuét theo dia chi
trong don.

13. Tén va dia du nha sin xuit:
Tén nha sin xuit: CONC TY C.P DUQC PHAM HA TAY

Pia chi:Td dan phd s6 4 -La Khé - Ha DPong - TP. Ha Noi
DT: 04.33522204 FAX: 04.33522204

04.33824685 FAX: 04.33829054 ,
14. Ngay xem xét sira ddi, c¢iip nhit lai ndi dung hwéng din siv dung thuoc:
Negay thang niam

B 4
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1. Tén thube: ARTHLEDIN
2. Klmycn cio:
“Pé xa tim tay cua tré em”
“Doc k§ hudng din sir dung trude khi dung
“Thudc nay chi dung theo don ctia bic sy
“Thong bdo ngay cho béc sy hoiic duoc si nhing téc dung khong mong mu
dung thudc”
3. Thanh phin, ham lwgng ciia thude: Mdi vién nén bao phim chtra:
Nabumeton 750mg
T4 dugce vd | vién
(Ta dige: Crospovidon, copovidon, avicel PH102, colloidal silicon dioxyd, magnesi stearat,
opadry white)
4. M6 ta sin phiim: Vién bao phim, hinh thuén dai, mau tring hay triing nga, mit vién nhan,
canh va thanh vién lanh lin.
5. Qui cdch dong goi: Hop 6 vi x 10 vién
6. Thube diung cho bénh gi?
Thude ding dé diéu trj viém va dau trong cdc bénh viém xuong khép va viém khép dang thip.
7. Nén dung thude nay nhw thé nao va liéu lwgng?
Cich dimng: Thubc ding theo dudng ubng, nén udng thuoc trong hodc sau bira an.
Nguoi I6n va nguoi cao tubi: Licéu dung: 1 vién/ngay, uong truée khi di ngu. Truong hop triéu
ching ning hay kéo dai hodc trong dot kich phdt: uéng thém 1 vién viao budi sang.
Tré em: Chua c6 nghién ctru 1am sang & tré em nén khong khuyén céo dung cho tré em.
8. Khi nao khong nén diung thu(ip nay?
Ban dang bi loét da day hodc cd tién sir loét da day, té trang,
Ban c6 tién str chay mau hodic thing dudng tidu hoa lién quan dén diéu tri NS tpdoe do.
Ban bi bénh tim, suy gan, suy thén,
Ban bi 1én con hen phé quan, ndi may day hodc bi viém miii cip do str dung hspirin, ibuprofen
hoic céc thude khang viém phi steroid khic.
Trong 3 thang cudi ctia‘thai ky va cho con b,
Min cdm voi nabumeton hoic v()ri bit ky thanh phéan nao cua thudc.
9. Tic dung khong mong mubn ciia thude:
Nguy co huyét khoi tim mach (xem thém phén Nhitng diéu can thdn trong khi dimg thude nay)
Thuong gap:
Tai: U tai.
Tudn hoan: Tang huyét 4p.
Tiéu hoéa: Tiéu chdy, tdo bon, kho tiéu, viem da day, budn non, dau bung, dﬁy hot.
Da: Ngtra, phat ban.
Khac: Phii né.
It gap:
Roi loan tam than: Lu 14n, bon chon, mét ngu.
Hé than kinh trung uong: Budn ngu, chong mat, nhire déu, lo au.
1o hip: Kho thé, rdi loan ho hip, chdy mdu cam.
Hé tiéu hoa: Loét da day ta trang, non, viém miéng, khd miéng.
Da: Néi mé day, dd mo hoi.
Xuong khép: Bénh vé co.
Thén va tiét niéu: R&i loan chire ning than.
Toan than: Suy nhuge, mét moi.
Riit hiém Uap
Méu va rdi loan hé bach huyét: Giam tiéu cdu, thiéu mau, mét bach cau hat.
R&i loan hé thong mién dich: SHc phan vé, phan tmg phan vé.
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Réi logn tdm thén: Tram cam, ao gidc.

Ho6 hip: Viém phdi k&, hen suyén, co thit phé quan.
Viém tuy.

Rai loan gan mét: Suy gan, vang da. _
Da: Hoai tir biéu bi, bong nude, hoi chiimg Stevens-Johnson, hong ban da
toce.

Than va tiét niéu: Suy thén, héi chirng thin hu, viém thin ké.
Khéc: Rong kinh.

10.Nén tranh dung nhirng thube hoiic thue plmm gi khi dang sir dung thude nay?

+ Tranh dong thoi str dung hai loai thudc khang viém khong steroid.

+ Khi dung dong thoi véi cde thude loi tiéu va thube ha huyet ap gay giam chirc ning thén, cin
duge theo ddi chire niing thén.

+ Khi dung véi thude loi tiéu gy tang kali méu.

+ Glycosid tim: NSAID ¢6 thé 1am trdm trong thém suy tim, giam GFR va lam ting ndng do
glycosid trong huyét turong.

+ Lithium, methotrexat: Nabumeton lam giam thai trir lithium, methotrexat.

+ Ciclosporin: Tang ddc tinh trén thén.

+ Corticosteroid: lam ting nguy co xuit huyct duong tiéu hoa.

+NSAID lam ting tdc dung cta céc chét chong dong nhu warfarin,

+ Khi ding dong thoi nabumeton va quinolon ¢6 thé lam ting nguy co co git.

+ Chét chong tiéu ciu va thude tre ché tai hip thu serotonin c¢6 chon loc (SSRI): Lam ting nguy
co chdy mau dudng tiéu hoa.

+ Tacrolimus: Tang nguy co ddc tinh trén thin khi ding véi nabumeton.
+ Zidovudin: Lam tang nguy co céc bénh vé mau khi ding véi nabumeton.
+ Vi chit chuyén héa ctia nabumeton gfin két cao v6i protein, nén phai theo doi dé anh qualiéu
cée thube sir dung dong thoi nhu thuoc chong dong mau, thube chong co gidt hy
ha dudng huyét sulphonylurea. Néu cén thiét, phai didu chinh lidu ding cta cdc thude nay.
+ Khong nén sir dung céc thube khang viém khong steroid trong vong 8-12 ngay sau khi sir
dung mltcpr iston, vi ¢6 thé anh huéng dén hiéu qua diéu tri cia mifepriston.

L j) 2 Can lam gi khi quén dung khong dung thude?

Udng lidu da quén ngay khi ban nho ra. Néu dén thoi gian udng lidu tiép theo thi bo qua liéu da
quén. Khong nén dung licu géip doi dé bu vao liéu da quén,

12. Ciin biio quan thube nhw thé nao?

Bao quén & noi khd, nhiét do dudgi 30°C.

13. Nhung déu lmu va triéu chirng khi ding thude qua lidu:

Pau diu, lo mo, budn ngt, chéng mat, 0 tai, budn non, ndn, dau thugng vi thuong hdi phuc voi
cham sdc hd tro.

Chay méu da day c6 thé xay ra. _

Tiang huyét ap, suy thin cép, suy hd hip va hon mé, co giat ¢ thé xay ra, nhung rét hiém.

Phan (g phan v¢ da dugc bao céo.

14. Cin phai lam gl khi ding qua lidu klluyeu cio?

Khong cé thude giai doc dic hiéu. Bénh nhin c! in duge quan ly bang cdch cham séc, diéu tri
triéu chimg va hd trg sau khi udng thude qua liéu.

Co thé gy non, rira da day, c6 thé dung than hoat dé lam giam sy hip thu va tai hap thu (60-
100g & ngudi 16n, 1-2 g/kg & tré em). Phai theo ddi chit ché chire ning gan va than. Bénh nhén
phai dugc theo doi it nhét 4 gior sau khi qua licu, c6 thé dung diazepam tiém tinh mach néu bi co
gidt.

15. Nhirng di¢u cin thiin trong khi ding thude nay:

+ Nguy co huyét khdi tim mach: Céc thude chdng viém khong steroid (NSAIDs), khong phai

aspirin, ding dudng toan thén, ¢6 thé lam ting nguy co xudt hién bién ¢d huyét khdi tim mach,
bao gom ca nhdi mau co tim va dot quy, ¢ thé din téi tir vong. Nguy co ndy ¢o thé xudt hién

CONG TY
CO PHAN
DUGC PHAM

N, .
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-

huyct khoi tim mach duge ghi nhn chu yeu & lidu cao.
Béc s¥ can ddnh gia dinh ky su XUt hién cua céc bién co tim mach, ngéey .
khong co cdc trigu chirng tim mach trude d6. Bénh nhén cén duge canh 2 VLB%E fm} ch
ctia bién ¢b tim mach nghiém trong va cin thim kham bac sy ngay khi xué ¢n ﬁ:ﬁcfﬁ]’?u
nay. ~ <
Pé giam thiéu nguy co Xudt hién bién cb b‘éll loi, can st dung thudc & liéu hanpagay-th Ap nhat
c6 hi¢u qua trong thoi gian ngdn nhat c6 thé,

+ Nén than trong v6i nhitng bénh nhén dang bi hen phé quan hodic c6 tién sir hen phé quan.

+ Thén trong v6i bénh nhan c6 tién sir bénh da diy va tiéu hoa.

+ C6 tinh trang phii ngoai vi & mot s6 bénh nhan. Vi thé nén sir dung nabumeton thén trong &
nhimg bénh nhén dang bi & dich, cao huyét 4p hoc suy tim.

t Bénh nhan suy thidn (thanh thai creatinin dudi 30ml/phat): nén cén nhic giam lidu dung.
+ Nén theo doi can thin & bénh nhén bi suy gan.

+ Than trong khi str dung thude déi véi nguoi gia.

- Str dung cho phu nir ¢6 thai:

Vi tinh an toan ctia nabumeton cho phu nir ¢6 thai chua dugce xac dinh, khéng nén su dung
thude nay cho phu nit ¢6 thai dic biét chbng chi dinh cho phu nir mang thai & 3 théng cudi cua
thai ky.

- Sir dung cho phu nir cho con bu :

Tinh an toan ctua nabumeton cho phu nir cho con bt chua dugc xdc dinh, thuc qua duogc nhau
thai va vao stra me, khong nén str dung thude nay cho phu nit cho con bt
- Téc dong Ién khi niing 14i xe va viin hanh miy méc: .
Bénh nhén dung 1huoc khdng viém khong steroid c6 thé gy ra nhic diu, chong 2 , budn ngu,
4 13n, mét moi va rdi loan thi gidc. Néu bénh nhan bi nhitng tiac dung khong|mong mudn nay

thi khong nén lai xe hay van hanh mdy méc.

16. Khi nao cAn tham v*m bic sy, dugc si?

- Khi can thém thong tin vé thude.

- Khi thay nhing tac dung khong mong mudn gip phai khi sir dung thude.

- Khi diing thue ma th'ly tri¢u chimg ctia bénh khong thuyén giam. ’
17. Han diang cuia thude: 36 thang tinh tir ngay san xuat. Khong dung thude dd qua han sy

dung.

18.T¢n va dia chi nha sin Xuit:

Tén nha sin xvit: CONG TY C.P DUQC PHAM HA TAY
Pia chi: T4 dén phd s6 4 - La Khé - Ha Pong - TP. Ha Noi
PT: 0433522204 FAX: 04.33522204

04.33824685 I'AX: 04.33829054

Biéu twong: M‘ ‘\ r ;%:}
HATAPHAR i >

19. Ngay xem x¢ét sira ddi, ciip nhit lai ngi dung hwéng din str dun hubes

Ngay thing nam

Tua.cyc TRUONG
P TRUBNG PHONG

Yé Mink Jf”wng



