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[Compesitian] Each tablet contains,
Nabumetons ——————————— 500mg
[Description]
An orange oblong, film coated tablel.
[Indications, Dosage 8 Administrati
Contraindications, Precautions, Side-effects)
| Please see the insert paper.
[Quality specification] In house
[Storage]
Store n 2 well-closed and light-res:stant container
at room temperature beiow 30 'C

. KEEP OUT OF REACH OF CHILOREN |
— 'READ INSERT PAPER CAREFLLLY BEFORE USE |
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2. Intermediate label :

FONOTIM r... FONOTIM 1o FONOTIM rao.  FONOTIM rab.

Nabumetone 500mg Nabumetone 500mg Nabumetone 500mg Nabumetone $00mg Nabumetone 500mg Nabum

S8 188X S& 16 8X S0 i X Sb16 SX
NSX NSX NSX NSX
HD HD HD HD

D BE&WPharm Korea D HEWPharmKore: D H&WPharm Korea D H8WPharm Korea /[[é

FONOTIM r.5. FONOTIM rao.  FONOTIM 1. FONOTIM rap.

Nabumstane 500mg Nabumsiese 500mg Nabsmstose S00mg Nabsssstone 500mg Nabmmetene 500mg Nabum

S8 16 SX S414 SX 8416 8x S610 SX:
NSX NSX NSX NSX
HD HD HD HD

D BEPharm Korea D HeWPharm Kores D #&WPharm Korea D H&SPharm Korea

FONOTIM 1. FONOTIM 1. FONOTIM ra5.  FONOTIM ras,

Nabumetone 500mg Nabumetone 500mg Nabumetane 500mg Nabsmmetone 500mg Nabwmetene 508mg Nabum

s816 SX S& 10 X S6 16 SX S8 10 SX
NSX NSX NSX NSX
HD HD HD HD

‘D HEWPharm Korea D H&WPharm Korea D HeWPharmKore: D H6Pharm Korea

FONOTIM r.o. FONOTIM vao. FONOTIM rao.  FONOTIM v,

Nabsmetone 500mg

Nabumetene 500mg Nabumetone 580mg Nabumetone 500mg Nabumetone 580mg Nabum

S0 18 SX S416 SX 5616 X
NSX NSX NSX
HD HD HD

D HEWPharm Korea D MEWPharm Korea D HEWPharm Korea
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T huwong dan sir dung

R, THUOC BAN THEQ’BON

FONOTIM Tab.
(Nabumeton 500mg)

Poc ki hwong din si dung trwdc khi dang
Néu can thém thong tin xin héi y kién bdc sy, dwgc sp.
[Thanh phan| MJi vién nén bao phim chira :
Nabumeton......cueeevviiiiiiiiiiiiee e 500 mg
Ta diweoc: natri laury! sulfat, natri starch glycolat, hydroxypropylcellulose, hydroxypropyl

cellulose ti trong thap. magie stearat. hypromelose. polyethylen glycol 4000, titan oxid. ta d%»/
mau. -‘

|Dang bao ché| Vién nén bao phim g
[Quy cach déng goi] Hop 10 vién x 10 vi.
[Chi dinh]

Nabumeton diéu tri cac triéu chirng cp va man tinh cua viém xuong khop man tinh va viém
khop dang thap (viém, sung. cing va dau khip).

Thube chi ding khi cé sw ké don ciia Bdc si.

|Liéu lwgng|

Dung dudng udng.

Nguoi 1om: liéu khoi ddu thuong dong 1a 2 vién (1 g). ubng mdi ngay mot lan vao budi toi
trude khi di ngi. Mot sé bénh nhan c6 thé can phai dung liéu Ién dén 1,5 hoac 2 g/ngdy méi co
thé lam giam duoc cac triéu chimg. Liéu ding ¢6 thé dugc diéu chinh tay theo timg bénh nhan.
Liéu duy tri 1-2 g. khong qua 2 g/ngay., udng | lan hodc chia thanh 2 lan/ngay.

Bénh nhan ¢6 trong lugng dudi 50 kg: khong duge dung qua 1 g/ngay.

Nguoi lom tudi: ciing nhu nhimng thude khac. ndng do nabumeton thudng cao hon trong mau
nguoi 16n tudi. Liéu khuyén nghi mdi ngay khong qua | g, trong phan lon trudong hop. liéu |
vién (500 mg/ngay) da cho thiy c6 dap (g tot & nhitng ddi tugng nay.

Bénh nhan suy than:

-Khéng can diéu chinh liéu & bénh nhan suy than c¢6 d thanh thai > 50 ml/phat.

-V6i bénh nhan c¢6 d6 thanh thai tir 30 dén 49 ml/phut, nén giam liéu. liéu khoi dau 750
mg/ngay, c6 thé tang 1én tdi da 1,5 g/ngay.

-Bénh nhan c6 do thanh thai <30 ml/phat: liéu khoi ddu 500 mg/ngay, ¢ thé tang lén tdi da |
g/ngay. '

Tré em: D an toan va hiéu qua trén tré em chua dugc thiét lap.

[Chdng chi dinh|

-Bénh nhén ¢4 tién st man cam véi nabumeton hay bat cir thanh phan nao cua thude.

- Bénh nhan dj (g chéo voi aspirin va cac thude khdng viém khong steroid khac: bénh nhén
¢6 dau hiéu hen, polip miii, pht mach hay néi mé day sau khi ding aspirin véﬁ@lwéc khang
viém khong steroid khac. '?"/gi""’f ‘\;\‘}
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-Bénh nhan loét da day-ta trang tién trién.

-Bénh nhan suy gan ndng.

-Bénh nhan suy than ndng khong duoc tham tach mau.

-Tré em dudi |5 tudi.

-Phu nir ¢6 thai va cho con bu.

[Thén trong]

- Can than trong khi dung thudc nay o nhitng ngudi bénh nhén cé bénh ly dudng tiéu hoa hodc
dang diéu tri thude bang thudc chdng dong. Can theo dai k¥ nhitng biéu hién bat thuong & da
day-rudt. Nén ngimg dung thude néu xuét hién cac dau hiéu cua loét hay xudt huyét duong tiéu
hoa.
- Nhu da s cac thudc khang viém khong steroid khae, doi khi thudc lam tang transaminase
huyét thanh hay céc chi sé chiic ning gan khac. O bénh nhan c6 dau hiéu suy giam chirc nang
gan hay xét nghiém gan khong binh thuong nén xéac dinh su tién trién va mac do tram trong
cua chirc ning gan trong thoi ky ding thudc. Da ¢ ghi nhan mot s6 phan (g nghiém trong
trén gan nhu vang da. viém gan khi ding thubc khang viém khong steroid. Mac du rat hiém
xay ra nhung néu cac bat thuong trong thuir nghiém chirc ndng gan khong mat di va tro nén xau
hon hay xut hién cac ddu hiéu toan than (tang bach cau ua eosin, phat ban...) thi ngirng dung
nabumeton. Vi su bién déi sinh hoc ctia nabumeton thanh 6MNA la phu thudc chirc nang gan,
su bién doi sinh hoc ¢6 thé giam & bénh nhan suy gan nang. Vi vay, can than trong khi su dung
nabumeton cho bénh nhan suy gan nang.

- Viéc diéu tri phdi hop thudc khang viém va thude giam dau chi diéu tri triéu chimg cha
khong diéu tri nguyén nhan.

- Khi dung thudc nay dé diéu tri cac triéu chimg man tinh, can luu y cac yéu td sau: khi ding
thude trong thoi gian dai, nén kiém tra thuong xuyén cac thir nghiém (xét nghiém chic nang
gan, cong thire mau...). Néu c¢6 dau hiéu bt thuong thi ¢6 bién phap xur ly phi hop nhu: giam
liéu hay ngung dung thude.

-Khi diéu tri cac triéu chimg cép, can luu y cac diém sau:

+ Cén cén nhéc ky trong truong hop viém cap tinh nang. dau va sot.

+ Can tién hanh diéu tri nguyén nhan néu co thé.

-Khéng viém khong steroid e ché su tong hop nhiing prostaglandin & than c6 vai trd hd tro
cho viéc tudi mdu than. Gitr nudc va gdy phu duoc bao cdo ¢ mot sd bénh nhan ding
nabumeton. Vi thé, ciing nhu cac thudc khang viém khong steroid khac, can than trong khi
dung thudc trén cac bénh nhén suy tim xung huyét, cao huyét ap.

[ Tac dung phuy]

Hé tiéu hoa: doi khi kho tiéu, budn non, ndn. dau bung. téo bon. day hoi, tiéu chay, ¢ hoi, viém
thuc quan. loét da day ta trang, xuat huyét tiéu hoa tiém an hay 6 at. Hiém khi bi thung da day.
viém truc trang. viém da day. Thong thuong nhirng hdu qua trén cang nghiém trong hon ¢ bénh
nhén 16n tudi.

Huyét hoc: thinh thoang gay thiéu mau, réi loan cong thirc mau (bach cau), giam bach cau,
giam tiéu cau. Néu dung dong thoi voi cac thude c¢6 doc tinh trén tuy xuong. dac biét la
methotrexat, s& la yéu td thuan loi cho sy suy giam té bao mau.

Da: doi khi gdy viém miéng, ngira, phat ban, mé day. hiém khi nhay cam voi anh A ban do.
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da dang. bong rop nhu héi chimg Stevens Johnson. nhiém doc hoai tur biéu bi.

H6 hép: & mot s bénh nhan, sau khi ding aspirin va céc thude khang viém khong steroid khac

dé ca thude nay c6 thé khai phat con hen cép.

Hé than kinh trung wong: doi khi gdy nhirc dau, chéng mat, U tai, ngu gat, mét moi...

Tim mach: thinh thoang gdy phu. tang huyét ap, pht chi dudi, nhip tim nhanh, do birng mat.

Gan: lam tang tam thoi transaminase huyét thanh hozc bilirubin. Rat hiém khi bi viém gan.

Than: doi khi gay ri loan cac thong s6 chiic nang than (tang creatinin huyét thanh hay ure

trong nude tiéu), hiém khi gay suy than.

Thi giac: doi khi gy viém két mac, rdi loan thi giac.

Di tng: hiém khi gay phu. phan (ng ting nhay cam bao gdm: phan (mg phan vé. o
Théng bdo ngay cho bdc sy khi gdp phdi cdc tic dung khong mong muén ciia thuéc. / ([ [

[Twong tac thudce] =

Trong céac thu nghiém lam sang cho thdy chat chuyén hoa cua nabumeton la 6MNA gin két

manh véi protein nén cé kha nang thé chd cac thude khéc tai vi tri gin Ién protein. Thén trong

khi dung nabumeton voi wafarin vi da c¢6 ghi nhan tuong tac gilra wafarin va cac thubc khang

viém khong steroid khac.

Diing chung nabumeton véi thudc antacid ¢6 chira nhom khong lam anh huong dén sinh kha

dung cua 6MNA. Khi dung chung véi thirc @n hay sita, nabumeton hép thu nhanh hon nhung

tong lugng 6MNA trong mau khong thay doi

[Sir dung thude cho phu nir ¢é thai va cho con bi]

Chua c6 nghién ciru vé do an toan cia thude trén phu nir ¢ thai va dang cho con bu, khong

dung thudc cho cac ddi tugng trén.

|[Anh hwong dén kha niing lai xe va van hanh may moc|

Doi khi nabumeton gay nhic dau, chong mat. o tai, nga gat. mét moi, can than trong khi sur

dung thudc cho ngudi phai lai xe hodc van hanh may moc.

[Dac tinh dwgc luc hoc|

Nabumeton thudéc nhéom khang viém khong steroid ¢6 tac dung khéng viém, giam dau va ha

sot. Thude c6 kha nang tc ché sinh tong hop prostaglandin, 1a chét trung gian gdy viém.

Nabumeton la tién chat, sau khi dugc oxy héa o gan tao thanh 6-methoxy-2-naphthylacetic

acid (6MNA) c6 hoat tinh nho cdu tric tuong tu naproxen véi kha nang e ché su tong hop

prostaglandin.

|Pic tinh duge dong hoc|

Sau khi udng, khoang 80% liéu nabumeton danh ddu dugc tim thidy trong nudc tiéu.

Nabumeton khdng tim thay trong huyét tuong, sau khi dugc hap thu. nabumeton dugc oxy hoa

o gan tao thanh chat chuyén héa co hoat tinh chinh, 6-methoxy-2-naphthylacetic acid (6MNA).

Sau khi udng liéu 1000mg thi khoang 35% duoc chuyén hoéa thanh 6MNA va 50% dugc

chuyén hoa thanh cac chét chua xac dinh va ching dugc dao thai qua nudc tiéu.

6MNA gin két voi protein huyét tuong khoang 99%. Sir dung chung vai thice an s€ lam tang u

I¢ hap thu va su xuat hién cua 6MNA trong huyét tuong nhung khong anh huong dén su

chuyén hoa nabumeton thanh 6MNA. Nong do dinh cua 6MNA trong huyét tuong tang khoang

1/3.
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dung cua 6MNA.
6MNA duoc chuyén héa qua gan tao thanh cac chdt chyén hoa khéng hoat tinh vasduge dao
thai dui 2 dang tu do va dang két hop. Khoang 75% liéu danh dau dugc tim thdy trorgaude
tiéu sau 48 gid. Sau khi udng liéu 1000 mg-2000 mg, d¢ thanh thai ¢ huyét tuong trung binfida
20-30 mL/phat va thoi gian ban thai khoang 24 gio.
[Qui liéu]
Cac tridu ching khi qua lidu cip tinh cac NSAIDs: Tho o, budn ngu. budn nén, nén, dau
thugng vi, xuat huyét tiéu hoa co thé xay ra, tang huyét ap. suy than cép tinh, trdm cam va hén
mé c6 thé xay ra.
Xt tri: Bénh nhén can duoc cham soc, diéu tri triéu chimg. Khong c6 thude giai doc dac hiéu.
C6 thé gay ndn hoac cho udng than hoat tinh (60-100 gam & ngudi 16n, 1-2 g/kg & tré em). /@
[Bao quéan|
Bao quan trong bao bi kin. tranh anh sang, o nhiét do dudi 30°C. /
[Han dung| 36 thang ké tir ngay san xuét.
PE THUOC TRANH XA TAM TAY TRE EM.
Nha san xuét
DAE HAN NEW PHARM. CO., LTD.
#904-3, Sangshin-Ri. Hyangnam-Myun, Hwasung-Si. Kyunggi-Doy ,'a_q(guéc
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