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TO HUONG DAN SU DUNG THUOC
Vién nén bao phim
COXTONE
Vién nén bao phim

COXTONE-750

Thudc ban theo don
Pé xa tAm tay tré em
Poc ki huéng din sir dung truwée khi dung
Thong bao ngay cho bac sy nhirng tac dung khong mong muén khi sir dung thudc

To théng tin sin phiam nay bao gom hwéng din siv dung cho thuéc c6 nhiéu ham lwong khéc nhau.

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1.

Thanh phan, ham lweng ciia thudc:

MJi vién nén bao phim COXTONE chrra:

Nabumeton ........ccccceevvveeriieeniieeniieens 500 mg

Ta duogc: Starch 1500, lactose monohydrat, croscarmellose natri, natri lauryl sulfat, silicon
dioxyd, HPMC E6, titan dioxyd, talc, PEG 4000, polysorbat 80, dau thau dau (virgin castor
oil).

Moi vién nén bao phim COXTONE-750 chira:

Nabumeton ........ccoccceeveveeviieeriieenieens 750 mg

Ta dugc: Natri lauryl sulfat, L-HPC, cellulose vi tinh thé M101, croscarmellose natri,
silicon dioxyd, magnesi stearat, HPMC E6, titan dioxyd, talc, PEG 4000, polysorbat 80,
mau oxyd sat vang, dau thau dau (virgin castor oil).

M6 ta san pham: )
COXTONE: Vién nén dai, bao phim mau trang, hai mat tron.
COXTONE-750: Vién nén dai, bao phim mau vang, mot mat dap gach ngang, mat kia tron.

Quy cach déng goéi:
COXTONE: Hop 6 vi x 10 vién/ Hop 10 vi x 10 vién.
COXTONE-750: Hop 3 vi x 10 vién.

Thubc ding cho bénh gi?

San pham COXTONE/ COXTONE-750 chira thanh phan chinh c6 tic dung duoc ly la
nabumeton, mot thude thudéc nhém thude khang viém khong steroid (NSAIDs).

Nabumeton tic dung bang cach lam giam san xuat mot s6 hop chat trong co thé. Nhimg hop
chat nay (prostaglandins) gay ra cac triéu chimg viém nhu sung va dau.

Thube duge dung dé diéu tri dau, cimg va sung cac khop bi anh hudng boi thoai hoa khop
hodc viém khép dang thap.

Nén dung thudc nay nhu thé nao va liéu  lwrgng?

Lu6n dung thudc chinh x4c nhu hudng dan cua bac sy hoic dugc sy. Néu chua rd, hiy hoi
lai cho chic chan.

Céch dung:

Nén udng thudc trong hodc sau khi an dé giam nguy co tic dung khong mong muén trén
duong tiéu hoa. Khong nhai vién thude.

Liéu dung:
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6.

Thong thuong bagsyese ke Jidu thip nhat c6 hiéu qua ddi voi ban va sir dung trong thoi gian

ngan nhat. Nho d6 sé lam giam kha ning bi cac tac dung khong mong mudn.

Ngueoi lon:

Liéu khoi dau thong thuong la 1000 mg, ubng mot 1an moi ngay trude luc di ngu. Néu lidu

1000 mg/ ngay khong thé giup ban giam dau, bac sy c6 thé tang lidu 1én 1500 - 2000 mg/

ngay. Tuy theo dap ng cuia ban ma bac sy s€ dleu chinh liéu cho phu hop.

Thong bao cho bac s§ néu ban gip cac van dé vé than dé bac sy c6 ké hoach diéu chinh liéu

chohoply.

Ngueoi cao tuéi:

Liéu khoi ddu thuong 13 500 mg, udng 1 1an/ ngay trude lic di ngu.

Néu ban cﬁn thém thudc, bac s§ s& huéng din cho ban udng bao nhiéu va vao luc nao.

Khong uong qua 1000 mg/ ngay.

Khi ban uong thudc nay, bdc sy c6 thé yéu cau ban tién hanh kiém tra:

- Kiém tra chirc ning than ctia ban dé dam bao chung hoat dong binh thudong. Bac s§ c¢6 thé
can tién hanh mot sé xét nghiém trude khi bat ddu udng nabumeton va s& tién hanh kiém
tra lai sau mot vai tuan uéng thudc.

- Kiém tra gan cua ban dang hoat dong binh thuong.

- Kiém tra ban khong c6 van dé gl khi sung tay bat ky bd phan nao ciia co thé. Bac sy cia
ban c6 thé cho ban ding mot 0 thuoc dé diéu tri nhimg triéu ching nay.

- Néu ban 13 ngudi cao tudi, ban s& can dén tham kham béc sy trong sudt 4 tuan dau ding
thudc dé dam bao thude cho tac dung tot va liéu ma ban dang dung 1a phu hop.

Khi nao khong nén ding thudc nay?

Khoéng nén ding thudc nay néu ban:

- Di tng (qua mén) véi nabumeton hodc bat ky thanh phan nao cé trong thude.

- Bi cdc phan ung di ung nhu phat ban, ngtra, chdy miii nudc hodc chdy mau cam, hodc
khoé thd khi st dung aspirin hodc cac NSAIDs khac nhu ibuprofen, acid acetylsalicylic,
diclofenac hodc naproxen. Mot vai ngudi tirng bi di ing v6i cdc NSAIDs c6 thé co phan
g nghiém trong, d6i khi gdy tr vong néu lai dung nhiing thudc nay.

- Dang bi hodc ¢ tién sir bénh loét dudng tiéu hoa (loét da day hodc ta trang) hodc xuat
huyét da day (2 hodc nhiéu lan)

- bangco van dé nghiém trong Ve gan (X0 gan).

- Dang c6 van dé nghiém trong vé than (suy than).

- DPang mang thai 3 thang cudi thai ky hodc dang cho con bu.

- Phau thuét bic cdu dong mach vanh.

Céc thude nhur nabumeton c6 thé 1am ting nguy co dau tim (nhdi mau co tim) hodc dot quy

nhung it. Nguy co thuong xay ra khi st dung lidu cao va kéo dai. Khong nén sir dung qué

lidu chi dinh va keo dai qua thoi gian dleu tri.

Néu ban bi cac van dé vé tim mach, co tién sir bi dot quy hodc ban cé thé co nguy co bi cac

tinh trang nay (vi du néu ban bi ting huyét ap, dai thao duong, ting cholesterol hodc hut

thuéc), ban nén trao ddi vai bac s¥ hodc duogc s¥.

Tac dung khéng mong mudn
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Nhu'/caethude-khie; mabumeton c6 thé gay tac dung khong mong mudn, nhung khong phai

ai cling gap phai.

Newng ding thubc va lién hé trung tam y té gan nhdt néu ban gap cdc phan ing sau:

Néu ban luu y théy cac dau hiéu xuét huyét, loét hoac thung da day - rudt, vi du nhu: Mau

trong phan, phan den, khi ban ndn c¢6 mau hodc cic cuc mau giéng ca phé hodc dau bung,

kho ti€éu, o nong.

Ban do nghiém trong bao gom do, bong troc, sung trong gidng nhu bi bong nang (hoai tir

thuong bi nhiém doc), néi man do, sdt, mun nudc hoic loét (hoi chimg Stevens-Johnson)

hodc ban da lan toa, mang do bat thuong trén da tay va canh tay (hdng ban da dang).

Ban c6 cac ddu hiéu cua qua man bao gom: Ban da, ngira ngdy, sung mat, cd, moi, ludi

hodc kho thd, kho nubt.

Cdc tic dung khéng mong muén khéc

Thudng gip, ¢6 thé tic dong dén 1 trong 10 nguoi:

- Tiéu chay, kho tiéu, dau bung, tio bon, day hoi, budn ndn, mau trong phén kho miéng,
viém da day, viém miéng, ndn 6i, bilirubin ni€u, viém ta trang, ¢ hoi, s6i mat, viém loi,
viém ludi, viém tuy, xuat huyét truc trang, r01 loan vi giac.

- Chéng mit, dau dau, mét méi, @6 md héi, mat ngy, lo ling, lo mo, 4 mong.

- Ngtra, phat ban, mun, rung toc.

- U tai.

- Pau that nguc, loan nhip tim, ting huyét ap, nhdi méu co tim, danh trong nguc, ngat,
viém téc tinh mach.

- Hen suyén, ho.

- Tiéu khé, tiéu mau, liét duong, soi than.

- Thiéu m4u, giam bach cAu, giam bach cau hat.

- Ting duong huyét, ha kali mau, giam can.

- Sét, on lanh, phu.

it giip, c6 thé tac dong dén 1 trong 100 nguoi:

- Chén 4n, khé nudt, ting su thém an, chirc nang gan bét thuong, suy gan.

- Suy nhuoc, kich dong, lo lang, 1a 1an, tram cam, khé chiu, di cam, run, chong mat.

- Viém mach.

- Tang can.

- Khé thd, viém phoi ting bach cau ai toan, viém phdi do qua man, viém phdi v6 can, viém
phoi ké.

- Albumin ni€u, tdng uré huyét, tdng acid uric mau, viém k¢ than, hoi chirng than hu, chay
mau am dao, suy than.

- Téam nhin bat thuong.

- Giam tiéu cau.

Nguy co huyét khdi va tim mach: Cac thudc chéng viém khong steroid (NSAIDs), khong

phai aspirin, dung dudng toan than co thé lam ting nguy co xuat hién bién cd huyét khoéi

tim mach, bao gom ca nhdi mau co tim va dot quy, co thé dan dén tir vong (xem thém phan
than trong). Bac s§ s& canh bao cho ban vé céc triéu chimg cta bién ¢ tim mach nghiém
trong va can thim kham béac sy ngay khi xuat hién céc triéu chimg nay.

Thubc c6 thé gdy ra cdc tic dung khdng mong mudn khdc, thong bdo ngay cho bdc sy néu

@dp phai nhitng tac dung khong mong muén sau khi sie dung thuoc.

8. Nén tranh dung nhirng thudc hoic thwe pham gi khi dang sir dung thudc nay?
Mot sb thude co thé twong tac voi nabumeton nén phai thong bao cho bac sy hodc dugc sy
ctia ban vé& tit ca céac loai thudc ma ban dang su dung, bao gém ca cac thude ké don hodc
khong ké don, cac vitamin hodc thube tir duoc liéu, dic biét 1a cac thude sau:
- Thubc khéng dong hodc thube co thé uc ché su dong mau, vi du: Warfarin.
- Thubc chong ting huyét ap:
+ Thude e ché enzym chuyén, vi du: Captopril.
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/T hude d6i khangthy thé angiotensin II, vi du: Candesartan hodc losartan.
+ Thiazid hodc cac thudc loi tiéu khac.

- Thubc chong co giat nhu phenytoin.

- Thuoc chéng tram cam nhu thudc @c ché tai hip thu serotonin chon loc (SSRI - diéu trj
tram cam), venlafaxin hodc moclobemid.

- Thubc diéu tri dai thao dudng (thude dung dudng udng dé kiém soat duong huyét).

- Céc glycosid tim nhu digoxin (diéu tri mot s6 van dé trén tim).

- Cyclosporin hodc tacrolimus (chong thai ghep sau ghép co quan).

- Cac corticosteroid (dleu tri mot so tinh trang vé da).

- Lithi (diéu trj cac van dé vé tam than).

- Methotrexat (diéu tri mot vai loai ung thu, bénh Crohn, Véy nén hodc viém khép dang
thap).

- Mifepriston (thudc dung dé pha thai), khong nén st dung nabumeton trong thoi gian 8
dén 12 ngay sau khi str dung mifepriston.

- Cic thudc khang viém khong steroid (NSAIDs) khic bao gom ibuprofen, acid
acetylsalicylic, diclofenac, naproxen hodc aspirin.

- Khang sinh nhu quinolon (diéu tri nhidm trung).

- Zidovudin (diéu tri HIV).

- Céc thubce gan protein nhu cac sulphonamid, sulphonylure, probenecid, sulfipyrazon hoac
hydantoin (diéu tri nhiém khuén, d4i thao dudng, phu, ting huyét ap va gut).

- Biphosphonat (vi dy alendronat, diéu tri lodng xuong).

- Oxpentifyllin (pentoxifyllin) (diéu tri bénh mach mau).

- Clopidogrel (thubc trc ché két tap tiéu cau).

Dung thuéc cung thirc dn - d6 uong:

Ban c6 thé udng thudc nay trong hodc sau bira an.

Thirc 4n hoic sira lam nabumeton hap thu nhanh hon.

Khong ubng cic d6 uéng c6 con khi dang ding thude.

Cin 1am gi khi mdt 1an quén khong ding thudc?

Néu ban quén khong dung 1 liéu, nén uéng liéu d6 ngay khi c6 thé. Néu thoi diém nhé ra da
ngay gan thoi diém dung liéu thude tiép theo (trong vong 2 - 3 gio), khong dung lidu da
quén ma ding thudc theo diing lich trinh cii. Khong udng gap doi lidu.

. Can bao quéan thuoc nay nhw thé nao?

Giir thudc trong bao bi gbc ctia nha san xuat, day kin.
Dé thudc noi kho rdo, tranh anh sang, nhiét dd khong qua 30°C, va ngoai tam véi cia tré em.
Khong str dung thude sau ngay hét han in trén bao bi (hdp va vi thuoc).

. Nhitng diu hiéu va triéu chirng khi diing thudc qua liéu

Dung thudc chinh x4c nhu hudng dan ciia bac sy. Triéu ching qua liéu bao gom: Ngat lim,
lo mo, budn nén, non, dau thugng vi, thudng hoi phuc sau khi dugc cham soc hd tro. Xuat
huyét da day c6 thé xay ra. Tang huyet ap, suy than cap, suy hd hap va hon mé c6 thé xay ra,
nhung rat hiém. Pa c6 bao cio vé phan g qua man xay ra khi nudt phai NSAIDs, va ciing
c6 thé xdy ra trong truong hop qué licu.

. Can phai 1am gi khi ding thudc qua liéu khuyén cao

Ngung dung thubc va lién lac ngay voi bac sy hodc trung tdm y té gan nhat. Mang theo vién
thudc cling voi bao bi dé bac s§ biét ban da udng thude gi va c6 bién phap xir 1y kip thoi.

. Nhirng diéu cin thin trong khi ding thudc nay

Trude khi dimg thudc nay, théng bdo cho béc sy néu ban c¢é nhitng van dé sau:
- Ha huyét &p hodac 1 dich.
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) Beénh gim mach hodcnguyrco bi bénh tim mach (ting huyét ap, ting lipid huyét, dai thao
duong, hat thudc).

- Hen phé quan.

- Tién st bénh dudng tiéu hoa nhu Crohn.

- Céc van dé vé da day - rudt.

- Nhim tring. Nabumeton c6 thé che 14p triéu chirng nhiém tring nhu sdt va viém.

- Lupus ban do h¢ théng hodc céac rdi loan mé lién két khac.

- Theo doi nong do hormon va churc nang tuyen giap. Nabumeton c6 thé 1am giam ndng do
hormon tuyén gidp trong mau va co thé anh huong dén két qua xét nghiém chirc ning
tuyen giap.

Néu ban 1a:

- Phy nir va dang ¢6 dy dinh mang thai hoac dang kiém tra vo sinh, nén ngung nabumeton.

- Nguoi cao tudi, khi d6 nguy co bj tac dung khong mong mudn ctia ban sé& cao hon.

Néu ban bi céc phéan Uing da hodc ban do khi ban bat dau su dung nabumeton, ngirng thude

va lién hé véi bac sy.

Nabumeton ¢6 thé 1am da ban nhay cdm hon véi anh sang mat troi (tia UV) hon. Han ché

tiép xuc nhiéu voi tia UV,

Céc thubc chong viém khong steroid (NSAIDs), khong phai aspirin, dung duong toan than

¢6 thé 1am ting nguy co xuat hién bién cb huyét khdi tim mach, bao gém ca nhdi mau co

tim va dot quy, c6 thé dan dén tir vong. Nguy co nay c6 thé xuit hién sém trong vai tuan
dau dung thudc va c6 thé ting 1én theo thoi gian dung thude. Nguy co huyét khdi tim mach
duoc ghi nhéan chu yéu & liéu cao. Béc s¥ cua ban c6 thé can danh gia dinh ky su xuét hién
ctia cac bién ¢ tim mach, ngay ca khi ban khong c6 triéu chtng tim mach truéc d6. Bac sy

s& canh bao cho ban vé cac triéu ching cua bién ¢b tim mach nghiém trong va can tham

kham bac sy ngay khi xuat hién céc triéu ching nay. bé giam thiéu nguy co xuat hién bién

cb bét loi, bac sy s€ cho ban dung thudc & lidu hang ngay thap nhit c6 hiéu qua trong thoi
gian ngan nhat co thé.

San pham COXTONE cé chta lactose. Néu ban khong dung nap mét loai duong nao do,

hay thong bao cho bac s¥.

COXTONE/ COXTONE-750 c6 chira polysorbat 80 co thé gay di ing, diu thau diu c6 thé

gdy dau byng, tiéu chay.

Diing thuéc cho tré em (< 18 tudi)

Khong nén ding thude nay cho tré em.

Phu nit mang thai hodac cho con bu

Ban khong nén dung nabumeton néu ban dang mang thai, dic biét 1a 3 thang cubi thai ky,

du dinh c6 thai hodc dang cho con bu.

Nabumeton va cac NSAIDs c6 thé anh huong dén kha ning sinh san, khéng khuyén céo sir

dung & phu nit dang ¢ gang thu thai. O nhitng phu nit gip kho khan trong viéc thy thai

hodc dang duoc kiém tra vo sinh, ngung nabumeton.

Lai xe va vdn hanh may moc

Nabumeton co the lam ban cam thiy nhirc dau, chong mat, réi loan thi giac. Tuy nhién do

dap tng cua mdi ca nhan khac nhau, ban khong nén thyc hién cac cong viéc can tap trung

cao d nhu lai xe hodc van hanh may moc, cho dén khi x4c dinh chéc chin minh c6 bi anh
hudng hay khong.

14. Khi nao cin tham van bac s¥, dugc s§?

15.

Néu can thém thong tin xin hoi y kién bac sy hodc dugc s3.

Han dung ciia thudc: 36 thang ké tir ngdy san xuat.
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PHAN 20 HUONG DAN.SU'DUNG THUOC CHO CAN BQ Y TE

1.

PAC TiNH DUQC LUC HQC:

Nhém dwgre Iy: Thudc khang viém khong steroid. Ma ATC: MO1AXO1.

Nabumeton la mot chat khang viém khong steroid, khong cé tinh acid, 1a chat e ché twong
dbi yéu su téng hop prostaglandin. Mot dic diém dang luu y cua dugc ly trén dong vat
khong anh hudng trén niém mac da day. Nabumeton wc ché yéu su két tap tiéu cau do
collagen va khong c6 anh huong dén thoi gian chay mau.

O ngudi, da co bao cao giam ty 1¢ loét, xuat huyét hodc thing da day khi dung nabumeton
so v&i cac NSAIDs khac.

Nabumeton 1a mot tién duge, sau khi hép thu tr dudng tiéu hoa, nabumeton dugc chuyén
héa nhanh & gan thanh chét chuyén hoéa c¢6 hoat tinh la 6-methoxy-2-naphthyacetic acid (6-
MNA) 1a chat e ché manh trén sy tong hop prostaglandin.

PAC TINH DUQC PONG HQC:

Hip thu

Sau khi uéng, 80% nabumeton danh déu dong vi phong xa dugc tim thiy trong nudc tiéu,
cho thdy nabumeton duogc hap thu tét tir dudong tiéu hoa. Nabumeton hau nhu khong dugc
tim thdy trong huyét trong do sau khi hdp thu n6 chuyén hoa thanh chit chuyén hoa cé hoat
tinh 6-MNA.

Nong d6 6-MNA ty do phu thudc vao téng ndng dd 6-MNA va ty 18 véi liéu trong khoang
ttr 1000 mg dén 2000 mg. Nong d6 6-MNA tu do khoang 0.2 - 0,3% sau khi ung liéu 1000
mg nabumeton va khoang 0,6 - 0,8% & giai doan on dinh khi sir dung liéu 2000 mg hang
ngay.

Néng do ¢ trang thai on dinh cia 6-MNA thép hon cht it so véi dit lidu du doan. Co thé 1a
do lwong 6-MNA chua lién két protein bi loc qua gan nhiéu hon.

Viéc sir dung chung véi thirc an lam ting ty 18 hap thu va do d6 lam 6-MNA xuét hién trong
huyét twong nhanh hon nhung khong lam anh huong dén lugng nabumeton chuyén héa
thanh 6-MNA. Nong d6 dinh ctia 6-MNA ting khoang 1/3.

Str dung chung véi cac antacid chira nhom khong 1am thay doi sinh kha dung ctia 6-MNA.
Phin bé

Chét chuyén hoa co hoat tinh 6-MNA gin két manh voi protein huyét tuong (> 99%). 6-
MNA phén bd dugc vao cic md viém va di qua dugc nhau thai. 6-MNA duoc tim thay
trong sita me. Sau khi tiém tinh mach, thé tich phan b6 ctia 6-MNA 1a 7,5 L/ kg.

Chuyén héa

Khoang 35% cua liéu udng 1000 mg nabumeton duoc chuyén héa thanh 6-MNA va 50%
duoc chuyén hoa thanh cac chét chuyén héa chua dugc dinh danh va sau d6 dugc bai tiét
vao nudc tiéu. Sau khi udng nabumeton, hap thu va dao thai cia 6-MNA theo mé hinh duoc
dong hoc 1 ngan.

Thai trir

6-MNA duoc thai trir bang cach chuyén hoa, chu yeu lién hop véi acid glucuronid, tiép theo
1a sy O-demethyl hoa va sau do dugc thai trir chu yéu vao nude tiéu.

Thoi gian ban thai cta chat chuyén hoa co hoat tinh ndm trong khoang tir 16 - 27 gio, trung
binh khoang 22 gio.

Dugc dpng hoc trén déi twong dic biét

Ngueoi cao tudi

Nong dé trong huyét twong giai doan 6n dinh & ngudi cao tudi thuong cao hon so v6i nguoi
tré tudi.

Suy giam chirc nang than

O bénh nhan suy than trung binh (Clc, 30 - 49 mL/ phit), thoi gian ban thai ting khoang
50% so v6i nhom chimg, va ndng do 6-MNA tu do trong huyét tuong ting 50%.

Ngoai ra, sy bai tiét 6-MNA qua than & bénh nhén suy than trung binh giam khoang 33% so
v6i bénh nhan churc nang than binh thuong. Thoi gian ban thai cling taing ¢ bénh nhan suy
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than mang I(Cle; <030 mly. phit). O bénh nhan tham phan méau, nong do 6-MNA huyet tuong
& giai doan 6n dinh twong tu nhu nhom nguoi khoe manh. Do kha ning lién két cao voi
protein huyét tuong, khong thé loai bo 6-MNA bang thim tach mau.

Khong can diéu chinh liéu & bénh nhan suy than nhe (Cle, < 50 mL/ phat). Than trong khi
ké don cho bénh nhan suy than trung binh va ning.

Suy gan

Dit liéu trén bénh nhan suy gan con han ché. Qua trinh chuyén héa nabumeton thanh 6-
MNA va chuyén hoéa tiép tuc thanh chit chuyén hoa khong c6 hoat tinh phu thudc vao chirc
ning gan va c6 thé giam & bénh nhan suy gan ning (tién sir hodc sinh thiét cho thiy bi xo
gan).

3. CHIPINH: o
Nabumeton dugc chi dinh cho cac bénh viém xuong khép va viém khép dang thap can dieu
tri bang cac thudc khang viém va giam dau.

4. LIEUDUNG - CACH DUNG:
Céch dung
Nén ubng thudc trong khi an hodc sau khi dn. Nudt nguyén vién thudc, khong dugc nhai
hodc 1am v& vién. Chu y su dung vién c6 ham lugng phu hgp véi chi dinh.
Tac dung khong mong mudn c6 thé giam xubng bang cach dung lidu thip nhét véi thoi gian
diéu tri ngan nhét can thiét dé kiém soat triéu ching.
Liéu dung
Nguweoi lon:
Liéu dung khuyén cao: Liéu khoi dau thong thuong 1a 1000 mg x 1 1an/ ngay. Mot sé bénh
nhan can dung liéu cao hon méi c6 tac dung giam dau, c6 thé uéng 1500 - 2000 mg x 1 1an/
ngay. Ngoai ra cling co thé chia tong liéu ra uéng 2 1an/ ngay. Poi v6i bénh man tinh, nén
st dung liéu thip nhit c6 hiéu qua.
Bénh nhén c6 can nang dudi 50 kg it khi can sir dung liéu qua 1000 g/ ngay, lidu t6i da 1a
2000 mg/ ngay. Tuy theo dap ung cua timg ca nhan ma diéu chinh liéu cho phu hop.
Khong can chinh lidu cho bénh nhan suy than nhe. Can diéu chinh liéu cho bénh nhan suy
than trung binh va ning (Cle, < 50 mL/ phat). Liéu khoi dau tdi da cia nabumeton ¢ bénh
nhan suy than trung binh khong nén qua 750 mg x 1 1an/ ngay va khong nén qua 500 mg x 1
lan/ ngay ¢ bénh nhan suy than ning. Theo ddi can than chirc ning than ciia bénh nhan, liu
t6i da & bénh nhén suy than trung binh 1a 1500 mg/ ngay va ¢ bénh nhan suy than ning la
1000 mg/ ngay.
Nguoi cao tuéi:
Nong do thudce trong méu co thé cao hon & ngudi cao tudi. Khong nén vuot qua lidu khuyén
cao 1000 mg/ ngay trén nhom d6i twong nay va mot vai trudng hop lidu 500 mg/ ngay co
thé cho hiéu qua day du.
O ngudi cao tudi, nguy co gap nhiing hiu qua nghiém trong do tac dung khong mong mubn
ctia thudc ting 1én. Néu can phai sir dung NSAIDs ¢ nguoi cao tudi, nén sir dung heu thap
nhit ¢6 hiéu qua va thoi gian diéu tri ngin nhét c6 thé. Nén theo ddi dé phong xuét huyét
duong tiéu hoa trong qua trinh diéu tri.
Tré em:
Khong khuyén cao ding thude cho tré em.

5. CHONG CHI PINH:
Man cam v6i nabumeton hodc bat ki thanh phan nao cua thude.
Bénh nhan dang bi hodc co tién st loét da day/ xuat huyét dudng tiéu hoa, thing dudng tiéu
hoa hodc bénh dudng tiéu hoa (hai hodc nhiéu con riéng biét).
Chéng chi dinh NSAIDs & bénh nhan timg bi phan tng qua méan (nhu hen, viém mii, phu
mach hodc nbi may day) véi ibuprofen, aspirin, acid acetylsalicylic hodc cac NSAIDs khac.
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Phan tingthromg turphan vémghiém trong, hiém khi tir vong, véi NSAIDs di duoc bao cdo &
nhirng d6i twong trén.

Suy tim, suy gan, suy than nang.

Phu nit mang thai 3 thang cudi thai ky hodc dang cho con bu.

C6 tién sir xuat huyét hoic thung dudng tiéu hoa c6 lién quan dén NSAIDs.

Bénh nhan bi suy tim ndng va bénh nhan dang bi Xuét huyét mach mau ndo hoac cac bénh
xut huyét khac.

Bénh nhan thuc hién phau thuat béc cau dong mach vanh.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC:
Téac dung khong mong mudn c6 thé dugc giam xudng bang cach dung liéu thip nhat voi
thoi gian diéu tri ngén nhit can thiét dé kiém soat triéu chimg,
Tranh st dung chung nabumeton vo1 NSAIDs khac, bao gém cac thude e ché chon loc
COX-2.
Nguy co huyét khdi tim mach:
Cac NSAIDs, khong phai aspirin, dung duong toan than co thé lam ting nguy co xuat hién
bién c6 huyét khéi tim mach, bao gdm ca nhdi mau co tim va dot quy, co thé dan dén tur
vong. Nguy co nay c6 thé xuat hién sém trong vai tuan dau dung thudc va c6 thé tang lén
theo thoi gian dung thudc. Nguy co huyét khdi tim mach chu yéu & lidu cao.
Bac sy can danh gia dinh ky sy xuat hién ctia cac bién cb tim mach, ngay ca khi bénh nhan
khong c6 céc triéu ching tim mach trude d6. Bénh nhan can dugc canh bdo vé céc triéu
chtng ctia bién ¢ tim mach nghiém trong va can thim kham béac sy ngay khi xuat hién cac
triéu chirng nay.
Pé giam thiéu nguy co xuat hién bién ¢ bat loi, can str dung nabumeton & liéu hang ngay
thap nhat c6 hiéu qua trong thoi gian ngin nhat c6 thé.
Ngudi cao tudi:
Tang tan suat cac tic dung khong mong mudn ciia NSAIDs dic biét 1a xuat huyét hodc
thung duong tiéu hoa, ¢ thé gay tir vong.
R&i loan hé hap:
Bénh nhan hen phé quan co thé bi hen do nhay cam aspirin. Viéc sir dung aspirin ¢ bénh
nhan bi hen phé quan do nhay cam aspirin c6 thé gay co that phé quan de doa tinh mang. Do
¢6 nguy co phan tng chéo, khong khuyén cao st dung nabumeton & bénh nhan hen phén
quéan do nhay cam véi aspirin va dac biét than trong & bénh nhan bi hen phé quan.
Xuat huyét, loét hodc thing dudng tiéu héa:
Nguy co loét, xuat huyét va thung duong tiéu hoa khi dang sir dung NSAIDs: Cac phéan tmg
duong tiéu héa nghiém trong nhu xuat huyét, loét va thung c6 thé xay ra bét ky lac nao, cd
thé co hodc khong c6 tri€u chung canh bio, & bénh nhan diéu trj man tinh béng NSAIDs.
Thudng gip cac van dé ¢ dudng tiéu hoa trén, vi du nhu kho tiéu va thudng xuat hién khi
bét dau diéu tri. Bac s¥ nén theo doi céac d4u hiéu cua loét va xuét huyét & bénh nhan diéu tri
man tinh v6i NSAIDs, ké ca & bénh nhan khong c6 tién st bénh tiéu hoa.
Cac nghién ctru cho dén nay chua xac dinh dugc bat ky nhom bénh nhan nao khong c6 nguy
co bi loét va xuét huyet da day. Ngoai trir tién sir bénh tiéu hoa nghiém trong va cac yéu td
nguy co khac da biét lam tang nguy co loét duong tiéu hoa (vi du: Corticosteroid duong
uong) cac yéu to nhu tudi va gidi tinh déu c6 lién quan dén viée ting nguy co loét va xuét
huyét kém hon so véi nguoi khac va hau hét cac bao céo tir vong do bénh dudng tiéu hoa
déu ndm trong nhom do tudi nay.
Str dung liéu cao NSAIDs cao hon thi s& gip nguy co 16n hon, mic dii cac nghién ciru 1am
sang c6 ddi ching cho thay khong c6 diéu nay. Khi sir dung lidu cao hon nén can nhic giira
loi ich va nguy co trude khi su dung.
Nén ngimg nabumeton khi xuat hién xuat huyét hodc loét tiéu héa & bénh nhan st dung
nabumeton.
Tac dong Ién than:
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Khi/sotdung dan han 4rén dong vat, NSAIDs cho théy c6 lién quan dén hoai tir nhd than va
cac bénh 1y than khac.

Str dung NSAIDs lam gidam luu lugng mau dén than, prostaglandin than cé vai tro hd tro
trong viéc duy tri sy tudi mau ¢ than. O céac bénh nhan nay, viéc st dung NSAIDs lam giam
téng hop prostaglandin phy thudc liéu hon nira, viéc giam luu luong mau dén than co thé
1am nang thém tinh trang suy than mat bu. Bénh nhan gip nguy co 16n nhat chinh 1a céc
bénh nhan suy thén, suy tim, suy gan, bénh nhan dang su dung thubc loi tiéu, va nguoi cao
tudi. Thong thuong chirc ning than sé trd vé muc trude khi diéu tri khi ngimg sir dung
NSAIDs.

Chua c6 thong tin vé viée st dung nabumeton trén bénh nhan bi bénh than tién trién. Khong
khuyén céo sir dung trén nhimng déi trong nay. Néu can phai st dung nabumeton, khuyén
cdo theo ddi chirc nang than.

Chét chuyén hoa 6-MNA dugc oxy hoa va lién hop rdi thai trir cha yéu qua than. Chua
nghién ctru duoc chat chuyén hoa khong c6 hoat tinh nay tich liiy bao nhiéu & than. Déi véi
cac thudc khac dugce thai trir qua than, kha ning gy ra tac dung khong mong mudn béi cac
chat chuyén hoa khong c6 hoat tinh nay ciing c6 thé xdy ra. Thong thuong khong can diéu
chinh liéu nabumeton ¢ bénh nhéan suy than nhe. O bénh nhan suy than trung binh (Cle, 30 -
49 mL/ phit), nong do 6-MNA khong gin két trong huyét twong ting 50%. Thén trong khi
st dung nabumeton ¢ bénh nhan suy than nhe va trung binh. Theo doi chirc nang than luc
bt dau va trong thoi gian dau diéu tri. Xét nghiém chirc nang than khi can thiét, néu tinh
trang nang hon, nging thudc.

Chirc ndng gan:

Nhu cac thube NSAIDs khac, ting 1 hodc cac chi s6 chirc ning gan xay ra ¢ khoang 15%
bénh nhan. Tinh trang ndy c6 thé tién trién hodc khong ddi, hodc quay vé muc binh thudng
khi ngimg diéu tri. Trong nghién ctru 1am sang, sy ting c6 ¥ nghia (3 1an gidi han trén) cua
ALT (SGPT) hodc AST (SGOT) xay ra voi tan suat it hon 1%. Bénh nhan vdi cac triéu
ching va/ hodc dau hiéu g01 ¥ suy gan, hodc ¢ bénh nhan c6 két qua xét nghiém chirc ning
gan bat thuong nén dugc kiém tra xem co tlen trién nang hon khi sir dung nabumeton hay
khong. Cac phan img gan nghiém trong bao gdém vang da, viém gan de doa tinh mang da
dugc bao cao d01 v6i nabumeton va ciac NSAIDs khac. Mic di cac phan tng nay hiém gap,
néu cac Van de Ve gan kéo dai va ndng hon, cac dau hi¢u va triéu ching lam sang cho thay
bénh gan tién trién, hodc biéu hién toan than xuat hién (vi du: Tang bach cau 4i toan, ban
do...), nging str dung nabumeton. Do viéc chuyén hoa ctia nabumeton phu thudc vao chirc
nang gan, than trong khi dung nabumeton ¢ bénh nhén suy gan nang.

Anh hudng 1én tim mach va mach mau nio:

P4 ¢6 bao cdo vé & dich va phu ¢ bénh nhan s dung nabumeton, vi vay, nhu cac NSAIDs
khac, sir dung than trong nabumeton & bénh nhan suy tim sung huyét, ting huyét ap hoic
cac tinh trang khac gay @ dich.

Bénh nhén ting huyét ap khong kiém soat dugc, suy tim sung huyét, thiéu méu co tim, bénh
dong mach ngoai bién va/ hodc bénh mach mau nao, can can nhic can than trude khi diéu
tri vi nabumeton. Ciing can can nhic khi sir dung nabumeton cho bénh nhan cé nguy co
tim mach (tang huyét ap, tang lipid huyét, dai thao dudng, hut thudc).

Str dung NSAIDs ¢ bénh nhan sau khi bi nhdi mau co tim lam tang nguy co tai nhéi mau co
tim, tr vong do nhdi mau co tim hodc tir vong do moi nguyén nhan. Tranh sir dung
nabumeton trén bénh nhan méi bi nhdi méau co tim trir khi loi ich vuot trdi so véi nguy co.
Néu sir dung nabumeton & nhiing dbi tugng trén, can theo ddi cac dau hiéu thiéu mau co
tim.

Tang nguy co nhdi mau co tim va dot quy khi sir dung NSAIDs chon loc COX-2 trong 10 -
14 ngay dau sau khi phiu thut bic ciu dong mach vanh. Chéng chi dinh ding NSAIDs
trén dbi tuong nay.

Anh hudng 1én huyét hoc:
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Six dungNSADs) bao gom 0d/ nabumeton, c6 thé gay thiéu mau. Nguyén nhan c6 thé 1a do
{r dich, mit mau tiém 4n hodc mét mau nhiéu dudng tiéu hoa, hoic do tac dong chua dugc
hiéu rd hoan toan trén su tao hong cAu. Bénh nhan st dung NSAIDs kéo dai, bao gom ca
nabumeton, nén kiém tra hemoglobin va hematocrit néu co bat ky dAu hiéu hodc triéu chung
thiéu méau nao.

NSAIDs tic ché két tap tiéu cu va lam ting thoi gian chay mau ¢ mot s6 bénh nhan. Khac
v6i aspirin, tac dong cuia NSAIDs trén chirc ning tiéu cau it hon, thoi gian ngin hon va
thuan nghich. Khi st dung nabumeton trén bénh nhan c6 thé gip cac tac dung khong mong
mubn khi thay ddi chuc nang tiéu ciu, nhu nguoi bi r6i loan dong mau hoac su dung thube
chéng dong, can duoc theo doi can than.

Anh hudng trén huyét ap:

NSAIDs, bao gom nabumeton, c6 thé khoi dau hodc 1am ning hon bénh ting huyét ap, va
co thé gop phan lam tang tin suat bj bién cb tim mach. Hiéu qua cia thiazid hodc thude loi
tiéu quai co thé bi giam khi sir dung chung v6i NSAIDs. Sir dung than trong NSAIDs, ké ca
nabumeton, & bénh nhan ting huyét ap. Nén theo ddi chit ché huyét 4p ctia bénh nhéan khi
bat dau va trong thoi gian diéu tri voi NSAIDs.

Nhay cdm anh séng:

Khi kiém tra viéc nhay cam vdi tia cyc tim (tia UV), nabumeton c6 thé giy ra nhiéu phan
g tiép xuc v4i anh nang mat troi hon so véi binh thuong.

Lupus ban d6 hé théng va bénh mé lién két hdn hop:

O bénh nhan bi lupus ban dé hé thong va bénh mo lién két hdn hop, co thé lam ting nguy
co viém mang nio vo khudn.

Phan Gng phan vé:

Phan mg phan vé c6 thé xay ra ¢ nhitng bénh nhan khong c6 ghi nhan phoi nhiém véi
nabumeton trudc d6. Khong nén st dung nabumeton cho bénh nhan bi tam chirng Samter
(Samter’s triad hay aspirin triad). Chting nay dién hinh xay ra & bénh nhan hen phé quan bi
viém miii ¢6 hodc khong ¢ polyp miii hodc bi co that phé quan nghiém trong, tham chi de
doa tinh mang sau khi dung aspirin hoac cac NSAIDs khéc.

Phan g trén da:

Phan (g nghiém trong trén da, mot s6 gy tir vong, bao gom viém da troc vay, hoi ching
Stevens-Johnson va hoai tir biéu bi nhiém doc da dugc bao cdo hiém gap khi su dung
NSAIDs. Bénh nhén ¢ nguy co lon nhét gip phai nhiing phan tng trén khi bat dau diéu tri;
Trong da sé trudng hop xay ra trong thang dau tién cua qua trinh diéu tri. Nén ngumng sur
dung nabumeton khi thdy xuat hién ddu hiéu noi méan da, vét thuong niém mac hoic bat ky
dau hiéu qua man nao.

Suy gidm kha nang sinh san & phu nit:

Nabumeton va cic NSAIDs khac c6 thé anh huong dén kha ning sinh san & phu nit, khong
khuyén céo sir dung & phu nit dang c6 gang thy thai. O nhimng phu nit gip kho khin trong
viéc thu thai hodc dang dugc kiém tra vo sinh, nén can nhic ngimg nabumeton.

Cénh bdo va than trong khac:

NSAIDs c6 thé che lap triéu chimg ctia bénh nhidm khuan.

ba c6 bdo cdo nhin mo hodc gidm thi luc khi st dung NSAIDs, bao gém ca nabumeton.
Bénh nhan gip nhing tic dung khong mong mudn trén phai di kham mit.

Cénh bdo va than trong lién quan t4 duogc:

COXTONE c6 chira lactose. Bénh nhan bj bénh di truyén hiém gip kém dung nap galactose,
thiéu hut Lapp lactase hoic rdi loan hap thu glucose-galactose khong nén sir dung.
COXTONE/ COXTONE-750 c6 chita polysorbat 80 c6 thé giy di tng, dau thau dau c6 thé
gay dau bung, tiéu chay.

Dé xa tAm tay tré em.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU

Thoi ky mang thai
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Chudrdéckintonghiénrvé viéedung thude cho phu nit mang thai trén 1am sang. Uc ché tong

hop prostaglandin c6 thé giy anh huong dén thai ky va/ hodc sy phat trién cua phoi/ thai.

Dit liéu tir cac nghién ciru dich té hoc cho thay nguy co sdy thai, di tat trén tim va tat nut

bung ting 1én sau khi dung cac chét wrc ché tong hop prostaglandin trong giai doan dau cua

thai ky. Nguy co di tat trén tim tang tur dudi 1% dén khoang 1,5%. Nguy co nay dugc cho la

tang 1én theo lidu va thoi gian diéu tri. Trén dong vat, sir dung cac thudc @re ché téng hop

prostaglandin 1am ting say thai truéc va sau khi cay phoi. Ngoai ra, ty 1& cac di dang khac

nhau tang lén, ké ca tim mach, di duogc béo céo trén dong vat sur dung thuéc rc ché téng

hop prostaglandin trong giai doan hinh thanh co quan. Trong 3 thang diu va 3 thang giita

thai ky, chi nén dung nabumeton khi that su can thiét. Néu dung nabumeton cho phu nit

dang c6 gang thy thai, hodc mang thai 3 thang dau hodc 3 thang gilra thai ky, nén duy tri

lidu dung ¢ muc thap nhat va thot gian diéu tri ngan nhat c6 thé.

Trong 3 thang cudi thai ky, tit ca cac thudc trc ché tong hop prostaglandin ¢ thé 1am phoi

thai:

- Poc tinh tim phdi (v6i dong som ong dong mach va tang huyét 4 ap ph01)

- R6i loan chirc nang than, c6 thé tlen trién thanh suy than kém thiéu 6i.

Ddi véi ba me va tré so sinh, vao cudi thai ky:

- C6 thé gay kéo dai thoi gian chay mau, mét tac dung do khang két tap tiéu cau, c6 thé
Xdy ra ngay ca o lidu rat thap.

- Ut ché céac con co tir cung gay chuyén da cham hoic keo dai.

Do d6, chdng chi dinh ding nabumeton trong 3 thang cudi thai ky.

Thoi ky cho con bu

Chua c6 kinh nghiém vé viéc st dung nabumeton trong thoi ky cho con bi.

Chua biét nabumeton va chat chuyén hoa c6 bai tiét qua sira me hay khong. Tuy nhién, 6-

MNA duge bai tiét qua stra me¢ khi thir nghi€ém & chudt. Do nguy co xay ra cac tac dung

khong mong mudn cho tré b me, nén cin nhéc viéc ngung dung thude hodc ngung cho con

bu tuyg thudc vao mirc do can thiét cia thue dbi véi nguodi me.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC

Bénh nhan dung thudc khang viém khong steroid doi khi bi nhtrc dau, chéng mit, rdi loan

thi giac. Néu bénh nhan bi nhiing tic dung khong mong mudn nay thi khong nén lai xe hay

van hanh may moc.

7. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC:
Céc thude giam dau khac bao gom ca chét tic ché chon loc COX-2: Tranh sir dung phéi hop
hai hodc nhiéu NSAIDs (bao gom ca aspirin) do c6 thé ting nguy co tic dung khong mong
muon.
Cac thudc loi tiéu va cac thude diéu tri ting huyét 4p khac nhu cc thude e ché enzym
chuyén angiotensin (ACEI) va cac thube d6i khéang thu thé angiotensin (ARA) co6 thé bi
giam tac dyng khi dung dong thoi véi NSAIDs; O mot s6 nguoi (nguoi cao tudi hoac mat
nudc), dleu nay co thé lam chirc nang than suy giam thém va cudi ciing 1a suy than cap.
Do d6, can tién hanh bu nudc va theo ddi thuong xuyén nhitng bénh nhan nay.
Tang kali huyét co thé xay ra, dic biét 12 ¢ nhimng bénh nhan dang dung dong thoi cac thude
loi tiéu gitr kali.
Céac thudc thudng gip sau khong anh huong dén chuyén hoéa va sinh kha dung cua
nabumeton: Paracetamol, acid acetylsalicylic, cimetidin, thudc khéang acid nhom hydroxid.
Glycosid tim: Cac NSAIDs c6 thé lam ning thém tinh trang suy tim, giam do loc cau than
(GFR) va ting ndng do glycosid trong huyét tuong.
Khong khuyén céo dung nhiéu hon mot NSAIDs.
Lithi: Gidm thai trur lithi.
Methotrexat: Giam thai trir methotrexat.
Cyclosporin: Tang nguy co ddc tinh trén than.
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Mifeépriston; &ong-ném dimg/cac thuéc NSAIDs trong vong 8 - 12 ngay sau khi st dung
mifepriston vi c6 thé lam giam hiéu qua diéu tri ctia mifepriston.

Corticosteroid: Tang nguy co loét hodc xuat huyét tiéu hoa.

Thudc khang dong: Cac thudc NSAID c6 thé lam ting tic dung cta cac thubc khang dong
nhu warfarin; Can than trong va theo ddi can than cac du hiéu qua lidu khi ding dong thoi
cac thudce ndy véi nabumeton.

Probenecid: Giam chuyén héa nabumeton, giam thai trir nabumeton va chat chuyén hoa cua
no.

Thubc khang sinh nhém quinolon: Nghién ctru trén dong vat cho thiy, cac NSAIDs co thé
lam ting nguy co co giat do thubc khang sinh quinolon. Bénh nhén dung ddng thoi céac
NSAIDs va khang sinh quinolon c6 thé ting nguy co xay ra co giat.

Thirc udng c6 con, bisphosphonat, oxpentifyllin (pentoxyfillin) va sulfinpyrazon co6 thé ting
tac dung khong mong mudn trén dudng tiéu hoa va nguy co xuét huyét hodc loét dudng tiéu
hoa.

Thudc chdng két tap tiéu cau va thude e ché tai hap thu serotonin chon loc (SSRIs): Ting
nguy co xuét huyét tiéu hoa.

Tacrolimus: Tang nguy co ddc tinh trén than khi dung chung cac NSAIDs véi tacrolimus.
Zidovudin: Tang nguy co doc tinh huyét hoc khi ding chung cac NSAIDs véi zidovudin.
C6 bang chimg vé su gia tang nguy co' tu mau khop va khéi tu mau & bénh nhan mau kho
dong duong tinh HIV duoc diéu tri dong thoi zidovudin va ibuprofen.

Can than trong va theo ddi can than cac tridu chimg qua liéu khi ding dong thoi nabumeton
v6i cac thude gan protein khac nhu sulphonamid, sulphonylure hodc hydantoin.

Khi sir dung chung véi thirc an hodc sita, nabumeton hap thu nhanh hon. Tuy nhién, tong
luong 6-MNA trong huyét twong khong ddi.

Chua c6 nghién clru tuong tac cu thé nao gitra nabumeton vdi céac thude trén duoc thuc
hién. Do d6, than trong khi dung déng tho1 nabumeton véi li¢u phap chira cac thudc trén.
Khi sir dung chung véi thirc an hodc sita, nabumeton hap thu nhanh hon. Tuy nhién, tong
luong 6-MNA trong huyét twong khong doi.

8. TAC DUNG KHONG MONG MUON:
Céc tac dung khong mong muén sau day da dugc béo cdo & bénh nhan sir dung nabumeton:
Thirong gdp, 1/100 < ADR < 1/10, c¢6 thé biét dwroc nguyén nhdn
Tiéu hoa: Tiéu chay (14%), kho tiéu (13%), dau bung (12%), tao bén, day hoi, budn nén,
mau trong phén, kho miéng, viém da day, viém miéng, nén 61.
Thén kinh trung wong: Chong mit, dau dau, mét méi, d6 mo hoi, mét ngi, lo lang, lo mo.
Ngoai da: Ngura, phat ban.
Gidc quan: U tai.
Khéc: Phu.
Thuong gap, 1/100 <ADR < 1/10, khong ro nguyén nhdn
Tiéu hoa: Bilirubin ni¢u, viém ta trang, o hoi, s6i mat, viem loi, viém ludi, viém tuy, Xuét
huyet tryc trang, roi loan vi giac.
Hé than kinh trung uong: Ac mong.
Ngoai da: Mun, rung toc.
Tim mach: Pau thit nguc, loan nhip tim, ting huyét ap, nhdi mau co tim, danh tréng nguyc,
ngét, viém tic tinh mach.
Ho hap: Hen suyén, ho.
Tiét niéu: Tiéu kho, tiéu mau, liét duong, soi than.
Huyét hoc/ bach huyét: Thiéu mau, giam bach cau, giam bach cau hat.
Chuyén hoa/ dinh dudng: Tang dudng huyét, ha kali mau, giam can.
Khac: Sét, n lanh. |
It gap, 1/1.000 < ADR < 1/100, c6 thé biét dwoc nguyén nhdn
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9.

10.

11.

Tiéu/ hbas Chiam ancvangcdayloét ta trang, kho nudt, loét da day, viém da day rudt, xuat
huyét tiéu hoa, ting sy thém an, chirc ning gan bat thudng, di tiéu phan den, suy gan.

Than kinh trung wong: Suy nhuoc, kich dong, lo léng, 1a 14n, trdm cam, kho chiu, di cam,
run, chong mat.

Ngoai da: Béng nudc, nhay cam anh sang, néi may day, hoai tir biéu bi nhiém doc, hong
ban da dang, hoi ching Stevens-Johnson.

Tim mach: Viém mach.

Chuyén hoa: Tang can.

H6 hip: Kho6 thd, viém phdi ting bach cau ai toan, viém phdi do qua man, viém phdi vo
can, viém phoi k&.

Ni¢u sinh duc: Albumin niéu, ting uré huyét, tang acid uric méu, viém k& than, hoi ching
than hu, xuét huyét am dao, suy than.

Gi4c quan: Tam nhin bat thuong.

Huyét hoc/ bach huyét: Giam tiéu cau.

Qua man: Phan tng phan vé, sdc phan vé, pht mach.

Thudc cé thé gay ra cdc tac dung khong mong muon khdc. Can theo doi chat ché va khuyén
cdo bénh nhén théng bdo cho bdc sy nhitng tic dung khéng mong muon gdp phdi khi sir
dung thudc.

QUA LIEU VA XU TRi:

Triéu ching: Ngat lim, lo mo, budn nén, nén, dau thuong vi, thuong 1a hdi phuc khi duge
cham soc hd trg. Xuat huyét da day c6 thé xay ra. Tang huyet ap, suy thén cap, suy ho hap
va hon mé co thé xay ra, nhung rat hiém. Da c6 bao cdo vé phan ung qua man xay ra khi
nudt phai NSAIDs va ciing c6 thé xay ra trong truong hop qua lidu.

Bénh nhén nén dugc theo doi triéu chimg va diéu tri hd tro khi qua liu NSAIDs. Khong cb
thudc giai doc dic hiéu. Gay noén va/ hodc uong than hoat (60 - 100 mg ¢ nguoi 1on, 1 -2 g/
kg & tré em) va/ hodc chi dinh chat x6 thim thau trong vong 4 gio sau khi nuot va c6 tri¢u
ching ng6 doc hodc st dung lidu qua 16m (5 - 10 1an liéu binh thuong). Loi tiéu bat budc,
kiém hoa nudc tiéu, thim phan mau hodc truyén méau co thé khong co ich do thude gan két
nhiéu véi protein.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:

Khong dung thudc qua liéu chi dinh.

Piéu kién bao quan: Noi kho rao, tranh anh sang, nhiét d khong qua 30°C.
Han dung ciia thudc: 36 thang ké tir ngdy san xuat.

TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
San xudat tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Céng nghiép My Phuéc 1, Phuong Théi Hoa, Thi xa Bén Cit,
Tinh Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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