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To hudng dan sir dung thude

| Rx Thuéc ké don
VACODOLAC 300

DE xa tim tay tré em.
Doc ky huding dén sir dung trude khi ding.
| Néu ciin thém théng tin xin héi y kién Bic si.
| Thube nay chi ding theo don thube.

Thanh phén duoc chit

Etodolac 300mg

Téa duge v.d | vién nén bao phim
| (Thanh phén ta duge: Polyvinyl pyrrolidon K30, lactose monohydrat, tinh bét san, natri lauryl
sulfat, polysorbat 80, microcrystallin cellulose 101, natri starch glycolat, magnesi stearat,
aerosil, hvdroxypropyl methylcellulose 615, talc. titan dioxyd. polyethylen glycol 6000, mau do
ponceau 4R lake, mau do ponceau 4R. mau erythrosin lake, bot huong vi dau).
300
thanh vién lanh Ian (ki hiéu trén mat vién duge khic trén chay, khéng s dung muc in).

Chi dinh
Piéu tri ngén han tridu chimg cac dot cp cia:
- Viém xuong khop.
| - Viém thap khép nhu viém quanh khép vai, viém gén, viém bao hoat dich.
- Pau thit lung nghiém trong, dau ré than kinh.

, canh va

Dang bao ché: Vién nén tron, bao phim mau do, mét mat tron, mt mat ¢6 chir

' Cach ding, Liéu ding

' Dung dudng udng, ubng voi mdt cde nude, nén nudt nguyén vién, khdng nhai, 16t nhét la
trong bira an.

Dtcu chinh liéu dya vao dap tmg cla bc:nh nhan. Dé giam thiéu nguy co xudt hi¢n bién c¢d bét

' loi, can sir dung VACODOLAC 300 ¢ lidu hang ngay thép nhét c6 hiéu qua trong thoi gian ngén
nhit ¢o thé. _

' Nguoi 16n va tré em trén 15 tudi: Udng | vién vao budi sang, 1 vién vao budi toi, tirc 1a
600mg mdi ngay.

' Nguoi cao tudi: Khong cén chinh liéu.

' Khi mt lin quén khong ding thube: Tiép tuc dung thube theo chi dinh ctia Thiy thudc.

' khong dung bu liéu da quén.

|
' Chiéng chi dinh
Bénh nhin man cam véi etodolac hodc cac thanh phén khac cua thude.
| Tién st hen phé quan, may day. phi mach, nhay cam véi aspirin hodc cac NSAID khéc.
' Tién sir hodc co nguy co xudt huyét/loét/thung da day té trang.
Suy gan, suy thdn, suy tim nang.
i Phu nir ¢6 thai va cho con bt
Tré em dudi 15 tudi.

Thén trong va canh bao dac biét khi su dung thube
Thude 6 chia ta duge mau, ¢6 thé gay di img.
Thude cé chita lactose. Nhitng bénh nhan khong dung nap duoc galactose, thiéu hut enzym
lactase hode kém hép thu glucose-galactose thi khong nén dung thude nay.
Phai theo ddi chire nang tiéu cau trong sudt qua trinh diéu tri.
Than trong khi stir dung cho ngudi 16n woi vi cdc tac dung khong mong mudn ¢é nguy co
tang 1én, dic biét la chay mau va thung da day, ¢6 thé dan dén i vong.
Khi diéu tri lau dai, cin theo doi chire ning gan. than ciing nhu cac thong sé huyét hoc. Su
' tre ché hinh thanh ploaiaulandm cua cdce thude NSAID phuy thude vao licu dung. Do do. can giam
sdt chat ché ddi véi nhitg bénh nhin ¢o nguy co cao, bao gdm: Ngudi suy giam chirc nang than,
| bénh tim. bénh gan. ngudi dang str dung thudce 101 ti€u va ngudi cao tuodi.
Phai giam sat va tu \'an cho bénh nhén ¢6 tién s ting huyet ap va/hofic suy tim sung huyet
| mir¢ dd nhe hodc vira vé nguy co « dich va phii mach khi diéu trj v6i cac thuéc NSAID. Can

TN
"

~
(]
=’

> !
.\"/_d

L




.https://trungtamthuoc.com/

phai can nhéc khi st dung cho nhirg b¢nh nhan mac bénh ting huyét ap khong kiém sodt, suy
tim sung huyét, thiéu méu cuc by co tim, bénh djng mach ngoai bién'vé.flloi}c bénh mach mau
ndo: can nhic khi khéi ddu dot diéu tri dai ¢ nhitng bénh nhén c¢d bien co tim mach nhu ting
huyét ép, ting lipid méu, dai thdo dudng, tang huyét ap. . o

Nhirng phan (g da nghiém trong c6 nguy co gdy tir vong nhu viém da tréc vay, hdi chl_mg
Stevens-Johnson, hoai tir da da dugc bdo cdo khi sir dyung cac thuoc NSAID. Nhing phan tng
nay thuong xay ra trong giai doan diu cua qua trinh diéu Eri. Do dé, phai ngirr:g thude ngay khi
¢6 céc ddu hidu ctia phét ban, tén thuong niém mac hoic bét ki ddu higu qua mén nao. )

Str dung thén trong ¢ bénh nhan co6 yién sir hosic dang méc bénh hen phé quéan do céc thube
nhom NSAID cé nguy co gay co that phe quan. ) )

O bénh nhan méic lupus ban do hé thong va bénh mé lién két hén hop, sir dung céc thude
nhoém NSAID lam ting nguy co viém mang ndo vd khudn. _

Cac thuéc NSAID lam giam kha nang thuy thai & phu nir, do dé nén cén nhic khi st dung
cho phu nir cé y dinh mang thai. : _ 2 o

Ciac thude NSAID c6 nguy co gy xuat huyét, loét, thung duong tiéu hoa, c6 thé dan den tu
vong. Do do, can théan trong khi sir dung cho nhitng bénh nhén c¢é tién sir hodc c6 cdc yeu 10
nguy co. Cin sir dung NSAID liéu thdp nhét c6 hiéu qua va trong thdi gian ngén nhat, dong thoi
theo di chit ché va ngimg thuée ngay khi ¢6 céc dAu higu ton thuong dudng tiéu héa. Két hop
v6i cdc thube bao vé dudng tiéu héa nhu misoprostal hodc thube tre ché bom proton.

Nguy co h uyér k{u‘ﬁ tim mach

Céc thudc chong viém khong steroid (NSAIDs), khong phai aspirin, ding dudng toan
| than, c6 thé lam ting nguy co xuét hién bién cé huyét khdi tim mach, bao gdm ca nhdi méu co
tim va dot quy, c6 thé dan dén tir vong. Nguy co ndy 6 thé xudt hién sém trong vai tuan dau
dung thudc va c6 thé ting 1én theo thoi gian dung thude. Nguy co huyét khdi tim mach dugc ghi
nhén chu yéu & lidu cao.

Bac sT can danh gia dinh ky su xuét hién cua cac bién c6 tim mach, ngay ca khi bénh nhén
khong c6 cac triéu chimg tim mach truée dé. Bénh nhén cén duge canh bo vé céc triéu ching
cua bién ¢b tim mach nghiém trong va cin thim kham bac sT ngay khi xut hién céc triéu chimg
nay.

Dé giam thiéu nguy co xudt hién bién cd bét loi, _cén st dung VACODOLAC 300 ¢ lidu
hang ngay thdp nhat c6 hiéu qua trong thoi gian ngin nhit c6 thé.
Cén than trong khi ding ddng thoi voi cc thude lam ting nguy co loét va chay méu dudng
| tiéu hoa nhu corticosteroid, thudc chdng dong nhu warfarin, thudc tre ché tai hdp thu serotonin
¢6 chon loc hodic cac thude chéng két tap tiéu cau nhu aspirin.

| Théi ky mang thai

Cac NSAID khong nén str dung & phu nif ¢6 thai trir khi lgi ich diéu tri cho bénh nhan Ién
hon nguy co cho thai nhi.

Céc nghién ciru trén dng vét cho thdy thube trc ché tdng hop prostaglandin c6 thé gay thiéu
mau va cham chuyén da. O ngudi, NSAID cé thé gdy nhitng dj tat bim sinh. Tuy nhién, viéc nay
xay ra & mic d¢ thdp va khong theo quy lut.

Ngoai ra, cac thudc NSAID c6 nguy co gdy dong 6ng dong mach sém, tang thoi gian chay
mau ¢ ca me va con.

Thoi ky cho con ba
Tranh sir dung etodolac trong thoi ky cho con bu vi thude co thé qua sira me, du lugng rét it.

Anh hudng cﬁa_thuéc 1én kha nang lai xe, vin hanh may méc ) )
Thudc c6 thé gdy tac dung khong mong muon nhu chéng mét, buon ngu, rdi loan thi gidc,
mét moi, vi vay str dung thdn trong cho nguoi 14i xe va van hanh may moc.

Twong tic thude
Tréanh két hop véi cac thude NSAID khéc do nguy co ting tac dung khong mong mubn.
Corticosteroid: Tang nguy co loét va chay mau dudng tiéu hoa.
Thude chéng dong: Etodolac lam tang tac dung céc thude chong déng nhu warfarin.
Vi etodolac lién két nhiu véi protein huyét tuong nén can diéu chinh lidu cac thube ¢ ti 1é
lién két voi protein huyét tuong cao.
Cdc xét nghiém bilirubin cé thé cho két qua duong tinh gia do su hién dién cua cic chat
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chuyén hoa phenolic trong nude tiéu.
Etodolac lam giam téc dung cua céc thude diéu tri ting huyét ap.
Mifepriston: Cac NSAID khong nén sir dung trong vong 8-12 ngay sau khi dung mifepriston
vi NSAID ¢6 thé lam giam tdc dung ciia mifepriston.
Khéng sinh nhém Quinolon: C6 nguy co b1 co gidt.
Thuéc loi tiéu: Giam téc dung thude loi tiéu, ddng thai co thé ting nguy co gy ddc thén do
etodolac.
Glycosid tim: Etodolac c6 thé 1am tram trong hon tinh trang suy tim, giam GFR va tang nong
do glycosid trong huyét tuong.
Lithium: Giam thai trir lithium.
Methotrexat: Giam thai trir ciia methotrexat.
Cyciosporm Tang nguy co déce tinh trén thén.
Céc thude chéng két tap tiéu cdu va e ché tai hdp thu chon loc serotonin: Téang nguy co chay
méu da day — rudt.
Tocrolimus: Tang nguy co gay ddc than.
Zidovudin: Tang nguy co ddc tinh vé huyét hoc.

Tac dyng khéng mong mudn (ADR)

Nguy co huy&t khéi tim mach (xem thém phén Théan trong va canh bdo),

Téac dung khéng mong mudn thudng gip & dudng tiéu hoa, nghiém trong nhét 1a gay loét
hodc thung da day, tham chi gay tir vong, déc biét 12 & ngudi cao tudi. Ngoai ra cé thé gay budn
ndn, non, tiéu chay, day hoi, tdo bon, kho tiéu, dau bung, di tiéu phan den, xuit huyet, viém loét
miéng, lam trdm trong thém bénh viém dai trang va bénh Crohn. Thudc c6 thé giy viém da day,
viém tuy nhung it gép.

Phan (rng dj ing khéng dac hiéu. Phan rng phan vé 0 dudmg hé hap, bao gom: Hen, co thét
phé quan, khé thé. Céc phan ng qua man tai da, bao gdm: phat ban, ban xuat huyét giam tiéu
céu, ngra, ndi may day, phti né, cé thé xuit hién hoai tir thuong bi va hdng ban da da dang
nhung hiém.

Phtt mach, cao huyét ap, suy tim, ¢6 thé lam ting nguy co xudt hién huyét khéi dong mach,
nhét 1a khi diéu tri lidu cao va kéo dai.

S6t, yéu co, kho tha.

R&i loan thi gidc, viém than kinh thi gidc, nhirc dAu, mit ngu, trdm cam, ao gidc, U tai, chong
| mdt, mét moi, run, budn ngu.

Giam tiéu cdu, giam bach cau trung tinh, mét bach cdu hat, thiéu mau bt san va thiéu mau
tan huyét,

R&i loan chire nang gan, viém gan, vang da.

Bilirubin ni¢u, tiéu thudng xuyén, tiéu rat; viém thin ké, hdi chimg than hu, suy thin.

C6 thé xay ra hoi chimg Stevens-Johnson va hoi chirng hoai tir da nhiém ddc nhung hiém.

Théng bao ngay cho bdc si hodc diege i nhitg tdc dung khéng mong muon gdp phai khi str
dung thuoc.

Qua liéu va xir tri

Trigu chieng: Cac trigu ching qud liéu bao gbm nhirc ddu, budn ndn, nén, dau thugng vi,
xuat huyét tiéu hoa, tiéu chay (hiém), mét phuong hudéng, bi kich thich, hon mé. budn ngi,
chéng mit, U tai, ngét, co gidt. Trong truong hop bi ngd ddc déng ké, ¢6 thé din dén suy than
cap va tén thuong gan.

Xl

Bénh nhén cin dugc diéu tri triéu chimg.

Néu bi ngd ddc trong vong mot gid, c6 thé sir dung than hoat tinh. Ngoai ra, & ngudi 6n, c6
thé rira da day khi co nguy co de doa tinh mang.

Theo dai lugng nudce tiéu, chirc ndng gan va than.

Phai theo di bénh nhén it nhit 4 gio sau khi dung thude qua liéu.

Néu xay ra co giat, ¢ thé tiém tinh mach bing diazepam.

Dung cac bién phap khac tuy vao tinh trang 1dm sang cua bénh nhén.

Dic tinh dwge lye hoe
Loai thudc: Thude chéng viém khéng steroid.
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Ma ATC: MO1ABOS )

Etodolac, ddn xudt cia acid pyrano-indoleacetic, 13 thudc khang viém khong steroid
(NSAID) trc ché chon loc trén cyclo-oxygenase 2 (COX-2)

Téde dung trc ché tong hap prostaglandin va tre ché chon loc COX-2: Céc thube khang viém
khong steroid (NSAID) déu c6 tic dung trc ché sy hlnh thanh prostaglandm viéc nay vira cd tic
dung diéu trj vira gdy tac dung khong mong mudn. Su tc ché tong hop prostaglandin ctia
etodolac khéc vai cac NSAID khéc. Khi thir nghiém trén dong vat & liéu khang viém dugc xac
dinh trude, ndng d6 PGE trong niém mac da day giam it hon va trong thoi gian ngﬁn hon so vai
céc thude NSAID khac. Két qua nay phit hop véi cac nghién ctru invitro va mét s6 nghién ciru té
bao hoc & ngudi, cho thdy etodolac ¢é tac dung chon loc trén COX-2 hon 14 trén COX-1.

Tdc dung khang viém: Trén lam sang etodolac ¢6 tac dung khdng viém rd rét, manh hon mét
s& NSAID khc.

Dic tinh duoc dong hoc

Etodolac dugc hap thu tt khi ubng. Sau khi ueng 200mg ndng dé dinh trong huyét tuong
10-18pg/ml trong khoang 1-2 gi¢. Etodolac ¢6 thé udng ciing véi thire &n hoic ding chung vai
' thude khang acid, vi mirc dé hap thu etodolac khéng bj anh hudng. Etodolac lién két véi protein
' huyét twong (hon 99%).

Etodolac hap thu d& dang vao dich khdp sau khi uéng. Néng do etedolac trong dich khép
thudng cao hon trong huyét thanh, véi ty 1€ trung binh dich khép: huyét thanh 1,18 sau 8 gid va
3.25, sau 32 gid. ) ) ) )

Etodolac dugc chuyén hoéa chu yeu trong gan. Khoang 72% lieu dang dugc tim thay trong
nudce tieu dudi dang chat chuyén héa khong hoat dong va 16% licu duoc bai tiét qua phan. Thoi
gian ban thai cua etodolac 1a 6-7,4 gio.

Cac nghten clru & ngudi cao tudi cho thdy duge dong hoc tuong ty nhu & nhimg ngudi tré
tudi. Khong can diéu chinh liéu & ngum cao tudi. Hé s6 thanh thai etodolac phu thugc vao chirc
nang gan, bénh nhan suy gan ning giam d§ thanh thai. Khong thay thay doi duge dong hoc &
bénh nhén suy thén tir nhe dén trung binh. Sau bén tuan diéu tri & liéu thong thuong, etodolac
lam giam ndng do acid uric huyét thanh 1-2%.

Quy cich dong goi

STT| Mé ta tom tit quy cach dong goi
I | Ep vi AI-AL vi 10 vién, hop 3 vi
2 | Epvi AI-PVC, vi 10 vién, hop 10 vi
3 Ep vi AI-PVC, vi 4 vién, hdp 25 vi
4 | Bong chai 100 vién

Diéu kién bio quan: Noi khé réo, thodng mat, trnh dnh sang, nhiét do khong qua 30°C.
Han dung: 36 thang ké tir ngay san xuit.
Tiéu chuin chét lugng: NSX.

Tén, dia chi cua co so ding ky va san xuét Céng ty C6 phin Dugre "'-“:OPQARM
A—‘—\—J 59 Nguyén Hué, Phuing 1, Thanh phd Téin An,
A=\vacopharm Tinh Lgfmg i
Dién thogi: (0272) 3829311 Fax: (0272) 3822244

San xuiit tai: Km 1954, Quéc 1§ 1A, Phudng Téin Khénh,
Thanh phé Téan An, Tinh Long An
www.vac BQ.'RTHH. Comm

Long An, ngay 05 thang 5 nam 2023
KT.Tong Giam doc Cong ty
o o?hp Tong Giam dbc
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