RXTHU()'C BAN THEO BON
TO HUONG DAN SU DUNG THUOC

Vién nén bao phim
NAJEN

pé xa tim tay tré em
Poc ky hwéng dan s dung trwée khi dung ) )
Thong bao ngay cho bac sy hoac dwgc sy nhitng tac dung khong mong muon khi sir dung thuoc

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. Thanh phén, ham lweng cia thudc:
MBbi vién nén bao phim chra:
Aceclofenac ............coooiiiiiiiiiiin 100 mg
Ta dugc: Lactose monohydrat, tinh bot ngd, povidon (kollidon 30), cellulose vi tinh thé
M112, silicon dioxyd, magnesi stearat, HPMC E6, titan dioxyd, talc, PEG 4000, polysorbat
80, dau thau dau.

2. Mo ta san phflm: Vién nén tron, bao phim mau tréng, mot mat c6 ddp gach ngang, mat kia
tron.

3. Quy cach dong géi:
Hop 3 vi (NhOom - Nhom) x 10 vién.
Hop 10 vi (Nhém - Nhom) x 10 vién.

4. Thudc diung cho bénh gi?

NAJEN chira hoat chét 1a aceclofenac, 1a mot thude thudc nhom Thube khéng viém khong

steroid (NSAID). Aceclofenac c6 dac tinh khiang viém va giam dau, lam gidm sung, do

(viém) va dau.

NAIJEN tic dung béng cach ngan chan viéc san xuét cdc chét tuong tu hormon dugc goi la

céc prostaglandin. Prostaglandin ¢ rat nhiéu chirc ning trong co thé bao gdm vai trd quan

trong trong ca cach co thé phan tmg voi viém ciing nhu tai hip thu calci & mot s6 bénh vé

xuong.

NAIJEN duogc dung dé giam dau va gidm sung do (viém) & mot s6 bénh nhan bi:

- Viém xuong khép - viém & cic khdp. Pay la tinh trang thuong gép ¢ nhiing bénh nhan
trén 50 tudi va c6 thé gdy ton thuong cac md va xwong & khop.

- Viém khép dang thap - viém kéo dai cdc khép do hé mién dich ctia chinh co thé giy ra
(phan g ty mién).

- Viém cot song dinh khép - viém cot séng/ xuong sdng c6 thé dan téi céc khop dinh lai
vOi nhau.

5. Nén ding thudc nay nhu thé nao va liéu luong?
Ludn ding thudc chinh x4c nhu hudng din cua bic sy hodc dugc sy. Néu ban chua 13, hiy
hoi lai cho chic chan.
Dé giam thiéu nguy co xuat hién bién cd bat 1oi, bac sy s& cho ban sir dung aceclofenac &
lidu hang ngay thap nhat c6 hiéu qua trong thoi gian ngin nhat c6 thé.
Liéu dung:
Liéu khuyén céo cho ngudi 16n 1 2 vién/ ngay. Mot vién udng vao budi sing va mét vién
ubng vao budi toi.
Cach dung:
Nudt nguyén vién véi nhiéu nude. Nén udng thude cing hodc sau bita an. Khéng dugc nhai
hodc 1am v& vién thudc.
Khong vuot qué lidu va thoi gian dung thude khuyén céo.
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Nguoi cao tuéi: Néu ban 13 nguoi cao tudi, ban c6 thé dé gap phai cic tic dung khong
mong muon nghiém trong hon. Néu béc sy cho ban dung NAJEN, ban s€ duogc cho dung &
muc liéu thap nhat cé hi€u qua trong thoi gian ngan nhat cé thé.

6. Khi nao khong nén ding thudc nay?

Khong nén ding thudc nay néu ban:

> Qud man véi aceclofenac hodc bat ctr thanh phan nao cua thude.

> Qud man véi aspirin hodc bat ky cédc thude NSAID khéc (nhu ibuprofen, naproxen hoic
diclofenac).

> Ban da ting udng aspirin hodc cic thudc NSAID khic va gip phai mot trong nhing
truong hop dudi day:

- Con hen phé quan gdy thét chit & nguc, thd kho khe va khé tho.

- S6 mili, ngtra v&/ hodc hét hoi (kich ¢ Umg mi).

- Noi ban d6 thanh mang trén da, c6 thé cam thay ngtra hodic cam gidc nhu vét ong dot
hodc bong.

- Phan tng di tng ning hay con goi 1a sbc phan vé. Cdc triéu ching c6 thé giy tir vong,
bao gém khé tha, thd kho khe, dau bung va non.

» Tung bi, dang bi hodc nghi ngo bi loét da day hodc bi ndn ra mau hodc dai ti€n ra mau
(phén den).

» Bi bénh than nang.

» Bi bénh tim va/ hodc bénh mach mau nio. Vi du: Ban bi con dau tim, dot quy, con thiéu
mdu ndo thodng qua (TTA) hodc tic nghén mach mau dén tim hodc ndo hodc phau thuat
dé loai bo hodc di qua chd tac nghén.

> Pang c6 hodc timg c¢6 cdc van dé vé luu thong mau (bénh dong mach ngoai bién).

> Dang bi hodc nghi ngo bi suy gan nang.

» Bi roi loan chady mau hoac bat ky loai rdi loan dong mau nao.

> Pang mang thai (trir khi bac sy cho rang ban can phai tiép tuc ding thudc).

7. Tac dung khéng mong mudn
Nhu cac thude khac, NAJEN c6 thé giy tac dung khong mong mudn, nhung khong phai ai
cling gdp phai.
Ngwng ding thubc va lién hé trung tam y té gan nhdt néu ban gdp cdc phan ing sau:
Phan tng di Gmg nang (sbc phan v¢). Cdc tri¢u ching co the phat trién nhanh chéng, c6 thé
giy tir vong néu khong duoc diéu tri kip thoi, bao gdm sbt, khé the, thé kho khe, dau bung,
non, phu mat va hong.
Céc loai ban da nang nhu hdi chimg Stevens-Johnson va hoai tur biéu bi nhiém doc. Céc
phan tng nay c6 thé gy tu vong va phat trién nhanh chong thanh cic mang phdng rop 16n
va tréc da. Ban c6 thé xuat hién & miéng, hong hodc mit. Sot, nhirc dau va dau cac khép
thuong xay ra cung ldc.
Viém mang ndo. Céc triéu chimg bao gdm sdt cao, nhirc du, nén mira, ndi man do, cimg
cd, nhay cam va khong dung nap 4nh sang.
C6 méau trong phan cua ban.
Dai tién phan den. N6n ra mau hoidc céc hat sim mau nhin gidng nhu ba ca phé.
Suy than.
Ngung ding thuéc va thong bdo ngay cho bdc sy néu ban gap phdi cdc tdc dung khong
mong muén duéi ddy:
Khé tiéu hodc ¢ néng.
Dau bung hodc cdc triéu chimg bat thuong & da day khdc.
R&i loan vé mau nhu giam san xudt céc t& bao mdu, sy pha huy bat thuong té bao hong cau
hay con goi la thleu mau tdn huyet giam ham luong sat trong mau, giam s luong bach cau,
giam s6 luong tiéu cau, ting nong do kali trong mau c6 thé gay kich (mg cdc mach méu gy
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viém (viém mach). Céc rdi loan nay c6 thé 1am ban cam thay rat mét moi, khé thé, dau cac
khép va dé bi nhiém trung 13p di lap lai va bam tim.

Cdc tdc dung khong mong muon khdc:

Thirong gdp (cé thé tac dong dén 1 trong 10 nguoi)
Chéng mit, budn non, tiéu chay, ting cac enzym gan trong mau.
It gdp (cé thé tac déng dén 1 trong 100 nguoi)

Day hoi.

Viém hodc kich trng niém mac da day.

Tao bon, ndn, loét mi¢ng, nglra, phat ban.

Viém ving da bi moc cic mang do ngira, cac ndt gidng con trung ddt hoic bong trén da.
Tang uré mau.

Tang creatinin mau.

Hiém gap (co thé tac dong dén 1 trong 1.000 nguoi)

Qua man (phan ng di tng).

Van dé vé thi luc.

Suy tim.

Tang huyét ap.

Kho tho.

Chay mau da day hodc rudt.

Loét da day hoac ruot.

Rat hiém gdp (c6 thé tac déng dén 1 trong 10.000 nguoi)
Tram cam.

Mo bét thuong.

Kho ngu.

Cam gidc ngura ram ran, kho chiu trén da (di cam).

Run khong kiém sodt.

Budn ngu.

Nhirc dau.

Vi bit thuong & miéng.

Cam giac xoay vong vong khi dung day.

U tai.

Tim dap manh hoac nhanh.

Noéng bung.

Kh6 thé.

Thé rit.

Viém mi¢ng.

Thung da day, thanh rudt gia hodc rudt.

Nang thém bénh viém dai trang va bénh Crohn.

Viém tuy.

Té6n thuong gan (bao gdm viém gan).

Vang da.

Ban xudt huyét.

Hoi chtng than hu: Ton thuong than va bao gom mot lwong 16n protein trong nudéce tiéu,
albumin mau thép, cholesterol mau cao va sung chan, ban chan hodc mit c4 chan.
Giir nudc va phi né.

MEt moi.

Chan bi chudt rut.

Tang phosphatase kiém trong mau.

Tang can.

Chuea 16 tan sudt

Ao gidc.
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Li lan.

Nhin mo, mat thi luc mot phan hodc hoan toan.

Pau khi van dong mit.

Ning thém hen phé quén.

Da nhay cam véi dnh sdng mat troi.

Viém than.

Cam thay khong khoe.

Dic biét, cdc nhiém tring da ning xay ra c6 lién quan dén bénh thuy dau.
Nguy co huyet khéi tim mach.

Thudc c6 thé gdy ra cdc tdc dung khong mong muén khdc. Thong bdo cho bdc sy hodc
dwoc sy cdc tdc dung khong mong mudn gdp phdi khi sir dung thuéc.

8. Nén tranh dung nhirng thudc hoic thuc pham gi khi dang sir dung thudc nay?
Thong béo cho bac sy hodc dugc sy cua ban vé tat ca cdc loai thudc ma ban dang sir dung,
bao gdm ca céc thube ké don hodc khong ké don, cdc vitamin hodc thude tir duogc liéu.
Thong bdo cho bdc sy néu ban dang sur dung cdc thuéc sau:
Thudc diéu tri cdc van dé vé tam than nhu trdm cam (thude Gc ché tdi hép thu ¢6 chon loc
serotonin (SSRI) nhu citalopram, escitalopram, fluoxetin, fluvoxamin, paroxetin va
sertrahn) hoac hung trAm cam (lithi).
Céc thude dung dé diéu tri suy tim va nhip tim khong déu (cac glycosid tim nhu digoxin).
Thudc diéu tri ting huyét dp (cac thude e ché ACE nhu enalopril, lisinopril; Cac thudc d6i
khéng thu thé angiotensin II nhu losartan, candesartan; Hydralazin, methyldopa, clonidin,
moxonidin, propranolol).
Thudc diéu tri nhidém trung (cac khang sinh quinolon nhu ciprofloxacin, ofloxacin,
levofloxacin, moxifloxacin).
Thude dung dé tang lugng nudc tiéu (céc thudc 1oi tiéu nhu thiazid, furosemid, amilorid,
hydroclorothiazid).
Céc thudc dung dé ngan chan hinh thanh cuc mau déng (thudc khang dong) nhu warfarin,
heparin.
Methotrexat, dung diéu tri ung thu va céc r6i loan ty mién nhu viém khép va cdc bénh
trang trén da.
Mifepriston.
Céc thubc steroid, dung diéu tri sung va viém (cac glucocorticoid nhu hydrocortison,
prednison).
Thudc ding dé e ché mién dich sau khi ghép co quan (cyclosporin hodc tacrolimus).
Thubc diéu tri HIV (zidovudin).
Thubc dung dé giam luong duong trong mau & bénh dai thao duong (nhu glibenclamid,
glicazid, tolbutamid).
Céc thube giam dau nhom NSAID khéc (aspirin, ibuprofen, naproxen, cac thudc tc ché
chon loc COX-2 nhu celecoxib hoac etoricoxib).
Céc thubc khang tiéu cau nhu clopidogrel.
Sir dung NAJEN véi thirc an - d6 uong
Tt hon nén udng thude cling hodc sau bita an.

9. Cin lam gi khi mt 1in quén khéong dung thudc?
Néu ban quén khong dung 1 li€u, udng liéu ti€p theo nhu lich trinh cti. Khdng udng gap doi
liéu dé bu vao licu da queén.

10. Néu ban mudn ngirng thudc
Tiép tuc st dung thudc cho dén khi bic sy bao ban ngimg. Khong duoc tu y ngimg thude.
Luon lam theo chi dan cta bic s§.
Néu ban c¢6 thac mac gi khi sir dung thudc nay, hiy lién hé véi bac sy hoic duoc s¥.
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11.

12.

13.

14.

Can bio quan thudc nay nhw thé nao?

Giir thudc trong bao bi gbc ciia nha san xuat, day kin.

Dé thudc noi kho rao, tranh anh sang, nhiét 46 khong quéa 30°C, va ngoai tdm véi cla tré
em.

Khong str dung thubc sau ngay hét han in trén bao bi (hop va vi thudc).

Nhirng dau hiéu va triéu chirng khi diing thudc qua liéu
Duing thuoc chinh x4ac nhu hudng dan cia béac sy. Néu ban ding qud liéu hodac tré em nudt
phai thuoc, lién hé ngay véi bac sy va trung tam y t€ gan nhat.

Can phai 1am gi khi dung thudc qua liéu khuyén cio?

Ngung ding thudc va lién lac ngay véi béc sy hodc trung tam y té gan nhat.

Mang theo vién thudc cing véi bao bi dé bac sy biét ban dd udng thube gi va c6 bién phdp
xu 1y kip thoi.

Nhitng diéu can than trong khi ding thudc nay

Théng bdo cho bdc sy néu ban dang c6 cdc van dé vé sirc khoe sau ddy:

Ban bi bat ky céc bénh vé gan hoac than.

Ban bi cédc r6i loan dudi day, vi ching c6 thé ndng thém:

- Réi loan da day - rudt/ ruot.

- Bénh viém rudt (viém loét dai trang).

- Bénh viém ruot man tinh (bénh Crohn).

Loét, chay mau hodc thung da day hodc rudt.

Ban dang c6 hodc timg c¢6 van dé vé luu thong méu t6i ndo.

Ban bi hen phé quan hodc bat ky cdc van dé vé ho hap khic.

Ban bi mot rdi loan di truyén hiém gdp duogc goi la porphyria.

Ban hat thudc.

Ban bi dai thdo duong.

Ban bi dau thit nguc, huyét khdi, ting huyét ap, ting cholesterol hodc ting cac chét béo
khac trong co thé nhu triglycerid.

Ban bi mét ching bénh tu mién dugc goi 1a lupus ban do hé théng hodc céc rdi loan md
lién két khdc.

Ban bi thuy déu, ban nén tranh dung thudc nay vi ban ¢6 thé bi nhiém trung da ning.

Néu ban dang hoi phuc sau mét phau thuat 16n.

Ban la nguoi cao tudi (bac sy c6 thé cho ban ding liéu thap nhit c6 hiéu qua trong thoi
gian ngan nhat).

Phan tig qua man c6 thé xay ra va rat hiém gap, phan tng di Gmg trén da c6 thé rat nghiém
trong. Nguy co xdy ra cao hon trong thang dau diéu tri. Nén ngung NAJEN ngay khi xuat
hién céc tri¢u ching déu tién nhu that nguc, kho thd, s6t, ban da, dau 16p da trong miéng va
cdc mang nhay niém mac khac giy loét, hodc bat ky cdc ddu hiéu qua man nao.

Céc thuéc nhu NAJEN c6 thé 1am ting nhe nguy co dau tim (nhdi méau co tim). Cac nguy
co ¢6 thé c6 thé ting 1én khi diéu tri lidu cao kéo dai. Khong vuot qua lidu khuyén céo hodc
thoi gian diéu tri.

NAJEN c6 chira lactose. Thong bdo cho bac sy diéu tri néu ban di timg dugc bic sy bao
rang ban khéng c¢6 kha nang dung nap mét loai duong nao.

NAJEN c6 chira polysorbat 80 c6 thé gdy di (mg, dau thau dau c6 thé giy budn nén, non,
dau bung, ti€u chay.

Pé xa tim tay tré em.

Tré em: Khong khuyén cdo dung thude cho tré em.

Phuy nit mang thai hodc cho con b

Néu ban dang mang thai hoic dang cho con bu, nghi rang ban dang mang thai hodc ¢6 ¥
dinh mang thai, tham khéao y kién cua béc sy trudc khi ding thude.
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Ban nén thong bdo cho bac sy néu ban gip van dé vé mang thai. Cdc thudc NSAID c6 thé
khién ban khé mang thai hon.

Khong uéng NAJEN néu ban dang mang thai hodc nghi ring ban dang mang thai. An toan
ctia viéc ding thudc trong thai ky chua rd. Khong khuyén cdo dung thudc trir khi bac sy
cua ban cho réng viéc dung thudc 12 that sy can thiét.

Khong nén dung thubc néu ban dang cho con bu. Chua 1o thude co vao duoc sita me hay
khong. Khong khuyén cdo diing thudc khi dang cho con bu trir khi bac sy cho rang viéc
diing thudc 12 that su can thiét.

Ldi xe va vdn hanh mdy moc

Néu ban dang uéng NAJEN va ban bi chodng vang, budn ngu, chéng mit, mét moi hoic
gap van dé vé thi luc, ban khong nén 14i xe hodc van hanh mdy méc.

15. Khi nao cin tham van bac sy, dwgc sy?

Can lién lac ngay véi bic sy hodc trung tdm y t& gan nhat khi ding thudc qu4 liéu chi dinh.
Thong thuong, bao gio ciing phai hoi ¥ kién bdc sy hodc dugc sy trudc lic ding bat ky
thudc nao khi mang thai hodc cho con bi.

Thong bdo ngay cho béc sy hodc duoc sy nhiing tic dung khong mong mudn gip phai khi
str dung thudc.

Néu can thém théng tin xin hoi y kién bac sy hodc duoc sy.

16. Han dung ciia thudc: 36 thang ké tir ngay san xuét.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

1.

2.

3.

4.

PAC TiNH DUQC LUC HQC:

Nhém dwge ly: Thudc chdng viém va chdng thap khép, khong steroid - Cac din chat acid
acetic va cdc chat lién quan.

Ma ATC: MO1ABI16.

Aceclofenac 1a mot tdc nhan khong steroid véi dac tinh khang viém va gidm dau. No la
chat trc ché hitu hiéu enzym cyclooxygenase, lién quan dén viéc san xuét prostaglandin.

PAC TiNH DUQC PONG HOQC:

Hip thu:

Sau khi udng, aceclofenac dugc hip thu nhanh va hoan toan. Nong do dinh trong huyét
turong dat dugc khoang 1,25 dén 3,00 gid sau khi udng.

Phin bé:

Aceclofenac thim vao hoat dich noi ma nong do dat xap xi 57% ndng do trong huyét tuong.
Thé tich phan b khoang 25 L.

Aceclofenac lién két nhiéu vai protein huyét twong (> 99%).

Chuyén héa:

Aceclofenac tudn hoan chu yéu ¢ dang khong ddi. 4-hydroxy aceclofenac 1a chit chuyén
hoa chinh dugc phat hién trong huyét trong.

Thadi tru:

Thoi gian ban thai trung binh cua aceclofenac huyet tuong khoang 4 gio.

Khoang 2/3 liéu dung duoc bai tiét qua nudc tiéu, chi yéu dudi dang cac chit chuyén hoa
hydroxy.

Nguwoi cao tuéi: Khong thay c6 su thay doi duoc dong hoc cua aceclofenac ¢ ngudi cao
tuoi.

CHI PINH: ’ ’
Giam dau va khang viém trong viém xuwong khop, viém khép dang thap va viém cdt song
dinh khop.

LIEU DUNG - CACH DUNG:

Cach dung:

Thubc ding duong uong Ubng nguyén vién véi nude.

Tt hon nén udng thude ciing hodc sau bita an.

Khi dung aceclofenac & nguoi tinh nguyén khoe manh lac d6i va lac no, chi anh hudng toc
d6 hap thu ma khong anh huong mirc d¢ hap thu.

Dé giam thiéu nguy co xuét hién bién c¢d bét lgi, can sir dung aceclofenac & lidu hang ngay
thdp nhét c6 hi¢u qua trong thoi gian ngan nhat c6 thé (xem thém phan Canh bao va than
trong).

Liéu dung:

Nguoi lon:

Liéu khuyén co 1a 100 mg x 2 1an/ ngay, udng vao budi sang va budi toi.

Tré em:

Chua c6 thong tin vé viée sir dung aceclofenac & tré em. Do d6, khong khuyén cao dung
thudc cho nhom bénh nhan nay.

Nguoi cao tuéi:

Ngudi cao tudi thudng bi suy giam chirc nang thén, tim mach hodc chirc nang gan va
thuong dung dong thoi nhiéu thude, do dé, c6 thé 1am ting nguy co gap phai cac tic dung
khong mong mudn gy héu qua nghiém trong. Neu ¢6 can nhac chi dinh dung NSAID, nén
ding liéu thap nhat c6 hiéu qua trong thoi gian ngén nhat c¢6 thé. Bénh nhan nén duoc theo
doi dinh ky nguy co xudt huyét tiéu hoa trong qua trinh diéu tri véi NSAID.

Céc thong s6 duoc dong hoc cua aceclofenac khong thay doi & nguoi cao tudi. Do do,
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khong can chinh liéu cho nguoi cao tudi.

Suy than:

Khéng can chinh liéu cho bénh nhan suy than nhe. Can than trong khi dung thubc.

Suy gan:

Nén can nhic giam liéu cho bénh nhan suy gan. Liéu khai dau khuyén céo 1a 100 mg/ ngay.

5. CHONG CHI PINH:
Man cam véi aceclofenac hodc bat ky thanh phan nao cia thude.
Pang bj hoic ¢6 tién sir 1oét/ xuat huyét tidu héa tdi phat (hai hodc nhiéu dot loét hodc chay
mau ro rét).
Chéng chi dinh aceclofenac cho bénh nhan tung bi qua man (nhu hen phé quan, viém mii,
phil mach, n6i may day) voi cdc thudc nhu ibuprofen, aspirin hodc céc thube khdng viém
khong steroid khac.
Suy gan hodc suy than nang.
Bénh nhan bi suy tim sung huyét da duogc thiét 1ap (NYHA II-IV), bénh dong mach vanh,
bénh dong mach ngoai bién hoac bénh mach mau nio.
C6 tién st xuat huyét hodc thing dudng tidu hoa lién quan dén liéu phdp NSAID ding
trude do.
Dang bi chdy mau hodc c6 r6i loan chay mau.
Khong nén diing thudc cho phy nit mang thai, dic biét 1a trong 3 thang cubi thai ky, trir khi
that can thiét. Duing liéu thdp nhat c¢6 hiéu qua.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC:
Céc tac dung khong mong mudn co thé duoc giam thiéu bang cach dung lidu thap nhét co
hiéu qua trong thoi gian ngan nhat du dé kiém soat cac triéu ching.
Nén tranh ding ddng thoi aceclofenac véi cac NSAID bao gdm céc thude e ché chon loc
cyclooxygenase-2.
Nguroi cao tudi:
Tang tan sudt gap phai cac tac dung khong mong mudn, dic biét 1 xuat huyét va thung da
day - rudt, c6 thé gy tir vong.
R6i loan hé hép:
Than trong khi dung thudc cho bénh nhan dang bi hodc co tién st bi hen phé quan vi da c6
bao cao cac thudc NSAID giy co thit phé quan & nhitng bénh nhén nay.
Suy gan, than va tim mach:
Céc thude NSAID c6 thé gay giam, phu thudc lidu, tao thanh prostaglandin va gy suy than,
dic biét 1a & nhitng bénh nhén bi suy giam chirc ning than, suy tim hodc rdi loan chtic ning
gan, bénh nhan dang ding thudc loi tiéu hoic dang trong qua trinh hdi phuc sau phau thuat,
va & nguoi cao tudi. Can luu ¥ tim quan trong ctia prostaglandin trong viée duy tri luu
luong mau qua than ¢ nhitng bénh nhan nay.
Can tién hanh theo ddi chtrc ning than & nhitng bénh nhén nay.
Than:
Nén theo doi chat ché bénh nhan bi suy than nhe dén trung binh vi viéc sit dung NSAID c6
thé gay suy giam chirc ning than. Dung liéu thap nhét ¢ hiéu qua va dinh ky theo ddi chirc
nang than. Tac dung trén chirc ning than thuong hdi phuc khi ngung aceclofenac.
Gan:
Néu cac xét nghiém chirc nang gan bat thuong Van con hodc nang thém, cac déu hiéu hoic
triéu ching 1am sang cho thdy bénh gan tién trién hodc néu cac biéu hién khac xay ra (ting
bach cau ai toan, phat ban), nén ngung aceclofenac. Theo ddi chat ch& bénh nhan suy gan
nhe dén trung binh. Viém gan c6 thé xay ra ma khong co triéu chimg bao trudc.
Dung aceclofenac & bénh nhén porphyria gan c6 thé giy ra con cép.
Tac dung trén tim mach va mach mau ndo:
Can theo d&i va tu van thich hop cho bénh nhan cé tién sir ting huyét ap va/ hodc suy tim
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sung huyét nhe dén trung binh do nguy co giit nude va phu né khi diéu tri voi NSAID.
Bénh nhan suy tim sung huyét (NYHA-I) va bénh nhan c6 cic yéu td nguy co xay ra cac
bién cb tim mach (nhu ting huyét ap, ting lipid huyét, dai thao duong, hit thude) chi nén
dugc diéu tri v6i aceclofenac sau khi dd can nhac can than. Vi nhimng nguy co vé tim mach
ctia aceclofenac c6 thé ting theo lidu va thoi gian phoi nhiém, nén dung thude voi lidu thap
nhit ¢6 hiéu qua trong thoi gian ngin nhat c¢6 thé. Panh gia dinh ky nhu cau dé giam triéu
chtng va dap ung diéu tri ciia bénh nhan.

Can than trong va theo doi chat ch€ khi dung aceclofenac cho bénh nhén c6 tién st xuét
huyét néo.

Nguy co huyet khoi tim mach:

Céc thudc chong viém khong steroid (NSAIDs), khong phai aspirin, dung duong toan thén,
c6 thé lam ting nguy co xudt hién bién c¢d huyét khéi tim mach, bao gdm ca nhdi mau co
tim va dot quy, co thé dan dén tr vong. Nguy co nay c6 thé xuat hién sém trong vai tuan
dau dung thudc va co thé ting 1én theo thoi gian ding thude. Nguy co huyét khdi tim mach
duoc ghi nhan chu yéu & lidu cao.

Bac sy can danh gia dinh ky sy xuét hién cta cac bién ¢ tim mach, ngay ca khi bénh nhan
khong c6 céc triéu chung tim mach trudc d6. Bénh nhan can duoc canh bao vé céc triéu
chtng ctia bién cb tim mach nghiém trong va can tham kham bac sy ngay khi xuat hién cac
tri¢u ching nay.

Dé giam thiéu nguy co xuit hién bién cd bt loi, can sir dung aceclofenac & liéu hang ngay
thip nhit c6 hiéu qua trong thoi gian ngan nhit c6 thé.

Loét, xucft huyét va thung duong tiéu hoa:

Loét, xuét huyét, thung duong ti€u hoa, c6 thé gy tur vong, da dugc bao cao khi diéu tri voi
cac thubec NSAID vao bat ky lic nao trong qua trinh diéu tri, co hodc khong co cac triéu
chtng canh bao hodc tién sir gip phai cac bién ¢ nghiém trong trén duong ti€u hoa.

Theo ddi chat ché nhitng bénh nhan c6 céc triéu chung biéu hién rdi loan da day - rudt bao
gém duong ti€u hoa trén hodc dudi, co tién stt viém loét, xuét huyét hodc thung da day -
rudt, bi viém loét dai tréng hodc bénh Crohn, hodc c6 cac bt thuong vé huyét hoc, vi
nhing tinh trang nay c6 thé bi nang thém.

Nguy co loét, Xuét huyet hodc thung duong ti€u hoa cao hon khi tang liéu NSAID, & bénh
nhan c6 tién sir loét, nhit 1a néu c6 biéu hién xuét huyet hogc thung, va ¢ nguoi cao tudi.
Nhing bénh nhan nay nén duoc diéu tri voi lidu thap nhat cé thé. Nén can nhic dung phdi
hop véi cac thude bao vé (nhu misoprostol hodc cac thude e ché bom proton) cho nhiing
bénh nhén nay va nhiing bénh nhén can diéu tri dong thoi v6i aspirin lidu thap hodc cac
thude c6 thé lam ting nguy co trén duong ti€u hoa khac.

Khuyen c4o bénh nhan c6 tién sir gap phai doc tinh trén duong tidu hoa, nhét 1a nguoi cao
tudi, nén bao cio khi c6 bat ky tridu ching bat thuong nao trén dudng rudt xay ra, dic biét
1a trong giai doan dau diéu tri.

Thén trong khi dung aceclofenac ddng thoi vai cac thude lam ting nguy co loét hodc xuat
huyét nhu corticosteroid toan than, thuéc khang déng nhu warfarin, thudc e ché tai hap
thu ¢6 chon loc serotonin hodc cac thude khéang tiéu cau nhu aspirin.

Ngung diéu tri néu ¢ loét hodc xuat huyét tiéu hoa xay ra.

Bénh mé lién két hon hop va lupus ban dé hé thong (SLE):

O bénh nhan bi SLE hodc bénh mé lién két hdn hop co thé c6 sy gia ting nguy co viém
mang nado vo trung.

Da liéu:

Céc phan tng trén da nghiém trong, mot sb co thé gay tir vong, bao gdbm viém da troc vay,
hoi chimg Stevens-Johnson va hoai tir biéu bi nhiém doc, di duoc bao céo rat hiém gip lién
quan dén viéc sir dung NSAID. Bénh nhén c6 nguy co cao nhat dbi v6i cac phan tmg nay
trong giai doan diéu tri: Su khoi phat cta cic phan ing nay chi yéu xay ra trong thang diéu
tri dau tién. Ngung diéu tri v6i aceclofenac ngay khi xuat hién ban da, ton thuong niém
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mac hodc bat ky ddu hiéu qua min nao khéc.
Dic biét, thity dau c6 thé gy ra cac bién ching nhiém tring nghiém trong ¢ da va mé mém.
Chura thé loai trir vai trd ctia NSAID trong viéc 1am ning thém nhitng nhiém tring nay. Do
do, tranh stir dung aceclofenac khi bi thuy dau.
Phdn vmg qud man:
Ciing nhu cac thuéc NSAID khac, phan Ung di ing, bao gdém phan mg phan vé/ sdc phan
v&, ¢6 thé xay ra ma khong c6 su phoi nhiém thude tir trudc.
Huyét hoc:
Aceclofenac trc ché két tap tiéu cau c6 hdi phuc.
Diéu tri kéo dai:
Can theo ddi can than tit ca cac bénh nhan diu tri véi NSAID, bao gém chuc nang than,
gan (tdng enzym gan c6 thé xay ra) va xét nghiém cong thirc mau.
Canh bao lién quan ta duoc:
NAJEN c6 chua lactose. Bénh nhan bi bénh di truyén hiém gip kém dung nap galactose,
thiéu hut Lapp lactase hodc rdi loan hip thu glucose-galactose khong nén sir dung.
NAJEN c6 chira polysorbat 80 c6 thé gy di tng, dau thau dau c6 thé gdy dau bung, tiéu
chay.
Pé xa tam tay tré em.
Str dung cho phu nir cé thai va cho con bu:
Phu nit mang thai:
Chua c6 thong tin vé viéc st dung aceclofenac cho phu nit mang thai. Uc ché tong hop
prostaglandin c6 thé anh huong x4u dén thai ky va/ hodc sy phat trién cta phdi/ bao thai.
Dit liéu tir cac nghién ctru dich t& cho thay tang nguy co say thai, di dang tim hodc di tat
nut thanh bung sau khi dung cac chat trc ché tong hop prostaglandin vao giai doan dau cia
thai ky. Nguy co tuyét dbi cua di dang tim mach ting tir dudi 1% dén khoang 1,5%. Nguy
co nay duge cho 1a ting theo liéu va thoi gian diéu tri.
Trong 3 thang dau va 3 thang giira thai ky, khong nén dung aceclofenac néu khong that su
can thiét. Néu chi dinh aceclofenac cho phu nir dang ¢ ging mang thai, hoic trong 3 thang
dﬁ}l hodc 3 thang giita thai ky, nén duy tri & liéu thap trong thoi gian diéu tri ngan nhat co
the.
Trong 3 thang cudi thai ky, tit ca cac chat trc ché tong hop prostaglandin cé thé khién thai
nhi:
- Poc tinh trén tim - phdi (6ng dong mach dong som va tang huyet ap phéi).
- R01 loan chirc nang than, c6 thé tién trién dén suy than kém thiéu di.
D6i v6i me va tré so sinh, khi dung thude vao cudi thai ky:
- C6 thé gay kéo dai thoi gian chay mau, tac dung chong két tap tiéu cau c6 thé xdy ra
ngay ca voi lidu rat thap
- Ut ché co tur cung dan dén lam cham hodc kéo dai thoi gian chuyén da.
Do d6, chdng chi dinh aceclofenac trong 3 thang cudi thai ky.
Phuy nit cho con bi:
Chua c6 thong tin aceclofenac c6 dugc tiét vao sira me hay khong.
Vi vay, tranh dung aceclofenac cho phu nit mang thai va cho con bu trir khi 1gi ich vugt troi
s0 v6i nguy co c6 thé xay ra cho thai nhi.
Kha nang sinh san:
Aceclofenac c6 thé lam giam kha nang sinh san & phu nit, do d6, khong khuyén céo ding
thudc cho phu nit dang c6 ging thu thai. Can nhic ngung aceclofenac & phu nit khé thu thai
hodc dang diéu tri vo sinh.
Anh huéng ciia thude ddi véi cong viée (ngudi van hanh may méc, ngudi dang 14i thu xe,
ngudi 1am viéce trén cao va cac trudng hop khéc): Tac dung khéng mong mudn nhu choéng
vang, budn ngu, chong mat, mét moi, roi loan thi gidc hodc cac roi loan hé than kinh trung
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wong khac co thé xay ra sau khi ubng cic thuéc NSAID. Khuyén cdo bénh nhan khéng 14i
xe hodc van hanh may méc néu bi anh hudng.

7. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC:
Cdc thuéc giam dau khdc bao gom cdc thubc irc ché chon loc cyclooxygenase-2: Tranh
dung dong thoi 2 hodc nhiéu NSAID (bao gém aspirin) vi ¢6 thé 1am ting nguy co gip phai
cac tac dung khong mong mudn, bao gdm xuat huyét tiéu hoa.
Thuéc diéu tri tang huyét dp: NSAID c6 thé lam giam tac dung cua cac thude diéu trj ting
huyét ap. Nguy co suy than cip, thuong c6 hdi phuc, c6 thé ting 1én & mot s bénh nhan bi
suy giam chirc nang than (nhu bénh nhan mat nudc hodc ngudi cao tuéi) khi dung céc
thudc e ché ACE hoic cac thube ddi khang thu thé angiotensin I phdi hop véi NSAID.
Do d6, can than trong khi dung phéi hop, dic biét 1a ¢ nguoi cao tu6i. Bénh nhén can duoc
bu nude ddy du va can nhéc theo dbi chirc ning than khi bt ddu diéu tri phdi hop va dinh
ky sau do.
Thuéc loi tiéu: Nhu cac thude NSAID khac, aceclofenac c6 thé lam giam tac dung cua céc
thube loi tiéu. Céac thude loi tiéu c6 thé 1am tang nguy co doc than cua NSAID. Mac du
khong thiy c6 anh huong dén viéc kiém soat huyét ap khi phéi hop véi bendrofluazid,
khong thé loai trir twong tac véi cac thude loi tiéu khac. Nén theo déi kali huyét thanh khi
dung dong thoi voi cac thude loi tiéu gir kali.
Cac glycosid tim nhu digoxin: NSAID c6 thé lam ning thém tinh trang suy tim, giam GFR
(tbc do loc cau than) va trc ché thanh thai cac glycosid qua than, dan dén ting nong do
glycosid huyét twong. Nén tranh phdi hop, trir khi ¢ thé theo ddi thudng xuyén nong do
glycosid.
Lithi: Mot s6 loai NSAID c6 thé trc ché thanh thai lithi qua than, lam tang nong do lithi
huyét thanh. Nén tranh phdi hop, trir khi ¢6 thé theo doi thuong xuyén nong do lithi.
Methotrexat: Luu ¥ twong tic c¢6 thé xay ra giira methotrexat va NSAID, ngay ca khi
methotrexat dugc su dung & lidu thép, dac biét 1a & bénh nhan suy gidm chuc nang than.
Nén theo ddi chiic ning than khi ding phdi hgp. Can than trong khi ding ca NSAID va
methotrexat trong vong 24 gid, vi NSAID c6 thé lam tang nong d6 methotrexat trong huyét
tuong, két qua 1a lam tang doc tinh.
Mifepriston: Khong nén dung NSAID trong vong 8 - 12 ngay sau khi dung mifepriston vi
NSAID c6 thé lam giam tac dung ctia mifepriston.
Cdc corticosteroid: Tang nguy co loét hodc xuat huyét tiéu héa.
Céc thuéc khang déng: Nhu cac NSAID khac, aceclofenac c¢6 thé 1am ting hoat tinh cua
thubc khang dong nhu wafarin. Theo ddi chit ché khi dung dong thoi.
Khdng sinh quinolon: Dung dong thoi voi NSAID co thé 1am ting nguy co co giat.
Thudc khang tiéu cdu va cdc thudc vec ché tai hdp thu cé chon loc serotonin(SSRI): Tang
nguy co xut huyét tiéu hoa.
Ciclosporin, tacrolimus: Dung dong thoi NSAID c6 thé 1am ting nguy co doc than do giam
tong hop prostacylin & than. Theo dbi can than chirc ning than khi dung dong thoi.
Zidovudin: Tang nguy co doc tinh huyét hoc khi ding NSAID véi zidovudin. Cé dau hiéu
cho thdy ting nguy co dau thit lung va ty mau & bénh nhan nhiém HIV (+) dang diéu tri
d6ng thoi zidovudin va ibuprofen.
Thuéc diéu tri ddi thio dwong: DA c6 bao cao ting duong huyét va ha duong huyét. Can
nhic chinh liéu cac thube ha duong huyét.

8. TAC DUNG KHONG MONG MUON:
Thuong gap, 1/10 < ADR <1/100
Than kinh: Choang véang.
Ti€u hoa: Kho tiéu, dau bung, budn ndn, tiéu chay.
Gan - mat: Tang enzym gan.
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It gap, 1/1.000 < ADR < 1/100

Tiéu hoa: Pay hoi, viém da day, tdo bon, ndn, loét miéng.

Da va m6 dudi da: Phat ban, ngira, viém da, may day.

Than - tiét niéu: Tang uré huyét, ting creatinin huyét.

Hiém gap, 1/10.000 < ADR < 1/1.000

Mau va bach huyét: Thiéu méu.

Mién dich: Phan tmg phan vé (bao gdm sdc), qua man.

Mit: Réi loan thi giac.

Tim: Suy tim.

Mach mau: Tang huyét ap.

Hb hép - 16ng nguc - trung that: Kho tho.

Tiéu hoa: Pai tién phan den, xuit huyét tiéu hoa, viém loét duong tiéu hoa.

Da va mo6 dudi da: Phu mach.

Rat hiém gdp, ADR < 1/10.000

Mau va hé bach huyét: Uc ché tay xwong, giam bach cdu hat, giam tiéu cau, giam bach cau
trung tinh, thiéu mau tan huyét.

Chuyén hoéa va dinh dudng: Tang kali huyét.

Tam than: TrAm cam, mo bat thudng, mat ngu.

Thén kinh: Di cam, run, ngu ga, nhirc dau, loan vi giac (vi giac bét thuong).

Tai va mé 10: Chong mat, u tai.

Tim: Panh tréng nguc.

Mach mau: Nong bung, dé bung, viém mach.

H6 hap - 16ng nguc - trung that: Co that phé quan, tho rit.

Ti€u hoa: Viém miéng, thing rudt, lam nang thém bénh Crohn va viém loét dai trang, non
ra mau, viém tuy.

Gan - mat: Ton thuong gan (bao gom viém gan), vang da, kiém mau, ting phosphatase.

Da va m6 duéi da: Ban xuat huyet phan ng da - niém mac ndng (bao gom hoi ching
Stevens-Johnson va hoai tir biéu bi nhiém doc).

Théan - tiét nidu: Suy than, hoi chirng than hu.

Toan than va noi dung thude: Phi né, mét moi, chudt rat & chan,

Xét nghiém: Tang can.

Chura 1 tan sudt

Than: Viém than k&.

Than kinh va céac giac quan dac biét: Viém than kinh thi giac, viém mang nao vo trung (ddc
biét 1a ¢ nhirg bénh nhan 16i loan mién dich tu mién nhu lupus ban do hé théng, bénh m6
lién két hdn hop) véi cac triéu chimng nhu cimg cd, nhirc dau, budn nén, ndn, sdt hodc mat
phuong huéng, 10 13n, 4o giac, khé chiu va budn ngu.

Mau va h¢ bach huyet. Giam bach cau, thiéu méau bat san.

Da liéu: Nhay cdm anh sang.

Tim mach: Nguy co huyét khéi tim mach (xem thém phan Canh bao va than trong).

Xir tri ADR:

Ngung thudc khi ¢6 cac tic dung khong mong muon nghiém trong xay ra.

Thudc ¢6 thé gay ra cdc tdc dung khéng mong muon khac. Can theo doi chat ché va khuyén
cdo bénh nhdn théng bdo cho bdc sy nhitng tic dung khéng mong muén gdp phdi khi siv
dung thuoc.

9. QUA LIEU VA XU TRi:
Triéu chung: Tri€éu chung bao gém nhttc dau, budn ndn, nodn, dau thuong vi, kich ng
duong tiéu hoa, xuat huyét tiéu hoa, hiém khi tiéu chay, mat phuong hudng, phan khich,
hén mé, budn ngu, choang vang, u tai, ha huyet ap, suy ho hap, ngat xiu, d6i khi co6 co giat.
Trong trudng hop ngd doc cap, suy than va ton thuong gan co thé xay ra.
X tri:
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Bénh nhan nén dugc diéu trj triéu chimg néu can.

Trong vong 1 gid sau khi uéng phai mot luong thude ¢ thé gay ngd doc, co thé can nhic
cho bénh nhan udng than hoat tinh. Ngoai ra, & ngudi 16n, nén can nhic stc ria da day
trong vong 1 gid sau khi uéng qua liéu thudc, co nguy co de doa tinh mang.

Céc bién phap cu thé nhu tham tach mau hoic truyen mau c6 thé khong c6 hiéu qua trong
viéc loai bo cac thude NSAID do thube ¢ ty 18 gan két protein huyét tuong cao va chuyén
hoa rong.

Can dam bao luong nudc tiéu.

Nén theo doi chat ché chirc nang than va gan.

Bénh nhén can duoc theo ddi trong it nhat 4 gid sau khi udng qua liéu.

Trong truong hop co gidt thudng xuyén hoic kéo dai, bénh nhan cin duoc diéu tri bang
tiém tinh mach diazepam.

Cac bién phap khac co thé duoc chi dinh dya trén tinh trang lam sang cua bénh nhan.

Xtr tri ngd doc cp véi aceclofenac dudng udng chii yéu bao gom diéu tri hd tro va diéu tri
triéu ching ctia cac bién chimg nhu ha huyét ap, suy than, co giat, kich tmg da day - rudt va
suy ho hép.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khéong dung qué liéu chi dinh.
Piéu kién bao quén: Noi kho rao, tranh anh sang, nhiét d¢ khong qua 30°C.
Han ding ciia thude: 36 thang ké tir ngay san xuat.

11. TEN, PIA CHi VA BIEU TUQONG CUA CO SO SAN XUAT

San xudt tai:
DAVIPHARM

CONG TY CO PHAN DUQC PHAM DPAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong 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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