Rx DICLOFENAC

“Thudc nay chi diing theo do'n thudc”
“D& xa tam tay tré em”

“Doc ki hwéng din sir dung trwére khi dung”
Thanh phan cdng thire clia thudc: Cho mét vién:
Thanh phén duworc chét: Natri diclofenac..... w50 MG
Thanh phén td duoc: Lactose, tinh bot ngd, tinh bot san, PVP K30,
eudragit L - 100, magnesi stearat, natri starch glycolat, PEG 6000,
titan dioxyd, talc, vang tartrazin, dé oxid sét vd....
Dang bao ché:
Dang bao ché: Vién nén bao tan trong rudt
Hinh thitc: Vién nén bao phim, mau nau déng nhat, hinh try, hai mat nhén, thanh va canh vién lanh l3n.
Chi dinh
Piéu trj triéu ching 1au dai cac loai viém khép man tinh: Viém khép dang thap, viém cot séng dinh khép, viem
kh&p vay nén, mét s6 thodi héa khdip gay dau va tan tat.
Piéu trj triéu chirng dau sau phau thuét (chinh hinh, phu khoa, ring, chdn thuong).
Diéu tri thdng kinh v can.
Liéu dung - cach dung:
Liéu diing:
Liéu lugng duoc tinh theo diclofenac natri.
Can phai tinh toan liéu mot cach than trong, tly theo nhu cau va dép (ng cla titng ca nhan. Dé gidm thiéu nguy
o xuét hién bién c6 bat loi, can sir dung diclofenac & liu hang ngay thap nhat cd hiéu qua trong thoi gian ngén
nhét c6 thé (xem thém phan “Céc trudng hop than trong khi dung thudc”). Lidu t6i da Ia 150 mg/ngay. Trong tri
liéu dai ngay, két qua phan 16n xuét hién trong 6 thang dau va thuding dugrc duy tri sau dé.
Nguoi I6n va tré em trén 12 tuéi:
Viém cdt séng dinh khdp: Ung 100 mg/ngay, chia hai lan. USng thém 1 Ian trudc khi di ngli néu can.
Thodi héa (hu) khdp: Udng 100 - 150 mg/ngay, chia lam nhiéu [an (50 mg, 2 - 3 [an mdt ngay). Diéu tri dai ngay:
Udng 100 mg/ngay, khong dung liéu cao hon. Néu dau nhigu vé dém, chuyén udng vao budi téi trudc khi di ngl.
Viém khdp dang thép: Usng 100 - 150 mg/ngay, chia lam nhiéu [an (50 mg, 2 - 3 [an mét ngay).
Diéu tri dai ngay: Liéu nén dung |a 100 mg/ngay va néu can ting, Ién t&i 150 mg/ngay, chia 2 - 3 [an.
Diéu trj triéu chirng dau sau phdu thudt (chinh hinh, phu khoa, rdng, chdn thuong), théng kinh vé cdn: Udng 150
mg/ngay, chia 3 13
Tré em dudi 12 tudi: Khong khuyén céo dung cho tré em dudi 12 tudi.
Nguoi suy than: Khong khuyén céo dung cho ngudi suy than ning.
Nguroi suy gan: C6 thé phai digu chinh ligu.
Ngudi cao tudi: Khong cé khuyén cdo dic biét, dung theo liéu clia ngudi I6n, tuy cé thé cé nhiéu tai bién phu hon
(xem thém muc than trong)
Cdch ding: Uong cavién, khong duoc nhai, trong hoac sau bira an.
Khéng 6 yéu cau dic biét vé xt Iy thudc sau khi st dung.
Chéng chi dinh:
Qué man véi diclofenac, aspirin hay céc NSAIDs khac (hen, viém miii, may day sau khi dung aspirin). hodc vi bat
ky thanh phan nao clia thudc.
Tién st viém loét hodc chdy méu da day va duding tiéu héa.
Phu nit trong ba théng cudi thai ky.
Loét da day tién trién.
Nguoi bi hen hay co that phé quan, chdy mau, bénh tim mach, suy than ning hoic suy gan néng.
Bénh nhan suy tim sung huyét (tir d6 Il dén dd IV theo phan dd chirc nang clia suy tim theo H6i Tim New York -
NYHA), bénh tim thi€u mau cuc b, bénh dong mach ngoai vi, bénh mach méau nio.
Bénh nhan bj gidm thé tich tuan hoan do thudc lgi niéu hay do suy than, téc dé loc cau than < 30 mi/phut (do
nguy co xuét hién suy than).
Ngudi bj bénh chét tao keo (nguy co xut hién viém mang ndo vo khuan. Can chu y 1a tat ca cac trudng hop bi
bénh viém mang nio vo khuén déu cé trong tién st mot bénh tu mién nao do, nhw mét yéu té dé mac bénh).
Canh bao va than trong khi dung thudc:
Dé gidm thiéu tac dung khdng mong mudh, nén str dung liéu thap nhat c6 hiéu qua trong thoi gian ngan nhat dé
kiém soét triéu chirng. Mitc o dap (rng clia diéu tri nén dwoc dénh gié lai theo dinh ky.
Theo d8i chirc ndng than, chirc ndng gan va céng thirc mau cho bénh nhan dang diéu tri NSAIDs kéo dai, nhw mét
bién phép phong nglra.
Tranh phéi hop diclofenac véi NSAIDs toan than bao gom c4c chat e ché chon loc COX - 2 vi khdng c6 bat clr
bang chirng nao cho thay c6 loi nhung lai cé nhiéu tiém nang gay cic tac dung khéng mong mudn.
Gidng nhur cac NSAIDs khac, diclofenac ¢6 thé che dau cac ddu hiéu va triéu chirng nhiém triing do tinh chét duoc
ddng hoc cda né.
Nguoi cao tudi:
Than trong khi st dung & ngudi cao tudi. Nén str dung liéu thap nhat c6 hiéu qua trong thdi gian ngén nhat.
Dugc ddng hoc clia thudc & ngudi cao tudi khdng bj thay ddi déng ké.
Tuy nhién, khi dung NSAIDs & bénh nhan cao tudi dé xay ra phan (ng bat loi, déc biét la xuat huyét tiéu héa va
thing da day, cé thé gy ti vong. Bénh nhan nén duoc theo di dé kiém tra xuat huyét tiéu héa trong 4 tuan sau
khi bét dau didu tri NSAIDs.
Anh huéng trén tim mach va mach mdu néo:
Theo ddi va tu van cho bénh nhan ¢4 tién st ting huyét 4p hosc suy tim sung huyét nhe dén trung binh do tinh
trang gitt nudic va phii né d3 dugrc bao céo trong khi diéu trj véi NSAIDs.
Nguy co' huyét khéi tim mach: Cac thuSc chéng viém khang steroid (NSAIDs), khong phal aspirin, dung dudng
toan than c6 thé lam ting nguy co xuét hién bién c& huyét khdi tim mach, bao gdm ca nhdi médu co tim va dét
quy, c6 thé din dén tlr vong. Nguy co' nay c6 thé xuat hién sém trong vai tuan dau dung thudc va cd thé tang lén
theo thdi gian dung thudc. Nguy co huyét khéi tim mach duorc ghi nhan chli yéu & liéu cao.
Béc sT can danh gia dinh ky sy xuét hién cla cac bién & tim mach, ngay ca khi bénh nhan khéng c6 céc triéu
chu/ng tim mach trudc d6. Bénh nhan can dugc canh bdo vé cac triéu chitng cda bién c6 tim mach nghiém trong
va can thdm khém béc st ngay khi xuét hién cic triéu chu‘ng nay.
Dé gidm thiéu nguy co xuat hién bién c8 bat loi, can st dung diclofenac & liéu hang ngay thap nhat c6 hiéu qua
trong thoi gian ngan nhat cé thé.
Can can nhic can than khi st dung diclofenac cho bénh nhan c6 cac yéu t6 nguy co xuat hién cac bién cd tim
mach rd rét (nhu ting huyét ap, ting lipid huyét thanh, dai thdo dudmng, nghién thudc 13).

Anh hudng trén da day - ruét:

Loét, thung hogc xuat huyét du‘cmg tiéu hda c6 thé dan dén tir vong da duoc bao cdo & tét ca cac NSAIDs bao
g6m ca diclofenac va cé thé xdy ra bat ctt Iic ndo trong qué trinh diéu tri, c6 hoac khéng o triéu chu’ng canh béo,

VGi ca nhitng ngudi cé hodc khdng tién sir vé tiéu héa trudc d6, hau qua nghiém trong hon & ngudi cao
tudi. Néu xay ra Ioét, thlng hoiic xuat huyét dudng tiéu hoa khi dung thudc, nén ngirng ngay thudc.

Ciing nhu tat ca cac NSAIDs, bao gém ca diclofenac, can theo di Iam sang chit ch& va than trong khi ké don
diclofenac & bénh nhan c6 cac triéu ching dan dén réi loan da day - rugt. Nguy co bj loét hodc thung duong tiéu
héa cao hon khi tang liéu NSAIDs. Nhu‘ng bénh nhan nay nén diéu trj bing liéu thap nhat c hiéu qua va nén xem
xét diéu trj két hop véi cac thudc béo vé dudng tiéu héa (vi du nhu misoprostol hodc thudc tre ché bom proton).

Théng béo cho bac st biét bét c triéu ching bat thuong nao vé dudng tiéu hda (d3c biét 1a xudt huyét tiéu héa),
nhét 13 trong giai doan dau diéu tri.

Can than trong khi dung phi hop véi cac thudc cd thé lam ting nguy co' loét hodic chdy mau duding tiéu héa nhu
corticosteroid, thuc chdng déng méu warfarin, thuc (rc ché tai hap thu serotonin cd chon loc, thudc trc ché két
tap tiéu cau nhur acid acetylsallcyllc (xem phan tuong tac thudc).

Khi xudt huyét tiéu héa hoac loét xay ra & nerng bénh nhan dung diclofenac, nén ngirng thuéc.

Nén theo ddi 1am sang chiit ché khi dung thudc & bénh nhan bj viém dai trang hodc bénh Crohn vi ¢ thé 1am tinh
trang bénh tram trong hon.

Than trong khi diing thudc trén nhitng bénh nhan cé tién st b chdy méu hodc di tiéu phan den.

Anh huéng trén gan:

Can gidm sét chat ch@ khi ké don diclofenac cho bénh nhan cé suy gidm chirc néng gan vi cd thé [am tram trong
thém tinh trang bénh.

Nhu véi cac NSAIDs khc, diclofenac 1am ting mét hodc nhiéu tr s6 enzym gan. Trong thdi gian diéu tri kéo dai
v6i diclofenac, can theo di chirc ning gan thuding xuyén nhu mét bién phép phong nglra. Néu cac xét nghiém
chirc néng gan bét thuong van ton tai hodc xdu di, hodc triéu chimg 1dm sang cla bénh gan tién trién, hoic cac
biéu hién khac xdy ra (vi du nhu ting bach cau wra eosin, phat ban), nén ngirng duing diclofenac.

Viém gan c6 thé xay ra khi dung diclofenac ma khdng c triéu chirng béo trudc.

Can than trong khi st dung diclofenac & bénh nhan bj porphyrla gan vi c6 thé gay radot cap clia bénh.

Anh huéng trén thén: Triéu chimg gitr nudc va phi né d3 dugc bao cao khi sir dung & tat ca cac NSAIDs, ké ca
diclofenac. Can than trong khi dung thudc cho nhitng bénh nhan cd suy gidm chitc néng tim, than, tién st cao
huyét 4p, ngudi cao tudi, bénh nhan dang diéu trj véi thudc loi tiéu hodc cic thudc co thé anh hudng dén chirc
néng than, & nhitng bénh nhan bj gidm thé tich dich ngoai bao dang ké do bat ky nguyén nhan nao, vi du nhu
trudic hodc sau cude phau thuat I6n (xem thém muc chéng chi dinh). Trong cac trudng hop nay, theo ddi chirc
ning than duoc khuyén cdo nhu mét bién phap phong ngtra.

Chc néng than c6 thé phuc hdi khi nglrng dung diclofenac.

Anh hudng trén da:

Céc phan tng da nghiém trong, mot s8 gay tlr vong, bao gdm viém da tréc vay, hdi chirng Stevens -Johnson va
hoai t&r biéu bi nhiém ddc, ciing da dugc bao cao tuy rat hiém gap khi st dung NSAIDs. Nguy co cao nht xay ra
trong thang dau diéu tri. Nen ngu‘ng ngay thudc khi xuat hién triéu ching phét ban da, t6n thuong niém mac
hoac bat ky ddu hiéu qua man nao.

Anh huéng trén huyét hoc:

Can than trong khi dung diclofenac cho bénh nhan cd bat thuding vé mau. Khuyén cdo nén st dung thudc trong
thoi gian ngan nhét c6 thé. Néu can thoi gian diéu trj kéo dai, nhu véi cac NSAIDs khac, can theo ddi cong thirc
méu.

Nhu véi cac NSAIDs khac, diclofenac cé thé tam thdi (e ché két tap tiéu cdu. Do d6, can than trong khi dung
thu8c trén bénh nhan réi loan déng mau.

Anh hudng trén h hép:

St dung NSAIDs trén nhitng b&nh nhan bi viém miii di (rng theo mua, phu né niém mac mdi (nhu polyp mii),
bénh phdi tac ngh&n man tinh hodc nhiém tring man tinh cla duong ho hap (déc biét lién quan dén cac triéu
ching di tng miii) c6 thé lam tram trong thém tinh trang bénh. Vi vay, bién phap phong ngira dic biét duoc
khuyén cao dung & nhitng bénh nhan nay (san sang cho truong hop khan cap). Biéu nay duoc ap dung cho cac
bénh nhan bi dj tng véi céc chat khac, vi du nhu céc phan tng da, ngu’a hodc néi mé day.

Cung nhu céc thudc tre ché tong hqp prostaglandln khéc, diclofenac va cdc NSAIDs khac c6 thé tang co that phé
quan khi dung trén bénh nhan méc, hoic c6 tién sir trude d6 cla bénh hen phé quan. Chéng chi dinh dung thudc
trén bénh nhan bi hen hodc co that phé quan.

Bénh lupus ban dd hé théng va bénh mé lién két hon hop:

Khi diing diclofenac trén nhitng bénh nhan lupus ban dé hé théng va réi loan mé lién két hon hop c6 thé gay ting
nguy co viém mang ndo vé khuan.

Khd néng sinh sén & ni¥ gidi:

Viéc st dung diclofenac cé thé lam gidm kha néng sinh san & nit gidi. Khong nén dung cho phu nit dang cé y dinh
mang thai ho3c & nhitng phu nit gap kh khin trong viéc mang thai, ngudi dang diéu tri vé sinh.

Trong cong thirc ¢6 lactose, than trong véi bénh nhan khéng dung nap galactose do di truyén, kém hap thu
glucose - galactose ho3c thi€u Lapp lactase.

Trong cong thirc ¢d vang tartrazin cé thé gdy phan (ng di ing, do d6, can than trong, dic biét véi cac bénh nhan
c6 co dia dj trng.

St dung thudc cho phu ni¥ ¢6 thai va cho con bu:

Su’dung thuét cho phu niF ¢6 thai:

Ucché tong hop prostaglandin c6 thé anh huéng xau dén thai ky va/hodic sy phat trién clia phdi/bao thai. Dt liéu
tir céc nghién ctru dich t& hoc cho thay 6 nguy co sdy thai va di dang tim sau khi str dung chét (tc ché téng hop
prostaglandin vao giai doan dau clia thai ky. Nguy co tuyét di cho di dang tim mach ting tir dudi 1% lén dén
khoang 1,5%.

Nguy co nay duoc cho 13 ting theo lidu va thi gian diéu tri. & dong vat, viéc str dung chat (i ché téng hop
prostaglandin d& dugrc chirng minh 13 [am tang ty 1€ t& vong cla phdi/bao thai.

Trong ba thang d3u va ba thang thir hai clia thai ky, khéng nén dung diclofenac natri trir khi can thiét. Néu can
thiét phai str dung, nén ding lidu thap nhat trong thoi gian ngan nhét cé hiéu qua.

Trong ba thang cudi clia thai ky, tét ca cac chét trc ché tong hop prostaglandin c6 thé lam phai thai nhi:

- Pac tinh tim phéi (d6ng clra 8ng dong mach sém va ting ap luc phéi);

- Réi loan chirc néng than, c6 thé tién trién dén suy than;

Néu st dung cho phu nit & cudi ky mang thai:
- C6 thé kéo dai thoi gian chay mau, xay ra ngay ca véi liéu lugng rat thap.

- Uc ché céc con co tir cung dan dén cham hodc kéo dai thi gian chuyén da.
Do d6, diclofenac natri chdng chi dinh & phu ni trong ba thang cudi thai ky.




Str dung thuéc cho phu ni¥ cho con bu:

Gidng nhu cac NSAIDs khc, diclofenac vao sita me véi lugng nhé. Do d6, khéng nén dung diclofenac cho phu ni
cho con bu dé tranh nhiing téc dung khdng mong mudn & tré so sinh.

Anh hu’dng clia thudc 1&n kha ning li xe, vin hanh may mac:

Thudc cd thé gdy nhirc du, bdn chon, budn ngt, ngli gét, budn ndn, ndn. Khdng nén I4i xe, van hanh may méc
hay lam viéc trén cao khi gép tac dung khéng mong mudhn clia thudc.

Tuwong tac thudc:

Lithi: Dung dong thoi lithi véi diclofenac 6 thé lam téng nong db lithi trong huyét thanh dén muc gay déc. Néu
budc phai dung ddng thoi, cin theo d&i ngudi bénh that cdn than dé phat hién kip thoi ddu hiéu ng déc lithi va
phai theo dai néng do lithi trong mau mét céch thudng xuyén. Phai diéu chinh liéu lithi trong va sau diéu trj bing
diclofenac.

Digoxin: Néu dung dong thdi véi diclofenac cé thé 1am ting néng dé trong huyét thanh va kéo dai thoi gian ban
théi clia digoxin. Can dinh lwgng ndng dé digoxin trong méu va can giam liéu digoxin néu dung déng thdi ca 2
thuéc.

Cdc NSAIDs va corticosteroid khdc, ké ca aspirin: Néu diing dong thi véi diclofenac c6 thé lam ting nguy co gip
cac tac dung khong mong mudh dic biét trén duong tiéu hda.

Thuéc lgi tiéu va thuéc ha huyét dp (nhw thuéc tre ché enzym chuyén angiotensin (ACE), thuéc chen beta): Néu
dung déng thoi véi diclofenac c6 thé 1am gidm hiéu qua ha huyét 4p do (rc ché tdng hop prostaglandin. Do d6,
viéc phéi hop nén duoc thyc hién than trong. Bénh nhan, déc biét 1 ngudi cao tudi, nén dugc theo déi huyét ép
thuong xuyén. Bénh nhan cin dugc bu dich déy dd va cin phai xem xét dén chirc ning than sau khi bét dau diéu
tri va dinh ky do tang nguy co doc than.

Thuéc ha kali mdu: Dung dong thdi véi diclofenac cé thé lam ting nong dd kali huyét thanh. Néu phéi hop, can
theo di thudng xuyén néng dd kali huyét thanh.

Thuéc chéng déng mdu va chdng két tap tiéu cu: Can than trong khi diing dong thoi vi ¢ thé lam ting nguy co
chay mau.

Thuéc tre ché tdi hdp thu serotonin c6 chon loc (SSRIs): Dung ddng thdi cung véi cdc NSAIDs (bao gdm ca
diclofenac) c6 thé lam téng nguy co' xuat huyét tiéu héa.

Thuéc diéu trj ddi thdo duong: Cac nghién ciru lam sang da chi ra rang diclofenac khi dung cung V6i céc thudc
diéu trj déi thdo dudng khong 1am dnh hudng dén hiéu qua 1am sang clia thudc. Tuy nhién, cé nhitng bo cdo
riéng biét vé c tac dung ha dudng huyét va ting glucose méu doi héi phai thay déi liéu lugng clia cac thudc digu
trj déi thao duong trong qud trinh diéu trj véi diclofenac. Vi vay, dé phong nglra, can theo d&i mitc duding huyét
trong qué trinh diéu tri dong thoi.

Methotrexat: Diclofenac trc ché sy thanh thai methotrexat & dng than dan dén lam tang nong do trong huyét
thanh va ting déc tinh clia methotrexat. Vi vy, viéc st dung diclofenac hodc cac NSAIDs nén céch it nhat 24 giey
trurdic va sau khi diéu trj bang methotrexat.

Ciclosporin: Diclofenac va NSAIDs lam ting nguy co déc tinh trén than clia ciclosporin. Can thudng xuyén theo déi
chirc ndng than clia ngudi bénh.

Mifepriston: NSAIDs khéng nén st dung trong vong 8 - 12 ngay sau khi dung mifepriston do c6 thé lam gidm hiéu
lyc mifepriston.

Khdng sinh nhém quinolon: C6 thé xay ra hién tugng co giét khi st dung ddng thi quinolon va NSAIDs.
Phenytoin: Khi str dung déng thdi véi diclofenac nén theo déi ndng d6 phenytoin trong huyét tuong do diclofenac
c6 thé 1am ting ndng dd clia phenytoin huyét tuong.

Tacrolimus: C6 thé ting nguy co doc than khi dling NSAIDs véi tacrolimus.

Colestipol va cholestyramin:

Céc thudc nay cé thé lam cham hodc gidm hap thu clia diclofenac. Vi vy, nén dung diclofenac it nhat 1 gi¢r truéc
hodc 4 dén 6 gidr sau khi dung colestipol/cholestyramin.

Cdc chét trc ché CYP2C9: Can than trong khi phdi hop diclofenac véi cic chat e ché CYP2C9 manh nhu
sulfinpyrazon va voriconazol do ¢6 thé lam ting dang ké ndng dd dinh trong huyét twong clia diclofenac.
Zidovudin: Tang nguy co dc tinh trén huyét hoc khi dung NSAIDs véi zidovudin.

Diflunisal: Dung diflunisal déng thoi véi diclofenac c6 thé lam ting nong dé diclofenac trong huyét tuong, 1am
gidm do thanh thai diclofenac va c6 thé gy chdy mau rat ning & dudng tiéu héa.

Ticlopidin: Dung cuing diclofenac lam tang nguy co' chay mau.

Dung cu trdnh thai dét trong ti cung: C6 tai liéu néi dung diclofenac [am mét tac dung tranh thai.

Thuéc chéng toan cé thé lam gidm kich (ng rudt bdi diclofenac nhurng lai cé thé lam gidm néng d diclofenac
trong huyét thanh.

Cimetidin c6 thé lam ndng d6 diclofenac huyét thanh gidm di mét chit nhung khong 1am gidm tac dung chéng
viém clia thudc. Cimetidin béo vé ta trang khéi téc dung c6 hai clia diclofenac.

Probenecid c6 thé lam nong d6 diclofenac téng 1én gap doi néu duoc dung dng thoi. Digu nay c6 thé cd tac dung
1am sang t6t & ngudi bi bénh khdip nhung lai c6 thé xy ra ngd déc diclofenac, dic biét & nhitng ngudi bj suy gidm
chirc ndng than. Téc dung thi acid uric - niéu khdng bi dnh huéng. Néu can thi giam liéu diclofenac.

Tuwong ky thudc:

Chua cd thong tin.

Téc dung khong mong muéh clia thudc (ADR):

Khoang 5 - 15% ngudi bénh dung diclofenac cé tac dung khéng mong mudn & bd méy tiéu héa.

Nguy co huyét khdi tim mach: Cac thir nghiém 1am sang va dich té dugc hoc cho théy viéc st dung diclofenac cé
lien quan dén ting nguy co xuat hién bién cd huyét khdi tim mach (nhu nhdi méu co tim ho3c dét quy), dic biét
khi st dung diclofenac & liéu cao (150 mg/ngay) va kéo dai (xem thém phan “Cac trudng hop than trong khi dung
thudc”).

Thudng gdip, ADR > 1/100

Toan than: Nhirc dau, bon chon.

Tiéu hda: Pau viing thugng vi, budn ndn, nén, ia chay, tréng bung, chan an, kho tiéu.

Gan: Tang cac transaminase

Utai

It gdip, 1/1000< ADR < 1/100

Toan than: Phu, dj ng (d&c biét co thét phé quan & ngudi bénh hen), chodng phan vé ké ca tut huyét 4p, viem
miii, may day.

Tiéu héa: Dau bung, chdy mau dudng tiéu hda, lam 6 loét tién trién, non ra mau, ia mau, fa chay 1an mau.

Hé than kinh: Budn ngt, ngli gét, tram cam, mét ngd, lo au, khd chiu, dé bj kich thich.

Da: May day.

H6 hap: Co that phé quan.

Mat: Nhin mo, diém t6i thi gidc, dau nhirc mét, nhin déi.

Hiém gdip, ADR < 1/1000

Toan than: Phu, phat ban, hgi chitng Stevens - Johnson, rung tc.

Hé than kinh: Viém mang ndo vd khuan.
Mau: Gidm bach cau, gidm tiéu cau, gidm bach cau trung tinh, ting bach cau &i toan, gidm bach cau hat, thiéu
méu.
Gan: R6i loan co bop i mat, test chirc nang gan bét thuong, nhiém doc gan (vang da, viem gan).
Tiét niéu: Viém bang quang, dai mdu, suy than cap, viém than k&, hdi ching than hu.
Hurdng dén cdch xir tri ADR:
Khi ¢4 triéu chitng di (rng véi diclofenac phai ngirng thudc ngay.
Didu trj cac tac dung khéng mong mudn la didu trj triéu chirng va hé trg.
“Théng bdo ngay cho bdc sy hodic duwgrc sj
nhifng phdn tng c6 hai géip phdi khi st dung thuéc”

Quid liéu va cach xr tri:
Qud ligu: Khong cé triéu chitng 1am sang dién hinh cho qua liéu diclofenac. Qué lidu cd thé gay ra céc triéu chirng
nhu dau dau, budn nén, nén, dau thu’ong vi, xuat huyét tiéu héa, tiéu chay, cho’ng mit, mat phuong huéng, kich
thich, hén mé, budn ngd, u tai, ngat hodc co giat. Trong trwdmg hop ngd doc cap, cd thé xdy ra ton thuong gan,
suy than cap. Cac bién chung khac c6 thé gap bao gdm ha huyét ap, suy hd hép, kich g dudng tiéu héa.
Xt tri- Khong c6 thudc gidi doc dic hiéu. Chl yéu la diéu tri triéu chimg va hd trg. Bién phap chung la phai tic
khac gay non hodc rira da day. Sau khi da gay ndn va rira da day, c6 thé duing than hoat dé gidm hap thu thuéc &
Sng tiéu héa va & chu ky gan rudt. Co giat thuong xuyén va kéo dai nén dugc diéu tri bing diazepam tiém tinh
mach. Nén theo d&i chit ch& chirc ning gan, than. Céc bién phap khéc duorc chi dinh tuy theo triéu chirng 1am
sang clia bénh nhan. Cac bién phap nhu loi tiéu, kiem héa nuér tiéu, thdm phan méu cd thé khong gitip ich dé
téng dao thai diclofenac, vi thudc gn manh vao protein huyét tong. Néu gay loi tiéu thi phai theo di chit ché
can bang nudr - dién gidi vi c6 thé gdy ra rdi loan ning vé dién giai va & nudr.
DPic tinh dwoc lwc hoc:
Ma ATC: MO1ABO5
Diclofenac Ia thuc chéng viém khong steroid (NSAID), dan xuat tir acid phenylacetic. Thudc c6 téc dung chéng
viém, gidm dau va giém s6t nhanh. Diclofenac 1a mét chat (rc ch& manh hoat tinh cla cyclooxygenase, it nhat 1a
hai i isoenzym COX - 1va COX - 2 dé lam gidm tao thanh prostaglandln prostacydlin va thromboxan |3 nhitng chat
trung gian clia viém. U'c ché COX - 1 gdy ra cac tac dung phu & niém mac da day (tre ché tao mucin 1a mot chat c6
tac dung bao vé duding tiéu héa) va két tap tiéu cau. Tac dung chéng viém, giam dau, ha sét chd yéu do e ché
COX-2.
Diclofenac néng dé cao gay trc ché tao céc chat chuyén hda khac cla acid arachidonic bao gom leukotrien va acid
5 - hydroxyeicosatetraenoic (5 - HETE). Diclofenac c6 thé ngén can di chuyén bach cau (bao gbm bach cau da
nhén) vao vi tri viém. Tuy nhién (rc ché hinh thanh leukotrien va di chuyen bach cau khong do diclofenac trc ché
tryc tiép Ilpooxygenase Diclofenac cling (tc ché bach cau da nhan giai phdng enzym clia céc thé tiéu bao va c6
thé (rc ché san xudt superOX|d va héa (rng dong clia bach cau da nhan.
Thuc nghiém trén chudt cdng, dua trén trong lugng hiéu qué chdng viém clia diclofenac thap hon piroxicam, va
gap khodng 2,5; 10; 24; 80 hoiic 430 lan hiéu qua clia indomethacin, naproxen, phenylbutazon, ibuprofen hoidc
aspirin, theo th(r ty. ThuSc khong lam thay ddi tién trinh clia bénh va khng ngén dugc phd hly khép. Nghién
clru trén ngudi, trén co s& trong Iu‘o‘ng, tac dung gidm dau cla diclofenac twong ty nhu codein va gdp khoang 3 -
8,8-16va 12- 18 lan tac dung clia naproxen, ibuprofen va asplrln theo thir tuy. Khi dung kéo dai diclofenac, tac
dung glam dau khong bi glam Co ché tc dung ha s8t ndi chung cla cac thudc chong viém khong steroid chua rd,
nhung cé thé do (rc ché tdng hop prostaglandin & hé than kinh trung wong (c6 thé & ha ddi). Trén chudt cong, tac
dung ha sét clia diclofenac liéu 0,5 mg/kg tuong tu véi tac dung cla liéu 1, 2, 24, 35, 55 ho3c 185 mg/kg cla
indomethacin, ibuprofen, phenylbutazon, naproxen hodc aspirin, theo thir tu tuong tng.
Prostaglandin c6 vai trd duy tri twéi mau than. Cac thudc chdng viém khong steroid (rc ché tong hop
prostaglandin nén cé thé gy viém than k&, viém cau than, hoai tr nhd va héi ching than hu, dic biét & nhitng
ngudi bi bénh than hodc suy tim man.
Diclofenac c6 thé (rc ché tiéu cau két tap va cd thé kéo dai thoi gian chdy mau, do (rc ché COX - 1 téng hop
prostaglandin.
Pic tinh dwgrc dong hoc:
Hép thu: Diclofenac natri dugc hap thu hau nhur hoan toan qua dudng tiéu hda; Vi thudc chuyén héa budc dau
manh & gan, nén khong 50 - 60% liéu diclofenac tdi tuan hoan duéi dang khéng déi. Thai gian tac dung cham khi
uéng vién glal phéng cham, nhung mrc d6 hap thu khong déi.
Thuéc dat néng do dinh trong huyét tu’dng trong vong 2 - 3 gi® d6i vdi vién gidi phdng cham. Thitc &n va thudc
chéng acid lam gidm téc do hap thu clia thudc, nhung khong anh huding nhiéu dén mirc d6 hap thu. So véi ngudi
khde manh, Craxkhi udng gidm & ngui viem khép dang thap, nhung AUC khdng déi. Craxtdng gap 4 [an & ngudi
cao tudi va AUC ting gap 2 Ian, mic du vay cling khdng c6 thay déi thyc sy nao vé ligu dung lién quan dén tudi
dugc bao cdo. Khong cé sy thay déi vé dugc dong hoc & ngudi suy than.
Phén bé: Sau khi udng, thudc phan b vao dich mang hoat dich, dat ndéng do dinh khoang 60 - 70% ndng do dinh
trong huyét turong, tuy nhién sau 3 - 6 gidy, néng d6 & dich mang hoat dich clia thudc va chat chuyén héa cao hon
nhiéu ndng d6 trong huyét twong. Thé tich phan bd: 1,3 - 1,4 lit/kg. Diclofenac gén manh nhung thuan nghich vdi
protein, cht yéu I3 albumin. & ngudi bj viém khép dang thap, diclofenac gén vao protein trong dich hoat dich
thap hon so véi huyét tuong.
Diclofenac va céc chat chuyén héa qua duoc nhau thai & chudt nhét va chudt cng. Khi udng lidu 100 mg/ngay,
nong dod thudc trong sita me khdng nhiéu, nhung it nhat da cé ngudi udng lieu 150 mg/ngay, ndng do diclofenac
trong stta xap xi 100 nanogam/ml.
Théi trir: Thudc bai tiét qua nudc tiéu va phan. Dudi 1% lidu dang khong ddi thai trir vao nudr tiéu. Khodng 60%
liéu thai trir vao nudr tiéu dudi dang cac chat chuyén héa, s6 con lai thai trir qua phan. Thoi gian bén thi clia
diclofenac khéng déi trong huyét tuong khodng 1 - 2 gid. Thanh thai toan bd trong huyét tuong khoang 263
ml/phut.
Quy cich déng géi: Hop 10 vi x 10 vién. Hop 50 vi x 10 vién.
Biéu kién bao quan: Noi kho réo, nhiét d6 dudi 30°C, tranh anh séng.
Han diing: 36 thang ké tir ngay san xuét
Tiéu chuan chat lwgng: TCCS
Tén, dia chi co’ s& san xust:
CONG TY CO PHAN DUQC PHAM VINH PHUC
S8 777 Duding Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phic
DT:02113 861233 Fax: 02113 862774
Dia chi nha may:
Thén Mau Théng - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phic



