Rx VIFAREN®

Dé xa tim tay tré em
Poc ki hwéng dan siv dung trwée khi ding
Thuéc nay chi diing theo don thuéc
THANH PHAN CONG THUC THUSC: MG vién nén bao phim chia:
+ Thanhphén hoatchdt: Diclofenac sodium 50mg.
+ Thanhphéntaduge:  Maize starch, lactose monohydrate, povidone, crosscarmellose sodium, microcrystalline cellulose,
tale, colloidal anhydrous silica, magnesium stearate, eudragit L100, titanium dioxide, triethyicitrate,
castor oil, yellow iron oxide, red iron oxide.
Vién nén tron bao phim mau trdng, canh va thanh vién lanh 1Gn.

DANG BAO CHE:

CHi DINH:

+ Didu ti triéu chiing viém khdp dang thdp, viém ¢t séng dinh khdp, thodi hdéa khdp, gat cdp.

+ Didu frj triéu ching ngdn ngdly cac dgt cdip viém canh khdp (vai dau cdip, viém gan, viém bao hogt dich), dau lung.

+ Didu ti tiéu chiing dau do chdn thudng, chinh hinh, cang co, bong gan, trét khdp, nha khoa, phéu thudt nhé.

+ Diéu fri théng kinh vé can.

+ Viémda khdp dqng thdp thidu nién.

CACH DUNG, LIEU DUNG:

Cdch ding:

Dung theo dudng udng.

Dé gidm thidu nguy cd xudt hién bidn & bt Igi, can st dung VIFAREN & lidu hang ngdy thdp nhdt ¢ hidu qud trong

hai gian ngdn nhdt c6 thé (xem thém phdn Canh bdo va thén trong).

Can phai tinh todn lidu mét cach than trong, tuy theo nhu cdu va dép Ung clia tiing ¢d nhdn va cdn phdi dung liéu thdp

nhét c6 tac dyung. Lidu 16i da & 150mg.

Liéu ding:

Viém cét séng dinh khép: USng 100mg/ngdy, chia lam hai lan,

Thodi hod (hu) khdp:

Uong 100 - 150mg/ngdy, chia lam nhiéu [an (50mg, hal Gén ba Idn 1 ngdy).

Piéu tri ddi ngdy: 100mg/ngdy, khéng nén ding liéu cao hon. Néu dau nhiéu vé& dém, chuyén udng vao budi 16i rudc

khi di ng.

Viém khdp dang thap:

— UBng 150mg/ngdy, chia lam 3 1&n.

Biéu frj ddi ngdy viém khdp dang thép: liéu khuyén ding 1& 10mg/ngdy va néu cén tang Ién 16 150mg/ngdy.

Thén trong khi dL‘Jng cho bénh nhén suy gan, suy thén via va néing.

Ngudl eao tudi: Khong c6 khuyén cdo ddic biet, dung theo lidu clia ngusi 18n, tuy c6 thé cé nhidu tai bisn phy hon.

l.uu y: Khdng nén nhai hay nghién nat vién aé udng, md phdi nudt cd vién.

cuoue CHI BINH:

Qud man véi diclofenac hodc bt cl thanh phdn ndo clia thudc.

Dang bj loét hodic chdy mdu hodic thiing da ddy hodic ruét tién trién.

Tién st chdy mau hodce thiing da ddy - rudt do diing NSAIDs trudc déy.

Bang bj hodc fién st bj loét/chdy mau da ddy tdi dién (I hai dgt loét hodc chdy mau frd 1én).

3 thang cudi thai ky.

Suy gan nding, suy than ndng, suy tim nding.

B&nh nhdn b} hen, phil mgich, may day hodic viém mdi cdp do ibuprofen, aspirin hodic bdt cd NSAIDs ndo.

Bé&nh nhan suy tim sung huyét (iU dé Il 3én dd IV theo phan dd chiic ndng cda suy tim theo HI Tim New York - NYHA),

bénh tim thi§u mau cyc bd, bénh déng mach ngoai vi, bénh mach mau ndo.

+ Bénh nhan via frdl qua phdu thudt bdc cdu déng mach vanh.

CANH BAO VA THAN TRONG KHI DUNG THUGC:

Nhin chung:

. \/Iéc st dung liéu thdp nhdt cé hiéu qud frong théi gian ngdn nhét aé gidm thidu tac dung khang mong mudn 1 céin thist
Gé kiém soat cac tiéu chiing (xem phdn Lidu lugng va céch dung va 1 nguy €a i véi dudng tiéu hod, tim mach dudi aay).

¢ Nén tranh stf dung diclofenac déng thdi vai cac NSAID khac bao gdm cac chdt de ché chon loc cyclooxygenase-2 khi
khoéng co bdt ky bung chung nao chdng minh Igi ich clia viéc két hgp ndy vugt trdi han khd ndng gia tang téac dung
khéng mong mudn (xem phdn Tuong téc thuse).

+ Ca&n than trong khi diing thudc cho ngudi gid do ¢ ban Ia suy gidm chuyén hod thudc. Ddc bigt khuyén khich st dyng
lidu thdp nhdt cé hiéu qud & nhing bénh nhan gid yéu hodic nhiing ngudi cé frong Iugng ca thé thdp (xem phdn Lidéu
lugng va Cach dung).

+ Diclofenac va cdc thudc khang viém khéng steroid khdc cé thé gay phan Ung di ing, bao gém phdn vé / céc phan
Ung phdn vé, du frudc day chua tiing diing thudc (xem phdn Téac dyng khéng mong musn).

+ Giéng nhu cac NSAID khéc, diclofenac cé thé che Idip cac ddu hiéu va friéu ching clia nhiém fring do tinh chdt duge
déng hoc cliand.

+ Vithudc co chia lactose, do 6 khéng nén st dung cho bénh nhéan khéng dung nap galactose, thi€u hut Lapp lactase,
r§i login hédp thu glucose-galactose.

Anh hudng dudng tiéu héa:

+ Da co bdo cdo tdt ca cac khang viém khong steroid bao gdm diclofenac cé thé gay xudt huydt da day (nén ra mau,
phan den), loét hodic thiing, cé thé 1 vong - ¢é thé xdy ra bét el Iic ndo trong qud trinh didu fri, cé hodic khdng cé cac
triéu ching cénh bdo hodc khi cé tién st dudng tiéu hod cé vén dé nghiém frong. Thudng héu qué nghiém trong hon &
ngudi gld. Néu xudt huyét duéng tfiéu héa hodic loét xdy ra & nhing bénh nhan st dyng diclofenac, nén ngliing thudc.

+ Nhu @t ca cac NSAID khac ké cd diclofenac, viec giam sat y te chdt ché 1a bat bude va ddc biét nén than trong khi
k& toa diclofenac cho nhiing bénh nhan ¢ céc triéu chiing biéu hién r8i logn fiéu héa, hodic ¢6 tién st loét, chdy mau
hogc thing da ddy hodc rudt (xem phun Tac dung khéng mong mudn). Nguy ca xudt huyét tiéu hoa, loét hoqc thing
%Ay racao hon khi tang liéu NSAID bao gdm diclofenac, va & nhilng bénh nhan cé tién st loét, ddc biét ndu kém vai
xudt huyét hoqc thing.

+ & ngudi 16n tudi 6 sy tang tan sudit xdy ra cde phdn Ung phu cla thube khang viem khong steroid, dac bigt Ia xudt
huyét vé thling dudng rudt, da ddly va c6 thé dan dén 1 vong (xem phdn Lidu lugng vé cach ding).

..

-

..

-

-

se e e

D& gidm nguy co gdy ddc cho dudng tiéu hod & nhiing bénh nhan cé fién st loét, ddic biét néu cé kém vdéi xudt huyét

hay thiing, va & ngusi 16n tudi, viéc diéu tri nén duge bat ddu va duy ti & lidu thdp nhét cé hiéu quad. Lidu phdp diéu tri

két hgp véi thudc béo vé (vi dy nhu misoprostol hodic chdt tc ché bom proton) cdn duge xem xét cho nhing bénh nhan

ndy, va k& cé cho nhing bénh nhan cén st dung ddng thdi cdc thudc chda lidu thdp acid acetylsalicylic (ASA / udng

aspirin hay cac thuéc cé khd ndng Iadm tang nguy ¢d rén dudng tiéu hoa. (xem phdn Tuong tac thudc).

Bé&nh nhan cé 1ién sl nhiém ddc dudng tiéu héa, ddc biét 8 ngudi gid, nén bdo cdo bt ky friéu ching bat thudng &

ving bung (ddc biét 1a xudt huyét tieu hoay).

Thén frong & nhiing bénh nhan dang ding ddng thdi véi nhiing thudc cé thé 1am tang nguy cd loét hodic xudit huyét

nhu corticosteroid todn than, thudc chéng déng mau nhu warfarin, thudc dc ché chon loc serotonin reuptake (SSRIs)

hodic thudc chdng két tap tiéu cdu nhu acid acetylsalicylic (xermn phdn Tuong tac thudce).

Nén thyc hién gidm sat y t& chdt ché va théin frong & nhiing bénh nhdan viém loét dai trang, hodic ¢ bénh Crohn, vi tinh

frang bénh c6 thé nghiém trong hon (xem phdn Tac dung khdng mong mudn).

Anh huéng trén gan:

Can gidm sat y 16 chat ché khi ké foa diclofenac cho bénh nhan suy gidm chic ndng gan Vi finh frang bénh cé thé

nghiém frong han.

Diclofenac va céc NSAID khac Iam tang chi s8 clia mét hay nhiéu men gan. Trong thdi gian diéu fri kéo dai véi diclofenac,

glam sat thudng xuyén chiic ndng gan dugc chi dinh nhu mét bién phdp phong ngtia.

N&u cac xét nghiém chitlc ndng gan bdt thudng van tdn tai hogic xdu di, ddu hiéu lam sang hodc friéu ching cho thdy
bénh gan phat tién hodic xdy ra cac biéu hién khac (oach cdu ua eosin, phat ban), nén ngung thuéc diclofenac.

Viém gan cé thé xdy ra khi st dung diclofenac ma khong cé tiéu ching bdo frude.

Thén trong khi sif dung diclofenac & nhiing bénh nhan logn chuyén héa porphyrin gan, vind coé thé gdy ra mét cude tén

cdéng nhanh cla bénh.

Anh huéng trén than: Gil nudc va phi da duge bdo cdo trong liéu phdp diéu i véi diclofenac va cac NSAID khac.

Bac bigt than frong & nhiing bénh nhan suy tim hodic suy thén, fién st 1ang huyét ap, ngudi gid, bénh nhan duge didu frj

gdng thai véi thudc Igi tiéu hodic cdc thudc cé thé dnh hudng ddng ké dén chic nang than, va nhiing bénh nhan bj

gidim thé tich ngogi bdo 1 béitky nguyén nhanndo, vidy: truéc hodic sau khi phdu thudt In (xem phdn Chdng chi dinh).

Theo déi chiic nding théin dugc khuyén cdonhu 1 mét bién phdp phdng nglia khi st dyung diclofenac frong nhing frudng

hqp nhu véy. Thudng ngung didu fri theo sau khi phyc hdilqi frang thai trude khi didu trl.

Anh hudng trén da: Cdc phdn Ung nghiém trong trén da va mét s& céc phdn tng dé cé thé gay 1 vong; frong dé co

viém da tréc vay, hdi ching Stevens-Johnson va hoai 1 bidu bi nhiém doc da duge bdo cdo du rdt hiém khi xay ra khi

diéu fj véi diclofenac va cac NSAID khac (xem phdn Tac dyng khéng mong mudn). Nguy cd xudt hién cac phdn Ung

ndy cao nhét 1& & giai dogn sém frong quad frinh Gidu tri: da s6 cac trudng hgp xdy ra frong thang ddu tién diéu i, Nén

ngung st dung diclofenac khi bt ddu xudt hién phat ban da, t8n thuong niém mac hodc bdt ky ddu hidu khac clia

phdn Ung qud man.

SLE v& bénh mé lién két hén hop: fe] nhing bénh nhan bj lupus ban dé hé théng (SLE) va 16l logn mé lién k&t hdn hap,

diclofenac cé thé cé lam tang nguy cd viém mang néio vé khudn (xem phdn Tac dung khong mong mudn).

Nguy co huyét khéi tim mach:

Cdc thude chdng viém khong steroid (NSAIDs), khdng phdi aspirin, diing dudng todn than ¢ thé Iam tang nguy g xudt

hién bién c& huydt khdi tim mach, bao gdm ca nhdi mdu cd tim va dét quy, cé thé dan dén 1 vong. Nguy cd ndy co

hé xudit hién sdm trong vai tudn ddu ding thudc va co thé tang 1én theo thdi gian dung thude. Nguy co huyét khdi tim

mach dugc ghi nhdn chd yéu & liéu cao.

Bac §T cdn dénh gié dinh ky sy xudt hién clia cac bién c& tim mach, ngay cd khi bénh nhan khéng cé cdc fiéu ching

tim mach trudc dé. Bénh nhan cdn duge cdinh béo vé céc tiéu ching clia bién ¢& tim mach nghiém frong va cén tham

kham bac st ngay khi xudt hién cac triéu chiing ndy.

D& gidm thidu nguy cd xudt hién bién c6 bdt Igi, cén st dung VIFAREN & lidu hang ngdly thdp nhdt cé hidu qué trong thai

gian ngdn nhét c6 thé.

Can can nhdc cdn than khi st dyung diclofenac cho bénh nhan cé céc yéu 16 nguy cd xudit hién cdc bién cd tim mach

13 rét (nhu tang huyét ap, tang lipid huyét thanh, déi thdo dudng, nghién thudc 1&).

Anh huéng vé huyét hoc:

Khuyén nghi theo déi céng thiic mdu trong thdi gian diéu trj kéo dai véi diclofenac, clng nhu véi cac NSAID khac.

Diclofenac c6 thé dc ché thudin nghich két 1ap tiéu céu (xem thudc chdng déng frong muc Tudng tac thudc). Bénh nhan

énh khiém khuyét vé sy cam mdu, cé thé tang xudt huyét hodc huyét hoc bdt thudng nén dugc theo dai cdn than.

€6 s@n bénh hen suyén:

fe] nhing bénh nhan bl bénh hen suyén, viém mii di Ung theo mua, sung niém mac mdi (hhu polyp mdi), bénh phél té&c

nghén mén finh hodic nhidm tring dudng hd hdp man tinh (dGc biét ndu lién quan dén cdc triéu chiing giéng viém mai

di dng): phén Ung vai thuSc khang viém khéng steroid giéng nhu dot hen suyén ndng (nhu véy gol 1a khdng dung nep

vdi thudc gidm dau / gidm dau suyén), phu Quincke hodc ndi mé day thudng xuyen hon & nhing bénh nhan khac. Vi

vay, bién phap phong nglia ddc biét duge khuyén céo & nhing bénh nhén nay (Gé sén sang cho trudng hgp cdp clu).

Difeu ndy clng duge ép dung cho cac bénh nhén bj dj Ung véi cac chdt khac, vi dy vai phdn dng trén da, ngda hodc

néi mé day.

Gidng nhu céc thude Ue ché hoat déng téng hgp prostaglandin khdc, diclofenac nati va céc thude khang viém khdng

steroid khdic ¢6 thé Iam co thdt phé qudn ndu diing cho bénh nhan dang bénh hodic ¢é 1ién st bénh hen phé qudn.

Khé nding sinh s&n nii: Viéc sU dung cdc diclofenac ¢é thé Iam gidm khd nding sinh sén nit vé khdng duge khuyén cdo

& phy N dy dinh mang thai. e} nhiing phy i khé thy thai hodic nhiing ngudi dang didu frj vo sinh, cdn xem xét viéc khong

st dyng diclofenac (xem phdn Phu nd mang thai vé cho con ba).

SU DUNG THUSC CHO PHY NI MANG THAI VA CHO CON BU:

S0 dung thudc & phu ni c6 thai:

Chi dung diclofenac cho ngudi mang thai khi thét cén thigt va khi ngudi bénh khdng ding duge cac thudc chdng viem

thudc cde nhém khac va chi dung véi liéu can thit thép nhdt.

Chdng chi dinh cho phy N ¢6 thai 3 thang cudl thal ky (nguy ¢d Uc ché U cung co bdp va 1am 8ng ddng mach déng

s3m, galy tang ap Iyc tiéu tudn hodin khang hdi phuc, suy than & thai). Ngudi dinh mang thai khéng nén ding bt ky thudc

ndo ¢6 téc dyng te ché t8ng hop prostaglandin, k& cd diclofenac, vi te ché phdi bao Iam 18,

S dung thudc & phu ni cho con bi: Khong nén diing cho phy nd cho con bu.
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ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Than trong khi diing thudc vi thudc cé thé gay nhidc déu, budn ngd, ngl gat.
TUGNG TAC, TUGNG KY CUA THUGC
Tuong tac cua thude:
Lithi: Néu sU dung ddng thdi, diclofenac 1am tang néng dé lithi frong huyét thanh. Cén theo ddi ndng & lithi trong
huyét thanh.
Digoxin: Néu st dung ddng thdi, diclofenac cé thé Iam tang ndng dé digoxin trong huyét thanh. Cén theo dai néng a6
digoxin trong huyé&t thanh.
Thuéc loi tiéu va thuée ha huyét ap: Gidng nhu céc NSAID khdc, ding ddng thdi véi thuse Igi 1iéu va thudc ha huyét
&p (vi dy nhu thudc chen beta, thudc Uc ché men chuyén (ACE) c6 thé gdy gidm hiéu qud clia thude ha huyét dp vi
diclofenac Uc ché téng hop prostaglandin gidn mach.
Thuéc gdy tdng kali huyét: Dung ddng thdi véi thusc I¢i 1iéu gilt kall, ciclosporin, tacrolimus hodic trimethoprim cé thé
gdy tang ndng dd kali huyét thanh, do dé cdn dugce theo dai.
Thuéc chéng déng méu vé cdc chat khdng fiéu cdu: Than trong ding ddng thai véi diclofenac vi c6 thé 1am tang
nguy cd chdy mau Clng nhu nhiing thudc chdng viém khang steroid khdc, diclofenac liéu cao cé thé dc ché thudn
nghich k&t tap tidu cau.
Cdc NSAID khac bao gém céc thuéc dc ché chon loc 2 va SU dung ddng thai
diclofenac véi céc NSAID khéc hodic corticold ¢ thé Iam tang nguy o xudit huyét tiéu héa hodc loét. Tranh st dung
ddng thdi hai hodic nhidu hon hai NSAID (xem phdn Thén frong).
Thubc e ché chon loc serotfonin (SSRIs): Ding ddng thdi SSRI c6 thé Iam tang nguy cd xudt huydt dudng tiéu héa
(xem phdn Thén frong).
Thuéc i tiéu duding: C6 thé ding cliing vdi cac thudc i tidu dudng dang udng ma khong dnh hudng dén hiéu qud
1&m sang clia thudc i tidu dudng. Tuy nhién cdin theo ddi ndng d glucose huydt khi didu ] ddng thdi.
Methotrexat: Diclofenac cé thé Uc ché sy thanh thdi clia methotrexat trén &ng than lam tang ndng o methotrexat.
Thén trong khi két hgp.
Ciclosporin: Nhu cac NSAID khdc, diclofenac cé thé lam tang déc finh trén than clia ciclosporin do hidu Ung trén
prostaglandin thén. Vi vy, st dung liéu diclofenac thédp hon & nhing ngudi ¢6 st dung ciclosporin.
Tacrolimus: 1ang nguy cd cé thé nhiém ddc than khi st dung déng thai.
Khdng sinh nhém quinolon: Co giéit c6 hé xdy ra do sy tuong tac gida cac quinolon va NSAID.
Phenytoin: Khi st dung ddng thdi phenytoin véi diclofenac, cdn theo ddi ndng dé phenytoin frong mau.
Colestipol va cholestyramin: C6 thé gay cham hodc gidm hdp thu diclofenac. Do Gé, nén sit dyng diclofenac it nhdt
mat gid frude hodic 4 - 6 gid sau khi udng colestipol /cholestyramin.
Glycosid frg tim: SU dung déng thdi cac glycosid tim va NSAID & bénh nhan cé hé lam fram trong finh trang suy tim,
gidm GFR va lam tang ndng dé trong glycosid frong huyét thanh.
Mifepriston: Khdng nén s dung cac NSAID trong 8 - 12 ngdly sau khi diing mifepriston vi NSAID ¢6 thé Iam gidm hidu qud
culia mifepriston.
Cdc chaét dc ché CYP2C9 manh: Cén than frong khi chil dinh duing diclofenac véi céc chét e ché CYP2C9 manh (nhu
voriconazol), vi cé thé lam tang dang ké ndng dé dinh clia diclofenac trong huyét thanh do tc ché chuyén héa diclofenac.
Tuong ky cua thudc: (Khong dp dung)
TAC DYNG KHONG MONG MUGN CUA THUGC:
Nguy co huyét khéi tim mach: Cac thif nghiém Iam sang va dich t& duge hoc cho thdy viéc st dung diclofenac cé lién
quan dén tang nguy ¢ xudt hién bién c& huyét khdi tim mach (nhu nhdi mau cd tim hodic dét quy), ddic biét khi st dung
diclofenac & liéu cao (150mg/ngdy) va kéo dai (xem thém phdn Canh bdo va thén frong).
Thuéng gdp: ADR < 1/100

-

-

-

-

-

-

. e+ e

s e e e o

D—

-

+ R6ilogn hé thdn kinh: dau déu, hoa mat.
+ R3ilogn trén tai va mé dgo: chéng mat.
+ R&ilogn hé tidu hod: budn ndn, ndn, tiéu chdy, khé tiéu, dau bung, ddy hai, chan an.
+ R4l logn trén gan - mdt: tang cac transaminase.
+ R&ilogn frén da va cac méd dudi da: phat ban.
Hi&m g&p: 1/10.000 < ADR < 1/1.000
+ R6llogn hé mién dich: quéd man, phdn vé& va phdn ng phdn vé (oao gdm ha huyét dp va s6¢).
+ R&ilogn hé thdn kinh: ngd ga.
+ R&ilogn hé ho hdp, 16ng ngyc va frung that: hen suyén (oao gom khé thd).
+ RGilogn hé tiéu hoa: viem da dday, xudt huyét tiéu hda, nén ra mau, tiéu chdy xudt huyét, phan den, loét da ddy rudt.
+ RGilogn trén gan - mat: viém gan, vang da, réi loan gan.
+ R3ilogn frén da va cdec md dudi da: may day.
+ Todn than: pha.
Ré&t hiém gdp: ADR < 1/10.000
+ RGilogin trén mau va hé bach huyét: gidm tiéu cdu, gidm bach cdu, thisu mau (oao gdm tan huyét, thiu mau bt san),
mét bach cdu hat.
+ R&ilogn hé mién dich: phi mach (pht mét).
+ R&ilogn tam thdn: mdt phusng hudng, trdm cém, mdt ngd, ac méng, dé bj kich thich, réi logn tam thdn, 1o au.
+ RGilogn hé than kinh: dj cam, gidm fri nhé, co gidt, run, viém mang néo vé khudn, logn vi gidc , tai bién mach mau n&o.
+ RGi logn trén mat: suy giam thi Iuc, nhin md, nhin déi.
+ RGilogn frén tai va mé dqo: U tai, diéc.
+ R&ilogn frén tim: dénh réng nguic, dau ngyc, suy tim, nhdi méu cd tim.
+ RGilogn trén mach: tang huyét dp, viém mach, ha huyét dp.
+ RGllogn hé ho hdp, 16ng ngyc va frung thdt: viém phdi.
+ RG&ilogn hé tiéu hda: viém dai frang, téo bon, viem miéng (bao gdm loét miéng) loét miéng, viém Iudi,

18i login thyc qudn, bénh Crohn, hep rudt gid, viém tuy.

RS logn trén gan - mét: viém gan, hoai U gan, suy gan.

RS login trén da va cdc mé dudi da: viém da béng nudce, cham, hdng ban da dang, hél chiing Stevens-Johnson, hogi
0 bidu bi nhidm ddc, viém da tréc vay rung t6c, phdn dng nhay cdm véi dnh sang,ban xudt huyst, ban xudt huydt
Henoch-Schonlein, ngda.

RGi login frén than va 1iét niéu: suy than cdip, tiéu ra mau, protein niéu, hoi ching théan hu, viém than k&, hogi 1 nhd than.

..

-

Chua r5 tén suét:
+ R&ilogn trén hé sinh san: r&i logn r&i logn chic nang cucng dusng.
. Toon than: khé chiu.
QUA LIEU VA CACH XU TRI:
Qué lidu:
Liéu gay chét & ngudi chua biét, c6 ngudi da dung 16i 4g.
Ng doc cdip diclofenac bidu hién chii yéu Ia cac tac dung phy nding 1én hon.
Céach xirtri khi diing thude qua liéu: Bién phdp chung 1 phdi gay nén ngay fic khéc hoéc rlia da ddy, 1iép theo 1a
Giéu tr triéu chung va hé trg. Sau khi d& géy nén va rlia da day, cé thé dung than hogt Gé& glum hép thu thudc & 6ng
tiéu hod va & chu ky gan rudt. Thac Gdy Igi tiéu, kiém hod nudc tiéu, thdm phon mau cé thé khéng gitp ich aé tung
ddo thdi diclofenac, vi thudc gon manh vao protem huyet tuong. N&éu gay Igi tiéu thi phdi theo dai chat ché can bdng
nudc - dién gidi vi co thé xay ra réi logn ndng vé dién gidi va i nudc.
DAC TINH DUGC LUC HOC:
Nhém dudc ly vé mé ATC: ThuSc chéng viém khong steroid. Ma ATC: MO1ABOS.
Co ché tac dung:
Diclofenac I thudc chdng viém khéng steroid, dén xudt 1l acid phenylacetic. ThuSc cé tac dyng chéng viém, gidm dau
va& gidm s6t nhanh. Ca ché téc dung chinh xac chua duoc biét r6. Diclofenac & mét chdt dc ché manh hoat tinh clia
cyclooxygenase, it nhdt Ia hai isoenzym COX-1 va COX-2 dé Iam gidm tao thanh prostaglandin, prostacyclin, thromboxan
1&inhiing chdt frung gian claviém. Uc ché COX-1gayra cac fac dung phy & niém mac dg ddy (dc ché tao mucin 1a
métchdt cé tac dung bdio vé dudng tiéuhod) va két tap tiéu cdu. Téc dyng chdng viém, gidm dau, ha st chdl yéu cho
Uc ché COX-2.
Diclofenac néng dé cao gdy Uc ché tqgo cac chdt chuyén hod khac clia acid arachidonic bao gdm leukofrien va acid
5-hydroxyeicosatefraencic (5-HETE). Diclofenac cé thé ngan can di chuyén bach cau (oao gdm bach cdu da nhan)
VAo Vi i viem. Tuy nhién, dc ché hinh thanh leukotrien va di chuyén bach cédu khéng do diclofenac dc ché tryc tiép
lipooxygenase. Diclofenac ciing Uc ché bgch cdu da nhan gidi phéng enzym clia cdc thé tiéu bao va cé thé Uc ché
san xudit superoxid va hod Uing déng clia bach cdu danhan.
Thyc nghiém trén chudt cdng, dya trén trong Iugng, hiéu qud chdng viém cla diclofenac thdp hon piroxicam, va gdp
khoding 2, 5, 10, 24, 80 hodic 430 1&n hiéu qud clia idomethacin, naproxen, phenylbutazon, Ibuprofen, hodc aspirin, theo
it ty. ThuSc khdng Iam thay ddi fién frinh clia bénh véa khdng ngdn duge phd huy khdp.
Nghién clu trén ngud, trén ca s trong Iugng, tac dung gidm dau clia diclofenac tuong ty nhu codein va gdp khodng
3-8,8-16 va 12 - 181an tac dung clia naproxen, iouprofen va aspirin, theo thi ty. Khi diing kéo ddi diclofenac, tac
dung gidm dau khong bl gidm.
Ca ché tée dung ha s&t ndi chung clia céic thudc chdng viém khdng steroid chua ré, nhung c6 thé do Uc ché tdng hop
prostaglandin & hé thén kinh frung uong (c6 thé & ha ddi). Trén chudt cdng, téac dung ha sét clia diclofenac lidu 0,5mg/kg
tusng fu véi fac dung claliéu 1, 2, 24, 35, 56 hodic 185mg/kg cliaidomethacin, naproxen, phenyloutazon, ibuprofen hodc
aspirin theo thi ty tuong Ung.
Prostaglandin ¢ vai rd duy 1 tudi mau than. Cac thudc chéng viém khéng steroid dc ché téng hop prostaglandin nén
c6 thé gay viém than k&, viem céu than, hogi 11 nha va hdi chiing théan hu, déc biét & nhing ngusi bj bénh than hodc
suy fim man.
Diclofenac cé thé Gc ché tiéu cdu két tap va cé thé kéo dai thdi gian chdy mdu, do Uc ché téng hgp prostaglandin
do COX-1.
PAC TINH DUGC PONG HOC:
Diclofenac natri va kali hdp thu hdu nhu hodn todn qua dudng fiéu hod, vi thudc chuyén hod budc adu manh & gan, nén
Kkhoding 50 - 60% liéu diclofenac téi tudn hodn dudi dang khong déi. Thudc ciing hdp thu qua dudng hdu mén vé qua da.
Théi gian téc dyng cham khi udng vién gidi phéng chdm, nhung mic 66 hdip thu khong aéi.
Néng dé dinh frong huyét tuong: Trong vong 1 gid (vién diclofenac kali) hodic 2 - 3 gid (vién diclofenac natri gidi phong
chém) hodic 10 - 30 phat (uSng dung dich diclofenac natri), hodc 1 gid (G&t fryc frang).
Thic &n Idm gidm t6c dé hdp thu cla thude, nhung khéng &nh hudng nhiéu dén mic dé hdp thu. ThuSc chéng acid
cling cé thé Iam gidm t6c g6 hdp thu nhung khong dnh hudng dén miic g6 hdp thu. So véi ngudi knoé manh, Cmax khi
udng gidim & ngudi viem khdp deng thép, nhung AUC khdng déi, Cmaxtang géip 4 1&n & ngudi cao tudi va AUC tang
gdp 21an, mdc d vay, cng khdng cé thay ddi thyc sy ndo v& lidu diing lién quan dén tudi dugc bdo cdo.
Khdng c6 sy thay ddi vé dugc dong hoc & ngudi suy than.
Sau khi udng, thudc phan bd vao dich mang hoat dich, dat ndng dé dinh khoding 60 - 70% ndng dé dinh frong huyét
fucng, tuy nhién sau 3 - 6 gid, ndng dd & dich mang hogt dich clia thudc va chédt chuydn héa cao hon nhidu ndng do
frong huyét tuong. Thé tich phan b&: 1,3 - 1,4 lit/kg. Diclofenac gdn manh nhung thudin - nghich véi protein, chl yéu la
aloumin. & ngudi bl viém khdp dang thdp, diclofenac gdn vao protein frong hoat dich thdp hon so véi huyét tusng.
Diclofenac va céc chdt chuyén hod qua duge nhau thal & chudt nhdt va chudt cdng. Khi udng lidu 100mg/ngdy, ndng
d6 thudc frong sta me khéng nhidu, nhung it nhét da cé ngudi udng liéu 150mg/ngdy, ndng dé diclofenac trong stia
x&p i 100 nanogam/ml.
Thudc bai tiét qua nudc fiéu va phan. DU 1% liéu dang khong adl thai frif vaio nudc tiéu. Khodng 60% lidu thai trit vao
nudc tiéu dudi dang cdc chdt chuyén hod, s& con lqi thai tri qua phan. Thai gian ban théi diclofenac khang déi frong
huyét tuong khodng 1 - 2 gid. Thanh thai toan bé trong huyét tuong khodng 263mli/phat.
aul CACH PONG GOI: Hop 3 vix 10 vién nén loao phip fan trong rudt.
pIEY KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG CUA THUGC:
+ Bdo quan: Nai khd, nhiét db khéng qud 30°C, tranh anh sang.
+ Han diing: 36 thang k& i ngay san xudt.
+_Tiéu chudn: DBVN
TEN, DIA CHi CUA CO $3 SAN XUAT THUGC:
CONG TY C6 PHAN DUGC PHAM T.U VIDIPHA
184/2, L& Van Sy, Phudng 10, Quan Phu Nhuan, TP.HCM
DT:(84-28)-38440106 Fax: (84-28)-38440446
Co s6 sén xuat:
CHI NHANH CONG TY CPDP T.U VIDIPHA BINH DUONG
Khu ph8 Tan Binh, Phuang Tan Hiép, Thi xa Tan Uyén, Tinh Binh Duong
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