> NOVARTIS

Rx - Thubc ban theo don

Voltaren®

Thudc khang viém va chong thap khdp, khong steroid, l1a dan xuat cia acid acetic va
chat lién quan.

MO TA VA THANH PHAN
Dang bao ché

Vién nén phong thich kéo dai.
Hoat chit

Hoat chat chinh 13 natri-[o[(2,6-dichlorophenyl)-amino]-phenyl]-acetate (= natri
diclofenac).

Mot vién nén phong thich kéo dai chira 75 mg hay 100 mg natri diclofenac.
Phin hoat chit

Diclofenac.

Ta dwge

Loi vién nén: Sucrose; cetyl alcohol; povidone; magnesium stearat; silic dang keo
khan.

V6 vién nén: Hypromellose; bot tan tinh khiét; polysorbat 80; titan dioxid (E171);
oxid sat mau do (E 172), macrogol 8000, sucrose. Muc in: carbon den, shellac, nhom
hydroxid, simethicon.

Céc dang bao ché c6 thé khong co6 san & tat ca cac nudc.

CHI PINH
Diéu tri:

e Tinh trang viém va cac dang thoai hoa ciia bénh thip: viém khép dang thap, viém
cting khép d6t sdng, viém xuong khop va viém khép d6t sdng, hoi chung dau cot
song, bénh thap ngoai khap.

e Dauy, viém va sung sau chan thuong hodc sau phau thuat, vi du sau phau thuat vé
rang hodc phau thuat chinh hinh.

e Dau va viém trong phu khoa, vi dy: dau bung kinh nguyén phat, viém phan phy.

LIEU LUQONG VA CACH DUNG

Liéu lrong
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Theo khuyén céo chung, liéu nén dugc diéu chinh theo ting ca thé. Dé giam thicu
nguy co xuat hién bién c6 bt loi, can sir dung Voltaren & liéu hang ngay thap nhit c6
hiéu qua trong thoi gian ngin nhat c6 thé (xem thém phan CANH BAO VA THAN
TRONG).

Nhom bénh nhin chung

Liéu khoi dau diéu tri hang ngay dugc khuyén cdo 1a tir 100 mg dén 150 mg, véi 1
vién nén udng Voltaren 100 mg dang phong thich kéo dai hodc 2 vién nén phong thich
kéo dai Voltaren 75 mg.

Trong céc trudng hop nhe hon va diéu tri kéo dai, thudng chi can dung 75 d¢én 100 mg
moi ngay 1a di.

Néu cac tridu chimg thuong niang nhat vao ban dém hay budi sang thi nén ding vién
nén phong thich kéo dai Voltaren 75 mg va 100 mg vao budi tdi.

Nhom bénh nhan dac biét
Bénh nhi

Do ham luong cua thude, vién nén phong thich kéo dai Voltaren 75 mg va 100 mg
khéng thich hop ding cho tré em va thanh thiéu nién.

Bénh nhan cao tudi (trén 65 tudi)

Khong can diéu chinh lidu khoi dau ddi v6i nhitng bénh nhéan cao tudi (xem phan
CANH BAO VA THAN TRONG)

Suy tim sung huyét (49 I theo phin dd chirc ning ciia suy tim theo Hoi Tim New
York — NYHA) hodc cac yéu to nguy co tim mach quan trong.

Bénh nhén suy tim sung huyét (d6 I theo phan d6 chirc ning cta suy tim theo Hoi Tim
New York — NYHA), tang huyét ap khong kiém soat hodc c6 cac yéu td nguy co tim
mach quan trong chi diéu tri v6i Voltaren sau khi can nhic kyva ¢ lidu < 100 mg mot
ngay néu diéu tri trén 4 tuan (xem phan CANH BAO VA THAN TRONG).

Suy than

Voltaren chéng chi dinh trén bénh nhan suy thin nang (xem phén CHONG CHI
DINH).

Khong c6 nghién ciru riéng biét duoc tién hanh trén bénh nhan suy giam chirc ning
than nhe dén trung binh, vi vay khong dua ra khuyén cdo diéu chinh liéu trén ddi
tugng bénh nhan nay. Céan than trong khi st dung Voltaren cho bénh nhan suy giam
chtre ndng than tir nhe dén trung binh (xem phin CANH BAO VA THAN TRONG).

Suy gan

Voltaren chdng chi dinh trén bénh nhan suy gan ning (xem phin CHONG CHI
DINH).
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Khong c6 nghién ciru riéng biét duoc tién hanh trén bénh nhan suy giam chirc ning
gan nhe dén trung binh, vi vay khong dua ra khuyén céo diéu chinh liéu trén dbi twong
bénh nhan nay. Can than trong khi st dung Voltaren cho bénh nhén suy giam chirc
ning gan tir nhe dén trung binh (xem phan CANH BAO VA THAN TRONG).

Cach dung

Nén nudt toan bd vién thuoc véi thirc udng, tot nhat la trong bira an va khong dugc bé
hodc nhai.

CHONG CHI PINH
e Man cam véi hoat chét chinh hodc bat ct ta duoc nao.

e Loét, chay mau hoic thing da day-rudt tién trién (xem phan CANH BAO VA
THAN TRONG).

e Ba thang cubi thai ky (xem phan PHU NU CO KHA NANG SINH SAN, PHU
NU CO THAL PHU NU CHO CON BU VA KHA NANG SINH SAN).

e Suy gan ndng.
e Suy than nang.

e Bénh nhan suy tim sung huyét (tir do II dén do IV theo phan d6 chirc ning cua suy
tim theo HO1 Tim New York — NYHA), bénh tim thiéu méau cuc bd, bénh dong
mach ngoai vi, bénh mach mau ndo.

e Gidng nhu cac thudc khang viém khong steroid khac (NSAID), Voltaren cung
dugc chéng chi dinh cho nhimg bénh nhan bi hen, may day hodc viém mii cap
tinh khi dung acid acetylsalicylic hodc cac NSAID khac (xem phian CANH BAO
VA THAN TRONG va TAC DUNG KHONG MONG MUON).

CANH BAO VA THAN TRONG

Doc kj hwéng déin siv dung truwée khi diong. Néu can thém théng tin, xin héi y kién
bac si.

Thudc nay chi diing theo sw ké don ciia bdc si.

Anh huéng trén duwong tiéu hoa

Loét, chdy mau hodc thung da day rudt, co thé dan dén tu vong, da dugc bao cio voi
tat ca cac NSAID, bao gom ca diclofenac, va c6 thé xay ra bat cir lic nao trong qua
trinh diéu tri, c6 hodc khong c6 kem céac tri€éu ching canh bao hodc c6 tién st trude do
vé bénh da day rudt nghiém trong. Noi chung, nhitng phan ¢mg nay mang lai hau qua
nghiém trong hon & ngudi cao tudi. Néu c6 chay mau hodc loét da day rudt ¢ bénh
nhan dung Voltaren thi can ngimg dung thudc.

Ciing nhu tat ca cac NSAIDs khac, bao gdm cé diclofenac, bat budc phai giam st chit
ch€ v€ y khoa va can phai than trong dac biét khi ké don Voltaren cho nhitng bénh
nhan cd céc tri€u ching roi loan ¢ dudng ti€u hda hoac cé tien su goi y vé loét, chay
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mau hodc thung da day hodc rudt (xem phan PHAN UNG BAT LGOI CUA THUOC).
Nguy co vé chay mau da day-rudt cao hon khi ting liéu NSAID va & nhitng bénh nhan
c6 tién st loét, ddc biét néu da c6 bién chimg xuat huyét hodc thing va & ngudi cao
tudi.

Pé 1am giam nguy co ddc tinh dbi v6i da day-rudt ¢ nhitng bénh nhan cé tién sir loét,
dic biét néu d3 c6 bién chung xuét huyét hodc thing, va & ngudi cao tudi, nén diéu tri
khai dau va diéu trj duy tri véi liéu thip nhat ma c6 hiéu qua.

Nén xem xét diéu tri két hop céc thude bao vé (nhu cac chét trc ché bom proton hodc
misoprostol) ddi véi nhitng bénh nhan nay, va ddi véi nhitng bénh nhan dang can sir
dung dong thoi nhimg thudc chira acid acetylsalicylic (ASA)/aspirin liéu thap hoic
nhimng thudc khac c¢6 kha ning 1am ting nguy co ddi véi da day-rudt.

Bénh nhan ¢ tién st viem loét, xuit huyét da day rudt, dac biét & ngudi cao tudi nén
béo céo bat ky triéu ching bt thuong nao ¢ dudng tiéu héa. Nén than trong ¢ nhimng
bénh nhan dang ding dong thoi cac thude ¢ thé 1am tang nguy co loét hodc chay mau
nhu corticosteroid ding duong toan than, thudc chéng dong mau, thudc chéng tiéu
cau hodc thudc e ché thu hdi serotonin chon loc (xem phan TUONG TAC THUOC).

Can giam sat y khoa chit ché va phai than trong o nhing bénh nhan bi viém loét dai
trang hodc b§nh Crohn, vi tinh trang cta ho c6 thé ning Ién (xem phan PHAN UNG
BAT LGI CUA THUOC)

Nguy co huyét khoi tim mach

Céc thubc chong viém khong steroid (NSAIDs), khong phai aspirin, dung duong toan
than co6 thé lam ting nguy co xuét hién bién ¢ huyét khdi tim mach, bao gom ca nhoi
mau co tim va dot quy, co thé din dén tir vong. Nguy co nay cé thé xuat hién som
trong vai tudn dau dung thudc va c6 thé ting 1én theo thoi gian dung thube. Nguy co
huyét khdi tim mach dugc ghi nhan chu yéu & lidu cao.

Bac sy can danh gia dinh ky su xuét hién cta céc bién cd tim mach, ngay ca khi bénh
nhan khong c6 cac triéu chimg tim mach truéc d6. Bénh nhan can duoc canh bao vé
cac triéu chimg cua bién ¢ tim mach nghiém trong va can tham kham bac si ngay khi
xudt hién céc triéu ching nay.

pé giam thiéu nguy co xuét hién bién cd bt loi, can su dung Voltaren ¢ liéu hang
ngay thap nhat c6 hi€u qua trong thoi gian ngan nhat co thé.

Can can nhic cin than khi st dung diclofenac cho bénh nhan c6 céac yéu to nguy co
xuat hién cac bién c6 tim mach rd rét (nhu ting huyét ap, ting lipid huyét thanh, dai
thao dudng, nghién thudc 14).

Bénh nhén suy tim sung huyét (d6 I theo phén d6 chire nang cua suy tim theo Ho1 Tim
New York — NYHA), tang huyet ap khong kiém soét hodc co cac yéu t6 nguy co tim
mach quan trong (nhu tang huyét ap, tang lipid mau, dai thao duong va hut thudc) chi
nén diéu tri véi Voltaren sau khi can nhic can than va ¢ liéu <100 mg mot ngay khi
diéu tri lién tuc trén 4 tuan.

Nén dinh ky danh gia lai sy can thiét ciia bénh nhan trong dap ung va diéu tri triéu
chting, dic biét khi diéu trj lién tuc hon 4 tuan.

Cic tac dung trén huyét hoc
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Khi ding Voltaren lau dai, cling nhu cac NSAID khac, can phai theo ddi cong thirc
mau.

Ciing nhu v6i cac NSAID khac, Voltaren c6 thé nhét thoi e ché sy két tap tiéu cau.
Can theo doi can than nhiing bénh nhan ¢6 roi loan vé cam mau.

Tac dung trén hd hap (hen c6 tir truéc)

O cac bénh nhan bi hen, viém miii di tmg theo muia, sung niém mac miii (nhu polyp
mili), bénh phdi tic nghén man tinh hoic nhiém khuan man tinh dudong ho hap (dic
biét néu c6 lién quan dén cac triéu chimg nhu viém milii di Gmg) thi cac phan tng véi
thuéc NSAIDs nhu cac con hen kich phat (duoc goi 1a khong dung nap véi cc thude
giam dau/ hen do thudc giam dau), phtt Quinck hoic may day, thudng gip nhiéu hon &
céc bénh nhan khac. Do d6, can dic biét than trong vdi cac bénh nhan nhu vay (chu’fm
bi sdn sang phuong tién cap ciru). Ciing phai chil y ddc biét d6i voi nhitng bénh nhan
da ting bi di img v&i cac chat khac, nhu phan tng voi da, ngira hodc may day.

Téac dung trén hé gan mat

Yéu cau giam sat y t& chat ché& khi ké don Voltaren cho bénh nhan suy giam chirc
nang gan vi tinh trang cta ho c6 thé ndng thém.

Ciing nhu véi cac NSAIDs khéc, bao gom Diclofenac, tri sé ciia mot hay nhiéu enzym
gan c6 thé tang. Trong qua trinh diéu tri kéo dai v6i Voltaren (nhu v6i dang vién nén
hodc thubc dit), theo ddi thudng xuyén chirc ning gan dugc chi dinh nhu mdt bién
phap phong ngra. Néu xét nghiém chirc ning gan bt thuong kéo dai hoac t6i té hon,
néu c6 dau hiéu 1am sang hodc triéu ching lién quan dén bénh gan phat trién hodc néu
cac biéu hién khac xuét hién (nhu ting bach cau eosin, phat ban) nén ngung sir dung
Voltaren. Viém gan c6 thé xdy ra khi st dung Diclofenac ma khong cé triéu chimg
bao trudc.

Than trong khi sir dung Voltaren cho nhimg bénh nhan roi loan chuyén héa Porphyrin
gan vi co thé gay ra con Porphyrin cap.

Phéan ung ¢ da

Céc phan tng da nghiém trong, mot sb truong hop bi tr vong, bao gdm viém da troc
vay, hoi chimg Stevens-Johnson va hoai tir biéu bi nhiém doc da dugc ghi nhan trong

nhimng truong hop rat hiém lién quan voi viée dung NSAID, ké ca Voltaren (xem phan
PHAN UNG BAT LQI CUA THUOC).

Bénh nhan c6 nguy co cao nhit vé cac phan ng nay som trong tién trinh diéu tri, khoi
phat phan Ung xdy ra trong da s6 truong hop trong vong thang dau diéu tri. Phai
ngimg Voltaren khi co biéu hién dau tién vé phat ban da, ton thuong niém mac hoic
bat ky dau hiéu qua man nao khac.

Cuing nhu cac NSAID khac, cac phan tng di tmg ké ca phan tmg phan vé/phan tng
kiéu phan v¢ cling ¢6 thé xay ra trong nhiing trudong hop hiém gip voi diclofenac ma
khéng c6 tiép xtic trude d6 véi thude.

Tac dung trén than

Diéu tri béng thudc NSAIDs ké ca diclofenac thuong gay gitr dich va phu, nén can dic
biét chti ¥ khi dung cho bénh nhan bi ton thuong chirc ning tim hodc than, cé tién sir
bi tang huyét ap, nguoi cao tudi, bénh nhan dugc diéu tri d@)ng thoi v6i thube 1gi niéu
hodc cac thudc anh huong dén chiic ning than, va nhimg bénh nhan mat dich ngoai té
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bao do bat ¢t nguyén nhan nao, vi du trudc hodc sau nhirng phau thuat 16n (xem muc
CHONG CHI DPINH). Theo ddi chiic ning than 1a bién phap phong ngtra som khi
dung Voltaren trong nhiing trudng hop nhu vdy. Ngimg diéu tri thuong phuc hdi lai
duoc trang thai trude diéu tri.

Bénh nhin cao tuoi

Can phai than trong dbi v6i ngudi cao tudi dang co nhitng bénh 1y ndi khoa co ban.
Dac bi¢t khuyén cdo dung li€u thap nhat c6 hi€u qua ¢ bénh nhan gia yéu hodc nhirng
nguoi nhe can.

Twong tac voi NSAIDs

Khong nén st dung dong thoi Voltaren voi cdc NSAID dung dudng toan than bao
gom ca cac chat trc ché chon loc cyclooxygenase-2 dé tranh céac tac dung khong mong
mudn xay ra (xem phan TUONG TAC THUOC).

Che lap cac dau hiéu nhiém khuan

Gidng nhu cac NSAID khéc, Voltaren c¢6 thé che 1ip nhiing ddu hiéu va triéu chimg
nhiém khuan do cac dac tinh duoc luc hoc cua no.

PHAN UNG BAT LQI CUA THUOC
Bang tom tit cic phan ing bét loi ciia thude

Céc phan tng bat loi ciia thude tir cac thir nghiém 1am sang va/hodc tu phat hay trong
y van (Bang 1) duogc liét ké theo h¢ thong phan loai co quan MedDRA. Véi moi loai
hé thong phan loai co quan, phan ung bat loi dugc xép loai theo dé muyc vé tan suat,
dau tién 14 cac phan ung thudng gip nhat. Trong mdi nhom tan suét, phan tmg phu ciia
thuoc dugc trinh bay theo thir ty giam dan muc d6 nghiém trong. Ngoai ra, cac loai
tan sudt twong tng cho mdi phan tmg phu cua thudc dya trén sir dung quy udc sau day
(CIOMS III): hay gap (> 1/10), thuong gap (> 1/100 dén < 1/10), it gap (= 1/1000
dén< 1/100), hiém gdp (> 1/10.000, < 1/1000), rat hiém gip (< 1/10.000).

Céc phan tng phu sau ddy bao gébm ca nhirmg bao cdo vdi Voltaren vién nen phong
thich kéo dai va/hodc cac dang bao ché khac cua diclofenac, dung ngan han hay dai
han.

Bang 1 Phan @ng bét loi ciia thudce

Cac roi loan mau va h¢é bach huyet

Rat hiém gap: Giam ti€u cau, giam bach cau, thiéu méu (bao gom ca thiéu mau
tan mau va thi€u mau bat san tuy), mat bach cau hat.

Céc roi loan vé h¢ mién dich

Hiém gap: Quéa man cam, céc phan tng phan vé va dang phan vé (bao gdm
ca ha huyét ap va soc).

Rét hiém gip: Phu mach (bao goém ca phu mit).
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Cac roi loan vé ta

m than

Rét hiém gap:

Mat dinh hudng, trdim cam, mat ngd, ac mdng, cdu gat, roi loan
tam than.

Cac roi loan veé h¢ than kinh

Thuong gap: Nhure dau, chong mat.
Hiém gap: Buon ngu.
Rat hiém gap: Di cam, giam tri nhg, co giat, lo au, run, viém mang ndo voO

khuan, roi1 loan vi giac, tai bién mach mau nao.

Cac roi loan vé m

at

Rét hiém gip:

Rdi loan thi giac, nhin mo, song thi.

Cac roi loan ve ta

i va tieén dinh

Hay gap:

Chong mat.

RAt hiém gip:

U tai, giam thinh giac.

Cac roi loan vé tim

Nhdi méu co tim, suy tim, danh trong nguc, dau ngyc.

ach

Rét hiém gip:

Tang huyét ap, viém mach.

Cac roi loan vé ho hap, ngwe va trung that

Hiém gap:

Hen (ké ca kho tho).

Rét hiém gip:

Viém phoi.

Cac roi loan vé da day rugt

Hay gap: Budn ndn, ndn, tiéu chay, kho tiéu, dau bung, dﬁy hoi, chan an.

Hiém gap: Viém da day, xuat huyét tiéu héa, non ra mau, tiéu chay xuat
huyét, tiéu phan den, loét da day-rudt (c6 hodc khong c6 chiy
mau hodc thung)

Rét hiém gip: Viém dai trang (bao gdm ca viém dai trang xuat huyét va ting do

tram trong cua viém dai trang hodc bénh Crohn), tdo bon, viém
miéng, viém ludi, 161 loan thuc quan, chit hep rudt do tao mang
ngang long rudt, viém tuy.
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Cac roi loan vé gan mat

Thuong gap: Téng transaminase.
Hiém gap: Viém gan, vang da, rbi loan & gan.
RAt hiém gip: Viém gan bao phat, hoai tir gan, suy gan.

Cac roi loan vé da va mo duéi da

Thuong gép: Phat ban.
Hiém gap: Nb6i mé day
Rét hiém gip: Viém da béng nudc, cham, ban ddé, ban do da hinh, hoi ching

Stevens-Johnson, hoai tir biéu bi nhiém doc (hoi chimg Lyell),
viém da troc vay, rung toc, phan img cam quang, ban xuat huyét,
ban xuat huyét Schonlein, ngira.

Cac roi loan ve than-tiét ni¢u

Rét hiém gap: Suy than cip, huyét niéu, protein niéu, hoi chung than hu, viém
ong than- mo k&, hoai tir nhu than.

Cic roi loan chung va tinh trang tai chd dung thudc

Hiém gap: Phu né.

*Ti 16 phan anh sd liéu tir cac tri liéu 1au dai véi lidu cao (150 mg/ngay)
Mo ta cac phan tmg phu duoc lya chon:
Nguy co huyét Kkhdi tim mach

Cac thl"I’ nghiém lam sang V"c‘l dich té giu’c_yq hoc (;ho tl}éy viéc str dung diclpfenac co lién
quan dén tang nguy co xuat hién bién cd huyet khoi tim mach (nhu nh6i mau co tim
hodc dot quy), dac biét khi sir dung diclofenac ¢ li€u cao (150 mg/ngay) va keo dai
(xem thém phan CANH BAO VA THAN TRONG).

Théng bdo cho bdc si nhitng tic dung phu khong mong muén gap phii khi siv dung
thuéc.

TUONG TAC THUOC

Nhiing tuong tac thudc sau day bao gdm ca nhitng truong hop da quan sat dugc khi
dung Voltaren vién nén phong thich kéo dai va/hodc cac dang bao ché khac cua
diclofenac.

Cac twong tiac nén dugc xem xét:

Chit trc ché mgnh CYP2C9: Thin trong dugc khuyén céo khi dung dong thoi
diclofenac v6i chat trc ché CYP2C9 manh (nhu sulfinpyrazone va voriconazole), diéu
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nay co thé gy ting dang ké ndéng do dinh trong huyét twong va sy phoi nhiém
diclofenac do trc ché sy chuyén hoda cua diclofenac.

Lithium: Néu dugc dung ddng thoi, diclofenac c6 thé 1am ting nong do trong huyét
tuong cua lithium. Viéc kiém soat ndng do lithium trong huyét thanh dugc khuyén
cdo.

Digoxin: Néu dugc ding dong thoi, diclofenac c6 thé lam ting nong do trong huyét
tuong cua digoxin. Vi¢c kiém soat nong do digoxin trong huyét thanh dugc khuyén
cao.

Cdc thuéc lgi tiéu va thubc chong tang huyét ap: Giéng nhu cac NSAID khac, su
dung dong thoi diclofenac véi cac thude loi tiéu hodc thude chong ting huyet ap (vi
du nhu céc thudc chen beta, (rc ché men chuyen angiotensin (ACE) co the lam giam
tac dung chdng ting huyét ap cua cac thudc nay. Do d6 viée két hop can phai thén
trong va ¢ nhitng bénh nhan nay, dac biét la nguoi gia, nén kiém tra dinh ky huyet ap
cua hg. B‘énh nhan nén duoc bu quéc day du va can dugc kiém tra pht’rc nang thép sau
khi bat dau dung phoi hop va kiém tra dinh ky sau do, dac biét doi voi cac thuoe loi
tiéu va uc ché ACE do co thé lam tang nguy co gdy doc cho than (xem phan CANH
BAO VA THAN TRONG).

Ciclosporin:

Diclofenac, gidng nhu cac NSAID khac, c6 thé lam ting doc tinh ddi voi than cua
ciclosporin do tac dung trén prostaglandin ¢ than. Vi vdy, trong truong hop nay, phai
dung li€u diclofenac thap hon liéu thuong dung & cdc bénh nhan khong dung
ciclosporin.

Thuéc gay ting kali mdu:

Dung dong thoi VOl thudc loi tiéu giir kali, ciclosporin, tacrolimus hodc trimethoprim
c6 theé lam tang nong do kali trong huyét thanh, do d6 can duoc theo doi thuong xuyén
nong dod kali huyét thanh (xem phan CANH BAO VA THAN TRONG)

Thuéc khdng khudn quinolone:

Pi ¢ bao cdo riéng 1é vé co giat do ding dong thoi quinolone va NSAID.

Cic twong tac dv kién duoc xem xét

Cic NSAID khdc va corticosteroid: Dung dong thoi diclofenac va cac NSAID duong
toan than khac hqéc cqrticosteyoid c‘(') thé lélrn tang tan suat bi cac tac dung phu trén da
day ruot (xem phan CANH BAO VA THAN TRONG).

Cic thuéc chong déng va khdng tiéu cdu: Can than trong do khi dung dong thoi ¢o
thé 1am ting nguy co chay mau (xem phém CANH BAO VA THAN TRONG). Mic
du cac nghién ciru 14m sang khong cho thay diclofenac anh hudng l1én hoat dong cua
thudc chong dong, co cac bao cdo 1€ té vé tang nguy co chdy mau ¢ nhiirng bénh nhan
dung dong thoi diclofenac va thudc chong dong. Do d6 viéc giam sat chit ch& nhing
bénh nhan nay duoc khuyén céo.

Cdc thuéc trc ché tdi hd:p thu serotonin chon lpc (SSRI): Dung ddng thoi cac NSAID
duong toan than, bao gom ca diclofenac, va SSRI co6 thé lam tang nguy co gy chay
mau da day- rudt (xem phan CANH BAO VA THAN TRONG).

Cic thuéc chéng ddi thio dwong: Cac nghién ciru 1am sang cho thiy riang diclofenac
c6 thé dung cung vdi cac thuoc chong dai duong duong uong ma khong anh huong
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dén hiéu qua 1am sang cua ching. Tuy nhién c6 nhimg bao cdo 1¢ t& vé ca tac dung
ting va ha duong huyét doi hoi phai thay ddi lidu dung cua thubc chdng dai thao
duong khi diéu trj voi diclofenac. Vi 1y do nay, viéc kiém soat nong do duong huyét
duogc khuyén cdo nhu 1a mot bién phap phong ngira khi diéu tri dong thoi.

Phenytoin: Khi dung dong thoi phenytoin voi diclofenac, viée kiém soét nong do
phenytoin trong huyét tuong dugce khuyén cao do c6 sy ting theo du doan vé su tiép
xUc voi phenytoin.

Methotrexate: Can than trong khi NSAID, bao gém ca diclofenac duoc ké don dudi
24 gi0 trude hoac sau khi dicu tri voi methotrexate, do nong d0 methotrexate trong
mau co thé tang va ddc tinh ctia chat nay c6 thé tang.

PHU NU' CO KHA NANG MANG THAIL PHU NU' MANG THAIL, CHO CON
BU VA KHA NANG SINH SAN

Phu nir c6 kha nang mang thai

Chua c6 dit liéu 1am sang goi ¥ bat ky khuyén cdo ndo cho phu nit c6 kha ning mang
thai.

Phu nir c6 thai

Chua c6 dir liéu day du vé viée sir dung diclofenac & phu nit ¢6 thai. Vi vy, khong
nén dung Voltaren trong 3 thang dau va 3 thang gitra cta thai ky trir khi loi ich mong
doi dbi v6i ngudi me cao hon nguy co ¢ thé cd dbi voi thai nhi. Ciing nhu céc
NSAID khac, chong chi dinh ding diclofenac trong 3 thang cudi cua thai ky do kha
nang bi do tir cung va/hodc dong sém 6ng dong mach (xem phan CHONG CHI DINH
va DU LIEU TIEN LAM SANG).

Cho con bu

Ciing nhu cac NSAID khac, diclofenac di vao s@a me voi mot lugng nhd. Do do
khong nén dung Voltaren khi dang cho con bu dé tranh cac tac dung khong mong
muon cho tré.

Kha nang sinh san

Cuing nhu v6i cac NSAID khac, viée str dung Voltaren c6 thé anh huong dér} kha nang
sinh san cta phu nir va khong dugc khuyén cdo cho nhirng nguoi dang c6 gang thu
thai. V&i nhimg phy nir khé khan trong viéc thu thai hodc nhiing nguoi dang kiém tra
v€ vo sinh, viéc ngung su dung Voltaren nén dugc xem xét.

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

Nhitng bénh nhan c6 r6i loan thi giac, hoa mét, chong mat, ngu ga hodc céac r6i loan hé
than kinh trung wong khac khi dung Voltaren thi khong nén lai xe va van hanh may
moc.

QUA LIEU
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Cac triéu ching

Khong c¢6 bénh canh 1am sang dién hinh do qua liéu diclofenac. Qua liéu c6 thé gy ra
cac triéu chung nhu non, xuat huyet ti€u hoa, ti€éu chay, hoa mat, u tai hodc co giat.
Trong truong hop ngd doc nang, cé thé bi suy than cap va ton thuong gan.

Cic bién phap diéu tri
Quan ly ngd doc cap v6i NSAID, bao gdm ca diclofenac, bao gom vé co ban 1a cac
bién phap hd tro va diéu tri triéu chimg. Cac bién phéap hd tro va diéu tri triGu ching

can ap dung cho céc bién chimg nhu ha huyét ap, suy than, co giat, roi loan da day
rudt va suy ho hap.

Nhiing bién phap dac hi¢u nl}u loi niéu, tham tach hoidc truyén mép c6 1€ 1a khong
gitp dao thai cac NSAID, ké ca diclofenac, vi NSAID c¢6 ty 1¢ két hop manh véi
protein-huyét twong va chuyén hdéa manh.

Than hoat ¢6 thé dung sau khi uéng qua lidu c6 kha ndng gay ddc, va khir doc da day
(vi du nhu gay non, rira da day) sau khi uong quaé liéu c6 kha nang de doa dén tinh
mang.

DUQC LY LAM SANG

Co ché tac dung (MOA)

Voltaren chira natri diclofenac, 14 chat khong steroid cé dic tinh chéng viém, giam
dau va ha s6t. Su trc ché sinh tong hop prostaglandin, dugc chimg minh bang thuc
nghiém, dugc coi nhu 13 co ché tac dung co ban cua thudc. Prostaglandin dong vai tro
quan trong trong giy viém, dau va sot.

In vitro, natri diclofenac khong e ché sy sinh tong hop proteoglycan trong sun voi
cac nong do tuong duong nong do dat dugc ¢ nguoi.

Dugc lwe hoe (PD)

Trong cac bénh thép, tac dung chéng viém va giam dau cua Voltaren goi ra mot dap
mg 1am sang dic trung boi 1am giam rd cac dau hiéu va triéu chimg nhu dau khi nghi
ngoi, dau khi van dong, cting khop budi sang, sung khop, déng thoi thude cling cai
thién chirc nang cia khop.

Trong céc diéu kién viém sau chin thuong va sau phau thuat, Voltaren 1am giam dau
nhanh ca con dau tu phat va con dau khi chuyén dong, 1am giam viém sung va phu do
vét thuong.

Vién nén phong thich cham Voltaren 75 mg va 100 mg rat phu hop cho nhitng bénh
nhan dugc chi dinh dung lidu hang ngay 14 75 mg va 100 mg. Dung liéu duy nhat hang
ngay gitp cho viéc diéu tri dai han dugc don gian va tranh nhitng nham 13n vé lidu
luong. Vién nén phong thich cham Voltaren 75 mg ciing cho phép dung liéu tbi da 1a
150 mg duoc chia 1am hai 1an trong ngay.

Duwgc dong hoc
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Hﬁp thu

Mot khéi lwong diclofenac nhu nhau dwgc giai phong va hép thu tr vién Voltaren
phong thich kéo dai va vién nén khong tan trong da day. Diéu nay duoc danh gia qua
viéc tim thay diclofenac dang khong d6i va cac chat chuyén hoa bi thity phan cua nd
trong nudc tiéu. Tuy nhién hiéu lyc toan than cua diclofenac tir vién Voltaren phong
thich kéo dai trung binh vao khoang 82% hiéu luc dat dugc voi lidu tuong tu tu
Voltaren dang vién nén khong tan trong da day (co thé do toc do giai phong phu thude
vao chuyén héa “thi dau”). Két qua la voi tbc do phong thich hoat chat chinh cham
hon cuia vién nén Voltaren phong thich kéo dai nén nong do dinh trong huyét tuong
dat duoc thip hon so v6i nong d6 dinh quan sat thdy khi dung dang vién nén khong
tan trong da day véi liéu dung tuong tu.

Nong d6 dinh trong huyét tuwong trung binh 1a 0,5 microgam/mL hodc 0,4
microgam/mL (1,6 hodc 1,25 micromol/L) dat dugc trung binh khoang 4 gio sau khi
dung 1 vién phong thich kéo dai 100 mg hodc 75 mg.

Thirc an khong 1am anh huéng dang ké dén sy hap thu va hiéu luc toan than cua vién
Voltaren phong thich kéo dai

Mit khéc, ndng do trung binh trong huyét twong 1a 13 ng/mL (40 nmol/L) c6 thé dat
duoc sau 24 gio (16 gid) sau khi dung vién phong thich kéo dai Voltaren 100 mg (75
mg).

Do khoang mot nira lugng Diclofenac dugc chuyén hoéa thi dau qua gan (tac dung thi
dau), nén dién tich dudi dudng cong nong d6 (AUC) sau khi dung thudc dudng udng
hodc dit hau moén bang mot nira so voi lidu dung twong Gng thue ding ngoai dudng
tiéu hoa.

Nong do day cua thude dat khoang 22 ng/mL hoac 25 ng/mL (70 nmol/l hodc 80
nmol/L) trong thoi gian di€u tri voi vién nén Voltaren phong thich kéo dai 100 mg
ngay mot 1an hodc 75 mg ngay hai lan.

Tinh chat dugc dong hoc khong thay d6i khi dung liéu nhéc lai. Khong xay ra hién
tuong tich tu thude gitra hai liéu dung theo khuyén céo.

Phin bd

99,7% diclofenac géq vGi protein huyét thanh, chi yéu 1a gin v6i albumin (99,4%).
The tich phan phoi biéu kién 1a 0,12-0,17 L/kg.

Diclofenac di vao hoat dich va dat nong d6 t6i da tir 2 dén 4 gio sau khi dat nong do
t6i da tai huyét tuong. Thoi gian ban huy biéu kién trong hoat dich 1a 3 dén 6 gio. Hai
gi0 sau khi dat dugc nong d6 dinh trong huyét tuong, noéng do hoat chat chinh trong
hoat dich s& cao hon ndng d6 trong huyét twong va van duy tri & mirc cao hon téi 12
gio.

Phat hién thay ndng d6 thip diclofenac (100 mg/mL) trong sita me ctia mot ba me cho
con bu. Lugng thudc ude tinh duge tiéu hoa boi dira tré bu sita me twong duong véi
lidu 0,03 mg/kg/ngay.

Bién doi sinh hoc/ chuyén héa

Su bién dbi sinh hoc cua Qiclofenac xady ra mot phén la do su glucurqnide hoa p‘hén‘t(r
nguyén ven nhung chu yéu la do thuy phan va methoxyl hoa mdt lan hay nhiéu lan,
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tao ra mot sd chat chuyén hoa phenolic (3'-hydroxy-, 4'- hydroxy-, 5'- hydroxy-, 4',5-
dihydroxy-, va 3'-hydroxy-4'-methoxy diclofenac), phan 16n tat ca cac chat nay déu
chuyén thanh glucuronide lién hgp. Trong nhiing chét nday c6 hai chat chuyén hoa
phenolic ¢6 hoat tinh sinh hoc, nhung yéu hon hoat tinh sinh hoc cta diclofenac.

Thai trur

Diclofenac dugc thai trir khoi huyét tuong voi hé s6 thanh thai toan than 1a 263 £ 56
mL/phut (gia tri trung binh + d6 Iéch chuan) Thoi gian ban hiy sau cung tir 1 dén 2
gio. Bén chat chuyen hoa, trong d6 2 chéat chuyén hoa co hoat tinh ciing c6 thoi gian
ban huy ngin tir 1 dén 3 gid. Chat chuyen hoa 3'-hydroxy-4'-methoxy diclofenac c6
thoi gian ban hity dai hon. Tuy nhién chét chuyén hoa nay hau nhu khong c6 hoat tinh.

Khoéang 60% hoat chit duoc bai tiét qua nuoc tiéu dudi dang glucuronide lién hop
phan tir nguyén ven va dudi dang cac chat chuyén hoa, rdi tit ca cac chit nay cling
déu chuyén thanh céac glucuronide lién hop. Dudi 1% hoat chat dugc bai tiét dudi
dang chua chuyén hoa. Phan con lai dwoc thai trir dudi dang chuyén hoa qua mat theo
duong phan.

Do tuyén tinh/phi tuyén tinh

Luong hap thu c6 lién quan mdt cach tuyén tinh t6i lidu lugng.

Nhom bénh nhin dac biét

Nguoi ta thdy rang khong c6 sy khac nhau vé tudi tac nao anh huong to1 sy hap thy,
chuyén hoa va thai trir caa thude. Tuy nhién, 6 mot vai bénh nhan cao tudi, viée truyen
tinh mach trong 15 phut dan dén ndng d6 huyét twong cao hon 50% so véi dy kién tir
dir liéu trén nhitng thanh nién khée manh.

0 nhttng bénh nhan bi suy gidm chirc ndng than, tr nhitng dong luc hoc liéu don co
thé suy ra rang khong c6 sy tich lily hoat chit chinh duéi dang khong dbi khi dung
nhitng liéu thong thuong. V6i hé sd thanh thai Creatinine nhé hon 10 mL/phut thi
ndng d6 cac chat chuyén héa hydroxy trong huyét twong ¢ trang thai on dinh duoc
tinh s& cao gap 4 1an so v6i binh thudong. Mic du vay cubi cing cac chat ndy van bi
thai trir qua mat.

O nhitng bénh nhan bi viém gan man tinh, xo gan con bu thi dong luc hoc va co ché
chuyén hoéa cta Diclofenac twong tur nhu & bénh nhan khong bi cac bénh vé gan.

NGHIEN CUU LAM SANG

Voltaren 1a mot san pham d c6 tir lau.

CAC DU LIEU AN TOAN TIEN LAM SANG

Céc dir liéu tién 1am sang tur cac nghién ciru vé doc tinh cap va lidu lap lai, ciing nhu
tir cac nghién ciru vé nhiém doc gen, dot bién gen va kha nang gay ung thu voi
diclofenac cho thdy khong c6 nguy co rd rang cho nguoi ¢ lidu diéu tri. Trong nghién
ctru 1am sang trén dong vat, khong c6 bang ching rang diclofenac co kha niang gay
quai thai & chudt nhét, chudt cong hay tho.
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Diclofenac khong c6 anh hudng t6i kha nang sinh san cua chudt cong bo me. Ngoai
trr 4anh huong toi thi€u trén thai nhi, khi dung li€u doc véi chudt me cting khong co
anh huong tdi su phat trién ciia chudt mai sinh, ca trudc, trong va sau khi sinh.

Viéc dung cac NSAID (bao gom diclofenac) trc ché su rung trimg & nhimg con tho va
cdy va bam nhau ¢ chudt, dan dén sém dong 6ng dong mach ¢ chudt mang thai. Liéu
ddc hai trén co thé me cia diclofenac ¢ lién quan vdi tinh trang dé kho, thoi ky mang
thai kéo dai, giam ty 1& séng ctia bao thai, va cham phat trién trong tir cung & chudt.
Nhiing tac dong nhe cua diclofenac trén cac thong sé sinh san va sy chuyén da ciing
nhu co thit 6ng dong mach trong tir cung 13 két qua dugc Iy cia nhom cac chat e ché
tong hop prostaglandin nay (xem phin CHONG CHI BPINH va PHU NU CO KHA
NANG SINH SAN, PHU NU CO THAI, PHU NU CHO CON BU VA KHA NANG
SINH SAN).

TUONG KY

Khong ap dung.

HAN DUNG

36 thang ké tir ngdy san xuat.
BAO QUAN

Bao quan dudi 30°C. Tranh am.

Khong dugc dung vién nén phong thich kéo dai Voltaren sau thoi han ghi ¢ chiv
“EXP* cta bao bi.

Lueu y: Vién nén phéng thich kéo dai Voltaren phdi dé xa tam tay va tim nhin ciia
tré em.

HUONG DAN SU DUNG VA THAO TAC
Khéng ¢o yéu cau gi dic biét.

QUY CACH PONG GOI

Hop 10 vi x 10 vién nén phong thich kéo dai 75 mg.
NHA SAN XUAT

Novartis Farma S.p.A.

Via Provinciale Schito 131, Torre Annunziata (NA),
Italy.

T hwéng din sir dung cho quoc té
Ngay phat hanh thong tin: Thang 09, 2013. Phién ban tiéng Viét thang 05, 2017.

Cap nhat phién ban tiéng Viét theo cong vin 5749/QLD-PK ngay 27 thang 04 nim
2017

® = nhan hi¢u da dang ky

Novartis Pharma AG, Basel, Switzerland
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