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Trang 1

HUWONG DAN SU’ DUNG

Poc k§ huéng dén duéi diy dé ban biét cach sie dung thube nay.

Cach sir dung bd thude

C4 3 bo phén ciia bd thube:

=0 1. B9 phan tiépqhqp bing nhua ma

ban an xuong co chai.

Phai luén giir bd phén tiép hop nay

& trong chai.

2. Mot chai chia
250 ml thude, ¢6
mét nap chdng tré
em. Ludn day nip
lai sau khi ding.

3. M6t éng 10 ml
dinh lidu udng.
Ong nay vira véi
b6 phan tiép hop
bing nhura dé rut
liéu thube dugc ké
don tir chai.
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Trang 2

Cich ldp bd phan tiép hop bing nhya vao mét chai thude mai

)

1. Lic chai thudc it nhat 10 gidy.

2. Théo ndp chéng tré em béng céch in
manh xudng va xoay nap nguge chiéu 27
kim dong ho (nhu cho thay trén dau /I&

nap).

Luu y: Giir nip an toan dé diy vao chai sau
mdi lan dung.

/

3. Giir chai thubc da mo ndp thing dimg trén
ban. An manh b phan tiép hop bang nhya
vao co chai sdu vai hét sirc cia ban,

Luu y: Ban khong thé 4n b3 phan tiép hop
xudng hoan toan nhung no s€ duge day manh
vao chai khi ban van nap nguoc lai.

Dé pha mt liéu, xin theo tét ca cac huéng dan
vé Chuén bi mdt liéu thude.
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Trang 3

Chuén bi mt lidu thube

C6 thé udng thude truc tiép tir dng udng, hodc pha trong mot
ly nuée nho.

1. Léc k§ chai thudc. Chuén bi liéu ding ngay sau do. //%
2. An va xoay nip chdng tré em dé mo chai. (Ludn day nip
lai sau khi ding)

3. Kiém tra piston dé chic chin da xudng hoan
toan bén trong than cua ong udng.

4. Gi chai thudc thang dung va dua manh dng
udng vao trong bo phan tiép hgp bang nhua.

N

5. Giit éng ubng ¢ tai chd va can than xoay P
nguge chai thude xudng dudi. >

6. Kéo tir tir piston xudng du6i hoan toan dé ~

cho éng chira ddy thude. Pdy piston nguoc
tro 1én hoan toan dé day bét ky bot khi 16n
nao cd thé con ket bén trong 6ng udng.

""‘rmupy
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Ligu ciia ban

(B

Trang 4

7. Rt liéu duoc ké don: Kéo tir tir piston xudng
cho dén khi g& trén ciia vong mau den &
chinh xéac ngang miic c6 danh dau trén thin
cua dng udng chi ra lidu dugc ké don.

Luru y: Néu liéu duoc ké don nhiéu hon 10 ml,
rat liéu dugce ké don theo 2 bude. Pau tién, bom
day 6ng udng den vach 10 ml va ldy 10 ml. Sau
d6 nap lai 6ng udng lén mirc can thiét dé 1ay
lugmg con lai.

Hoi duge si néu ban khdng chic chan.

8. Cén than xoay chai thudc trd lai thing dimg.
Rut éng ubng ra bing cach van nhe dng khoi
bd phén tiép hgp bang nhya.

2

9, Lléu thubc nay co thé uéng trire nép tir éng
uéng. Bénh nhan phai ngdi & tr thé thing
ding va phai day piston tir tir dé cho bénh
nhan nudt. Mt cach khéc 1a c6 thé pha lidu
nay trong mot ly nude nho ngay trude khi
ding. Khudy va udng toan bd hén hop nay
ngay.

10. Pay nap chéng tré em lai sau khi ding, dé bd
phén tiép hop @ lai tai chd.

11. Lau sach: Sau khi dung, lau bén ngoai éng
uéng bang'mot khan gidy khd, sach.
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) NOVARTIS

Rx - Thude bin theo don
Voltaren®

Thubc chéng viém va chéng thap khop khdng steroid, dan chét acid acetic va chat lién quan.

THANH PHAN VA DANG BAO CHE

Hoat chét la natri-[O-[(2,6-dichlorophenyl)-amino]-phenyl]-acetat (= natri diclofenac).

MGt vién thude dan chira 12,5 mg. 25 mg, S0 mg. hodc 100 mg natri diclofenac.

Vé ta duoc ddy di, xem muc CAC TA DUGQC. ',
Dang bao ché: thude dan ,/[&

Mot sé ham lugng thude co thé khdng co & mét nude.

CHI PINH
Diéu tri:

¢ Cac dang viém va thoai hoa cua bénh thdp khop: viém khop dang thap. viém khap dang
lhap tudi thanh thiéu nién, viém cjt sdng dinh khap, viém xuong khop va viém khop dot
song, cac hoi chimg dau cot sbng, viém md xo (bénh thap khong & khap).

e (Cac con cép cua bénh gut.

e Dau, viém va sung sau chin thuong va sau phiu thuat, nhu sau phau thuat ring hodc
chinh hinh.

e Cac bénh ching dau va/hodc viém trong phu khoa, nhu thong kinh nguyén phat hoac
viém phan phu.

e (Cac con dau nua dau.

e Lachét bb tro diéu tri viém nhiém kem dau néng o tai, mii hodc hong, nhu viém hong-
amidan. viém tai. Can gif nguyén tac diéu tri chung, bénh nao can phac do diéu tri dé va
thém Voltaren. Néu chi sot thi khong nén dung.

LIEU LUONG VA CACH DUNG

Nguyén tic chung la lidu ding cf:‘in dié_'u chinh cho tirng ngudi va nén ding liéu thap nhét co
hiéu qua. trong mot thoi gian ngan nhat co thé.

Céc vién thude dan duge dua sau vao truc trang. Nén dung vién thude dan sau khi dai tién.

Khéng duge ubng, chi duge dung dudng truc trang.
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Nguwoi lom

Liéu khoi dau m0| ngay duoc khuyén cao la 100 dén 150 mg. Truong hop bénh nhe hodc
dung lau ngay, mdi ngay 75 - 100 mg la du. Téng Ileu mdi ngay can chia lam 2 dén 3 lan.
Dé giam dau vé ban dém va té climg vao budi sang, cén dleu tri bang vién nén vao ban ngay,
b6 sung ding vién thude dan vao luc di ngi (dén tong liéu tdi da mdi ngay 1a 150 mg).

Trong théng kinh nguyén phat, Ileu hang ngay tuy theo timg ngudi, thuong 50 - 150 mg.
Dau tién. nén dang 50 - 100 mg; néu thiy can. tang liéu vao cdc chu ky kinh nguyét sau cho
dén t6i da 200 mg/ngay. Viée diéu tri nén bat dau khi xut hién cac tridu chimg dau tién va
tuy theo triéu chimg, c6 thé tiép tuc trong vai ngay.

Diéu tri cac con dau nhirc nira dau bang vién thudc dan Voltaren, nén bat dau dung lidu 50
mg khi co dau hiéu dau tién con dau sdp xay ra. Dung thém cac vién thudc dan cho dén lieu
100 mg vao cung ngay, néu can. Bénh nhén can di€u trj tiep vao cac ngay sau. lieu t6i da
moi ngay nén gidi han dén 150 mg va phai chia ra nhiéu lan.

Tré em va ngwdi vi thanh nién

Tré emtir | tudi tror 1én va ngudi vi thanh nién, tuy theo bénh ning nhe, liéu dung mdi ngay
0,5 dén 2 mg/kg thé trong, chia lam 2 — 3 lan.

Dé diéu trj viém khop dang thip tudi thanh thiéu nién, liéu c6 thé ding dén mitc t6i da mdi
ngay 3 mg/kg chia ra lam nhiéu lan.

Liéu téi da mdi ngay khong duoc vuot qua 150 mg.

Céac vién thude dan 12,5 mg hodc 25 mg dugc khuyén dung cho tr¢ em va nguoi vi thanh
nién dudi 14 tudi. Do ham lugng lén, vién thudc dan Voltaren 50 mg khéng nén dung cho
tre em va nguoi vi thanh nién dudi 14 tuoi.

Vién thudce dan Voltaren 100 mg khéng dang cho tré em va ngudi vi thanh nién,

CHONG CHI PINH

e Ngudi min cam voi hoat chit hoac bt cir t4 duoe nao.

e Dang bi loét, chay mau hodc thung da day hoac rudt.

e Ba thang cudi cua thai ky (xem muc NGUGI CO THAI VA NUOI CON BU)

e Suy gan, than hogc tim ning (xem muc CANH BAO DAC BIET VA THAN TRONG
KHI DUNG)

e Ciing gidng céc thubc chong viém khong steroid (NSAIDs) khéc, Voltaren chdng chi
dinh cho bénh nhan bi cac con hen, may day hoac viém mdai cap, xay ra do acid
acetylsalicylic hodac cac NSAIDs khac.

e Viém tryc trang.

CANH BAO VA THAN TRONG PAC BIET KHI SU DUNG

Poc kj hwong dan sir dung trudc khi ditng. Néu cian thém théng tin, xin héi Y kién bic si.
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Thuéc nay chi diing theo su ké don cia thiy thude.
Canh bao

Chay mau, loét hodc thung da day-rudt co thé dan dén chét di dugc bao cao vai tat ca cac
NSAIDs, ké ca diclofenac, va cé thé xay ra bit ky ltc nao trong qua trinh diéu tri, c6 thé co
hoéc khong céc triéu chirng bao trude hoac & nguoi cod tién str bi bénh duong tiéu hod nang.
Tai bién thuong dé lai nhimg hau qua ning né hon & ngudi cao tudi. Néu xay ra chay mau
hodc loét tiéu hoa & bénh nhéan diing Voltaren, can ngimg thube ngay.

Céc tai bién nang trén da. mot s6 co thé tr vong nhu viém da troc vay, hdi ching Stevens-
Johnson va hoai tir biéu bi nhiém doc da duoc bédo cao tuy rat hiém khi ding NSAIDs, ké ca
Voltaren (xem muc TAC DUNG KHONG MONG MUON). Cac tai bién néu xay ra. thuomg
xuét hién sém trong qua trinh diéu tri. da sb truong hop tai bién xay ra vao thang diéu trj
dau tién. CAn ngimg dung Voltaren khi thiy nhimg biéu hién dau tién cia ban do da. ton
thuong niém mac, hodc bat ky mot dau hiéu tang man cam nao khac.

Ciing nhur cac NSAIDs khée, cdc phan (mg di (mg, ké ca phan tmg phan vé hoac kiéu phan
Ve, co the xay ra tuy hiém vai diclofenac, & ngudi trirde day chua dung diclofenac.

Gidng cac NSAIDs khac, Voltaren ¢6 thé che lap cac dau hiéu hogc triéu ching nhiém
khuan la do tinh chat duoc luc cua thuoe.

Thin trong
Nhirng diém chung

Khéng dung dong thoi Voltaren voi cac thube NSAIDs khac theo duong ding toan than, ké
ca thude tre ché chon loc cyclooxygenase-2, vi khong c6 lgi do tac dung hop déng. ma lai
tang tac dung khong mong mudn.

Can than trong khi dung cho nguoi cao tudi. Péc biét, phai dang lidu thap nhat co hiéu qua
cho bénh nhan cao tudi va nhimg nguoi nhe can.

Hen co tir truéee

O cac bénh nhén bi hen. viém mii di tmg theo mua, sung niém mac mili (polip mii), bénh
phdi tic nghén man tinh hodc nhiém khuan man tinh ducmg hé hap (dac biét néu co triéu
chimg giong nhu viém mii di img), thi cac phan tng vai thudc NSAIDs nhu cac con hen
kich phat (dugc goi la khong dung nap véi cac thude giam daw/thube giam dau-hen), phu
Quincke hodac may day, thuong gap nhiéu hon & céc bénh nhan khac. Do do. can dac biét
than trong vi cac bénh nhan nhu vay (chudn bi sin sang phuong tién cdp ciru). Cling phai
cha y dac biét dbi voi cac bénh nhan da tirng bi di img voi cac chat khac, nhur bi cac phan
rng da, ngira hoac may day).

Tac dung trén tiéu hoa

Ciing nhu véi tat ca cac thude NSAIDs, ké ca diclofenac, can theo doi chat ché va cha v dac
biét khi ké don Voltaren cho bénh nhan co cac triéu ching rdi loan duong tiéu hoa hoic co
tién sir loét, chay mau hogc thung da day hodc rudt (xem muc TAC DUNG KHONG
MONG MUON) Nguy co xuat huyet dudng tiéu hoa cao hon néu dung liéu cao va & bénh
nhan ¢ tién sir loét, dac biét néu bj bién chimg xuét huyét hodc thung, va & ngudi cao tudi.
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Dé giam nguy co ddc tiéu hoa & bénh nhéan ¢ tién sir loét, dac biét néu bi bién chimg chay
mau hoac thung va ¢ nguoi cao tudi, viéc diéu tri nén bat dau va duy tri ¢ lidu thap nhét co
hiéu qua.

Nén diéu tri phdi hop vdi céc thude bao vé (nhu thude e ché bom proton hoic misoprostol)
dbi vai cac bénh nhan nay, va ca déi voi bénh nhan vin cin ding phéi hop cac san pham
chira liéu thap acid acetylsalicylic (aspirin) hodc cac thudc khac ciing lam tang nguy co
dudng tiéu hoa.

Bénh nhan co tién st bi doc tiéu hod. dac biét la ngudi cao tudi, can bao cho thay thude biét
bat ky triéu chung bat thuomg nao & bung (dac biét la xuét huyét tiéu hoa). Can cha y khi
bénh nhan ding déng thoi véi cac thude khac cling lam tang nguy co loét hodc XUt huyet
nhur cac corticosteroid ding toan than. thubc chéng déng, thude khdng tiéu cau, hoac thudc
trc ché sur thu hdi chon loc serotonin (xem muc TUONG TAC THUOC).

Cén giam sat chit ché va thén trong & bénh nhén bi viém ketﬂ trang co loét hoac bénh Crohn,
vi bénh o thé trd nén kich phat (xem muc TAC DUNG KHONG MONG MUON).

Tac dung trén gan

Cén c6 can b y té giém sat chat ché khi ké don Voltaren cho bénh nhan bj tén thuong chirc
nang gan, vi bénh c6 thé nang hon.

Ciing nhu céc thube NSAIDs khéc ké ca diclofenac, hoat dd ctia mdt hoac nhiéu enzym gan
¢6 thé tang. Khi dung Voltaren kéo dai. theo ddi dinh ky chirc nang gan la bién phéap phong
ngira som. Néu cac thong so chire ning gan bét thuong kéo dai hodc nang thém, néu céc dau
hi¢u hoéc triéu chimg lam sang cua bénh gan phat trién, hodc néu xay ra cac biéu hién khac
(nhu tang bach cau ua eosin, ban d6), can ngirng ding Voltaren. Viém gan co thé xay ra khi
dung diclofenac ma khong co céc triéu chirng bao trude.

Cén than trong khi dung Voltaren cho bénh nhén bj loan chuyén hoa porphyrin gan. vi thudc
c6 thé gdy ra con porphyrin cép.

Tac dung trén than

Diéu trj bang thuéc NSAIDs ké ca diclofenac thuong gdy gitt dich va phi, nén can dic biét
chi y khi dung cho bénh nhén bi tén thuong chirc nang tim hogc than, co tién sir bj tdng
huyet ap, nguoi cao tudi, bénh nhan duge diéu tri dong thoi vai thuéce loi niéu hodc cac
thude anh hudng dén chirc ning than, va nhitng bénh nhan mét dich ngoai té bao do bat cur
nguyén nhén nao, vi du trudc hodc sau nhimng phau thudt Ién (xem muc CHONG CHI
DINH). Theo doi chirc nang than la bién phap phong nglra sém khi ding Voltaren trong

nhitng trudng hop nhu vay. Ngimg diéu tri thuong phuc hdi lai dugc trang thai truge diéu
tri.

Tic dung trén huyét hoc

Khi dung lau dai Voltaren, cling nhu céc thuée NSAIDs khac, cén theo ddi s lugng huyét
cau.

Cuing nhur cac thuée NSAIDs khéc, Voltaren c6 thé tam thoi (e ché su két tu tiéu cau. Bénh
nhan c6 khuyét tat vé cam mau, can theo doi can than.
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TUONG TAC THUOC

Céc tuong tac sau déy 1a tuong tac khi ding vién thudc dan Voltaren va/hoac cac dang
thuoc khac cua diclofenac.

Lithium: Khi dung dong thoi. diclofenac ¢6 thé lam tang ndng do lithium. Do do, can theo
doi ham lugng lithium trong huyét thanh.

Digoxin: Khi dung déng thai, diclofenac ¢ thé lam ting ndng d digoxin trong huyét
twrong. Can theo ddi ham lugng digoxin trong huyét thanh.

Thuéc loi nigu va thuéc clwng ting l:uyer dp: Ciing nhu cac NSAIDs khac. ding dong thoi
diclofenac vai thucc lgi niéu hodc thude chdng tang huyét ap (vi du thude chen beta. thude
tc ché enzym chuyen angiotensin (ACE: angiotensin converting enzyme) ¢ thé lam giam
tac dung chong tang huyet ap. Do dd, can thén trong khi phbi hop, va nhimg bénh nhan, dac
biét 14 ngudi cao tudi, can theo dai dinh ky huyet ap. Bénh nhan cén duoc bé sung dich
thich hop va cén theo ddi chirc nang than khi bat dau diéu tri phdi hop va dinh ky sau do,
dac biét la ddi vai thude loi niéu va thude irc ché ACE do nguy co dc than ting, Dleu tri
ddng thoi vai céc thude gitr kali 1am tang ham luong kali trong huyét thanh, do dé, can theo
ddi thuémg xuyén (xem muc CANH BAO DAC BIET VA THAN TRONG KHI DUNG).

Thuéc NSAIDs khdc vi corticosteroid: Ding phdi hop diclofenac va thuéc NSAIDs khac
hodc corticosteroid duong dung toan than co thé lam tang tan so tac dung khong mong
mL}én dudng tiéu hoa (xem muc CANH BAO PAC BIET VA THAN TRONG KHI
DUNG).

Thuéc chéng dong mdu va thuéc chéng tiéu caw: Cin than trong vi dung dong thoi c6 thé
lam tang nguy co xuét huyét (xem muc CANH BAO DAC BIET VA THAN TRONG KHI
DUNG). Mic du cac nghién ciru lam sang khong thay diclofenac anh huong dén tac dung
ctia cac thube chbng dong mau, nhung c6 bdo cdo vé tang nguy co xuat huyét & bénh nhan
dung dong thoi diclofenac va thude chéng dong. Do do, can theo dai chit ché nhitng bénh
nhdn nhur vay.

Thubc trc ché thu hoi serotonin chon loc (SSRIs: Selective serotonin reuptake inhibitors):
Dung dbng thoi thude NSAIDs dudng ding toan than, ké ca diclofenac, va SSRIs c6 thé
lam tang nguy co chay mau duong tiéu hoa (xem muc CANH BAO DAC BIET VA THAN
TRONG KHI DUNG).

Thuéc chira ddi thio duong: Nhimg nghién ciru lam sang chi ring c6 thé dung diclofenac
phdi hop véi thude ubng chira dai thao dudmng ma khéng anh huéng dén higu qua lam sang.
Tuy nhién, dé c6 bdo cao Vvé ca tac dung ha glucose huyét, ca tac dung tang glucose huyét.
nén can phai thay dbi lidu cua thudc chong dai thao duong khi dung phdi hop véi
diclofenac. Vi ly do nay, cén theo d&i ham luong glucose huyét la bién phap phong ngira
sém khi ding phdi hop.

Methotrexat: Cén than trong khi diung NSAIDs, ké ca diclofenac, truée hodc sau khi dung
methotrexat chua duoc 24 gio, vi nong do methotrexat trong mau cé thé tang, lam tang doc
tinh cua methotrexat.
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Ciclosporin: Diclofenac, cling nhu cac thudc NSAIDs khac, c‘(') thé lam ;éng ddc than Cl:la
ciclosporin la do tac dung trén prostaglandin ¢ than. Do dd, can dung lieu diclofenac thap
hon liéu ding cho bénh nhan khong dung ciclosporin.

Tlufﬁ'c khdng khuin quinolon: i co béo cio vé co gidt do dung dong thai quinolon va
thudc NSAIDs.

Thuéc tec ché CYP2C9 c6 higu lwec: Khuyén cdo can than trong khi ké don dong thoi
diclofenac voi thube e ché CYP2C9 ¢ hiéu lue (vi du nhu sulfinpyrazone va
vonconazo!e) diéu nay co thé gay tang dang ké nong do dinh trong huyét tuong va phoi
nhiém véi diclofenac do trc ché chuyén hoa cua diclofenac.

Phenytoin: Khi ding dong thai phenytoin véi diclofenac, viée kiém soat nong dé phenytoin
trong huyét tuong duge khuyén cao do du doan co ting phoi nhiém voi phenytoin.

NGUOI CO THAI VA NGUOI NUOI CON BU
Nguwoi co thai

Con chua nghién ciru viéc ding diclofenac cho phu nir mang thai. Do d6, khong nén dung
Voltaren trong 6 thang dau cua thai ky, trir khi thiy loi ich cho me hon hin nguy co cho
thai. Ciing nhu cac thuéc NSAIDs khac, khong duge diing diclofenac trong 3 thang cudi cua
thai ky do kha nang bi do tir cung va/hoac dng ddng mach bj dong som (xem muc CHONG
CHI DINH). Nhimg nghién ctru trén dong vat khong thdy co tac hai truc tiép hoac gian tiép
trén dong vét mang thai, trén su phat trién cua phéi/thai, su sinh dé hodc su phat trién sau
khi sinh (xem muc KET QUA NGHIEN CUU AN TOAN TIEN LAM SANG).

Ngudi nudi con b

Ciing nhu cac thuée NSAIDs khac, diclofenac vao dugc sira me vai s6 lugng nho. Do do,
khong ding Voltaren trong khi nuéi con bu dé tranh tai bién cho tré.

Su sinh san

Ciing nhu cac thude NSAIDs khéc. Voltaren co thé gay ton hai dén su sinh san cua nit. do
da, khong nén ding cho phu nit mudn ¢6 thai. O phu nit kho ¢o thai hodc da diéu tri vo sinh,
khong dugce diung Voltaren.

TAC DUNG TREN KHA NANG LAI XE VA VAN HANH MAY

Bénh nhan dung thude ma bi réi loan thi giac, hoa mat, chong mat, budn ngu hodc rdi loan
hé than kinh trung uvong trong khi ding voltaren khong nén lai xe hoéc van hanh may.

TAC DUNG KHONG MONG MUON

Cac tai bién (bang 1) dugc xép theo tiéu dé va tan so, tan so nhidu nhit xép trude, dung quy
ude nhu sau: thuong gép (> 17100, < 1/10); it gap (= 1/1000, < 1/100); hiem gip (= 1/10
000, < 1/1000); rat hiém gap (< 1/10 000), bao gom cac bdo cdo riéng ré.

Nhimg tai bién sau ddy bao gom tai bién do dung vién thudc dan Voltaren va/hodc cac dang
thudc khac cua diclofenac, ca khi dung ngan ngay va dai ngay.
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Bang 1

Réi loan huyét hoc va hé lympho
Rat hiém gap:  Giam tiéu cu, giam bach cAu, thiéu mau (ké ca thiéu mau tiéu huyét va
thiéu mau bat san), mat bach cau hat
Réi loan hé mién dich
Hiém gép: Qua man, phan (mg phan vé va kiéu phan vé (ké ca tut huyét ap va s6¢)
Rét hiém gap:  Phu than kinh mach (ké ca phu mat)
R6i loan tim than

Rat hiém gap: Mt phuong hudng, tram cam, mét ngl, ac mong. dé bj kich thich, rdi

loan tim than
Réi loan hé thin kinh

Thuong gap:  Nhire dau, hoa mét

Hiém gap: Ngu ga

Rét hiém gap:  Rdi loan cam giac, giam tri nhd, co giat, b(‘)n'chén lo lang, run rdy,
viém mang ndo v0 khuan, roi loan vi giac, tai bién mach mau nio

Réi loan thi gidc

Rét hiém gap:  R&i loan thi giac, nhin mo, song thi (nhin mdt ho4 hai)
Rdi loan thinh gidc va tién dinh

Thuong gap:  Chong mat

Rét hiém gap: U tai. nghe khéng rd
Rbi loan tim

Rat hiém gap:  Dénh tréng ngue, dau nguyc, suy tim, nhdi mau co tim
Roi loan mach mau

Rat hiém gap:  Tang huyét ap, viém mach
Rdi loan hé hip, ngwe va trung thit

Hiém gap: Hen (ké ca kho tha)

Rét hiém gap:  Viém phéi
Réi loan tiéu hoa

Thuong gap:  Budn nén, ndn, ia chay, kho tiéu, dau bung, day hoi, chan an

Hiém gap: Viém da day, xudt huyét tiéu hod, nén ra mau, ia ra mau, ia chay xut
huyét. loét tiéu hoa (co6 hodc khong c¢6 chay mau hodc thing), viém truc
trang.

Rat hiém gap:  Viém dai trang (ké ca viém dai trang xudt huyét, viém dai trang kich
phat ¢6 loét hoac bénh Crohn), tdo bon, viém miéng, viém ludi, roi loan
thire quan. hep rudt nhu ¢6 mang ngan, viém tuy. bénh tri nang thém.

Réi loan gan mat
Thuong gap:  Tang transaminase
Hiém gap: Viém gan, vang da, rdi loan chirc nang gan
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Rat hiém gap:  Viém gan bao phat, hoai tir gan, suy gan.
Réi loan da va mé duéi da
Thuong gap:  Banda
Hiém gap: May day
Rat hiém gap:  Ban mong nudc, eczema, ban do, ban do da dang, hoi chimg Stevens-
Johnson, loét biéu bi nhiém ddc (hdi chung Lyell), Yiém da troc vay.
rung toc, phan (mg nhay cam anh sang, ban xuat huyet, ban xuat huyét
di ung, ngtra
Rdi loan than-tiét niéu
Rét hiém gap:  Suy than cép, ddi ra mau, protein niéu, hdi chimg thin hu, viém thén
ké, hoai tir nhu than
R6i loan chung va noi dung thude
Thuéng gap:  Kich ung chd ding thude

Hiém gap: Phu

Théng bdo cho bdc st vé nhitng tic dung phu gip phai khi si dung thuéc.

QUA LIEU

Triéu chirng

Khong c6 bénh canh 1am sang dién hinh do qua lidu diclofenac. Qua liéu co thé gay ra cac
tri¢u ching nhu non, xuat huyel tiéu hoa, ia chay, hoa mit, 11 tai hoic co giat. Néu ngd doc
nang, co thé bi suy than cdp va ton thuong gan.

Bién phap diéu tri

Xir 1y ngd doc cap thudec NSAIDs, ké ca diclofenac, chu yéu bang cac bién phap hd tro va
diéu tri triéu ching. Cén thuc hién cac bién phap hd tro va didu tri triéu chimg cac bién
ching nhu tut huyet ap, suy than, co giat, rdi loan tiéu hoa va trc ché ho hap

Cac bién phap dac biét nhu bai niéu cudng bic, thdm tach hodc lruyé‘:n mau co thé khong

giup loai bo dugc thuéc NSAIDs, ké ca diclofenac 1a do thude lién két nhidu véi protein
huyét tuong va chuyén hoa nhanh.

DUQC LUC HQOC

Co ché tac dung

Voltaren chira natri diclofenac, mét hop chat khong steroid. c6 tac dung giam dau, chéng
viém, chong thip khop va ha st manh. Uc ché sinh tong hop prostagladin da duge chimng
minh trong thuc nghiém. dugc coi la co ché tac dung co ban cua Voltaren. Prostaglandin
déng vai tro chu yéu gdy ra viém, dau va sot.

Natri diclofenac in vitro khong irc ché sinh tong hop proteoglycan trong sun ¢ ndng do
twrong duong nong do diéu tri & nguoi.
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Tée dung duge lwe hoe

Trong cac bénh thip khép, tac dung chong viém va giam dau cta Voltaren gdy ra dap tng
lam sang, dugc dic trung bang lam giam rd rét cac biéu hién va triéu chimg nhu dau khi
nghi ngoi, dau khi van ddng, t€ cimg ltc ban sing, va sung khdp, cling nhu cai thién duge
céc biéu hién chirc nang trén.

Khi bi viém sau chén thuong va sau phau thuat, Voltaren lam giam nhanh ca dau tu nhién ca
dau khi van dong va lam giam sung do viém va phu do vét thuong.

Trong cac nghién cru 1am sang, thay Voltaren gay ra tac dung giam dau manh khi bi dau
vira va dau nang do ca ngudn goc khong phai la thap khop. Cac nghién ctru 1am sang ciing
phét hién thay, trong théng kinh nguyén phat, Voltaren c6 kha nang lam giam dau va lam
giam mirc do ra mau.

Voltaren ciing c6 loi ich lam giam triéu ching ctia nhimg con dau nhirc nira dau.

DUQC PONG HOC

H:‘lp thu

Diclofenac hap thu nhanh khi dat vién thude dan, mac du tde dd hap thu cé cham hon khi
ubng vién nén tan trong rudt. Sau khi ding vién thude dan 50 mg, nong d¢ dinh trong huyet
tuong dat dugc trung binh trong vong 1 gig, ndng do tdi da khi ding ciing mot don vi lleu
bing khoang hai phan ba ndng do dat dugc khi dung vién tan trong rudt. Lwong thubc hép
thu ty 1é thuan véi lidu dung.

Vi khoang mét nira diclofenac bi chuyén hoa trong qua trinh déu tién di qua gan (hiéu tng
“bude dau” qua gan: “first pass” effect), nén dién tich duoi duong biéu dién (AUC) ndng do

theo lbm gian khi udng hoac dat truc trang chi bang khoang mot nira so voi khi tiém cung

mot liéu.

Tinh trang dugc dong hoc khong thay doi sau khi dung liéu lap lai. Khéng xay ra tich luy,

mién la khoang cach gifra cac lan dung theo ding khuyen céo.

Nong d6 trong huyét twong dat dugc & tré em khi dung nhimng liéu tuong duong (mg/kg thé

trong) ciing tuong tw nhuw & ngudi lon.,

Phin b
99,7% diclofenac lién két vdi protein trong huyét tuong, chit yéu 1a voi albumin (99.4%).
Thé tich phan bd biéu kién 120,12 - 0,17 livkg.

Diclofenac vao dugc hoat dich, ndng do tbi da & hoat dich do dugc lic 2 — 4 gior sau khi dat
duge nong do dinh trong huyel tuong. Nira doi thai trir bieu kién khoi hoat dich 14 3 — 6 gio.
Hai gio sau khi dat d¢én ndng do dinh trong huyét tuong, nong do hoat chét trong hoat dich
cao hon trong huyét twong va van giit mirc cao hon nay cho dén 12 gio.

Bién hoa sinh hoc
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Bién hoa sinh hoc cua diclofenac mét phan dién ra bang cach glucuronyl hoa phan tir chat
me, nhung chu yéu theo cach hydroxyl hoa va methoxyl hoa mét 1an hoac nhiéu lan. tao
thanh nhiéu chdt chuyén hoa phenolic (3'- hydroxy-, 4’-hydroxy-, 5-hydroxy-, 4°.5-
dihydroxy- va 3’-hydroxy-4’-methoxy-diclofenac). Hau hét cac chét nay lai dugc chuyen
thanh céc chat lién hop glucuronid. Hai trong sb céc chat chuyén hoa phenolic nay van con
hoat tinh sinh hoc, nhung kém hon nhiéu so véi diclofenac.

Thai trir

D6 thanh thai toan phén cua diclofenac khoi huyét tuong la 263 + 56 ml/phul (tri trung binh
+ 8SD). Nua doi giai doan cudi trong huyét twong la 1 -2 gio. Bdn chat chuyen hoa. ké ca 2
chat con hoat tinh ciing ¢6 nira doi trong huyét trong ngan, chi tir 1 dén 3 gier). Mot chat
chuyén hoa, 3’-hydroxy-4'-methoxy-diclofenac c6 nira doi trong huyét trong dai hon nhiéu.
Tuy nhién, chat chuyén hoa nay thue té khong c¢é tac dung.

Khoang 60% liéu dung duoc thai trir trong nuoc tiéu dudi dang chat lién hop glucuronid voi
phan tir chit me va voi cac chét chuyén hoa ma hau hét cling la dang chuyén thanh cac chat
lién hop glucuronid. Dudi 1% duge thai trir dudi dang chat me khong bi bién déi. Phan
thude con lai dugc thai trir dudi dang céc chit chuyén hoa qua mat rdi theo phan ra ngoai.

Dic tinh cia bénh nhéin

Khéng thiy c6 su khac nhau do tudi tac trong viéc hap thu, chuyén hoa va thai trir cua
thudc.

O bénh nhan bj tén thuong thén, khéng thdy co su tich luy chat me, khi nghién ctu dong
hoc liéu mot 1an, ding phac db liéu thong thuong. O nguoi suy than co d thanh thai
creatinin dugi 10 ml/phut, ham luong cac chit chuyén hoa hydroxy trong huyét twong &
trang thdi cén bing dong hoc khoang 4 lan cao hon & ngudi binh thudng. Tuy nhién, céc
chdt chuyén hod nay cudi cing bj thai trir qua mat.

O bénh nhan bi viém gan man tinh hodc xo gan mét bu, dong hoc va chuyén hoa cua
diclofenac cling nhu ¢ bénh nhan khéng c6 bénh gan.

KET QUA NGHIEN CUU AN TOAN TIEN LAM SANG

Két qua nghién ciru tién 1m sang nhu nghién ctru doc tinh cp, dac tinh ding lidu lap lai,
cling nhu nhitng nghién ciru doc tinh gen, doc tinh sinh bién chung va doc tinh sinh ung thu
cia diclofenac. thay khong c6 tac hai dac biét trén nguoi & lidu diéu tri. Khéng thdy
diclofenac gay quai thai & chudt nhat trang, chudt céng trang hoac tho.

Diclofenac khéng anh hudong dén sinh san coa chudt cé_ng tring bé me. Su phat trién cua
chudt con trude khi sinh, trong khi sinh va sau khi sinh déu khong bi anh huong.

CAC TA DUQC

Chét béo ran.

Cong thire thude o thé thay doi tuy theo qudc gia.
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TUONG KY
Chua théy.

HAN DUNG

36 thang ké tir ngay san xut.

BAO QUAN
Khéng bao quan trén 30°C. Giir thube trong bao bi gdc. _
Vién thube dan Voltaren khang duge diing sau ngay ghi & chd “EXP” trén bao goi. , Lt’}

HUONG DAN SU DUNG VA THAO TAC

Vién th,uc"Jc dan l_(héng duqc cit ph(‘) ra, vi diéu kién bao quan khéng dung co thé lam cho sur
phéan bo hoat chat khong dong deéu.

Ghi cha: Vién thuéc dan Voltaren can dé ¢ noi xa tim tay va tim nhin ciia tré em.

QUI CACH PONG GOI
Voltaren 50 mg: Hop 2 vi x 5 vién thudc dan.

Voltaren 100 mg: Hop 1 vi x 5 vién thude dan.

NHA SAN XUAT
Delpharm Huningue S.A.S

Cho Novartis Pharma AG, Basel, Thuy 5%

T hwéng dén sir dung cho qudc té
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