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Voltaren

Emulgel

Diclofenac diethylamine 1%
Gel

Thanh phin

Hoat chat: 100 g Voltaren Emulgel chia 1,16 g diclofenac
diethylamine 12 hoat chét, tudng (ng vdi 1 g diclofenac natri.

Té duge: Carbomer, ether macrogol cetostearyl, cocoyl
caprylocaprate, diethylamine, alcol isopropyl, paraffin iéng, ddu
khodng, kem thom 45, propylene glycol, nudc tinh khist
Dangbao ché

Danggel boingodida.

Chidinh

Béméumbenngoawéaau viém va sung trong céc trudng hgp:
Tén thuong gan, ddy chang, co va khdp, vidy bong gan, vét bdm
tim, céing co qua muc va dau lung sau khi chai thé thao hoéc bi
tainan.

- Céc dang bénh thap khu tni & md mém nhu viém gan (dau
khuju tay & ngudsi chai tennis), hdi chiing vai-ban tay, viém bao
hoat dich, bénh viém quanh khdp.

- Vadé diéu tr triéu chdng viém xudng khdp & cac khdp nhé va
trung binh ndm gén véi da nhu khop ngon tay hosic khdp g&i.

Liéu lugng va cdch diing

Ngudiidn vé tré em tir 12 tuditrd én

Tiry thudc vao kich thudc clia viing dau cén didu tri, bdi 24 g

Voltaren Emulgel (lugng c3 bing qu anh do d&n qué hach, d dé

diéu tri cho mdt viing khodng 400-800 c?), 3-4 lningdy vao viing

bénh va xoanhe nhang.

Thii gian diéu tr tizy thudc vao chi dinh va sy thanh cng cla diéu tri.

Nén danh gid lai viéc didu trj sau 2 tudn néu cac tridu ching khdng

céi thién. Khding nén diing Voltaren Emulgel 14u hon 14 ngay.

Sau khi bdi thudc, c4n nlla tay ding cach (ngoai trif khi diéu trj viém

khdpngén tay).

Voltaren Emulgel cing c6 thé dugc ding nhu didu tri h trg vdi céc

dang bao ché khdc clia Voltaren.

Tré em dudi 12 tudi

Viéc sl dung va dd an toan cla Voltaren Emulgel & tré em dudi 12

tuéi chua duge thi nghiém c6 hé thdng, khdng khuy8n céo sl dyng

Voltaren Emulgel.

Chéng chidjnh

Qué mén cam vdi diclofenac hoac bat el thanh phén nao cla thube
(nhuisopropanol hodc propylene glycol).

Chdng chi dinh ding Voltaren Emulgel trén nhiing bénh nhan cé
thé bj hen, ndi mé day hoéc viém mii cdp do acid acetylsalicylic va
céc thubic khéng viém khdng steroid khdc nhu Ibuprofen.

Chdng chi dinh diing Voltaren Emulgel trong 3 théng cudi cla thai
ki (xem Iuu y trong phan *Phy nd 6 thai va cho con ba").

Cénhbéo va thin trong
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Doc kj hudng din sif dyng trude khi ding. Néu cén thém
thong tin, xin hoiy kién béc sf.

Chi nén béi Voltaren Emulgel vao céc b& méat da nguyén ven, da
khodng bj réch hodic vét thudng hd. Khng dugc dé thudc tiép xiic voi
métva niém mac.

Propylene glycol c6 trong Voltaren Emulgel o6 thé gdy rétda cucbd
nhe trén mdt s bénh nhan.

Khéng nén ding Voltaren Emulgel vdi bang ép kin.
Tudng téc thude

Do sy h&p thu toan than thép khi dugc bbi tai chd, xéc suft tudng tac
rét thdp. Xem thém doan cubi  phdn "Tac dung khdng mong mudn®.

Phy nitcé thai vacho con bl

Phunicéthai

Chuta c6 nghién cihu c6 86i chilng & phy n mang thai. Vi vy khong

nén dilng Voltaren Emuige! trong thési kiy mang thai. Chéng chi dinh

diing Voltaren Emulgel trong 3 thang cufi clia thai ki da c6 thé c6

déng sém dng ddng mach va cd thé cé dc ché sy chuyénda.

Céc nghién cdu trén ddng vét khdng cho théy bing ching vé tac

dyng c6 hai tryc ip hogc gién tiép ddi voi viéc mang thai, sy phét

trién clia phdifthai, sy sinh dé hoZic phét trién sau sinh (xem *Cécdd

ligu tién 14m sang’).

Cho con bd

Chua rd diclofenac diing tai chd dugc bai tiét vio sa me hay

khdng. Vi vy khdng nén diing Voltaren Emulgeld phu nl cho con

bid. Trong tidng hap c6 chl dinh bat budc, khong nén bdi Voltaren

Emuigel in nguc, khdng nén sii dung thudc trén cc viilng da Idn va

khong bdi trong thdi gian dai.

Téic dgng trén khi nding I4i xe va viin hanh méy méc

Khong c6.

Téc dyng khéng mong muén

Tén suft

“RAt thubing gap" (>1/10), "thudng géip" (>1/100, <1/10}, “thinh

thoang” (>1/1000, <1/100), *hiém gap" (>1/10000, <1/1000), "rét

hiémgap" (<1/10000).

Réiloan hé mién dich

Réthiémgap: phan dng qua min (bao gdm ndi mé day), phi
Quincke.

Cdquanhéhép

RAthiémgap: hen.

Réiloan da véa mé dudida

Thutnggap:  nbi ban da, eczema, 49, viém da (ké ca viém da

tip xtc), ngda.

viém dabdng nudc

nhay cdm énh séng, ban c6 myn md.

Hiém gap:
R4t hiém gap:



https://vnras.com/drug/

Khé nang xdy ra céc tic dyng phy toan than thap khi bdi diclofenac
tai chd, so vi tin sudt tdc dyng phy khi diéu tri béng diclofenac
dangudng. .

Néu st dyng Valtaren Emulgel trén cac ving Idn hdn va trong thdi
gian dai; khong thé loal trit hoan toan ty 1& céc tac dyng phy toan
than. Trong nhing trudng hgp nay, nén tham khao Tém tét dactinh
s&n phdm (SmPC) cliacéc dang Voltaren diing duding udng.

Théng bdo cho béc s§ nhiing téc dung khéng mong muén gip
phéi khi s dyng thuc.

Qué liéu

Do sy h4p thu diclofenac toan than th&p sau khi diing tai chd nén rt
khd xdy ra qud liéu.

Trong trudng hgp vd § nubt phai Voltaren Emulgel (1 tuyp 100 g
tudng dng vdi 1 g diclofenac natri), céc téc dung phu tudng ty nhu
c4c téc dung phy quan sat thdy trong truding hgp qua liéu vién nén
Voltaren phai dudc dy kién. Néu cac tac dyng phu toan than dang
ké xdy ranhu 12 két qua clia viéc st dyng khong thich hgp hoc qué
liéu do v8 ¥ (vi dy O tré em), cén sl dung céc phuong phép diéu tri
théng thuding d6i vdi ngd dbc thubc khéng vim khdng steroid
(NSAID) nhu 12 mdt phuang phdp diéu tri chung. Bac bigt, ngay sau
khinudt phai, cthé xem xét rifa da day va diéu tri bang than hoat

Dictinh dugcly

Dic tinh duge Iyc hoc
Nhém duge ly: Thubc gidm dau co va khdp tai chd. Thudc khéng
viém khdng steroid cho diing tai chd, m& ATC: MO2AA15.

Cdché va tde dung duge lifc hoc:

Diclofenac la mdt thudc khang viém khdng steroid (NSAID), c6 dic
tinh gidm dau, ch8ng viém va ha s8t Cd ché chinh clia diclofenacla
ticché ténghap prostaglandin.

Voliaren Emulgel 1a mdtché phdm chéng viém va gidm dau taichd.
Truéing hdp viém v dau ¢4 ngudn géc do chén thuong hoac thip
khdp, Voltaren Emulgel gidm dau, gidm sung, va rit ngén thdi gian
phyc hdi trd lai hoat ddng binh thudng.

Mot nghién ctu Iam sang trén bénh nhan dau of vai cdp tinh da
ching minh réng Voltaren Emulgel 1,16% lam gidm con dau cdp
tinh mdt git sau khi béil&n déu (p <0,0001 so vdi gel gid dugc). 94%
bénh nhan dép ting vdi Voltaren Emuigel 1,16% sau 2 ngay diéu trj
50 vdi 8% clia gel gia dugc (p <0,0001). Viéc héi phyc khdi con dau
va suy chilc nang dat dugc sau 4 ngay diéu tri véi Voltaren Emulgel
1,16% (p <0,0001 so vdi gel gié dugc).

Emulgel dang kem mau tréng, khéng nhéin d& xoa véo da va c6 tac
dung lam diu va mét nhd cd sd dang nudc-alcol.

Dictinh duge ding hoe

Hapthu

Lugng diclofenac duge h&p thu qua da ty 1& thuan vdi kich thude ctia
viing diéu frj, va tly thude véo téng liéu diing tai ché ciing nhu sy
hydrate héa cliada.

Sy hép thu vao khodng 6% liéu diclofenac sau khi bdi tai chd 2,5 g
Voltaren Emulgel cho 500 cm? bé mat da, dugec tinh tif téng lugng
thai trif qua than so vdi lugng dat dudc tis vién nén Voltaren, Sy hdp
thu diclofenac tang gép 3 14n néu bang kin trong 10 gid.

Phénbd

Sau khi bbi Voltaren Emulgel tai chd vao ban tay va khdp géi,
diclofenac ¢ thé dugc phat hién trong huyét tuong, md hoat dich va
hoat dich. Néng d6 cac nhét cla diclofenac trong huyét tuang sau
khi bdi tai chd Voltaren Emulgel thdp hdn khodng 100 I4n so vdisau
khi diing cling l1éu vién nén Voltaren dang udng. Diclofenac gén két
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99,7% vdi protein huyét thanh, chi yéu la vdi albumin (99,4%).
Diclofenac tich trl trong da va déng vai trd nhu ngudn dy tril ndi d6
cd sif phong thich thudc lién fyc vao mé bén dudi. Tir dé, diclofenac
U tién phan phi va tiép tyct6n tai sau trong c4c md bj viem, vi dy
nhu céc khdp, tai d6 nd dudc im thay vai ndng do cao hon tdi 20 Ién
50 vdi trong huyét tudng.

Chuyén héa

Chuyén héa sinh hoc cia diclofenac thyc hién mot phén qua su
glucuronide héa phan tif nguyén ven nhung chil yéu I do sy
hydroxyl héa mt 14n ho#c nhiéu I4n tao thanh céc chét chuyén hda
phenalic, hdu hét céc ch4t chuyén héa duge chuyén thanh lign hgp
glucuronide. 2 trong s& nhiing chét chuyén héa phenolic nay ¢
hoattinh sinh hoc nhung & mic d¢ th4p hon diclofenac nhidu,

Théi trir

Téng d6 thanh thai toan thén ciia diclofenac tir huy8t tuong 4 263 +
56 ml/phdt (gid trj trung binh + d4 l&ch chudn), thti gian bén hiy
cuBi ciing trong huyét fuong 1a 1-2 gid. 4 trong s8 céc chat chuyén
héa, bao gém cA hai ch&t chuyén héa o6 hoat tinh, cling 6 thdi gian
bén hily ngén trong huy@t tudng 14 1-3 gid. Mot chéit chuyén héa la
3-hydroxy-4'-methoxy-diclofenac ¢6 thai gian ban hly 14u hon
nhiéu. Tuy nhién chét chuyén héa nay hau nhu khong o6 hoat tinh.
Didohﬂxvécécdﬁtd\wénhéecﬁammb&ﬁ&dﬁyﬁu
trong nudc tiéu. b
Bjng hoc trong nhing inh trang Idm sang dac biét

Sy tich Iy diclofenac va céc chat chuyén héa clia nd khdng dugc
dykign trong trudng hop suy than.

Bgng hoc va chuyén héa diclofenac & bénh nhan bj viém gan man
tinh ho&c xd gan cdn bi ciing tudng ty nhu & bénh nhan khong bi
bénhgan.

Céc ditligu tién lm sang

Céc d0 liu tién1am sang tif nhiing nghién cuu vei diclofenac vé doc
tinh c&p, ddc tinh liéu 1ap lai, dc tinh gen, tinh gay dot bién va kha
nang gay ung thu khong cho thay bt ki nguy ca nao ddi vdi ngudi &
liéu diéu tri dugc khuyén co.

Khong quan sét thdy tdc dyng gay quai thai d chudt nhét, chuft
cfing va thd. Diclofenac khdng c6 dnh hudng d&n kh nang sinh sin
clla g vétme (chudtcng). Sy phét trién trudc, trong va sau sinh
clia ddng vat con ciing khdng bi anh hudng.

Khéng th&y tiém nang gy ddc tinh &nh sdng hogc nhay cam vdi da
ciiadang gel chia diclofenac.

Handing

36 thang ké til ngay sén xust

Khong diing thudc qu han sif dung duge ghi "EXP"trénbao bi,
Baoquan

Khang bao quan trén 30°C. Tranh nhiét

Péthubc xatdmtay chatréem

Boc ki hudng din sil dung trudc khiding
Néu cdn thém thdng tin xin héi y kién béc sy
Quy céch déng géi: Hop 1tuyp20g.

Tiéu chufin: Nha san xust

Nha sén xudt
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