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Label on the blister

ELARIA® 100mg 11C
Diclofenac sodium
MEDOCHEMIE LTD - CYPRUS

XXXHX

ELARIA® 100mg 11C
Diclofenac sodium
MEDOCHEMIE LTD - CYPRUS

MF: mm=pyyy  MF mim-yyyy
EX mm-yyyy  EX: mm-yyyy

XEXAN

ELARIA® 100mg [11C
Diclofenac sadium
MEDOCHEMIE LTD - CYPRUS

EX mmm-yyyy
WOKK X

ELARIA® 100mg [1IC
Diclofenac sodium
MEDOCHEMIE LTD - CYPRUS

KXXNX

Diclofenac sodium

MEDOCHEMIE LTD - CYMEDOEHEMIE LTD

1-10 Constantinoupoleos str
CY - 3011 Limassol

ELARIA® 100mg 11T

MF mmeyyyy  MF mm-yyyy  MEmm-yyyy
XXX

EX: mmyyy EX Mm-yyyy



Rx- Thuoc nay chi ditng theo don clia bdc si

ELARIA® 100mg
Vién dan

Diclofenac natri

THANH PHAN
M3i vién dan Elaria® 100mg chira Diclofenac natri 100 meg.

Td dioc: M& dang rin

DUQC LUC HOC

Diclofenac, d&n chét ciia acid phenylacetic 14 thudc chdng viém khong steroid. Thube ¢6 tac
dung chéng viém, gidm dau va giam sét manh. Diclofenac 13 mdt chét tc ché manh hoat tinh
clia cyclooxygenase, do d6 lam giam dang ké sy tao thanh prostaglandin, prostacyclin va
thromboxan 14 nhing chit trung gian cta qud trinh viém. Diclofenac cling diu hoa con
dudmg lipoxygenase va su két tu tiéu cu. [‘9

Gidng nhu céac thude chéng viém khéng steroid khae, diclofenac gy i‘lai dudng tiéu hda do
giam téng hop prostaglandin din dén tre ché tao mucin (chét ¢6 tac dung bao vé dudng tidu
héa). Prostaglandin ¢6 vai trd duy tri tréi mau than. Cac thube chdng viem khong steroid i
ché tdng hop prostaglandin nén c6 thé giy viém thin k&, viém cdu than, hoai tir nha va hoi
chirng thdn hu déc bigt & nhimg ngudi bi bénh than hodic suy tim man tinh, Vi nhitng ngut

bénh nay, cac thuoc chong viém khong steroid ¢6 the lam ting suy thén cap va suy fim cap.

DUQC DONG HQC

Hdp thu

S8 lidu dong hoc dugce bao céo rat han ché, chi c6 sb liéu tir 6 tré em trong do tudi tix 6-16
tudi bi viem khép man tinh thiéu nién dung lidu diclofenac mdi ngay maot 1an trong 2 tudn.
Thude duge hip thu nhanh chéng. Sau khi ding céc vién dit 50 mg, néng dé dinh trong
huyét tuong dat duoc trung binh trong vong 1 gid, nhung ndng d6 61 da tinh trén mdi don vi
phén liéu 1A khoang % so v6i ndng d8 dat duge sau khi ubng vién bao tan trong rudt (1,95 +

0,8pg/ml (1,9ug/ml - 5,9umol/i)).
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Sinh kha dung

Gibng nhu c4c ché phim dung duong udng, dién tich dudi dudng cong (AUC) bang khoang
mot nira so véi gia tri nay sau khi dung mét lidu theo duong tiém. Duge dong hoc khong thay
d6i sau khi dung liéu 13p lai. Khong c6 su tich lily thudc. Nong do thudc trong huyét twong
dat duoc & tré em dung cac lidu tuong duong (tinh theo mg/kg thé trong) tuong tu voi néng
d6 thude dat duoc & ngudi 16n (khi dung lidu 12,5 mg va 25 mg dang vién dan).

Phadn bé

Diclofenac gén rit nhiéu véi protein huyét twong, chii yéu véi albumin (99,4%). Diclofenac
di vao dich hoat va ndng do thudc t6i da trong huyét twong tir 2 - 4 giv sau khi thudc dat
ndng do dinh trong huyét twong. Nira d&i thai trir khoi dich hoat 1a 3 - 6 gi¢. Hai gid sau khi
dat ndng do dinh trong huyét twong, ndng d6 thude trong dich hoat cao hon so voi trong
huyét twong va gift muc d6 cho dén 12 gid. g

Chuyén héa @/

Bién ddi sinh hoc cua diclofenac dién ra mét phén béi glucuronid hoa cta cac phan tir con
nguyén ven, nhung chi yéu 1a do hydroxyl héa va methoxyl hoa & dang don chit hodc phbi
hop, tao ra mot vai chit chuyén héa phenolic, hdu hét trong sb d6 dugc chuyén dbi thanh
glucuronid lién hop. Hai chét chuyén héa phenolic c6 hoat tinh sinh hoc nhung & mirc do
thip hon nhidu so véi diclofenac.

Thai trir

Téng @ thanh thai toan than cia diclofenac trong huyét twong 1a 263 + 56 ml/phit. Nira doi
thai trir cudi cling trong huyét tuong 1a 1-2 gid. Bén trong sb cc chit chuyén hoa, ké ca hai
chét c¢6 hoat tinh, cling ¢6 nira ddi trong huyét twong ngin khoang 1-3 gio. Khoang 60% lidu
ding duoc bai tiét trong nude tiéu dudi dang lién hop glucuronid ctia cdc phén tir con nguyén
ven va céc chit chuyén hoa, hau hét trong sé do cling duoc chuyén ddi thanh dang lién hop
glucuronid. ft hon 1% duoc thai trir dudi dang hoat chat khong ddi. Phan con lai cia lidu
dung dugce thai trir dudi dang céac chét chuyén héa qua dudng mat vao trong phan.

Cdc doi tiegng ddc biét

Nguoi gia

Khong c6 su khac nhau vé hép thu, chuyén héa hay thai trir lién quan dén tudi.

Bénh nhén suy thdn: O bénh nhan bi suy than, khdng co sy tich liiy ctia chét c¢6 hoat tinh
dudi dang khong ddi khi ding ché do lidu théng thudng. O do thanh thai creatinin dudi 10

ml/phut, ndng do trong huyét tuong & trang thai én dinh cta cac chit chuyén hoéa hydroxy
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cao hon khoang 4 1dn so véi nhitng ngudi binh thudng. Tuy nhién, cic chit chuyén hoa nay
cudi cling cling bj thai trir qua mét.

Bénh nhdn bi bénh gan: O ngudi bi viém gan man tinh hodc xo gan khong mét bu, déng hoc
va chuyén héa cta diclofenac tuong tir voi bénh nhan khong bi bénh gan.

CHI PINH

Diéu tri dai ngay viém khép man, thoai hoa khop.
Thdng kinh nguyén phét.

Pau cdp (viém sau chén thuong, phi né) va dau man.

Viém da khép dang thép thidu nién. Ql/

LIEU LUQONG VA CACH DUNG

Can phai tinh toan liéu mot cach than trong, tily theo nhu ciu va dap tmg ctia timg ¢4 nhéan va

can phai ding lidu thap nhét c6 tic dung. Trong diéu tri dai ngay, két qua phéan 16n dat dugce G
trong 6 thang d4u va thudng duogce duy tri sau do. ns}

Vién dan khong dwgc sir dung bing dudong udng, chi sir dung bing dudng truc trang.

Diing tay dua vién dan vao sau trong truc trang. Tt nhat nén dung thude sau khi di vé sinh.
Ngueoi lon:

Dung mét vién dan 100mg mdi ngay, truée lic di nga. Néu cin thiét c6 thé dung phbi hop
v6i vién nén dudng ubng diclofenac 25 mg hode 50 mg.

Téng lidu t6i da mdi ngay cho tit ca cac dang bao ché 1a 150 mg.

Nguoi cao 1udi:

Du khéng c6 khac biét vé& duge dong hoc & ngudi cao tudi, nhu ciing nhu céc thude khang
viém khong steroid khac, than trong khi sir dung thube Elaria® 100mg cho ngudi cao tudi
thudng gip cdc tac dung khong mong mudn. Liéu thip nhét co tac dung nén duge sir dung,
diic biét & ngudi cao tudi nhe can hodc sirc khoe kém. Ngudi bénh nén duge theo dai nguy co
chay mau duong tiéu hoa khi sir dung thude khéng viém khong steroid.

Tré em (I - 12 tudi):

Khéng thich hop ding dang bao ché nay.

CHONG CHI PINH
Quéd min véi diclofenac, aspirin hay céc thubc chdng viém khéng steroid khac (thi du: hen,

viém miii, may day sau khi dung aspirin).

Trang 3 _ _
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Loét da day tién trién.

Ngudi bi hen hay co thét phé quan, chdy mau, b¢nh tim mach, suy than ning hodc suy gan
nang.

Ngudi dang dung thube chéng déng coumarin.

Ngudi bi suy tim 1 mau, giam thé tich tudn hoan do thubc loi niéu hay do suy thén, téc d6 loc
cau than <30ml/phuit (do nguy co xuét hién suy than).

Nguoi bi bénh chit tao keo (nguy co xuét hién viém mang ndo vo khudn. Cin chu ¥ 1a tt ca
céc trudng hop bi viém mang nio v6 khudn déu c¢é trong tién sir mot bénh ty mién nao do,
nhurr mét yéu t6 dé mic bénh).

Nguoi mang kinh sat trong.

THAN TRONG (?/

Ngudi c6 tién sir loét, chay mau hogc thung duéng tiéu hoa.

Ngudi bénh suy than, suy gan, bi lupus ban do toan than.

Ngudi bénh tang huyét 4p hay bénh tim ¢6 & nuéc hoc phi,

Nguoi c6 tién sir bénh gan. Cén theo ddi chirc ning gan thuong ky khi diéu trj dai ngay bang
diclofenac.

Ngudi bi nhidm khuén.

Nguoi c6 tién sir rdi loan dong mau, chay mau.

Cén kham nhén khoa cho ngudi bénh bi réi loan thi gidc khi ding diclofenac.

ANH HUONG CUA THUOC PEN KHA NANG LAI XE VA VAN HANH MAY MOC
Nhimg bénh nhin dang bi rbi loan thi gidc, choang vang, chéng mit, budn ngi hodc céc rbi
Joan than kinh trung wong khéc trong khi dang dung Elaria® 100mg nén ngimg l4i xe va st

dung may moc.

PHU NU' MANG THAI VA CHO CON BU

Thoi ky mang thai

Chi dung diclofenac cho ngudi mang thai khi that can thiét va khi ngudi bénh khong ding
duoc cac thube chéng viém thude cac nhém khéc va chi ding véi lidu can thiét thip nhét.
Khong nén dung thubc trong ba thang cudi thai ky (nguy co e ché tir cung co bop va lam
6ng dong mach dong sém, gay ting 4p luc tiéu tudn hoan khong hdi phuc, suy than & thai).
Ngudi ¢6 ¥ dinh mang thai khong nén dung bat ky thube nao c6 tac dung e ché tong hop

prostaglandin, k& ca diclofenac, vi e ché phoi bao lam td.

Trang 4
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Thoi ky cho con bu
Diclofenac duge tiét vao sita me rat it. Chua cé div lidu vé tic dung trén tré b me, Nguroi me

cho con bu ¢6 thé ding diclofenac néu cén phai dung thube chdng vidm khong steroid.

TUONG TAC THUOC

Diclofenac ¢6 thé lam tang hay trc ché téc dung cta cac thube khée.

Khéng nén dimng diclofenac phdi hop véi:

Thudc chong ddng theo dueomg uéng va heparin: Nguy co gay xuit huyét ning.

Khdng sinh nhom quinolon: Diclofenac va cac thube chbng viem khong steroid khée cd thé
lam tang tdc dung phu 18n hé than kinh trung wong cia khang sinh nhém quinolon, din dén
co gidt (nhung cén nghién ctru thém). (TY p

Aspirin hodic glucocorticoid: Lam giam ndng d diclofenac trong huyét tuong va lam ting
nguy co cling nhur 1am ting nghiém trong ton thuong da day - rudt.

Diflunisal: Ding diflunisal ddng thoi véi diclofenac ¢6 thé 1am ting ndng d6 diclofenac trong
huyét trong, 1am giam do thanh loc diclofenac va ¢6 thé gy chay mau rit ning & dudng tiéu
héa.

Lithi: Diclofenac ¢6 thé 13m tiing nong dé lithi trong huyét thanh dén mue gy doc. Néu bude
phai dung ddng thoi thi cin theo ddi ngudi bénh thét cAn than dé phét hién kip thoi diu higu
ngd doe lithi va phai theo ddi ndng d6 lithi trong mau mét cach thudmg xuyén. Phdi diéu
chinh liéu lithi trong va sau diéu tri bang diclofenac.

Digoxin: Diclofenac ¢ thé 1am tang ndng ¢ digoxin trong huyét thanh va kéo dai nia doi
cta digoxin. Cn dinh hrong ndng d6 digoxin trong méu va cin gidm lidu digoxin néu ding
ddng thoi ca 2 thube.

Ticlopidin: Ding cung diclofenac 1am ting nguy co chdy mau.

Dung cu tranh thai ddt trong tir cung: Co tai lidu ndi diung diclofenac 1am mét tic dung tranh
thai.

Methotrexat: Diclofenac lam tang d¢c tinh ciia methotrexat.

Cé thé ding diclofenac ciing véi cde thube sau nhwng phdi theo doi sdt nguwdi bénh:
Cyclosporin: Nguy co bi ngd ddc cyclosporin. Can thudmg xuyén theo dai chire ning than
cla ngudi bénh.

Thude loi niéu: Dung ddng thoi diclofenac va thube loi nigu c¢6 thé 1am ting nguy co suy
théan thit phét do gidm luu lugng mau dén than vi diclofenac tre ché prostaglandin.

Thubc chita tidng huyét dp (thube (e ché men chuyén ddi, thube chen beta, thudc loi nigu).
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Diing thuéc chong toan: C6 thé 1am giam kich img rudt boi diclofenac nhung lai ¢6 thé lam
giam ndng d9 diclofenac trong huyét thanh.

Cimetidin: C6 thé 1am nbng d¢ diclofenac huyét thanh giam di mdt {t nhung khong lam giam
tac dung chéng viém cua thube. Cimetidin bao vé ta trang khoi tdc dung c6 hai cua
diclofenac.

Probenecid: C6 thé 1am ndng d6 diclofenac ting 1én gip doi néu dwoc ding dong thoi. Pidu
ndy c6 thé c6 tac dung 1am sang &t & ngudi bi bénh khép nhung lai ¢6 thé xay ra ngd doc
diclofenac, dic biét & nhitng nguoi bi suy giam chic ndng thdn. Tac dung thai acid

. A -~ L) = A A B -3 A .
uric - niéu khong bi anh hudng. Néu cén thi giam li€u diclofenac,

TAC DUNG KHONG MONG MUON N

(5 - 15% nguoi bénh dung diclofenac ¢6 tadc dung phu & dudng tiéu hoa). %/
Thuong gap, ADR > 1/100

Toan than: Nhire dau, bdn chdn.

Tiéu héa: Pau ving thugng vi, budn ndn, ndn, tiéu chdy, trrdng bung, chan dn, kho tiéu.
Gan: Tang céc transaminase.

Tai: U tai.

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

Toan than: Phu, di tng (dic biét co that phé quan & ngudi bénh hen), choang phan vé ké ca
tut huyét ap, viém miii, may day.

Tiéu héa: Dau bung, chay mau dudng tidu hda, lam & loét tién trién, ndn méu, ia méu, ia chay
14n mau, kich tng tai chd (khi dat thudc vao truc trang).

Heé than kinh: Budn ngu, ng gat, trAm cam, mét nga, lo 4u, khé chiu, d& bi kich thich.

Da: May day.

Ho6 hip: Co thét phé quan.

Mit: Nhin mé, diém t6i thi gide, dau nhirc mét, nhin doi.

Hiém gap, ADR <1/1000

Toan than: Phu, phét ban, héi chimg Stevens - Johnson, ryung t6c.

Heé than kinh: Viém mang nio v6 khuén.

Méu: Giam bach céu, giam tiéu cau, giam bach cdu trung tinh, ting bach cau i toan, giam
bach cdu hat, thiéu mau.

Gan: Réi loan co bép thi mét, test chirc ning gan bat thuong, nhiém doc gan (vang da, viém

gan).
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Tiét niéu: Viém bang quang, dai mau, suy than cép, viém thén k&, hoi chimg than hu.

Huéng dan cach xit tri ADR

Khi ¢6 triéu chimg di tng véi diclofenac phai ngimg thudc ngay. Pidu tri cac tdc dung phu 1a
diéu tri triéu chimg va hd trg.

Théng bdo cho bdc si cdc tic dung khéng mong muédn giip phdi khi sik dung thubc.

QUA LIEU

Ngd doc cép diclofenac biéu hién chu yéu la céc tic dung phu nang 1én hon. Bién phap chung
1a phai gdy non hoic rira da day ngay lap tic, tiép theo 13 diéu tri triéu chimg va hd trg. Sau
khi da gy ndn va rira da day, c6 thé diing than hoat dé giam hép thu thude & dng tiéu hoa va
& chu ky gan rudt. Gay loi tiéu dé diéu tri ngd doc diclofenac 13 bién phép déng nghi ngd, vi
thudc gén nhidu vao protein huyét tvong; tuy vy gay loi tidu cling ¢6 thé c6 ich nhung néu
ding thi phai theo d&i chat ch& cin bing nudce - dién giai vi ¢6 thé xay ra réi loan ning vé

dién giai va @ nude.

QUI CACH PONG GOI: Hop 2 vi x 5 vién. %\/
BAO QUAN: Trong bao bi kin, nhiét do dudi 30 °C. LTD
HAN DUNG: 36 thang ké tir ngay san xuét. e

Dé xa tim tay tré em.
Poc kj hwdng din siv dung trwée khi ding.

Néu cin thém thong tin, xin héi y kién bdc si.

Sén xuit béi: MEDOCHEMIE LTD — COGOLS FACILITY

Dia chi: 1 - 10 Constantinoupoleos street, 3011 Limassol, Cyprus.
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