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TO HUGO'NG DAN SU DUNG THUGC
Rx - Thude nay chi ding theo dorn thude

W Troulen®

< (Diclofenac natri 4%)
e § &

— «  CAC DAU HIEU CAN LU'U Y VA KHUYEN CAO

mmmmm  P0C k¥ hurd'ng dén sir dung trirée khi ding

———  Néu cdn thém théng tin, xin hoi y kién cua bdc si hodc durgre si.
mmm— Thudc ndy chi durore diing theo sy ké toa clia béc si

mmmm GilF thude trénh xa tam tay tré em.

- THANH PHAN CONG THUrC THUGC
Méi 259 dung dich c6 chira: \
Thanh phan hoat chét: Diclofenac natri : 1g
Thanh phan t4 durge: Propylen glycol, isopropyl alcohol, soy lecithin, mononatri phosphat, dinatri
phosphat, dinatri edetat, ascorbyl palmitat, nuirére ¢t tinh khiét, ethyl alcohol, tinh dau bac ha.

\

DANG BAO CHE
Dung djch xjt ngoai da.

e CHIi DINH
BiBu trj tai chd dau va viém do thép khép hodic do chin thurong & khép, oo, gan va day ching.

LIEU DUNG VA CACH DUNG

Nguéi 1é'n (trén 18 tudi)
3-4 1an xjt thudc, ty theo dién tich cha viing can didu trj, ba [an mai ngay.

Sau khi xoa thudc, phai rira sach tay.

Ch y: Chi str dung thudc dé didu trj ngdn han.

Sir dung ¢ tré em va thanh thigu nién (14-18 tudi)

3-4 [An xit thuic, ty theo dién tich ciia ving cn diBu tri, ba lan m&i ngay.

Sau khi xoa thude, phai rira sach tay.

Can phai xem xét can than ndu phai str dyng thudc nhigu hon 7 ngay d& giam dau hodc ndu céc
triéu chirng trér nén x&u di.

Tré em duéi 14 tubi _

Khong c& du dir liéu vé higu qua va dd an toan cho tré em va thanh thidu nién dudi 14 tudi. Do
do, khdng sir dung Traulen cho tré em duéi 14 tubi.
Bénh nhén cao tubi:

Cé thé dung lidu théng thuéng cho ngudri lém.

Céch ding " ey

Thudc duge ding xjt ngoai da.

CHONG CHi DINH
- Méin cam vii diclofenac hay bét ky thanh phiin nao cia thude.
- Bénh nhén c6 tign sir bj bénh hen suydn, ndi mé& day hay viém mii cdp tinh sau khi uéng acid
acetylsalicylic hode cac thude chng viém khéng steroid khac.
- Ba thang cubi caa thai ky.
- Tré em va thanh thigu nién durdi 14 tudi,
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CANH BAO VA THAN TRONG KHI DUNG THUGC
Néu sir dung thuéc nay trén dién réng va trong mét théri gian dai, khéng thé loai trir kha nang
gép phai cac tac dung khéng mong mudn toan than.
Do dé, déc biét Ia & nhirng bénh nhan bj réi loan tiéu héa trirdec d6, khdng thé loai trr kha nang
gap phai cac tac dung khang mong mudn toan than chdng han nhur budn ndn, kho tiéu, ¢ néng,
trang thai kich thich, thay ddi khau vj. viém két mac.
Chi nén dung diclofenac tai chd cho ving da nguyén ven, khdng bi bénh va khong co vét
thuong hér, Tranh tidp (e véi mét, niém mac va khing duge nudt.
Mgirng digu trj néu xudt hign phat ban da sau khi ding thude.
Thubc cb chira propylene glycel, do d6.¢co thé gay ra kich (rng.da khu tri nhe & mjt $6 ngudi.
Diclofenac tai chd cé thé sir dung khi bang b6 khong kin nhung khéng nén sir dung khi béng bo
kin.

= SU" DUNG THUGC CHO PHY NUr CO THAI .

Nong 4§ trong méau cia diclofenac khi ding tai chd thdp hon so wéi khi diing dudng udng.

Sy (re ché t8ng hep prostaglandin ¢6 thé anh huding xdu dén thai nghén va /hodc su phat trién

cla thai nhi. K&t qua tir cac nghién ciru dich t& hoc cho thay gia téng nguy co say thai, dj tat tim

sau khi sir dung thudc (re ché t6ng hop prostaglandin trong giai doan dau cua thai ky. Nguy co

di tat tim tang tir 1% dén 1,5%. Céc nguy co xay ra tang theo lidu lurgng va théi gian didu tri.

Trén dgng vat, céc thudc (rc ché téng hop prostaglandin gay tangty I8 tur vong cha thai nhi.

Ngoai ra, ty 1& méc cac dj tat bao gbm di tat tim da dugc bao cao trén ddng vét khi sir dung

thudc ire ché téng hop prostaglandin trong giai doan hinh thanh cac co quan trong thai ky.

Trong 6 thang dau cua thai ky, chi ding diclofenac khi co chi dinh r6 rang. Néu diclofenac dugc

str dung & phu nir dang dy dinh c6 thai hodc trong 6 thang dau cua thai ky, lidu lugng va thoi

gian digu tri nén cang thap cang t6t.

Trong ba thang cudi cua thai ky, str dung céc thudc trc ché t8ng hop prostaglandin co thé gay ra

cho thai nhi cac anh hurong sau:

- Bc tinh tim phéi (d6ng sé'm 8ng ddng mach va téng ap phoi);

- R&i loan chirc nang thén, cb tha tién trién t&i suy than;

va gay ra cho me va Iré so sinh cc anh hurdng sau:

- Co thé kéo dai thdi gian chay mau va chéng két tap tiéu ciu, cb thé xay ra ngay ca khi dung
liBu rat thap; : ;

- Ue ch& co bop tr cung din dén chuyén da cham hodc kéo dai.

Do db, diclofenac chéng chi dinh trong ba thang cudi cta thai ky.

SU DYNG THUGC CHO PHY NU" CHOCONBU
Giéng nhu cac thufc chdng viém khdng steroid khac, diclofenac di vao sira me véi lugng nho.
Tuy nhién, & ligu didu trj thubc khéng co tac dung trén tré bi me. Do khéng co day di cac
nghién ciru co6 kiém soét & phu nir cho con b, chi sir dung thudc trong qué trinh cho con bi
theo chi dinh cua chuyén gia y t8. Khong nén bdi thude trén ngure & phu nir cho con bl hodc boi
trén dién rdng hodc trong mot thdi gian dai. '

e ANH HU'O'NG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thuéc khéng anh huéng trén kha n&ng l&i xe va van hanh méay moc,
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wewes  TUONGTACCUATHUGC r, _
Do sy hép thu toan than cla diclofenac sau khi béi la rit thdp, nén sy tuong tac véi céc loai
thude khac Ia rét kho xay ra. :

- TAC DUNG KHONG MONG MUGN
Thudc duge dung nap t6t. Khi sir dung diclofenac tai chd, ¢ac 1ae dyng khéng mong mudn nhur
ngtra, d6 da va bong da, phat ban da, cé-myn nho & da, mun nudc, bong vay, co thdt co khong
tr chi co thé xay ra.

Néu sir dung thudc trén dién rgng va trong mét thai gian dai, khong thé loai trir kha nang gép
phai cac tac dyung khéng mong mudn toan than chang han nhu budn ndn, kho tiéu, ¢ ndng,
trang théi kich thich, thay déi khau vi, viém két mac. Trong trutrng horp ndy hay hoi bac st dé
dugc tu van. S

Tée dung khdng mong mudn (bang 1) duoc sdp xép theo tan sé gédp phai, quy wdc nhu sau: rét
theréng gdp (ADR = 1/10), thuang gap (1/100 s ADR < 1/10), it gdp (1/1000 s ADR < 1/100),
hiém gap (1/1000 s ADR < 1/10000) va rdt hiém gép (ADR < 1/10000); khong biét (khéng thé
wrée tinh duere tir dir iy e6 sdn),

L

Bang 1 \ e\

Hé mién djch

R4t hiém gép Quéa mén (bao gbm ndi mé day),
Pha mach.

Nhi@ém khuén

Rat hiém gap Phat ban mun mu

Hé ho hdp

Rat hiém gédp Hen suyén

Da va mé mém & ..,! .

Thudéng gap Phat ban, eczema, ban do, viém da {bao'gdbm ca viém da
tiép xae), nglra.

Hiém gép Viém da bong nudc :

R4t hiém gdp Phan (rng nhay cam v&i anh sang

Théng bdo ngay cho bdc sy hogc du'grc sy nhirng phan irng cé hai gap phai khi sur dung thuée.

wews QUA LIEU VA CACH XU TRI

Sur hép thu toan than cua diclofenac khi ding tai ch 14 thép, do do rédt kho xay ra qua ligu.

Tuy nhién, cac tac dyng khong mong muén c6 thé xay ra tuong W nhu khi ding qua lidu thude
vién nén diclofenac néu vé tinh nudt phai dang dung dich bdi ngoai da (M&i lg 25g dung dich chira
1000 mg natri diclofenac). Trong trurérng hop v tinh nudt phai dan dén xay ra céc tac dung phu
toan than déang ké, can phai ap dyung cac bién phap digu tr] chung khi xay ra ngd déc cac thudc
chéng viém khéng steroid. C&c bién phap loai bo thudc ra khoi da day va viéc str dung than hoat

timh n&n dierer vam vat Afe hidt 15 noaw ean khi nedit nhibi thods
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www= DAC TINH DUQ'C LUC HQC _

Nhém durere Iy: Thude gd’ng viém khéng steroid dé sir dung tai ché.

Ma ATC: MO2AATS . : : ;

Diclofenac cé tac dyng gidm dau, ha st, chéing viém, da dugc sir dung trong nhigu nam.
Giam dau: Diclofenac lam gidm dau vira dén nang. Hiéu qua gidm dau cla mot liéu hang ngay

75-150 mg la tuong duong voi tac dung cta indomethacin (75-150 mg), acid acetylsalicylic (3-5 g).

Chiing viém: Diclofenac 6 dugc chirng minh €6 hiéu qua it nhét la bang indomethacin trong cai
ién cac triéu chirng 1am sang cua bénh viém khap dang thép, viém cdt séng dinh khép, bénh

Co ché tac dung _ _
Co ché tac dyng cia thufic mft phan Ia do sy (rc ché canh tranh va khong thé dao ngugc cla
sinh 16ng hop prostaglandin g&g viém va mdt phan la do sy Uc ché enzyme lysosome.

)
mesew  DAC TINH DU'Q'C DONG HOC
Céc nghién clru trén ngug tin?lrgu:-‘én khte manh cho thay thudic hdp thu nhanh (ndng dd trong
méu t6i thiéu phat hign durgc sau khi boi thude 30 phit) va hoan toan (lwgng hip thu bang 80%
ligu diing) qua da, v&i nbng 4§ t5i da trong huyét Iuo;%dat durge sau khi ding thude 24 gidr.
NBng dd nay (2-3 ng / ml) dat durgre sau khi diing tal 2
nhidu so viri ndng dé hiéu qua t6i thiéu (khoang 50 ng / ml) dat durge trang huyét twrong sau khi
diung thudc theo dudrng toan than. ix

wees  QUY CACH DONG GOl
Hop 1 chai chira 25g dung dich xit ngoai da.

s DIEU KIEN BAO QUAN
Bao quan noi kho, tranh anh sang vadd am, nhiét d§ khdng qué 300C.

[BEs e ]

wees  HANDUNG .
24 thang ké tr ngay san xudt.
Han sir dyng sau khi mo ndp lo 1a 6 thang,

TIEU CHUAN CHAT LU'O'NG THUGC: TCCS.

wws TEN, DIA CHi CO' SO" SAN XUAT
Sadn xust tai: _

PHARBIL WALTROP GmbH.

Dia chi: Im Wirrigen, 25-45731-Waltrop, Bire.

Béng 9ol vé xudt xuéng boi:
DOPPEL F.CI S.R.L. : A
Bia chi: Via Martiri Delle Foibe, 1-28016 Cortemaggiore (PC), Y

ngoai khép,dau do thdp ngoai khirp va viém sau chén thuong, & ligu 75-150 mg

Jidu don hodc libu 1p lai, va thdp hon

30104572.001
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