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CONGTY CO PHAN DUOC PHAM VCP
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MAU NHAN DANG KY
Thuéc D-EMULGEL

1. Nhan tuyp 20g - ti 1& 150%
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Diclofenac diethylamin 1,16% (kl/kl)

UQ SDK /REG.N° ;

THUOGC DUNG NGOAI

Thanh phan: Méi 1g gel chifa:

Diclofenac diethylamin 11,6mg
Ta dugc vira da 1g
Chi dinh. Chéng chi dinh. Cich dung - Liéu ding.
Céc thong tin khac: Xin doc trong t& hudng dan s
dung.

Dé xa tdm tay ctia tré em.

Poc ky huéng dan sir dung trude khi ding.
THUOC DUNG NGOAI

GEL BOIDA —

Gidm dau, gidm sung, chéng viém

San xust tai: CONG TY CG PHAN DUGIC PHAM VCP
Bia chi: Thanh Xudn - S6¢ San - Ha N - Viét Nam

Composition: Each gram gel contains:
Diclofenac diethylamine, 11,6mg
Excipients q.s 1g

Indications. Contra - Indications. Usage. And
other information : Please read enclosed leaflet.

cQ\/

Keep out of the reach of children,
Read carefully the instruction before use.
FOR EXTERNAL USE ONLY
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CONGTY €O PHAN DUGC PHAM VCP

MAU NHAN DANG KY
Thuéc D-EMULGEL

2.Nhan hgp 01 tuyp 20g - ti 1é 100%

B Composition: Each gram gel contains:

B Indications. Contra - Indications. U And alher ink
Please read enclosed leafiet.

W Specifications: Manufacturer's.

W Storage: in a hermetie cantainer, below 30°C, protect from light

Diclofenac SR 11,6mg Keep out of the reach of children.
E qs g Read carefully the instruction before use.

B i ks s HOP 1 TUYP GEL BOI DA

Diclofenac diethylamin 1,16% (ki/kl}

THUGC DUNG NGOAI

6iim dau, gidm sung, ching vidm

©/ Sinsust gl CONG TY €O PHAN DUGC PHAM VCP
VGP Bjachi  Thanh Yun - Soc Son - Ha Ni - Vigt Nam

e
SILOSHBach N

B Thiinh phén: Méi 1g gel chita:

W Chi dinh, Céch diing - Lifu ding, Ching chi dinh, Cic théng
thn ke 2 X dioc rong v hudng diin sl dyng,

W Tiéu chulin: TCCS.

W Bao quén: Trong bao kin, dudi 30°C. trénh dnh sdng.

D 1ismg B4 xa thm tay ciia tré em.
T duigic viia 80 1g Boc ki hutng din si dung trudc khi diing.
SOK | REGN® :

BOX OF 1 TUBE TOPICAL GEL

&pmmpn-ﬁq

Diclofenac diethylamine 1,16% (w/w)

FOR EXTERNAL USE ONLY

Relieves pain, reduces swelling, combats Inflammation

\ , Manufactured by: VCP PHARMACEUTICAL J.5.C
VCP Address : Thanh Xuan - Soc 5on - Ha Noi - Viet Nam
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GEL BOI DA D-EMULGEL
HUONG DAN SU DUNG DANH CHO NGUGI BENH
Thuoc bdn theo don
BDoc ky huéng dan sir dung trude khi dimg
Dé xa tdm tay tré em
Théng bdo ngay cho bdc sy hodc dugc sj nhimg tde dung khéng mong muén g4p phdi trong
qua trinh sir dung thuoc.

1. THANH PHAN, HAM LUQNG: 1g Gel bdi da c6 chira

Diclofenac diethylamin: 11,6mg

Té dugc vira du: 1,0g

(Oleyl alcol, Isopropanol, Propylen glycol, Carbomer 980, Diethylamin, Ddu parafin,
Coco;fl Ccfprjilocaprate, Polyoxy-20-cetostearyl ether, Butylhydroxy toluen, nuéc tinh khiét)
2. MO TA SAN PHAM

Dang bao ché: Gel bdi da

Nhil twong dau trong hé gel thin nuéc, mau tring hodc gin nhu tring, mém min, ddng nhét
3. QUI CACH DPONG GOI:

Hop 01 tuyp thudc 20g va td huéng din sir dung.

4. THUOC DUNG CHO BENH Gi?

D-emulgel chira Diclofenac — mdt hoat chat thudoc nhém giam dau, khang viém khong
steroid (NSAIDs) — dugec sir dung bdi ngoai da dé giam dau va viém co, bép va xwong khép:
- Chén thuong co va khép: bong gén, cang co, bdm tim, dau lung, dau khép, chin thuong
do choi thé thao,...

- Viém déy ching.

- Viém xuong khép.

5. NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG:

Thudc ban theo don chi sir dung khi ¢6 chi dinh ciia béc si.

D-emulgel chi ding bdi ngoai da, khéng boi 1én mit, niém mac mii, 4&m dao hoic ding
trong miéng, khong dugc udng.

Khong boi gel 1én ving da hé, vét thurong hodic cdc viing da c6 bét thuong khéc, khong bang
kin ving da sau khi boi thude.

Nguoi lon: Tay thude vao kich thude ciia viing ton thuong dé diéu tri, khoang tir 2 — 4g gel
(xoa mdt khéi hinh tron dudng kinh tir 2,0 — 2,5cm) dugc sir dung véi tin suit 3 — 4
lan/ngay. Khong sir dung qué 4 14n/24 gid.

Ngudi cao tuéi: Co thé dung liéu théng thudng cho ngudi 16n.

Tré em va thanh thiéu nién: Khong c6 di dit liéu an toan cho tré va thanli thiéu nién dudi 14
tudi, khong khuyén cdo sir dung & ddi twong nay.

Sau khi sir dung thudc cin rira sach tay, trir trudng hop didu tri viém ngoén tay, khép ngén
hodc ban tay.
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Khéng sir dung D-emulgel qué 2 tuén cho céc trudng hop chin thuong co, khép va viém
day ching.
Thoi gian diéu trj tiy thudc vao chi dinh va s thanh cong cia didu tri. Sau 7 ngay st dung
hodic céc tridu chimg x4u di khi sir dung cdn tham khao y kién bac si trude khi tiép tuc diéu
tri.
6. KHI NAO KHONG NEN DUNG THUOC NAY:
- Céc trudng hgp mén cam véi bét cir thanh phén nao cua thude.
- Pa timg ¢6 dj tmg v6i Diclofenac hodc cac thude giam dau, khang viém nhém NSAIDs
khic (cdc truomg hop cé nguy co bi hen, ndi mé day hodic viém mii cdp do acid
acetylsalicylic va cac thudc khéng viém khéng steroid khac nhu ibuprofen).
- Pang mang thai 3 thang cubi.
- Tré em va thiéu nién duéi 14 tudi.
- Sir dung cho chén thuong co, khép va viém diy ching qua 2 tudn.
- Sir dung cho viing da c6 phat ban hodic eczema, vét cit hodc vét thuong ha.
7. TAC DUNG KHONG MONG MUON:
Nguy co huyét khéi tim mach (xem thém phén Canh béo va than trong).
Miic du kha niing xay ra tac dung phy thip hon so véi sir dung dudng udng, nhung mjt sb
tdc dung phu tuong tu khi sir dung diclofenac toan than c6 thé xay ra. Khi sir dung thudc
trén cac ving da 16n, thoi gian kéo dai, ti 1¢ xuét hién tac dung toan thin s& 16n hon.
Thuong gap (1/100< ADR<1/10): Nbi ban da, eczema, do, viém da, ngira.
Hiém gap (1/10000<ADR <1/1000): Viém da béng nuéc.
Rdt hiém gdap (ADR<1/10000):
+Réi loan mién dich: phan trng qua mén, phit Quincke.
+H6 hép: Hen.
+Réi loan da va mé dudi da: Nhay cam véi 4nh sing, ban ¢6 myn mu.
8. NEN TRANH DUNG THUOC HOAC THU'C PHAM Gi KHI PANG DUNG THUOC
NAY:
Khong nén sir dung cing mdt NSAIDs khac trong qué trinh diéu tri vi c6 nguy co ting tdc dung
phu.
Do sy héip thu toan than thép khi diing ngoai da, x4c sudt tuong tac rit thap. Khong c6 ghi nhan
twong tac cla gel béi da diclofenac diethylamin véi céc thude hofic thue phim thong thudng. Tuy
nhién, khéng loai trir cic tuong téc toan than c6 thé gap phai, nén thin trong khi ding ciing v6i:
Thuéc chéng dong dudng udng va Heparin; Quinolon; Aspirin va Glucocorticoid; Diflunisal;
Lithium; Digoxin; Ticlopidin; Methotrexat. _
Mot sé thube khac cAn duoc theo ddi khi ding kém diclofenac: CyclosMuéc loi tidu,
Thubc chita tang huyét 4p, Cimetidin, Probenecid, thude chéng toan.
9. CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC:
Néu mot 1in quén khong ding thudc, nén ding lai sém nhét c6 thé. Khdng ding ting thém
liéu.
10. CAN BAO QUAN THUOC NAY NHU THE NAO?
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Thude dugc bao quan trong tuyp nhoém, nip kin, dé noi kho, tranh anh sang, nhiét dp dudi
30°C.

11. NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:

Do sy hép thu diclofenac toan than thép sau khi sir dung tai chd nén rat kho xay ra qua lidu.
Trudng hgp vo ¥ nudt phai thude (1 lugng thude 100g, twong dwong véi 1g diclofenac
natri), cdc tdc dung phu gip phai du kién tuong tir nhur khi sir dung vién nén diclofenac natri
(Nhirc diu, bdn chdn, dau bung, rdi loan tiéu héa, nbi mé day, co thit khi phé quan, rdi loan
thi giéc,...).

12. CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO:

Khi gap phai qua liéu hodc nuét phai thude, cin bao lai ngay cho béc si dé c6 céic bién phap
can thiép kip thoi.

Néu cac tdc dung phu toan than dang ké cin sir dung céc phuong phép diéu trj thong thudng
d6i véi ngd doc thude khang viém khong steroid nhu mdt phuong phap diéu tri chung. Dic
biét ngay sau khi nudt phai, c6 thé xem xét rira da day holic gy ndn va diéu tri bing than
hoat.

13. NHUNG DPIEU CAN THAN TRONG KHi DUNG THUOC:

- Chi nén bdi gel vao céc bé mat da con nguyén ven, da khong bi rach. Khong dé thudce tiép
xtic vOi mét va cac niém mac hodc béi 1én viing da phét ban, tdn throng do eczema.

- Sir dung trén ving da rong kéo dai c6 thé gy ra cac phan (g phy nguy hiém toan than

- Sir dung kém v6i NSAID dudng udng cin dugc kiém soat dé tranh lam ting cac phan tmg
toan than. Khong dung kém véi céc ché pham diclofenac khac.

- Ngirng diéu tri néu c6 phét ban hofic ban da tién trién sau khi diing thuéc.

- Khong nén bang kin sau khi béi thude.

- Cén than khi tim néing hodc tiép xuc v6i 4nh sang manh khi ding thube do da c6 thé bi
nhay cam hon.

- Néu c6 tién sir hogc dang bi loét da day, ta trang cin bio cho béc s trude khi sir dung.

- Nguy co huyét khoi tim mach:

Céc thudc chéng viém khong steroid (NSAIDs). khong phai aspirin, dung duwdng toan thin,
¢6 thé 1am ting nguy co xudt hién bién cb huyét khéi tim mach, bao gdm ca nhdi méu co
tim va dot quy, c6 thé din dén tir vong. Nguy co ndy c6 th& xufit hién sém trong vai tuin
dAu ding thude va cé thé tang lén theo thdi gian dung thudc. Nguy co huyét khéi tim mach
dugc ghi nhén chu yéu & liéu cao.

Béc si cin danh gi dinh ky sur xuét hién cia cac bién ¢6 tim mach, ngay ca khi b¢nh nhén
khéng ¢6 chc triéu chimg tim mach tru6c d6. Bénh nhan cén dugc W/Bao vé cac triéu
chimg ciia bién cd tim mach nghiém trong va cAn tham kham béc si ngfy khi xuét hién cdc
triéu chimg nay.

Pé giam thiéu nguy co xudt hién bién c bt lgi, cin sir dung D-emulgel & liéu hang ngay
thdp nhét c6 hi¢u qua trong thoi gian ngin nhét c6 thé.

- Cong thirc co sir dung Propylen glycol c6 thé gay kich tmg da trén mdt s6 bénh nhén.

Phu nir c6 thai: Tham khao y kién bac si truée khi sir dung thudc néu dang mang thai hogic
nghi ngd mang thai.
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Thubc chéng chi dinh véi ngudi dang c6 thai 3 thang cubi do nhitng nguy co mang lai cho
thai nhi va san phy.
Thube chi dugce sir dung & 6 thang dau thai ky khi ¢6 chi dinh va theo ddi ciia béc si. Chi
nén sir dung lidu thip va thoi gian ngén nhét c6 thé.
Phy nir cho con bii: Tham khao y kién bac si truéc khi sir dung thude néu dang cho con bi.
Diclofenac c6 thé phan bd vao sira me, mac du vai lidu diéu tri ngoai da thubc khong c6 tac
dung dbi véi tré dang b me nhung chura c6 di cac dir lidu nghién ciru ¢6 kidm soat nén chi
ding thudc & phu nir dang cho con bu khi dugc cin nhic lgi ich va nguy co. Trong trudng
hop chi dinh bét budc, khong duge boi 1én viing nguc, han ché sir dung thudc trén cac ving
da 16n va trong thdi gian dai.
Nguwdi 14i xe, vAn hanh miy méc: Khong c6 anh huéng cia viée dung thude dén kha ning
14i xe, van hanh may méc.
14. KHI NAO CAN THAM VAN BAC SY, DUQC SY:
- Thudc ban theo don, chi sir dung khi co chi dinh ciia bac si.
- Khi dang mang thai ho#c cho con bu.
- Nghi ngdr sir dung qua lidu hodc nubt phai thudc.
- C6 céc phan tmg bat thudng tai chd hoic toan than khi sir dung.
Néu cin thém théng tin xin héi y kién bac sy hodc dwge s§.
15. HAN DUNG CUA THUOC: 36 thang ké tir ngay san xut.
16. NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG HUOGNG DAN SU
DUNG:
17. NHA SAN XUAT: CONG TY CO PHAN DUQC PHAM VCP

VCP Pharmaceutical Joint — Stock Company

Thanh Xuéin — S6c Son — Ha N§i — Viét Nam

Pién thoai: 04.35813669 Fax: 04.35813670

HUONG DAN SU DUNG DANH CHO CAN BQ Y TE

1. CAC PAC TINH DUGQC LUC HQC, DUQC PONG HQC

1.1. Dwgc lwe hoc:

Nhém duge Iy: Thube khang viém non-steroid ding tai chd, ma ATC: M02AAL1S
Diclofenac diethylamin 12 mdt thuéc chbng viém non-steroid, c6 dic tinh giam dau, chéng
viém va ha sét. Co ché chinh cua diclofenac 14 trc ché téng hop prosWin.

1.2. Dwoc djng hoc:

Sau khi bdi, lugng diclofenac hép thu qua da ti 1¢ thudn véi kich thuéc cia ving didu tri va
phy thude vao tdng liéu dung tai chd ciing nhu sy hydrat héa cua da. ( ngudi tinh nguyén
khoe manh, khoang 6% liéu bdi ngoai da dugc hép thu, duge xic dinh bing lugng
Diclofenac va céc chét chuyén hoa hydroxylated thai trir qua nudce tiéu.

Sau khi b6i tai chd Diclofenac thim qua da va phén b6 vao céc md, khu vyc bj viém.
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Sau khi diing Diclofenac cho khép & tay hodic gbi c6 thé do duoc ndng do diclofenac & trong
huyét trong, mé va dich khép. Nong do t6i da trong huyét twong thip hon khoang 100 lin
so voi khi sir dung duromg ubng.
Diclofenac dugc chuyén héa mét phin qua sy glucuronid hoa phén tir nguyén ven nhung
chit yéu do sir hydroxyl héa mét hogic nhidu 14n tao ra cac chét chuyén héa phenolic.
Téng d6 thai trir diclofenac toan than tir huyét trong 1 263+56 ml/phut. Thoi gian ban hay
cudi clng trong huyét tuong 13 1 — 2 gid. Pa sb cac chit chuyén hoa co thoi gian ban hiy
ngfin, khoang 1 — 3 gid, riéng 3’-hydroxy-4’-methoxy diclofenac cé thdi gian ban hiy lau
hon nhiéu. Diclofenac va c4c chét chuyén hoa héa dirge thai trir chi yéu qua nude tidu.
2. CHI PINH, LIEU DUNG - CACH DUNG & CHONG CHi PINH
2.1. Chi dinh: Gel Diclofenac diethylamin duoc bdi ngoai da, ding dé giam dau va viém
trong cac truong hop:

+ Chan thwong gin, diy ching, co va khdp: bong gén, cing co, cic vét bim tim.

+ Céc dang bénh thép khur tri & m6é mém nhw viém gén, hdi chimg vai — ban tay, viém
bao hoat dich, viém bao quanh khép.

+ Triéu chimg viém xuwong khép & cac khép nhé va trung binh nim gin véi da nhu khép
ngoén tay hoac khop gbi.
2.2. Cich dung: Thudc ding ngoai da, khong bdi 1én mit, khoang miéng, 4m dao va céc
niém mac khac.
Rira sach va lam kho viing da cin béi thubc, xoa nhe va déu mét lrgng thude phi hop 1én
ving da cén bbi.
Chi dinh nén dugc xem xét lai sau 14 ngay didu tri. Di voi viée diéu tri viém xwong khép
nhu khép gbi, sau 4 tudn diéu trj cin danh gia lai chi dinh trude khi tiép tyc.
2.3. Liéu ding: '
Nguwoi 16n: Thy thude vao kich thudc cia ving tn thuong dé diéu tri, khoang tir 2 — 4g gel
(xoa mdt khdi hinh tron dudng kinh tir 2,0 — 2,5cm) duge sir dung véi tAn suét 3 — 4
lan/ngay.
Ngudi cao tudi: C6 thé ding liéu thong thudmg cho ngudi 16n.
Tré em va thanh thiéu nién: Khong c6 di dir liéu an toan cho tré va thanh thiéu nién duéi 14
tudi, khong khuyén céo sir dung & dbi trong nay. & tré trén 14 tudi, néu c6 chi dinh thude
trén 7 ngdy, cAn nhic phy huynh theo ddi tinh trang bénh hogc céc tac dung phu dé béo lai
v0i bac si. .
Sau khi sir dung thude can rira sach tay, trir truomg hop diéu tri viém ngon tay.
Théi gian didu tri thy thude vao chi dinh va sy thanh cdng ciia diéu trj. Nén danh gia lai viéc
didu tri sau 2 tun néu cic triéu chimg khong cai thi¢n. Khong nén dung qua 14 ngay.
2.4. Chéng chi dinh: ‘ ‘ ‘
- Cac trudng hop mén cam véi bat ctr thanh phén nio cua thude.
- Céc truong hgp c6 nguy co bi hen, ndi mé day hodc viém mii cap do acid acetylsalicylic
va céc thude khang viém khong steroid khac nhu ibuprofen.
- Pang mang thai 3 thing cudi.
- Tré em va thiéu nién dudi 14 tudi

O
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3. THAN TRONG KHI SU DUNG:

- Chi nén bdi gel vao cdc bé mit da con nguyén ven, da khong bi rach. Khong nén bang kin
sau khi boi thude. Khong dé thudc tiép xiic véi nidt va céc niém mac.

- Sir dung trén viing da rong kéo dai c6 thé gdy ra cdc phan img phy nguy hiém toan than.

- Sir dung kém v6i NSAID dudng uéng cén duge kiém sodt dé tranh lam ting cic phan img
toan than. Khéng dung kém véi cac ché phim diclofenac khac.

- Ngimg diéu trj néu c6 phat ban hoic ban da tién trién sau khi diing thube.

- Can than khi tim ning hodc tiép xic véi 4nh séng manh khi dung thude do da c6 thé bi
nhay cam hon.

- Néu ¢6 tién sir hodic dang bi loét da day, ta trang cin danh gia tic dong ciia thuéc dén tién
trién bénh.

- Nguy co huyét khéi tim mach: Cac thube chéng viém khong steroid (NSAIDs), khong
phai aspirin, ding dudng toan thin, c6 thé lam ting nguy co xudt hién bién ¢ huyét khbi
tim mach, bao gdm ca nhdi mau co tim va dot quy, c6 thé din dén tir vong. Nguy co nay c6
thé xuit hién sém trong vai tudn dau ding thubc va c6 thé ting 1én theo thdi gian ding
thudc. Nguy co huyét khdi tim mach duge ghi nhén chi yéu & lidu cao.

Biéc si cin danh gia dinh ky sy xudt hién ciia cic bién cd tim mach, ngay ca khi bénh nhan
khéng c6 cac triéu chimg tim mach truéc d6. Bénh nhén cdn duge canh bdo vé cac triéu
chimg ciia bién ¢b tim mach nghiém trong va cén thim kham béc sT ngay khi xudt hién cac
triéu chimg nay.

Pé giam thiéu nguy co xuit hién bién cb bét lgi, cin sir dung D-emulgel & liéu hang ngay
thip nhat co hiéu qua trong thoi gian ngin nhét c6 thé.

- Cong thire ¢6 sir dung Propylen glycol c6 thé gay kich tmg da trén mét s6 bénh nhan.

Phu nit ¢6 thai: Nong do hdp thu toan thin sau khi sir dung ngoai da clia Diclofenac thép
hon so véi khi sir dung dudng ubng. Tuy nhién theo kinh nghiém diéu trj bang NSAIDs, céc
khuyén cdo bao gdm: Su irc ché tdng hop Prostaglandin c6 thé gdy anh huéng x4u dén thai
ky va/hodc sy phét trién ciia bao thai.

Dir liéu nghién ctru dich t& hoc cho thiy c6 nguy co sdy thai, di dang tim va hdi chimg
Gastroschisis (bénh 18i rudt bim sinh) sau khi sir dung chét e ché tdng hop Prostaglandin
vio giai doan diu cua thai ky. Nguy co xay ra ddi v6i di tit tim mach ting tir dudi 1% lén
khodng 1,5%, va dugc cho 1a ting 1én theo liéu va thdi gian sir dung.

Céac nghién ciru trén ddng vét cling ghi nhin sy ting 1én cua vi¢c chét phgi thai khi dugce cdy
Vo truéc va sau khi sir dung thuéc. Ngodi ra, ciing ghi nhén cac biéydang khac nhau, ké ca
céc dj tat vé tim mach ciing da dugc béo cdo & dong vat nghién ctru sir dung cht e ché
Prostaglandin.

Trong giai doan dAu va giai doan thir 2 cua thai ky, khong nén sir dung diclofenac trir khi
that sy cén thiét, nén sir dung & lidu thip nhét va thoi gian didu tri cang ngén cang tdt

Trong 3 thang cudi cua thai ky, tit ca cic chat (e ché tong hgp prostasglandin déu co thé
gdy ra ddc tinh véi thai nhi:

- Poc tinh tim phdi (d6ng cira sém 6ng dong mach va cao huyét ap phoi).

- R&i loan chire ning than, c6 thé tién trién dén suy than v6i bénh s6i than.
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Ngudi me va tré so sinh, vao cubi ky mang thai:
- C6 thé kéo dai thoi gian chay mau.
- Uc ché cic con co tir cung.
Phu nir cho con bii: Giéng nhu cdc NSAIDs khac, diclofenac c6 thé di vao sita me véi mot
lugng nhé. Mic du véi liéu diéu tri ngoai da thube khong c6 tac dung ddi voi tré dang bu
me¢ nhung chua c¢6 di céc dir liéu nghién ciru ¢ kiém soat nén chi diing thubc & phu nir
dang cho con bi khi dugc can nhéc l¢i ich va nguy co. Trong trudng hop chi dinh bit budce,
khéng dugc boi 1én viing ngue, han ché sir dung thude trén cac ving da 16n va trong thoi
gian dai.
Ngudi ldi xe, vin hanh may méc: Khong c6 anh hudng ciia viéc ding thubc dén kha ning
1ai xe, van hanh may mdc.
4. TUONG TAC THUOC:
Do sur hap thu toan than thdp khi ding ngoai da, xic suét trong tac rét thdp. Khéng c6 ghi nhin
twong tac ctia gel bdi da diclofenac v6i cac thube hodc thuc phim thong thuong.
Khong tron 14n hodc bdi cling luc D-emulgel véi bit ki san phim bdi da nao khéc.
Tuy nhién, khéng loai trir cic twong téc toan than c6 thé gip phai, nén than trong khi ding cling
véi:
Thubc chong dong dwong uong va Heparin: Nguy co xuét huyét nang;
Quinolon: Ting téc dung phu trén thin kinh ciia Quinolon;
Aspirin va Glucocorticoid: Ting nguy co va do nghiém trong ctia ton thwong da day — rudt;
Diflunisal: Thay dbi duge dong hoc ciia diclofenac;
Lithium: Diclofenac 1am tang ndng d9 lithium trong huyét thanh dén mirc gy doc;
Digoxin: Diclofenac 1am ting ndng d¢ trong huyét thanh va kéo dai thoi gian théi trir digoxin;
Ticlopidin: Tang nguy co chdy méu;
Methotrexat: Tang dgc tinh ctia methotrexat
Mot sb thudc khéc cin duoc theo doi khi dung kém diclofenac: Cyclosporin, Thude lgi tiéu,
Thudc chita ting huyét 4p, Cimetidin, Probenecid, thudc chdng toan.
5. TAC DUNG KHONG MONG MUON (ADR):
Nguy co huyét khdi tim mach (xem thém phén Céanh bao va thin trong).
Mic dii kha nang xdy ra tic dung phu thdp hon so véi sir dung dudmg ubng, nhung mot s6
tac dung phu twong tur khi st dung diclofenac toan than co théﬁ?yél. Khi sir dung thudc
trén cdc ving da 16m, thoi gian kéo dai, ti 1¢ xuat hién téc dung toah thén s& 16n hon.
Thuong gdp (1/100< ADR<1/10): Néi ban da, eczema, do, viém da, ngira.
Hiém gép (1/10000<ADR <1/1000): Viém da bong nuée.
Rdt hiém gap (ADR<1/10000):

+Réi loan mién dich: phan img qua mén, phit Quincke.

+Hb hép: Hen.

+Réi loan da va mé dudi da: Nhay cam véi 4nh séng, ban ¢6 myn mu.
6. SUDUNG QUA LIEU VA CACH XU TRI:
Triéu ching: Do sy hp thu diclofenac toan than thp sau khi sir dung tai chd nén rit kho
xay ra qua liéu.



https://trungtamthuoc.com/

Trudng hop v6 ¥ nubt phai thude (1 lwgng thude 100g, twong dwong véi 1g diclofenac
natri), céc tdc dung phu gip phai dy kién twong tu nhu khi sir dung vién nén diclofenac
natri. Néu cdc tac dung phu toan than dang ké can sir dung cac phwong phép diéu trj thong
thuomg d6i véi ngd doc thube khang viém khong steroid nhu mdt phuong phap diéu tri
chung. Dic biét ngay sau khi nudt phai, cé thé xem xét rira da day va diéu tri bing than
hoat.

Xir tri: Khi ¢ dau hiéu qua litu NSAIDs can kiém soét cac tri¢u chimg va diéu trj hd trg
cho cac bién chimg c6 thé xay ra nhu: ha huyét ap, co giat, suy than, kich thich tiéu hoa va
suy ho hip. Cé thé chi dinh gdy non hodc chay thin nhin tao. Viéc truyén méu cé thé khong
hiéu qua trong viéc loai bd NSAIDs do ti 1& gén v6i protein huyét trong cao va ti 16 phan b

rong.

7. BAO QUAN

Bao quan & noi kho rdo, thoang mét, nhiét do khong qua 30°€, anh sdng.

8. HAN DUNG: 36 thang ké tir ngay san xuit. Khong ding qud thoi han ghi trén bao bi.

9. NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG HUOGNG DAN SU
DUNG:

" CONG TY CO PHAN DUQC PHAM VCP
VCP Pharmaceutical Joint — Stock Company
Thanh Xuén - Sé¢ Son - Ha N§i — Viét Nam
Dién thoai: 04.35813669 Fax: 04.35813670
Hd néi, ngay .5 thang V" nam 2018
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