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Pﬁcription drug

DICLOMED

Diclofenac sodium 75mg / 3ml

Box of 5 ampoules x 3ml

FORIM USE ONLY
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NHAN HOP (H&p 10 8ng)
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Prescription drug

DICLOMED

Diclofenac sodium 75mg / 3ml

Box of 10 ampoules x 3ml

SOLUTION FOR INJECTION
FOR IM USE ONLY
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Rx Thudc ban theo don 5" MEDLAC PHARMA ITALY CO. LTD

HUGNG DAN SUDUNG THUOC TIEM
DICLOMED

THANH PHAN

Mbi 6ng 3ml chira:

Hoat chat: Diclofenac natri 75,0mg.

Té duge:  Propylen glycol, Benzyl alcohol, Natri metabisulfit, Nudc cét pha tiém.

CAC PAC TINH DUGC LUC HOC

Diclofenac, dan chat ciia acid phenylacetic 1a thudc chong viém khong steroid. Thude c6 téc dung chéng
viém, giam dau va giam s6t manh. Diclofenac 1a mot chét trc ché manh hoat tinh cua cyclooxygenase do do
lam glam dang ké su tao thanh prostaglandin, prostacyclin va thromboxan la nhimg chét trung gian cua quéa
trinh viém. Diclofenac cung diéu hoa con dudmg lipoxygenase va su két ty tiéu cau.

Gibng nhu cac thudc chong viém khong steroid khéc, diclofenac gay hai dudmg tiéu héa do giam tong hop
prostaglandin din dén (¢ ché tao mucin (chét c6 tac dung bao vé duong tiéu hoéa). Prostaglandin co vai tro
duy tri tudi mau than Céc thudc chong viém khong steroid trc ché tong hop prostaglandm nén c6 thé gay
viém than k&, viém cau than, hoai tir nhii va hdi chimg thén hu dgc biét & nhiing ngudi bi bénh than hoac suy
tim man tinh. V&i nhimg ngudi bénh nay, cac thuéc chong viém khong steroid co thé lam tang suy than cap
va suy tim cap.

CAC PAC TINH DUGC PONG HOC
Hip thu:

- Tac dung cua thube xuét hién 20 - 30 phut sau tiém bép. =
Phén bo:

- Diclofenac gén rét nhidu véi protein huyét twong, chu yéu véi albumin (99%).
Chuyén héa, thi trir:

- Chuyén héa va dao thai khong phu thuc vao tudi. Néu lieu luong va khoa .' a3 ding thudc
duoc tuan thu theo chi dén thi thude khong bi tich ldiy, ngay ca khi chire fi3 g :
- Nira doi trong huyet tuong khoang 1 - 2 gio. Nira doi thai trir khoi d1c1 :

- Xdp xi 60% lidu dung duoc thai qua than dudi dang céc chat chuyénihé
1% ¢ dang thudc nguyén ven. \

mh va dudi

CHI PINH

- Diéu trj dai ngay viém khép man, thoai hoa khop.
- Thong kinh nguyén phat.

- Pau cap (viém sau chan thuong va sau phau thut, sung né) va dau man.
- Viém da kh6p dang thap thiéu nién.

- Bénh gut, dau than, dau mat

- Pau do thap khép

LIEU LUONG VA CACH DUNG

Khéng tiém tinh mach. Co6 the truyen tinh mach hodc tiém bép (thudomg tiém vao mong chd Y4 trén ngoai).
N61 chung, lleu tiém bap mdi ngay 1 6ng 75 mg; trong céc trudng hop nghiém trong, thi cé thé tang t6i 1-2
ong 75mg mdi ngay, mo6i miii tiém vao 1 vi tri khac nhau. Trong con dau quin than, cac liu tiém bap 75mg
¢6 thé dugc lap lai sau 30 phat néu can.

Ong tiém Diclomed khéng dugc sur dung qua 2 ngay, khi can ¢6 thé diéu trj bing thudc udng.

Béc si s& quyét dinh khi ndo sir dung va sir dung Diclomed nhu thé ndo.

CHONG CHI PINH

- Qué man véi diclofenac, aspirin hay thude chéng viém khong steroid khéc (hen, viém mili, may day sau
khi duing aspirin).

- Loét da day tién trién.

- Ngudi bi hen hay co that phé quan, chay mau, bénh tim mach, suy than ngng hodc suy gan nang.

- Nguoi dang ding thudc chong dong coumarin.

- Ngudi bi suy tim r mau, giam thé tich tudn hoan do thudc lgi niéu hay do suy than, toc d¢ loc cdu than <
30ml/pht (do nguy co xuét hién suy than).




- Ngudi bj bénh chit tao keo (nguy co xuét hién viém mang ndo vo khuan Cén chi y la tat ca cac truong
hop bi viém mang ndo vo khuin déu c6 trong tién sir mot bénh ty mién nao do, nhu mot yéu t6 d& mic
bénh).

- Ngudi mang kinh sat trong.

TAC DUNG KHONG MONG MUON (ADR)

Thuong gap, ADR > 1/100

Toan than: Nhirc dau, bon chon.

Tiéu héa: Pau viing thugng vi, buén nén, nén, ia chay, truéng bung, chan &n, kho tiéu.

Gan: Tang céc transaminase.

Tai: U tai.

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

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

Tiéu héa: Dau bung, chay méau dudng tiéu hoa, lam 6 b loét tién trién, ndn mau, ia mau, ia chay 1an mau,.

Hé than kinh: Budn ngu, ngu gét, trdm cam, mét ngd, lo au, khé chiu, d& bj kich thich.

Da: May day.

Hb hép: Co that phe quan.

Mit: Nhin mé, diém t6i thi gidc, dau nhirc mét, nhin di.

Hiém gap, ADR <1/1000

Toan than: Phu, phat ban, hoi chimg Stevens - Johnson, rung toc.

H¢ than kinh: Viém ma.ng ndo v6 khuan

Mau: Giam bach cdu, giam tiéu cau, giam bach cau trung tinh, tng bach cdu 4i toan, giam bach cau hat,
thiéu mau.

Gan: Réi loan co bop tiii mat, test chirc ning gan bt thudng, nhiém dc gan (vang da, viém gan).

Tiét niéu: Viém bang quang, dai mau, suy than cap, viém than k&, h¢i chimg than hu.

Huéng dén cdch xir tri ADR

Khi ¢6 triéu chirmg di ung vdi diclofenac phai ngirng thudc ngay. Piéu tri cic tic dung phu la diéu tri trigu
ching va h trg.

Thong bdo cho bdc si nhimg tdc dung khong mong mudn gdp phdi khi su dung thudc.

THAN TRONG (e

- Ngudi ¢6 tién sir loét, chay mau hodc thing dudng tiéu hoa.
- Ngudi bénh suy thfm,,suy gan, bi lupus ban do toan than.
-N gubl benh tﬁng huyet ap hay bénh t:m co u' m.ro‘c hodc phu

- Ngudi bi nhiém khuan
- Ngudi ¢6 tién sir réi loan dong méu, chay mau.
- Cén kham nhan khoa cho ngudi bénh bj roi loan thi giac khi dung dicloferas

PHU NU CO THAI VA CHO CON BU
Thai ky mang thai

Chi dung diclofenac cho ngudi mang thai khi that can thlet va khi ngudi bénh khong dung dugc cac thude
chéng viém thudc cac nhém khac va chi dung véi lidu can th1et thap nhit. Khong nén ding thude trong ba
théng cudi thai ky (nguy co trc ché tir cung co bop va lam éng dong mach dong som, gdy tang ap luc tiéu
tudn hoan khéng hoi phuc, suy than & thal)

Ngudi dinh mang thai khéng nén dung bat ky thudc nao c6 tac dung (e ché tong hop prostaglandin, ké ca
diclofenac, vi {rc ché phéi bao lam to.

Thei ky cho con bu
Diclofenac dugc tiét vao sira me rét it. Chua c6 dir lidu vé tac dung trén tré bi me. Ngudi me cho con bi ¢6
thé dung diclofenac néu can phai ding thudc chong viém khong steroid.

TAC PONG CUA THUOC KHI LAI TAU XE VA VAN HANH MAY MOC
Than trong khi diing vi thude c6 thé gay nhin ma, diém t6i thi gidc, dau nhirc mét, nhin ddi.

TUONG TAC THUOC ,
Diclofenac c6 thé lam tang hay trc ché tac dung cua céc thude khac.




Khéng nén ding diclofenac phéi hop véi: )

- Thubc chéng dong theo dudng ubng va heparin: Nguy co gdy xuat huyet nang. )
- Khang sinh nhém quinolon: Diclofenac va cac thuoc chong viém khong steroid khac c6 the lam tang tac
dung phu 1én hé than kinh trung wong ciia khang sinh nhém quinolon, dan dén co giat (nhung can nghién
ctru thém). )

- Aspirin hodc glucocorticoid: Lam giam ndng do diclofenac trong huyét trong va lam tang nguy co cling
nhu lam ting nghiém trong ton thuong da day - rudt.

- Diflunisal: Dang diflunisal ddng thdi véi diclofenac c6 thé lam tang nong dd diclofenac trong huyét twong,
lam giam d9 thanh loc diclofenac va co thé gdy chay mau rat ning & duong tiéu hoa. )

- Lithi: Diclofenac c6 thé 1am ting ndng do lithi trong huyét thanh dén muc gdy doc. Neu bude phai ding
ddng thoi thi can theo ddi ngudi bénh that cén than dé phat hién kip thoi ddu hiéu ngd ddc lithi va phai theo
ddi ndng do lithi trong méau mot cach thudong xuyén. Phai diéu chinh liéu lithi trong va sau diéu tri bang
diclofenac.

- Digoxin: Diclofenac 6 thé 1am ting néng do digoxin trong huyét thanh va kéo dai nira doi cua digoxin.
Can dinh luong néng d digoxin trong méau va can giam lidu digoxin néu ding dong thdi ca 2 thude.

- Ticlopidin: Dung cting diclofenac lam tang nguy co chay méu.

Dung cu tranh thai dt trong tir cung: C6 tai liéu n6i dung diclofenac lam mat tac dung tranh thai.
Methotrexat: Diclofenac 1am ting dgc tinh ctia methotrexat.

C6 thé ding diclofenac cing véi cdc thuoc sau nhung phai theo doi sdt nguoi bénh:

- Cyclosporin: Nguy co bj ngd dgc cyclosporin. Cén thudng xuyén theo ddi chirc nang than cua ngudi bénh.
- Thubc loi niéu: Diclofenac va lgi niéu c6 thé 1am tang nguy co suy than thir phét do giam luu lugng mau
dén than vi diclofenac trc ché prostaglandin.

- Thube chira tang huyét ap (thubc rc ché men chuyén déi, thudc chen beta, thude lgi nigu).

- Cimetidin c6 thé lam ndng do diclofenac huyét thanh giam di mot chat nhung khong lam giam tac dung
chéng viém cia thude. Cimetidin bao vé ta trang khoi tac dung c6 hai cua diclofenac.

- Probenecid c6 thé 1am ndng d diclofenac tang lén gap doi néu dugc dung dong thoi. Piéu nay c6 thé co
tac dung 1am sang t6t & ngudi bj bénh khép nhung lai ¢6 thé xay ra ngd doc diclofenac, dac biét & nhing
ngudi bi suy giam chirc nang than. Téc dung thai acid uric - ni¢u khong bj anh huéng. Néu cén thi giam liéu
diclofenac.

QUA LIEU VA XU TRI
Ngé doc cép diclofenac biéu hién chu yéu la cac tac dyng phu nang Ién hon. Bién phap chung I: diéu tri
triéu chimg va hd tro. Gay loi tiéu dé diéu tri ngd déc diclofenac 1a bién phap dang nghi ngd, vi thuée gén
nhiéu vao protein huyét twong; tuy vy gdy lgi tiéu cing ¢6 thé c6 ich nhung néu dung thi phai theo ddi chat
ch& can bing nudc - dién giai vi ¢6 thé xay ra réi loan ning vé dién giai va Jraus

BAO QUAN
Noi kh, nhiét do dudi 30°C, tranh anh sang.

HAN DUNG: 36 thang ké tir ngay san xuat.
TIEU CHUAN: TCCS.
TRINH BAY: Hop 5 éng; Hop 10 dng.

KHUYEN CAO

Dé xa tam tay cia tré em

Poc ky huwéng din sir dung truée khi ding

Thubc nay chi dung theo sy ké don cia béc sy
Khéng ding thude da bién mau, hét han sir dung.
Muén biét thém thong tin xin hoi y Kién cia Bac sy

Nha sin xudt: _
CONG TY TNHH SX DUQC PHAM MEDLAC PHARMA ITALY
Khu cong nghiép cong nghé cao, Khu cong nghé cao Hoa Lac

KM29, Dudng cao téc Lang - Hoa Lac, Huyén Thach That, Ha Noi

Tel: 0433594104 Fax:,

TUQ CUC TRUSNG
P.TRUONG PHONG




