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Tailiéu théng tin thudc

DYNAPAR AQ

Diclofenac Natri 75 mg

THANH PHAN

Moi 6ng thudc tiém 1ml cé chia:

Hoat chat

Diclofenac Sodium 75 mg

Ta dugc: Benzyl Alcohol, Disodium Edetate,
Anhydrous Sodium Sulphite, Potassium
Dihydrogen Phosphate, Sodium Hydroxide
pellets, Stabilizer I, Nudc cat pha tiém.
DUCC LUC HOC

Diclofenac, dan chat ctia acid phenylacetic la
thuéc chéng viém khéng steroid. Thuéc cé
tadc dung choéng viém, gidm dau va giam sot
manh. Diclofenac la mét chat dc ché manh
hoat tinh cGia cyclooxygenase, do dé lam
giam dang ké su tao thanh prostaglandin,
prostacyclin va thromboxane la nhiing chat
trung gian cta qua trinh viém. Diclofenac
cling diéu hoa con dudng lipoxygenase va
su két tu tiu cau.

Giéng nhu cac thuéc chéng viém khéng
steroid khac, diclofenac gay hai dudng tiéu
héa do gidm téng hop prostaglandin dan
dén Uc ché tao mucin (chat c6 tac dung bao
vé dudng tiéu hoéa). Prostaglandin cé vai tro
duy tri tudi mdu than. Cac thudc chong viém
khéng steroid ¢ ché téng hop prostaglan-
din nén c6 thé gay viém than ké, viém cau
than, hoai tir nhi va héi chiing théan hu dac
biét & nhitng ngudi bi bénh than hoac suy
tim man tinh. V&i nhitng ngudi bénh nay, cac
thuéc chéng viém khéng steroid c6 thé lam
tang suy than cap va suy tim cap.

Diclofenac dugc hap thu dé dang qua dudng
tiéu héa sau khi uéng. Thuéc dugc hap thu
nhanh han néu uéng lic déi. Diclofenac gan
rat nhiéu vdi protein huyét tuong, chi yéu
véi albumin (99%). Khoang 50% liéu udng
dugc chuyén hda qua gan lan dau va sinh
kha dung trong mau tuan hoan xap xi 50%
sinh kha dung cta liéu tiém tinh mach. Néng
d6 thudc téi da trong huyét tuong xuat hién
2 gid sau khi uéng, nong d6 trong dich bao
hoat dich dat miic cao nhat sau khi uéng tir
4 dén 6 gio. Tac dung ctia thuéc xuat hién 20
— 30 phut sau khi tiém bap, 30 - 60 phut sau
khi dat thudc vao truc trang, 60 — 120 phat
sau khi uéng.

Nira ddi trong huyét tuong khoang 1 - 2 gid.
Ndra dai thai trir khoi dich bao hoat dich 1a 3
- 6 gid. Xap xi 60% liéu dung dugc thai qua
than dudi dang cac chat chuyén hoéa con
moét phan hoat tinh va dudi 1% & dang
thu6c nguyén ven; phan con lai thai qua
mat va phan. Hap thu, chuyén hoa va dao
thai hinh nhu khéng phu thudc vao tudi.
Néu liéu luong va khoang cach gilra cac lan
dung thudc dugc tuan tha theo chi dan thi
thuéc khéng bi tich lay, ngay ca khi chiic
nang than va gan bi giam.

DUGC DONG HOC

Sau khi tiém vao co vdéi liéu 75mg Diclof-
enac, tai vung tiém thudc dugc hap thu
ngay lap tic va néng dé dinh trong huyét
tuong dat dugc trong khoang 10 - 22 phut.
Hon 99% Diclofenac gan vao protein huyét
tuong & ngudi, chd yéu gan vdi albumin.
Diclofenac khuéch tan bén trong va ngoai
chat hoat dich. Su khuéch tan trong khdp
xuong xay ra khi nong dé trong huyét tuong
cao hon trong chat hoat dich, sau d6 qua
trinh xay ra ngugc lai va néng dé trong chat
hoat dich cao hon trong huyét tuong. Hiéu
qua cla su khuéch tan Diclofenac trong
khép xuang chua dugc biét dén.

Nam chat chuyén héa chinh ctia Diclofenac
dugc tim thdy trong nudc tiéu va huyét
tuong ngudi bao gom 4'-hydroxy-, 5
hydroxy-, 3'-hydroxy-, 4'5-dihyroxy- va
3"-hydroxy-4'-methoxy. Trong do,
4'-hydroxy-diclofenac la chat chuyén héa c6
dac tinh dong hoc yéu. Khodng 65% liéu
dung dugc thai qua than dudi dang chat
chuyén héda, va < 1% dudi dang chat ban
dau chua bién d6i. Khoang 35% dugc dao
thai qua phan dudi dang chat chuyén héa.
Thuéc cé ntia doi ban thai ti 1-2h khi chua
dugc chuyén hoa.

CHi DINH

Diclofenac Sodium dugc chi dinh diéu tri
cho chiing viém cap tinh va thoai héa khép
cing nhu dé gidm con dau cap cla bénh
thap khép. Da
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Tai ligu théng tin thudc

DYNAPAR AQ

Diclofenac Natri 75 mg

- Liéu dung nén dugc diéu chinh pht hgp theo
tling ca nhan, va dung & liéu thap nhéat trong
khoang thai gian diéu tri ngan nhat c6 thé.

- Cho nguai trudng thanh: Thuéc tiém Diclof-
enac Sodium 75mg/ml dugc tiém vao bap
(tiém vao co delta hodc tiém sau vao mong &
phan tu bén ngoai phia trén) 2 lan/ngay,
khong nén tiém Diclofenac qua 2 ngay.

- Truyén tinh mach (dung trong bénh vién):
pha lodng 75 mg Diclofenac trong 100 - 500
ml glucose 5% hoac Sodium chloride 0.9% c6
thé dung lién tuc hodc khéng lién tuc, 75 mg
dugc dung trong 30 - 120 phdt. Néu can thiét
cé thé truyén lap lai sau 4-6h, khéng nén ding
qua 2 ngay.

- Truyén tinh mach dugc dung dé giam con
dau sau phau thuat. Trudng hop nay nén diing
tr 25-50 mg trong 15 - 60 phut, sau d6 dung
liéu 5 mg / gid, khdng nén ding qua 2 ngay.
CHONG CHi BPINH

Qua man vdéi diclofenac, aspirin hay thuéc
chéng viém khong steroid khéac (hen, viém
mai, may day sau khi dung aspirin).

Loét da day tién trién.

Nguai bi hen hay co that phé quan, chdy mau,

bénh tim mach, suy than nang hodc suy gan nang.
Nguai dang dling thuéc chéng déng coumarin.

Ngudi bi suy tim & mau, gidm thé tich tuan
hoan do thuéc Igi niéu hay do suy than, t6c do
loc cau than < 30ml/phdt (do nguy co xuat
hién suy than).

Ngudi bi bénh chat tao keo (nguy co xuat hién
viém mang nao vé khuan. Can chi y 13 tat ca
cac trudng hgp viém mang nao vo khuan déu
¢ trong tién st moét bénh tu mién nao d6, nhu
mot yéu t6 dé mac bénh).

Ngudi mang kinh sat trong.

TAC DUNG KHONG MONG MUGN

Tac dung ngoai y trén éng tiéu héa thudng la nhe.

Hiém gdp loét da day, chdy mau 6ng tiéu hoa,
loan thé tang mau, bat thudng vé chiic nang
gan than, ban doé da dang, cac phan tng khac
ngoai da, phan ting dang phan vé/phan vé hé
thong.

Théng bdo cho bdc sinhing tdc dung phu
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khéng mong muén gép phai khi st dung thuéc.
TUONG TAC THUOC

Diclofenac cé thé lam tang hay Uc ché tac dung
clia cac thude khéc.

Khéng nén ding diclofenac phé’i hop véi:
Thuéc chéng déng theo dudng uéng va hepa-
rin: Nguy co gay xuat huyét nang.

Khang sinh nhém quinolone: Diclofenac va
cac thuéc chéng viém khong steroid khac c6
thé lam tdng tac dung phu |én hé than kinh
trung uong cta khang sinh nhém quinolon,
dan dén co giat (nhung can nghién ctru thém).
Aspirin hoac glucocorticoid: Lam gidm néng
dé diclofenac trong huyét tuong va lam tang
nguy cd cling nhu lam tang nghiém trong tén
thuong da day - ruét.

Diflunisal: Dung diflunisal déng thdi véi diclof-
enac c6 thé lam tang néng do diclofenac trong
huyét tuong, lam giam d6 thanh loc diclofenac va
6 thé gay chay mau rat nang & dudng tiéu hoa.
Lithi: Diclofenc cé thé lam tang néng do lithi
trong huyét thanh dén muc gay doc. Néu budc
phai ding déng thai thi can theo doéi ngudi
bénh that can than dé phat hién kip thoi dau
hiéu ngd doc lithi va phai theo déi néng dé lithi
trong mau mot cach thudng xuyén. Phai diéu
chinh lithi trong va sau diéu tri bang diclofenac.
Digoxin: Diclofenac ¢6 thé lam tdng néng do
digoxin trong huyét thanh va kéo dai nira doi
clia digoxin. Can dinh lugng néng d6é digoxin
trong mau va can gidm liéu digoxin néu dung
dong thai ca 2 thuoc.

Ticlopidin: Dung cung diclofenac lam tdng
nguy cd chdy mau.

Dung cu tranh thai dat trong ti cung: Cé tai
liéu néi dung diclofenac lam mat tac dung
tranh thai.

Methotrexat: Diclofenac lam tang déc tinh ctia
methotrexate.

C6 thé ding diclofenac ciing véi cdc thuéc
sau nhung phai theo doéi sdt nguoi bénh:
Cyclosporin: Nguy cd bi ngé doc cyclosporin.
Can thuong xuyén theo doi chiic ndng thén
clia ngudi bénh.

Thuoc lgi niéu: chlofenac va lgi niéu co thé




Tai liéu théng tin thuéc

DYNAPARAQ

Diclofenac Natri 75 mg

luu lugng mau dén than vi diclofenac tc ché
prostaglandin.

Thudc chira tang huyét ap (thudc tc ché men
chuyén déi, thudc chen beta, thudc lgi niéu).
Diing thuéc chéng toan c6 thé lam gidm kich
ting rudt bai diclofenac nhung lai ¢é thé lam
giam néng d6 diclofenac trong huyét thanh.
Cimetidin cé thé lam néng dé diclofenac huyét
thanh gidm di mét chut nhung khéng lam giam
tac dung chéng viém cdia thude. Cimetidin bao
vé tac trang khdi téc dung c6 hai clia diclofenac.
Probenecid cé thé lam néng dd diclofenac
tdng lén gap doéi néu dugc dung dong thai.
Diéu nay c6 thé co tac dung Iam sang tét &
ngudi bi bénh khdp nhung lai c6 thé xay ra
ngd doc diclofenac, dac biét & nhiing nguai bi
suy gidm chiic nang than. Tac dung thai acid
uric - niéu khéng bi anh hudng. Néu cén thi
giam liéu diclofenac.

CANH BAO VA THAN TRONG

Ngudi co tién sir loét, chady mau hodc thiing
dudng tiéu hoda.

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

Ngudi bénh tang huyét 4p hay bénh tiém cé
nudc hoac phu.

Ngudi ¢ tién st bénh gan. Can theo déi chic
nang gan thudng ky khi diéu tri dai ngay bang
diclofenac.

Ngudi bi nhiém khuan.

Ngudi cé tién st roi loan ddong mau, chay mau.
Can kham nhan khoa cho ngudi bénh bi roi
loan thi gidc khi dung diclofenac.

Diclofenac nhé mét cé thé lam cham lién seo.
DUNG CHO PHU NU CO THAI

Chi dung diclofenac cho ngudi mang thai khi
that can thiét va khi ngudi bénh khéng dung
dugc cac thudc chéng viém thudc cac nhom
khac va chi dung véi liéu can thiét thap nhat.
Khéng nén dung thuéc trong ba thang cudi
thai ky (nguy cd fc ché tir cung co bép va lam
6ng dong mach déng sém, gay tang ap luc
tiéu tuan hoan khong héi phuc, suy than &
thai).

Ngudi dinh mang thai khéng nén dung bat ky
thudc nao cé tac dung tic ché téng hop pros
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taglandin, ké ca diclofenac, vi tic ché phéi bao
lam t6.

DUNG CHO PHU NU CHO CON BU

Diclofenac dugc tiét vao sita me rat it. Chua ¢
dr liéu vé tac dung trén tré bu me. Ngudi me
cho con bu ¢é thé ding diclofenac néu can
phéi dung thuéc chéng viém khdng steroid.
TAC DONG LEN KHA NANG LAI XE VA VAN
HANH MAY MOC: Thudc cé thé anh hudng lén
kha nang lai xe va van hanh may maoc. Vi vay,
can than trong khi lai xe va van hanh mdy méc.
sU DUNG QUA LIEU

Triéu ching cla qua liéu bao gom: hén mé,
cadm giac mét mai, ué oai, buén nén, 6i mia va
dau vung thugng vi. Nhing triéu ching nay
6 thé loai bd duac khi theo déi va cham séc
can than. Nhimng triéu ching hiém gép c6 thé
xay ra nhu chdy mau da day, taing huyét ap,
dau than cdp va hé hap yéu. Bénh nhan nén
dugc diéu trj va theo déi triéu chiing can than
khi bi qué liéu. Hién chua c6 thudc giai déc déc
hiéu. Truong hgp khi xay ra qué liéu nén tdng
su bai tiét, lam kiém hoéa nudc tiéu, tham tach
mau hay lam loang méu c6 thé khéng dugc s
dung vi su lién két protein cao.

DONG GOI: Hop c6 5 6ng thudc tiém Tml.
HAN DUNG: 24 thang ké tif ngay san xuat.
BAO QUAN: Bao quan dudi 30°C.
Khéng d@é lanh.

TIEU CHUAN: Theo Nha San Xut.
SAN XUAT BOI:

TROIKAA PHARMACEUTICALS LTD
Dia chi: C - 1 Sara Industrial Estate,
Selaqui, Dehradun Uttrakhand, India.
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