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3. Mau nhén chai 200 vién nén dai bao phim
- NGi dung & mau sac : Nhw mau

&Thud'c bén theo dan Chai 200 vién nén dai bao phim

Dantasic

Diclofenac natri 50 mg va Paracetamol 500 mg
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Thanh phdn: M8 vidn bao phum chiaa
* Diclofenac Katni 50mg
» Paacetama 500 mg
®  Tdcupc v 0. 1 vidn nin ddi bao phim
CHI BINH:KRdng vidm, gidm dautrong cie trudng hop nh
welm khdp mdn linh, vidm khdp dang thdp, dau nhe datrit
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Difutry cde 184 taan v co xuong (veam gin, bong gin.. ).
binh get edp, dau hdu phdy, 58t do ahidm khdn va vine
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Lam gidm cde indu ching S8l dau nhic dfu, dauta, dau
rang, daunhde do cim cim

LIEU DUNG VA CACH DUNG:

Dantazic dupc sU dyng bng duong wing Usng saubda dn

Ngubii8n. uing 1 vidndn x 3 ln mdi ngdy = ‘
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Hynding: 36 1ndng b 1 ngdy sdn xull
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Nguyén Vén Khoa

(Mm: CHIBINH
Bénh nhdn mdn cim vdi thudc halc o tidn i df dng vai
mdt trong cdc thinh phdn cia thufc halc véh cdc thudc cb
haoat tinh gt chd prostaglandin-synthetase nhu cie acid
acetylsalicylic.
Banh nhdn bi han suylin, ndi mé day hole vigm mii efp.
Bénh nhin nghin rugu
B&nh nhdn suy gan halc suy thin,
BAnh nhin koét da dy 14 trdng tid tridn.
Bnh nhdn thidu hyt men glucose-6- :
phosphat dehydrogenase. i
Yigubi Gang diing thusl ching 6 |
umuwnmamudmmimmnnwndum |
g nidu hay do suy thin, 1t 68 ke clu thdn < 30 miphit |
(do nguy coxult hidn suy thin) |
Ngubi bj binh chit tao keo.
Ngubi mang kinh st tréng.
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* MAU NHAN THUGC
1. Mau nhén hop 10 vi x 10 vién
- N6i dung & mau sac : Nhw mau

Dantasic

Diclofenac sodium 50 mg and Paracetamol 500 mg
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Thuéc bén theo ddn
GMP - WHO
DANTASIC
CONG THUC:
Parace a0 I Tt 500 mg
DI EIED somonroremmoror oo G ety 50 mg

T4 dugc: Lactose, tinh bot ngd, pvp, natri lauryl sulfat, talc, magnesi stearat, aerosil, crosscarmellose sodium, do
erythrosin, hydroxypropyl methylcellulose, macrogol 6000, titan dioxid, ethanol 96%. ethanol 96%, nudc RO vira dii 1 vién

nén dai bao phim. .

DANG BAO CHE: Vién nén dai bao phim.

QUY CACH BONG GOI:  Hop 10 vix 10 vién. Chai 200 vién.
DUGC LYC HOC:

+ Paracetamol:
- paracetamol (acetaminophen hay N-acetyl-p-aminophenol) la thudc gidm dau- ha sot hiu higu c6 thé thay thé

aspirin; nhung khdng cd higu qué didu tri viém. Vi liéu ngang nhau tinh theo gam, paracetamol cd tac dung gidm dau va
ha sot tuong ty aspirin.

- Thudc tac dung 18n ving dudi ddi gdy ha nhigt, tba nhiét ting do gian mach va tang luu lugng mau ngoai bién.
Paracetamol gidm dau béing cach nang ngudng chiu dau, dugc diing trong diéu trj cdc ching nhic d4u, dau cd, dau khdp
VA cac triéu ching thuding di kém vdi cam.

- Paracetamol khong tac dung trén cyclooxygenase toan than, chl tic dong dén cyclooxygenase/prostaglandin clia
hé than kinh trung uong. [t tac dong dén hé tim mach va ho hap, khong lam thay ddi can bang acid-base, khong gay kich
{tng, xubc hodc chdy mau da day.

+ Diclofenac:
- Diclofenac, d&n xudt clia acid phenylacetic, [d mot thudc khang viém non-steroid (NSAID). Thudc cb tic dung

chdng viém, gidm dau va gidm sot manh. Diclofenac la mot chat tc ch& manh hoat tinh clia cyclooxygenase, do dd [am
gidm dang ké sy tao thanh prostaglandin, prostacyclin va thromboxan la nhitng cht trung gian clia qué trinh viém.
Diclofenac cdng diéu hoa con dudng lipoxygenase va sy k&t tu tiéu cAu.

- Diclofenac gdy hai duding tiéu hda do gidm tdng hgp prostaglandin ddn dén dc ché tao mucin (chat cd tic dung béo
vé duding tiéu hda) va co thé gy viém than ke, viem cdu than, hoai tir nhi va hgi chitng than hu ddc biét § nhiing ngudi bj
bénh than hoZc suy tim man tinh. Vi nhitng ngudi bénh nay, cic thudc khang viém khong steroid co thé 1am tang suy
than cap va suy tim cap.

DUGC PONG HOC:

+ Paracetamol:

- Paracetamol dugc hap thu nhanh chong va hdu nhu hoan toan qua dudng tiéu hoa. Thic &n giau carbon hydrat lam

gidm ty 18 hap thu clia paracetamol. Néng dg dinh trong huyét tuong dat trong vong 30 dén 60 phit sau khi ubng véi liéu
diéu tri.

- Paracetamol phan b nhanh va dng déu trong phédn Idn cac md clia cg thé. Khodng 25% paracetamol trong mau
k&t hop véi protein huy€t tudng.

- Thudc qua dugc nhau thai va hién dign trong sia me. Su gén két clia thudc vdi cdc protein huy&t tuong khong déng
ké & néng do diéu tri thong thudng nhung ting l&n khi néng do thudc tdng. Thdi gian ban thai khodng 1-3 gid.
paracetamol chuy&n hoa hdu hét qua gan va thdi trir qua nuéc tiu chit yéu dudi dang lién hop glucuronid va sulfat. DuGi
5% thudc dugc dao thai dudi dang Paracetamol khong thay ddi. Chat chuyén hod N-acetyl-p-benzoquinoneimin thudng
dugc sinh ra vdi lugng nhd trong gan va than. Gidi ddc chat nay bing cdch cho ket hgp véi glutathion nhung c6 thé tich ty
khi qua liéu Paracetamol va gy tdn thudng mo.

- Thii trir qua nudc ti€u, thasi gian ban thai 1,25-3 gio.

+ Diclofenac:
- Diclofenac dugc hap thu d& dang qua dudng tiéu hoa sau khi udng. Thudc duge h&p thu nhanh hon néu udng lic doi.

S

Diclofenac g&n rdt nhiéu véi protein huyét tudng. Khodng 50% lidu ubng dugc chuy&n hoa qua gan ldn ddu va sinh kha ~aL

dung trong mAu tudn hoan xap xi 50% sinh kha dung clia liéu tiém tinh mach. Nong dg thudc ti da trong huyét tudng
xust hién 2 gits sau khi ugng, néng d trong dich bao hoat dich dat mc cao nhit sau khi udng tir 4 d&n 6 gid. Tac dung
clia thudc xuat hién 60-120 phat sau khi udng. Nita ddi trong huy&t tuong khodng 1-2 gid. Nifa dai thai trif khoi dich bao
hoat dich 3-6 gid. Xdp xI 60% liéu dung dugc thai qua than dudi dang cdc chét chuyén hda con mot phdn hoat tinh va
dudi 1% & dang thusc nguyén ven; phdn con lai thdi qua mét va phan. Hé&p thu, chuyén hda va dao thai hinh nhu khdng
phy thudc vao tudi. N&u liu lugng va khodng céch gita céc 14n dung thuc duge tuin thd theo chi ddn thi thudc khdng bj
tich Iy, ngay ¢ khi chitc ndng than va gan bj gidam.
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CHI BINH:
- Khéng viém, gidm dau trong c4c truting hgp nhu: viém khdp man tinh, viém khdp dang thdp, dau nhitc do trat khdp.

- Piéu trj cdc rdi loan vé co xuong (viém gan, bong gan...), bénh gout cp, dau hiu phiu, sot do nhim khun va virus, con dau

quin thdn.
- Lam gidm céc trigu chifng s6t, dau nhdc ddu, dau tai, dau ring, dau nhic do cdm cam.

| CHONG CHI BINH:

- Bénh nhan m&n cam véi thudc hoic cd tién sit dj iing vai mdt trong céc thanh phan clia thudc hodc vdi céc thudc co hoat tinh dc

| ché prostaglandin-synthetase nhu cc acid acetylsalicylic.

- Bénh nhan bj hen suy&n, ndi mé day ho4c viém mii cap.

- Bénh nhén nghién rugu.

- Bénh nhan suy gan hodc suy than.

- Bénh nhan loét da day ta tring tién trién.

- Bénh nhan thiéu hut men glucose-6-phosphat dehydrogenase.

- Ngudsi dang diing thuc chdng dong coumarin.

- Ngudsi bi suy tim & mau, gidm thé tich tudn hoan do thudc Igi nigu hay do suy than, toc do loc cdu than < 30 ml/phdt (do nguy cd
xudt hién suy than) :

- Ngudii bi b&nh chét tao keo.

- Ngudi mang kinh sét trong.
THAN TRONG:

- Doi khi: ban da, may day, phu thanh quan, phit mach, phan tng phan vé, gidm tiéu cdu, gidm bach cdu, gidm toan thé huyét
cau khi diing kéo dai liéu lon.

- Ngubi bj phenylceton-niéu phii dugc cdnh bdo 1 s§ ché phdm paracetamol chifa aspartam, sé chuyén héa trong da day — rugt
thanh phenylalanin sau khi udng.

- Usng nhiéu rugu cd thé gdy tang ddc tinh vdi gan clia paracetamol; nén tranh hodc han ché udng rugu.

- Dung than trong vai:

. Ngudi bj suy gidm chifc ndng gan hoc thén.

. Ngutsi c6 tién st loét, chdy mdu hogc thiing dudng tiéu hoa.

. Ngudi bénh suy than, suy gan, bj lupus ban dé toan thén.

. Ngudsi bénh ting huy&t dp hay bénh tim c6 I nuGc hodc phu.

- Ngubi cé tién st bénh gan. Cén theo ddi chic ning gan thudng ky khi diu trj dai ngdy béing diclofenac.

. Ngudi bj nhiém khudn.

. Ngudsi c6 tién st ri loan dong mdu, chdy mau.

- C4n kham nhin khoa cho ngudi b&nh bj r6i loan thj gi4c khi dung diclofenac.

- Phy nif ¢4 thai va cho con ba.
TUGNG TAC THUGC:

- Diclofenac lam ting hay tc ché tic dung clia cac thudc khac.

- Khdng phi hgp vdi thudc chdng dong dudng udng va heparin vinguy cd gay xudt huyét ndng.

- Khang sinh nhém quinolon: Lam téng téc dung phu [én hé thdn kinh trung uang ctia khdng sinh nhém quinolon, dn dén co giat
(cin nghién ciu thém).

- Aspirin ho3c glucocorticoid: Lam giam ndng dd cla diclofenac trong huyét tuong va lam tdng nguy cd cing nhu lam tdng

nghiém trong tén thuong da day — rugt.

- Diflunisal: Diing déng thdi vdi diclofenac cd thé lam ting ndng dg diclofenac va cd thé gdy chay mdu rat nng dudng tiéu hoa.

- Lithi: Diclofenac c6 thé 1am ting ndng dd lithi trong huy&t thanh dén mitc gay ddc.

- Digoxin: Diclofenac ¢ thé 1dm ting ndng df digoxin trong huy&t thanh va kéo dai nifa dai cla digoxin. Can dinh lugng néng do
digoxin trong mAuva c4n gidm liéu digoxin néu diing ddng thi cd 2 thudc.

‘= Ticlopidin: Dung cling Diclofenac lam ting nguy cd chdy mdu.

. -BDyng cy tranh thai dit trong tlr cung: CA tai ligu ndi dung diclofenac lam mat tic dung tranh thai.

-Methotrexat: Diclofenac lam ting dgc tinh clia Methotrexat.

- C6 thé dung Diclofenac ciing véi cdc thudc sau nhung phai theo ddi sat ngudi bénh: Cyclosporin, thudc Igi niéu, thudc chiia ting
huy€t 4p, thudc chéng toan, cimetidin, probenecid.

- Paracetamol udng dai ngay liéu cao paracetamol [am ting nhe tac dung chdng ddng clia coumarin va d4n chdtindandion.

- C4n phai cha y d&n kha ning gay ha st nghiém trong & ngudi bénh dung déng thai phenothiazin va ligu phdp ha nhigt.

- UBng rugu nhidu va dai ngay c6 thé 1am ting nguy cd paracetamol gdy dgc cho gan. Ngoai ra dung ddng thoi isoniazid voi

paracetamol cing co thé din t6i ting nguy co dc tinh cho gan.



htfps¢

frungtamthuoc.comt——— o G IR N Eo

TAC DUNG KHGNG MONG MUGN:
- Thudng gdp: ADR > 1/100
. Toan than: Nhifc d4u, bén chén.
. Tiéu hoa: Dau vung thugng vi, budn nén, nén, Ta chy, trudng bung, chén an, kho tiéu.
. Gan: Tédng cdc transaminase.
. Tai: U tai. ;
- [t g4p, 1/1000 < ADR < 1/100
. Toan than: Phu, di tng (dic biét co thdt phé quan & ngudi bénh hen), chodng phin vé ké ca tut tuyén dp, viém mii, may }

day.
. Tiéu héa: Dau byng, chdy mau duding tigu héa, & loét tien trién.
. Hé than kinh: Budn ngi, ngi g4t, trdm cdm, mét ng, lo &u, kho chiu, d& bj kich thich.
. Da: May day, ban da.
. Ho hap: Co thdt ph& quan.
. Mdt: Nhin md, diém t6i thi gidc, dau nhiic mit, nhin doi.
. Huyét hoc: Loan tao mdu (gidm bach cdu trung tinh, gidm toan thé huyét cdu, gidm bach cdu), thiéu mau.
. Thén: Bénh thdn, dgc tinh thdn khi lam dung dai ngay.
- Hiém g3p, ADR < 1/1000
. Todn than: Phi, phét ban, hgi chifng Stevens-Johnson, rung téc.
. Hé thén kinh: Viém mang nao v khuin.
. Gan: Réi loan co bdp tii mat, test chic ndng gan bt thudng, nhiém doc gan (ving da, viém gan).
. Tiét nigu: Viém bang quang, ddi mau, suy than c&p, viem than k&, hoi chiing than hu.
. Khac: Phédn (ng qua man.
LIEU DUNG VA CACH DUNG:
Dantasic dugc st dung bdng duting udng. USng sau bifa in.
Ngudi I6n: Uang 1 vién/lan x 3 1&n mdi ngay.
Cac ldn udng cach nhau toi thiéu 4 gid.
QUA LIEU VA XU TRi:

phuang hudng, kich thich, hon mé, ngl lo mo, U tai, ngat chodng va thinh thoang cd co gidt. Co thé xay ra mot s trudng hgp suy
than cap tinh do nhiém dc va tdn thuong gan.

XU tri: Bénh nhan nén dugc diéu trj trigu chiing. Trong vong mdt gids sau khi ubng lugng cé thé gay dgc, c6 thé diing than hoat
tinh. & ngudi 6n, c6 thé rira da day trong vong mot gid sau khi udng lugng c6 thé gay doc. Cac cdn co giat thuding xuyén va kéo dai
dugc diéu trj bing diazepam tiém tinh mach. Acetylcystein dugc ding nhu mot chét gidi doc trong diéu tr ngd ddc Paracetamol.
Ciing c6 thé dung chét chéng ndn cho nhiing bénh nhan bj ndn 6i dai ddng. Cac diéu tri khac tuy thudc vao tinh trang 14m sdng clia
bénh nhan. y
Doc ky hudng din sit dyng trude khi ding.

Thude ndy chi ding theo don cia bac sT.

Néu can thém théng tin xin hdi y kién béc sT.

Thdng bdo cho bdc sTnhifng tac dyng khéng mong mudn khi sir dung thuée.

Han dung: 36 thang ké tif ngay sin xuit.

Piéu kign bdo qudn: DE noi khd mét, trdnh 4nh sdng, nhiét do dudi 30°C

Tigu chudn: TCCS. !

San xuat fﬁ'{.; Ngiy 63 thang 07 nam 2012 !
CONG TY CO PHAN DUGC BONG NAI TL. GIAM POC
221B - Pham Vin Thuin - P. T4n Tién - TP.Bién Hoa - Tinh DAng Nai - Viét Nam

BT: 061. 3822592 Fax: 061. 3821608
E-mail: donai_pharm@yahoo.com.vn
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