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Mau hop: Ultradol
Kich thuéc: 63x95x28 mm
Ti lé: 100%
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Ultradol

THANH PHAN
MEi vién nén bao phim chira:
F 3250mg
T jol hydroclorid 375mg
Ta dugce vira di 1 vién
(Tinh bét tidn hd héa, microcrystallin cellulose, povidon KS0, tinh bt natri glycolat, magnesi stearat,
opadry vang) .
MO TA
Vién nén hinh caplet, bao phim mau vang, hai mat khum, tron.
DUQIC LFC HOC

- Tramadol I& thubc gidm dau gay nghién c6 tac dung trén thin kinh trung wong. Tramadol |4 thude
chi van knéng chon loc thudn iy cda thy thé opicid i, & va k cb & e cao hon trén thy thé p. Co
ché khac gop phin vao tic dung gidm dau I#lircch!.tﬁ thu héi noradrenalin va lam ting phéng
thich serotonin, Tramadol cé tac dyng gidm ho. Khéc wéi morphin, & day lidu co tac dyung gidm dau
cla tramadol khdng cé tac dung 1am suy yéu hé hd hép. Twong by, nhu ddng da day rudt khing
giam. Céc téc dong trén tim mach thurémg nhe. Hiéu lyc cla tramadol bing 1/10 dén 1/6 cla
morphin,
Paracetamol 1a mét dln xudt thng hop khéng gly nghién cla p-aminophencl. Paracetamol gidm
dau va ha sét theo co ché tromg ty véi salicylat. O cing lidu Iwgmg, paracetamol cho téc dung
gidm dau va ha sét twong ty nhur aspirin. Paracetamol gitp gidm than nhiét & ngudi bi sbt nhung
hiém khi 14m ha thén nhiét & ngudi binh thuéng. Paracetamol (e ché yéu, thuan nghich, khang
chuyén bigt trén cydocxggenase & lidu 1 g m&i ngay. O lidu didu tri, paracetamol tac ddng rit it trén
hé tim mach va hé hd hip, tuy nhién, & lidu ddc, paracetamol c6 thé gy suy tuln hoan va thé
nhanh, can.

DU'QC DONG HQC

- Tramadol G hdp thu d& dang sau khi udng nhung bi chuyén héa IAn du tai gan. Sinh kha dung
tuyét @bi trung binh khodng 70 - 75% sau khi ubng. Thudc gén két véi protein trong huyét trong
khodng 20%. Tramadol duge chuyén hoa qua qué trinh N- va O hyl héa bé&i hrom P450
isoenzym CYP3A4 va CYP2DB va glucuronic hda hodic sulfat hda & gan. Chét chuyén héa O-
desmethyltramadol (M1) la chiit cb hoat tinh duee 1j. Tramadol duge bai tit chd yéu qua nuée
tidu, ehi) ybu dudi dang chét chuyén héa. Tramadol dugc phan bb rang réi, qua nhau thai va xust
hign véi mat lwong nhd trong sra, Théi gian ban thai khodng 6 gidy sau khi udng.

- Paracetamol hép thu nhanh va hoan toan qua dwéng ubng. Néng dé dinh trong huyét trong dat
duwge trong vong 10-80 phit sau khi ubng. Paracetamol phan bé trong hdu hét cac mé cda cor the,
thudc qua duge nhau thai va hién dién trong sira me. Thude gén két véi protein trong huyét tweng
héu nhu khdng déng ké & lidu didu tri théng thurémg nhung tang 18n khi ndng 8 thude tang. Thai
gian ban thai khodng 1 @én 3 gi&, Paracetamol chuyén héa qua gan va thai tr qua nuéc chil
yéu durdi dang két hop vol glucuronic va sulfat. Dudi 5% thube duge ddo thél dudi dang khéng
thay ddi. Mat chét chuyén héa thir ybu do sy hydroxyl hoa (N-acetyl-p-t quinoneimin) thudng
durge sinh ra véi lwong nhd trong gan va thdn. Gidi ddc chit nay blng céch cho két hop véi
?lmalhion nhung cb thé tich 0y sau khi qud lidu paracetamol va gay thn thuong té bao,

CHI BINH
Ultradol durgc chi dinh didu tr triéu chimg dau tir trung binh dén néng.

LIEU LU'O'NG VA CACH DUNG
Ultradol duoc ding béng duéng ubng, khéng dnh hurémg béi thire an.

— 2 vién m&i 4-6 gi¢r khi cén gidm dau, ti da 8 vién/ngdy.

- Bé&nh nhan cé @& thanh théi creatinin < 30 mi/pht: khéng qua 2 vién m&i 12 gid.

CHONG CHI BINH

- Qué min v&i tramadol hay opiod, paracetamol hodc bét elr thanh phan ndo clia thude.

- Bénh nhan thidu mau hodc cb bénh tim, phdi, thén hodc gan.

- Bénh nhan thidu hut glucose-6-phosphat dehydrogenase.

- Ngb d8c ?‘p tinh véi negu, thude ngd, céc thube gidm dau trung wong, cic opioid hay céc thube
huwéng than,

- Bénh nhén dang ding IMAQ holc trong vang 2 tudin sau khi ngirng thudc.

- Suy gan nang.

~ Suy hé hdp nang.

- ©éng kinh khéing kiém sodt duge.

- Tré em dudi 15 wi.

- Nghién opioid.

THAN TRONG

~ Paracetamol tuong d4i khdng déc vai lidu didu tri. D5 khi cb nhirng phan img da gbm ban dét san

ngira va may day; nhirng phan (rng mén cdm khac gbm phii thanh quan, phi mach va nhimg phan

irng kidu phan vé cé thé it khi xdy ra. Gidm tidu cAu, gidm bach ciu va gidm toan thé huyét chu da

X3y ra voi v:gc sir dung nhirng din chit p-aminophenol, dac biét khi ding kéo dai cac lidu Iéon.

Gidm bach céu trung tinh va ban xuét huyét gidm tidu chu 8 xdy ra khi ding paracetamol. Hiém

gap mét bach cu hat & ngudi bénh ding paracetamol.

Nguwdi bi phenylceton nigu (nghia 1& thiéu hyt men xac dinh tinh trang clia phenylanianin

hydroxylase) va ngudd phéi han ché lrgng phenylalanin dura vao co thé phéi drge canh bao I mét

sb ch;,gphém paracetamol chira aspartam, s& chuyén hoa trong da day- ruét thanh phenylalanin sau
khi ung.

- Uéng nhidu rrou kéo dai co thé gay ting ddc tinh véi gan cla paracetamol; nén tranh hodc han

ché udng rrou.

Phai ding paracetamol than trong & nguéi bénh cb thidu mau tir treée, vi chirng xanh tim cé thé

khang biéu 16 r8, méc di ¢d nhirng ndng d6 cao nguy hiém cla methemoglobin trong méu.

- Ding thén trgng v&i ngudi b suy gidm chire ndng gan hodc than,

~ Téng nguy co géy co gidt véi bénh nhan dang ding cac thubc (e ché téi hap thu serotonin (SSRI),
cac thudc chéng trdm cam ba vang, céc hop chét 3 vong khdc hay cac chét chll van opiat khéc,
IMAQ, thude ¢ foan than hay cac thubc 1am gidm nguéng co gidt khac. Céc bénh nhan ding
kinh, bénh nhén cd tidn s co gidt, hay cé nguy co co giat.

- Ding naloxon trén bénh nhan qud lidu tramadol cing c6 thé ting nguy co gy co gist.

- Thén trong trén nhimg bénh nhén cé nguy co suy hd hip.

- Vi tramadol c6 tiém ndng téng téc dung rc ché hé hip va (re ché thin kinh trung wong cla céc chét
irc ché thin kinh khéc (nhur nrou, cdc thudc gay mé, phenothiazin, an thin va thude ngd,
thudc gidm dau trung wromg, céc chét chi vén opiat), nén thén trong vé gidm lidu trén bénh nhan st
dung céc thube nay.

— Thén trong khi sir dung cho bénh nhan bj ting &p lyc ndi so hay chén thurong dhu.

~ 6 thé gay hdi chirng cai thude ndu ngirng tramadol a3t ngét.

~ Bénh nhan suy gidm chirc néng than hodic gan, nghién rrou,

— Bénh nhan phy thudc hoac & nhivng bénh nhan thudng xuyén sir dung cac chét chl van opiat.

- Béc sT chn cdnh béo bénh nhan vé céc ddu hidu cda phdn (mg trén da nghiém trong nhu héi chimg
Stavens-Johnson (SJS), hdi chimg hoai tir da nhidm ddc (TEN) hay hdi chimg Lyell, hdi ching
ngoai ban myn mi ton thén cip tinh (AGEP).

TUONG TAC THUOC
Paracetamol

- Ubng dai ngdy lidu cao paracetamol lam ting nhe tac dung chéng @ng cla coumarin va din chit
indandion. Tac dung nay cé vé it hodc khdng quan trong vé |am sang, nén paracetamol duoc va
ding-hon salicylat ki €an afSm 8au nhe hodc ha st cho ngudi bénh dang ding coumarin hodc
d&n chét indandion,

~ Cq phai chi y-aén khd

a sét nghiém trong & nguéi bénh ding dbng thén phenothiazin

GO thé lam tang nguy co paracetamol gdy ddc cho gan.

- Thube ching co gidt (gbm phenytoin, barbiturat, carbamazepin) gay cdm (ng enzym & microsom
thé gan, cé thé lam tang tinh déc hai gan cla paracelamol do ting chuydn hoa thude thanh nhimg
chét ddc hai véi gan. Ngoai ra, diing ddng thii isoniazid véi paracetamol cing cb thé din dén ting
nguy co dbc tinh véi gan, nhung chira xdc dinh duge co ché chinh xac cia twong tac nay. Nguy co
paracetamol gdy dbc tinh gan gia ting déng ké & ngurdi bénh ubng libu paracetamal lém hom lidu
khuyén ding trong khi dang ding mgc chéing co giat hodc isoniazid, Thudng khéng cin gidm lidu
& nguér bénh dung 8ng thai lidu didu tri paracetamal va thude chéng co gidt; tuy vay, ngurdi bénh
phéi han ché ty ding paracetamol khi dang diing thudc chéng co gidt hodc isoniazid.

Tramadol

- Carbamazepin: Téc dyng gidm dau cia tramadol c6 thd bj gidm dang ké khi ding v&i

in. Do carb in lam tang chuydn héa cla tramadel va tramadol cb lién quan dén

téng nguy cor co giat.

— Quinidin; St dyung déng thivi quinidin véi tramadol 1am gia tang ndng dd tramadol va gidm néng 66
M1.

- Céc chit (e ché CYP2DE: Sir dung og? thoi vei cde chdt (e ché CYP2D6 nhu & fluoxetin,
paroxetin, va amitriptylin co thé lam han ché chuyén héa cla tramadol.

~ Thude trc ché MAO: Twong tac véi céc thude (re ché MAD, do sir can thidp véi co ché gidi dic, 43
duroc ghi nhén & mt sé thube co téc dung trén than kinh.

PHY NU’ CO THAI VA CHO CON BU

- Phy ni c6 thail: Khing cb nghién ciu ddy a0 va dang tin cdy trén phy nir cd thai, Ultradol chi dugc
diing trong thixi ki mang thai khi lgi ich tidm néng vurgt tri so véi khd ndng gay nguy hai cho thal.

~ Phu nir cho con bd: Khdng nén ding Ultradol cho phuy ni cho con bi vi @8 an toan cia thube adi
v tré nhd va tré so sinh van chua durgc nghién clru,

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Tramadol cé thé gay ra ngli lo mo' hodc chéng mat, gia tang bdi rrgu hay cac thubc (rc ché than
kinh trung wong khéc. Tramadol lam gidm sy tinh téo nén khéng ding thubc khi lai xe, van hanh
méy méc va lam vige trén cao.

TAC DYNG PHY
Paracetamol
Ban da va nhimg phdn Umg dj rng khac thinh thod
nhirng @&l khi ndng hom va cb thé kém theo sét do thu
lrgdp

- Da: Ban.

- Da day-rudt: Budn nén, ndn.

- Trén hé tao mau: Loan tao mau (gidm bach cAu trung tinh, gidm toan thé huyét cau, gidm bach

chu), thidu mau,

m Bé&nh than, déc tinh khi lam dung paracetamol dai ngay.

xdy ra. Thudng 1 ban @& hodc may day,
vé thurong tén niém mac.

gép
— Khac: Phan (g qué mén,
Tramadol
Técécdung khéng mong muén cia tramadol phu thudc rd rét vao thir gian ding thubc va lidu luong
thudc,

Thudng gdp
- Toan than: Khé chiu
- Tim mach: Gi&n mach (ha huyét ap)
- Hg thén kinh: Lo Iéng, bAn chén, It 18n, ri loan phéi hop, sdng khodi, céng thng thin kinh, réi loan
gidc ngl.
- Hé tigu hoa: Nén, budn ndn, dau bung, chan &n, tnréng bung, téo bon.
- Hé co-xwong: tang treong lyc.
- Co quan cam gidc: Réi loan thi gidc.
?e tiét nigu-sinh dyc: Tridu chirng méan kinh, 64 d&t, bi aai,
it gdp
Toan than: C6 thé xdy ra tai nan, dj (g, sbc phan vé, cé xu hudng nghign, gidm can.
— Tim mach: Ha huyét 4p thé dirng, ngét, tim dap nhanh.
~ Hé th&n kinh: Dang di bt thirémg, mét tri nhdy, do gide, df cédm, co giat, run,
- Ha hép: Khé ther.
— Da: Hi chirng Stevens-Johnson, viém da biu bl hoai tir nhidm a9, may day,
- Co quan cdm gidc: Loan vi gidc. ¥
- Hé tiét nigu-sinh dyc: Kho tidu tign, réi loan kinh nguyét, L
QUA LIEU i

Paracetamol Jdar #

- Trigu chimg: Céac du hidu sém clia qua lidu paracetamol (thurdng budn ndn vl ndn, cd thé bao
gbm chirng ngd lim va a6 md héi) thirémg xdy ra trong véng 24 git. Bau by thé 12 déu higu™
du tidn cla tdn thuong gan, khéng phdi luc ndo cing xAy ra rd rang trong. 2 gier ma adi
Mhitﬁmlnahodénd-&nqhazmmu&m.ﬁnmumganw_ 1 7296 gitr 3
ubng. Nhirng tbn thuong cb thé xdy ra nhu suy gan, bénh ndo, , vé iF .
ch&rtgaﬁunuyganbmg&mrﬁimlmmpfﬁnao,théLhambmhwéLhamt
triing, va suy than. [

~ Diu tr: CAn didu tr ngay, ké ca khi khéng o6 tridu chirng rd rang.Cé thé sir dung than has

lam gidm sy hip thu qua dwémg tiéu héa, ndu ding qud lidu trong véng 1 gitr hay 43 ufing
hon 150 mg paracetamol/ kg can néng. Bo ndng 44 paracetamol trong huyét trong durgc Garg S
cang tt, nhwng phéi trong vang 4 gitr sau khi ubng. Bidu trj bing thube gidi ddc nén droliba
cang som cang tét sau khi nghi ng& paracetamol qué lidu va khing cln doi két 'gud
nghiém. Acetylcystein c hidu qud nhét khi ding trong 8 gié ddu tign sau khi ubng qué lidu 3
qué gidm ddn sau 86.Tiém tinh mach acetylcystein khi b&nh nhan b suy gan kich phét tidn e
nh&m lam gidm tdn thurong va tlr vong. Methionin, gidng nhw acetylcystein. Tuy nhién, kna.;gl i
qué ndu viéc dbu trj bi tri hodn va tdn thurong gan thirdmg xdy ra hon va nghiém trong néu bat dau
@idu trj véi methionin qua 10 giér sau khi udng.

Tramadol

~ Triéu chimg: Hau qué nghiém trong clia qué lidu 1& suy hd hap, ngd lim, hén mé, co gist, ngung tim
va tlr vong.

- Bidu tr: Khi didu tri qua lidu tramadol, chu ¥ duy tri sy thang khi gy a0 va ding bién phap didu tri
h trer thng quét,

BAO QUAN : Trong bao bl kin, noi khd, trénh dnh séng. Nhigt &9 khing qua 30°C.

24 thang ké tir ngay sdn xudt.

Wi 10 vién. Hap 2 vi.

i 10 vién. Hop 3 vi.

TIEU CHUAN AP DYNG: Tiéu chudn nha sédn xuét.

HANDUNG :
DONG GOl :

THUGC NAY CHI DUNG THEO BON CUA BAC ST

Dé xa tm tay tré em
Khéng ding thubc qué thed han sir dung
Boc ki hurdmg din st dung triede khi ding
Néu cdn thém théng tin, xin hoi y kién béc si
Théng béo cho béc sT nhirng téc dung khéng mong mudn gép phéi khi sir dung thude
Noay duyét ndi dung toa: 13/05/2014

CTY TNHH LD STADA-VIET NAM
40 Pai 16 Ty Dc_!. KCN Viét Nam-Singapore,

Nha sdn xudt:

STADA
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