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Ultradol

THANH PHAN
M&i vién nén bao phim chira:
F 3250 mg
T dol hydroclorid 375mg
Té dugc vira di 1 vién
(Tinh bt tién hd héa, microcrystallin cellulose, povidon K90, tinh bt natri glycolat, magnesi stearat,
opadry vang) :
MO TA
Vién nén hinh caplet, bao phim mau vang, hai mat khum, tron.
DUQC LYC HOC

- Tramadol |4 thudc gidm dau gay nghién c6 tac dung trén thn kinh trung vong. Tramadol Ia thuéc
chi van khong chon loc thuln tly ciia thy thé opioid i, 5 va k ¢6 & lyc cao hon trén thy thé p. Co
ché khac gép phin vao tac dung gidm dau 14 (c ché tai thu hdi noradrenalin va lam tang phéng
thich serotonin, Tramadol cé tac dung gidm ho. Khéc v&i morphin, & ddly lidu co tac dung gidm dau
clia tramado! khdng cb tac dyng fam suy yéu hé hé hdp. Twong ty, nhu ddng da day rujt khéng
giam. Céc t&c G0ng trén tim mach thuomg nhe. Hiéu lyc clia tramadol bang 1/10 dén 1/6 cla
morphin,

- Paracetamol & mét din xuét tdng hop khdng gay nghién clia p-aminophenol. Paracetamol gidm
Gau va ha sét theo co ché tuong tu véi salicylat. O cling lidu lrong, paracetamol cho tac dung
gidm dau va ha sét twong ty nhur aspirin. Paracetamol giGp gidm than nhiét & ngui bi sét nhung
hiém khi 1am ha than nhiét & ngudi binh thudng. Paracetamol (rc ché yéu, thuan nghich, khdng
chuyén biét trén cyclooxygenase & lidu 1 g mi ngay. O lidu didu trj, paracetamol tac adng rét it trén
hé tim mach va hé hé hdp, tuy nhién, & lidu ddc, paracetamol c6 thé gy suy tudn hoan va thé
nhanh, can.

DUQC DONG HOC

- Tramadol Guoc hép thu d& dang sau khi udng nhung bj chuyén héa 18n ddu tai gan. Sinh kha dung
tuyét @bi trung binh khodng 70 - 75% sau khi udng. Thubc gén két véi protein trong huyét twong
khodng 20%. Tramadol dugc chuyén hda qua qua trinh N- va O | héa béi cytochrom P450
isoenzym CYP3A4 va CYP2DB va glucuronic hda hodc sulfat héa & gan. Chét chuyén hoa O-
desmethyliramadol (M1) la chét c hoat tinh dugc Iy. Tramadol dugc bai tiét chld yéu qua nuéc
tidu, chi ybu duéi dang chat chuyén héa. Tramadol dugc phan bb réng réi, qua nhau thai va xuét
hién véi mét lugng nhd trong sira, Théi gian ban théi khoang 6 gi¢ sau khi u

- Paracetamol hép thu nhanh va hoan toan qua dudng udng. Néng dé dinh trong huyét trong dat
dwoc trong vong 10-80 phit sau khi ung. Paracetamol phan bd trong hau hét cac md cia co thé,
thude qua duoc nhau thai va hién dién trong sira me. Thudc gén két véi protein trong huyét trong
hau nhu khong dang ké & lidu Gidu tri thong thudmg nhung tang I18n khi ndng a6 thude tang. Théi
gian ban thai khodng 1 @én 3 gio, Paracetamol chuyén héa qua gan va thai trir qua nuéc tidu chld
yéu dudi dang két hop voi glucuronic va sulfat. Dudi 5% thube duoc ddo thal dudi dang khdng
thay ddi. Mét chét chuyén hda thir yéu do sy hydroxyl héa (N-acetyl-p-benzoquinoneimin) thuong
dugc sinh ra voi lwong nhd trong gan va than. Gidi ddc chdt nay bang cach cho két hop véi
iﬂmadionMUmcéMumlﬁy sau khi qué lidu paracetamol va gay tn thuong té bao.

CHI BINH
Ultradol duroc chi dinh didu tri triéu chimg dau tir trung binh dén néng.

LIEU LUQNG VA CACH DUNG
Ultradol dwoc dung bang dudng ubng, khdng dnh hudng bdi thirc an,

~ 2 vién m&i 4-6 gi¢ khi can gidm dau, ti da 8 vién/ngay.

~ Bé&nh nhan cé dd thanh thai creatinin < 30 mi/phit: khéng qua 2 vién mdi 12 gid.

CHONG CHI BINH

- Qua mn véi tramadol hay opicd, paracetamol hodc bét clr thanh phén ndo cla thudc.

~ Bénh nhan thiéu mau hodc c6 bénh tim, phdi, than hodc gan.

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

- Ng¢a¢cécnéptinhvdlruvu,Muécngﬁ,céclhuécqidmdwumgum\g.dcopiudhaycﬂclméc
hudng than,

- Bénh nhan dang dung IMAQ hodc trong vong 2 tudin sau khi nglrng thubc.

- Suy gan nang.

-~ Suy hé hép nang.

- Ddng kinh khong kiém soat duoc.

Tré em dudi 15 tudi.

~ Nghién opioid.

THAN TRONG

~ Paracetamol twong 681 khdng ddc vai lidu didu tri. DAi khi co nhirng phén Umg da gém ban dét san

ngira va may day; nhirng phan (rng man cdm khac gdm phil thanh quén, phi mach va nhimg phan

(rng kidu phan v& co thé it khi xdy ra. Gidm tidu cAu, gidm bach chu va gidm toan thé huyét chu da

xdy ra voi viéc sir dung nhirng din chét p-aminophenol, d3c biét khi ding kéo dai cac fiéu Ion.

Gidm bach cau trung tinh va ban xuét huyét gidm tidu cAu 83 xdy ra khi dung paracetamol. Hiém

@3p mAt bach ciu hat & ngudi bénh ding paracetamol.

Ngudi bj phenylceton nidu (nghia & thiéu hyt men x&c dinh tinh trang cla phenylanianin

hydroxylase) va ngudi phai han ché luong phenylalanin dua vao co thé phai duoc canh bao la mét

sé d?ﬁ‘g’hém paracetamol chira aspartam, s& chuyén hda trong da day- ruét thanh phenylalanin sau
khi udng.

Ubng nhiéu nrou kéo dai co thé gay tang adc tinh véi gan clia paracetamol; nén tranh hodc han

ché ubng nvou.

- Ph&dbng‘paracetamol than trong & ngudi bénh cb thidu mau tr treée, vi chirng xanh tim ¢é thé

khong biéu 16 rd, méc du ¢ nhirng ndng 5 cao nguy hidm clia methemoglobin trong méu.

~ DUng than trong véi ngudi bi suy gidm chirc nang gan hodc than.

~ Tang nguy co gy co giat véi bénh nhan dang dung céc thubc (re ché téi hip thu serotonin (SSRI),
cac thuéc chéng trdm cim ba véng, cac hop chét 3 vong khdc hay cac chét chl van opiat khéc,
IMAO, thubc foan thin hay céc thubc 1am gidm ngudng co giat khac. Céc bénh nhan ddng
kinh, bénh nhan c6 tidn sir co gidt, hay ¢é nguy co co giat.

- Ding naloxon trén bénh nhan qua liéu tramadol cing ¢6 thé ting nguy co gay co giat.

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

- Vi tramadol ¢6 tiém ndng téng tac dung trc ché hd hép va (rc ché than kinh trung rong cda céc chét
rc ché than kinh khéc (nhu rugu, cac thube gay mé, phenothiazin, thudc an than va thude ngu,
thudc gidm dau trung wong, cac chét chi van opiat), nén than trong va gidm lidu trén bénh nhan s&r
dung cac thudc nay.

- Thén trong khi sr dung cho bénh nhan bi ting ap lrc ndi so hay chén thurong du,

- C6 thé gay héi chirng cai thube ndu ngirng tramadol 36t ngdt.

~ Bénh nhén suy gidm chirc néng than hodc gan, nghién rrou.

- Bénh nhan phy thudc hodc & nhirng bénh nhén thudng xuyén sir dung cac chét chu van opiat.

- Béc T cAn canh béo bénh nhén vé cac dAu hiéu cla phén (ng trén da nghiém trong nhu hdi ching
Stevens-Johnson (SJS), héi chimg hoai tir da nhidm ddc (TEN) hay hdi ching Lyell, hdi chirng
ngoai ban mun mi toan than cép tinh (AGEP).

TUONG TAC THUOC
Paracetamol

- Ubng dai ngay lidu cao paracetamol 1am tdng nhe tac dung chdng @dng clia coumarin va din chéat
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indandion. ¢6 vé it hodc khong quan trong vé 1Am sang, nén paracetamol duoc va
dung hon salitylat khi u nhe hodc ha sét cho ngudi bénh dang ding coumarin hodc
d&n chét indandion, '

sét nghiém trong & ngudi bénh ding ddng théi phenothiazin
thé 1am tang nguy co paracetamol gdy ddc cho gan.

- CAn pha chi y-aén ki ndng.
va ligu phap ha nhiét /., .*

Thube chéng co giat (gdm ytoin, barbiturat, carbamazepin) gay cdm (ng enzym & microsom
thé gan, c6 thé 1am téng tinh ddc hai gan clia paracetamol do ting chuyén héa thude thanh nhirng
chét ddc hai véi gan. Ngoai ra, ding ddng thoi isoniazid véi paracetamol ciing cb thé din dén ting
nguy co ddc tinh véi gan, nhung chura xac dinh dugc co ché chinh xac cla trong tac nay. Nguy co
paracetamol gdy ddc tinh gan gia tang dang ké & ngurdi bénh ubng lidu paracetamol kon hon lidu
khuyén ding trong khi dang dung Irugc chéng co giat hodc isoniazid. Thudng khéng cin gidm lidu
& ngudi bénh duing ddng thoi lidu didu tr paracetamol va thubc chéng co gidt; tuy vy, ngudi bénh
phai han ché ty ding paracetamol khi dang ding thudc chéng co giat hodc isoniazid,

Tramadol
- Carbamazepin: Tac dyng gidm dau cia tramadol c6 thé bj gidm dang ké khi ding voi
pin. Do carb in lam tang chuydn hda cla tramadol va tramadol ¢4 lién quan dén
tang nguy co co gidt.

— Quinidin; St dyng adng théi quinidin véi tramadol 1am gia tang ndng @6 tramadol va gidm nbng 69
M1

~ Céc chét uc ché CYP2D6: Sir dung thoi véi céc chét (rc ché CYP2D6 nhu 14 fluoxetin,
paroxetin, va amitriptylin cé thé Iam han ché chuyén hoa clia tramadol.

~ Thubc (e ché MAO: Tuong tac véi cac thube (rc ché MAO, do sy can thiép véi co ché gidi déc, da
Awoc ghi nhan & mot sb thubc c6 tac dung trén than kinh.

PHY N’ CO THAI VA CHO CON BU

- Phy nir c6 thai: Khdng cb nghién ciru @4y AU va dang tin cdy trén phy nir ¢4 thai, Ultradol chi dugc
dlng trong thdi ky mang thai khi I¢i ich tiém néng vurot trdi so véi kha néing gay nguy hai cho thai.

~ Phy ni cho con ba: Khdng nén ding Ultradol cho phy ni cho con bl vi 86 an toan cia thubc abi
Vi tré nhd va tré so sinh van chwa dugc nghién clru.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Tramadol c6 thé gay ra ngl lo mo hodc chong mét, gia ting béi ruou hay cac thube (e ché than
ldnhwmuonqkhk.Trunaddlﬂng‘imwﬁmﬁoninkhéngdﬂngn.éckhlIéixe.vbnhinh
méy méc va lam viéc trén cao.

TAC DUNG PHY
Paracetamol
Ban da va nhimg phan Umg dj irng khac thinh xdy ra. Thudng Ia ban @& hosc may day,
medamnﬁnohanvtcb“umm;btdo va thuong tdn niém mac.
9dp

- Da: Ban.

Da day-rudt: Budn nén, ndn.

Trén hé tao mau: Loan tao méau (gidm bach cu trung tinh, gidm toan thé huyét cdu, gidm bach

chu), thidu méu.

Thén: Bénh than, ddc tinh khi lam dung paracetamol dai ngay.

Hiém g&p

Khéc: Phan (rng qua mén,

Tramadol

Técécdung khdng mong mudn cla tramadol phu thudc rd rét vao théi gian ding thubc va lidu luong

thuée.

Thudng gép

- Toan than: Khé chiu

~ Tim mach: Gidn mach (ha huyét ap)

- H:thﬂnkinh:Lalﬁng,béndwbn.wlin,rbilomphblhqp,singkhoéi.cénglhéngthénkinh.lélloan
gide ngl.

- He tiéu héa: N6én, budn nén, dau bung, chan &n, tnréng bung, tdo bon.

- Hé co-xwong: tang truong lyc.

- Co quan cam gidc: Réi loan thi gidc.

- ll-cwétriw-sannduc:moummmanunh.aﬂaéwam.
t gdp

~ Toan than: C6 thé xdy ra tai nan, di ng, séc phan vé, co xu huéng nghién, gidm can.

~ Tim mach: Ha huyét ap thé dirng, ngét, tim dap nhanh.

~ Hé than kinh: Dang di bét thuéng, mét tri nhé, do gide, dj cdm, co giat, run,

~ Ho hép: Khé thé.

~ Da: Hdi chirng Stevens-Johnson, viém da bidu bi hoal tir nhiém adc, may day,

- Co quan cdm gidc: Loan vj giac.

~ Hé tiét nigu-sinh duc: Kné tidu tién, réi loan kinh nguyét. J

QUA LIEU o
Paracetamol Y& ”

~ Triéu ching: Céc déu som clia qua lidu paracetamol (thudmng bubn ndn vaindn, co thé bao _|eseseeiias
gbm chirng ngu lim va a6 md hoi) thudng xdy ra trong véng 24 gid. Dau by ey O
d4u tién cla ton thuong gan, khéng phai lic ndo ciling xay ra rd rang trong.2
thé bi tri hodn cho dén 4-6 ngdy sau khi udng. Tén thuong gan thudng, té
uéng. Nhirng tdn thwong c6 ra nhu suy gan, bénh ndo, hdnsme, va tir vong.
chirng clia suy gan bao gém nhidm toan, phi ndo, xut huyét, ha duéng huyét, ha huyét 4p
triing, va suy than.

i CONG T
A RHIEN B

- Bidu tr: Cin @du tri ngay, ké ca khi khéng cb tridu chirng rd rang.C thé sir dung than ha
1am gidm sy hdp thy qua duéng tiéu hoa, ndu ding qua lidu trong vong 1 gié hay da u L\EN DOAL
hon 150 mg paracetamol/ kg can ndng. Do ndng 49 paracetamol trong huyét trong duoc &ng €1
céng&ét.r\fumphﬁhm\gvthg‘d;&ukhlubﬂg,Di&:lﬂbén&‘mubcoiéidécnandl soacdeSTADA-V!
cang sém cang tét sau khi nghi ngd ubng paracetamol qué lidu va khéng can doi két y

nghiém, Acetylcystein cé higu qua nhét khi diing trong 8 gi& dAu tién sau khi ubng qua liéu
qua gidm dan sau @6.Tiém tinh mach acetyicystein khi bénh nhan bi suy gan kich phét tién ¥
nham lam gidm tén thuong va tir vong. Methionin, gidng nhu acetylcystein. Tuy nhién, khégg‘ &y
qua ndu viéc didu trj bi tri hodn va tdn thuong gan thuomg xdy ra hon va nghiém trong néu bat dau
didu tri v6i methionin qua 10 gi&r sau khi ubng.
Tramadol

~ Triéu chimg: Hau qua nghiém trong clia qua liéu 1& suy hd hap, ngli lim, hén mé, co giat, ngung tim
va tlr vong.

- Bidu tr: Khi didu tri qua lidu tramadol, cha y duy tri sy thdng khi Gy a0 va ding bign phap didu tri
hd trg tdng quét.

BAO QUAN : Trong bao bl kin, noi khd, tranh anh sang. Nhiét 46 khdng qua 30°C.

HANDUNG : 24 thang ké tir ngay sdn xuét.

DONG GOl : Vi10vién. Hop 2 vi.

Vi 10 vién. Hép 3 vi.
TIEU CHUAN AP DYNG: Tiéu chudn nha sdn xuét.

\_-b./

YON TP.Y

THUOC NAY CHI DUNG THEO DON CUA BAC ST

Dé xa tim tay tré em
Khéng diong thube qué thod han st dung
Doc ki huémg dén sir dung trede khi ding
Néu cén thém thong tin, xin héi y kién béc si
Théng béo cho béc si nhirng téc dung khong mong muén gép phai khi st dung thuée
Ngay duyét ndi dung toa: 13/05/2014

CTY TNHH LD STADA-VIET NAM

40 Dai 16 Ty Do, KCN Viét Nam-Singapore,
STADA Thu. ¥ 4 Duong, Viét Nam
oT: Fax: (+84) 650 3767469

Nha sén xuét:

PHO CUC TRUONG




