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Rx Thuéc nay chi dong theo don thubc

1 ®

Ultradol

Tén thube
Ultradol
Cac diu higu lvu § v khuyén céo khi ding thubc
DE xa (Am tay ré em
Doc k§ huéng din s dung trurére khi dong
Thanh phiin cbng thirc thubc
Thanh phan hoat chAt:
e PR St S i P TSI o S U AR S AN 325 mg
A R RINION T IR TN II s ocicnr it ooy St A v o i SR b S T SRS 37,5mg
Thanh phan ta duorc:
Tinh bdt tidn hd hbda, microcrystallin cellulose, povidon K90, tinh bdt natri
glycolat, magnesi stearat, opadry vang.
Dang bao ché
Vién nén bao phim.
Vién nén hinh caplet, bao phim mau vang, hai mit khum, tromn,
Chi dinh
Ultradol durge chi dinh didu tri trigu chirng dau tir trung binh dén nding.
SUr dyng Ultradol nén giéi han trén bénh nhan dau tir mie dd trung binh dén
n&ng ma cén sir dyng phdi hgp paracetamol va tramadol,
Céach dung, lidgu dung
Cach dong
Dong dudrng udng.
Phai nubt nguy@n vién nén véi i lrgng nurédre. Khodng durgre bé ho&c nhai vién.
Lidu dong
Sir dung Ultradol nén gi&i han trén bénh nhan dau tir mirc d6 trung binh dén
n&ng ma can sir dung ph&i hop paracetamol va tramadol.
Nén chinh lidu theo cudng dd dau va mirc dd nhay cAm cua tirng bénh nhan.
Nhin chung, nén chon lidu thdp nh&t ma gidm dau c6 hidu qua. Téng lidu mdi
ngay khdng dugc vurgt qua 8 vién (wrong duong véi 300 mg tramadol
?yr?arzchlor;de va 2600 mg paracetamol), Kho&ng céch gilra céc lidu khong duge
t 6 gi \
Nguwdi 16m va tré em tir 16 tubi trdr 18n
Lidu don t6i da cha Ultradol 1a 1 dén 2 vién nén mdi 4 dén 6 gidr khicln gidm dau
6 thé 1én G€n 16i da 8 vién nén rén ngay. Nén sir dyng lidu thﬂp nhét c6 hi¢u
qua trong khoang thdi gian ngan nhét.
Khoang cach giira cac lidu khéng dugc it hon 6 gid. /G
Trong céc trurdng hep thdng thurdmg, khdng nén sir dung Ultradol kéo dai hon
thdi gian thyre syr can thiét, Néuc&nsudung liBu 1&p lai hodc didu tri dai han voi
Ultradol do ban chét, mirc dd néng cia bénh ly thi cAn giam séat cdn than va
thudrng xuy@n (v6i nhirng khodng nghi didgu trj khi ¢6 thé), dé danh gi& c6 can
thiét ti€p tyuc dang thubc.
Poi wong dic biét
Tré em duwdi 16 tudi

Chong chi dinh Ultradol & tré em duéi 12 tubi.

Chua thiét 1ap duoc tinh an toan va hiéu qua ctia Ultradol & tré em tu 12 dén
durdi 16 tubi.

Nguwdi cao tudi

__Thong thuromg khong can chinh li2u cho bénh nhan tir 75 tubi tr& xudng khi

khdng c6 cac ddu hiéu 1am sang cda suy gan hodc suy than. D6i voi ngurdi trén
75 wbi, qua trinh thanh thai thudc c6 thé kéo dai. Do d6, néu can, c6thé kéo dai
khoang céach gilra cac lidu tiy theo yéu cau trén tirng bénh nhan. !
Bénh nhén suy thin/thfm tdch |

Sy thanh thai tramadol bj tri hodn trén bénh nhén suy than. Nén xem xét can
than viéc kéo dai khoang cach gilra cac lidu dung bnhém bénh nhan nay tuy
theo yéu ciu trén tirng bénh nhan.
Bénh nhén suy gan
Suﬂxarthatramadolblmhoantrénbénhnhansuygan Nénxemxétc&n
than viéc kéo dai khoang céach gilra cac lieu dung & nhém bénh nhan nay tay
theo yéu ciu trén tirng bénh nhén. Do c6 chira paracetamol, khong nén str dung
Ultradol trén b&nh nhan suy gan nang.

Chéng chi dinh '

Qué mén véi tramadol hay opioid, paracetamol hoac b4t ctr thanh phan nao cia
thubc.

Ngd ddc cép tinh v&i nrgu, thubc ngu, cécthu6c gidm dau trung wong, cac
opioid hay cac thubc huéng than.

DiBu trj ddng thdi hodc sau khi ngirng diéutnvai thudc oc ché monoamin
oxidase (MAO) trong vong 2 tuan. . .

Suy than ho&c suy gan nang. . |

Suy giam hd hép nang.

Benhdalgknmlcrnongduqcknémsoétb&ngdiéum _

Tramadol khong duoc sir dung G didu tri gidm dau & tré em du6i 12 tudi.
Chdngdimm:iudmgtramaddOu'éemdum18tu6|dégnamdausauthu
thuét ct amidan va/ho3ic nao VA. . . \ |

Céanh béo va thén trong khi dung thubc

JENEIT DI J iy -~

- Paracetamol twrong déi khéng ddc véi lidu didu tri. Poi khncbnh&ng phén rng
. da gbm ban dét sAn nglra va may day; nhirng phan (rng man cadm khéac gdm phu

thanh quan, phi mach va nhirng phén (g ki€u phan vé cé thé it khi xay ra.
Giam tiéu ciu, giam bach cau va giam toan thé huyét cau da xay ra véi viéc sir
dung nhirng din chét p-aminophenol, d&c biét khi ding kéo dal céc liBu Ién.
Giam bach cau trung tinh va ban xuét huyét giam tiéu cau da xay ra khi dong
paracetamol. Hiém gap mét bach cau hat & ngudi bénh dang paracetamol,
Udngnh%unrqukéodmcbmégaymngmdnhvangancuapamceml nén
tranh ho#c han ché udng rrou. |

Phai dung paracetamol than trong & nguri bénh o6 thiéu mau tir trurée, Vi chirng
xanh tim c6 thé khdng biéu 10 rd, méc da c6 nhirng ndng dd cao nguy hiém cla
methemoglobin trong mau.

Dang thén trong voi ngurdi bj suy giam chirc nang gan hodce than,

Tramadol lam tang nguy co co giat & bénh nhan dang dung céc thudc (¢ ché tai
hép thu chon lgc serotonin (SSRI), cac thubc chdng tram cam ba vong, cac hgp
chét 3 vong khéc hay cac chét chld van opiat khac, thubc @rc ché MAO, thudc
chdng loan than hay céc thubc khéac lam giam ngudng co giat. Bénh nhan ddng
kinh, b&nh nhéan c6 tién sir co giat, hay nhén thay cé nguy co co giat (nhu chén
thurong dau, rbi loan chuyén héa, cai rugu va thube, nhiém khudn than kinh
trung vong) c6 thé gia tang nguy co co giat.

Dung naloxon trén benh nhan qua liéu tramadol cng ¢6 thé tang nguy co gay
co giat.

Théan trong rén nh(}ng bé&nh nhan cé nguy co suy hd héap.

Vi tramadol ¢6 thé lam tang tac dung (rc ché hd hdp va (rc ché than kinh trung

wong cla cac chét (rc ché than kinh kh&c (nhu rrgu, cac thubc gy meé,
phenothiazin, thudc an than va thubc ngd, thubc giam dau trung uong, cac chét
chii van opiat), nén ding than trong va giam li2u trén bénh nhan sir dung cac
thubc nay.

Than trong khi str dung cho b&nh nhan bj tang ap lyrc ndi sg hay chan thuong
dau.

C6 thé gay hdi chirng cai thubc néu ngirng tramado) ddt ngdt.”

Bénh nhan suy giam chirc ndng than hodc gan, nghién rugu.

Bé&nh nhan phy thudc hofic & nhirng bénh nhan thudng xuyén sl dung cac chét
chil van opiat. |

Bac sT cAn cAnh béo bénh nhén v cic ddu hiéu cla phan (rng trén da nghiém
rong nhu hi chimg Stevens-Johnson (SJS), hdi chimg hoai tr da nhiém djc
(TEN) hay hdi ching Lyell, hdi chdng ngoai ban myn ma toan than cdp tinh
(AGEP).

Khong khuyén céo sir dyng tramadol cho thanh thiéu nién tir 12 dén 18 wéi béo
phi ho@c cb céc tinh rang bénh nhu ngung thé khi ngl do tAc nghén hodc bénh
ph6i nghiém trong, dy 1A nhirng yéu t8 lam ting nguy co cba nhing vén d& ho
hép nghiém trong.

S dung thubc cho phy n¥ cé thai va cho con bi

Phy nir cé thal

Khing c6 nghién clru day d0 va dang tin cdy vén phy nir c6 thai. Ultradol chi
duge dung trong théri ky mang thai khi lgi ich t&m nang vurgt udi so véi kha nang
gay nguy hal cho thai.

Phy nir cho con bu

Khéng cho con b khi dang didu trj véi tramadol do nguy co cac phan (ng bél
lgi nghiém rong c6 thé gép phai & 1é ba me. Nhirng phan (g bal lgi nay bao
gbm: ué odi, ngl nhiku, khé cho &n ho#c cac van d& nghiém tong vé hd hép,
thém chi 1a tr vang.

Anh huwémg cha thudc 1én kha néng 14l xe, vin hanh mdy moéc

Tramadol c6 thé gay ngl lo mo hofic chéng mél, gia ting bdi nwou hay céc
thufc (rc ché thain kinh trung wong khac. Tramadal |am gidm si tinh 140 nén
khong dung thufic khi lai xe, vén hanh may méc va lam viéc rén cao.

Twong téc, twong ky cia thudc

Twomg téc cia thudc

Paracetamol

USng dal ngay lidu cao paracetamol lam tAng nhe tic dung chéng dong cla
coumarin va din chét indandion. TAc dung nay c6 vé it hofic khdng quan trong
ve 1am sang, nén paracetamol dugc uva dang hon salicylat khi cin gidm dau nhe
hoéc ha s6t cho ngudi bénh dang ding coumarin hofic dan chét indandion.
C&\phhd\ﬁyalnkt\lrlmoglyh‘ﬂnmlemuonQOnouMbemmw\o
thiri phenothiazin va liéu phap ha nhigt.

UGng rugu qué nhidu va dai ngay c6 thé lam thng nguy co paracetamol gay doc
cho gan.

Thubc chéng co gilt (gdm phenytoin, barbiturat, carbamazepin) gy cam (g

enzym & microsom thé gan, c6 thé |am ting tinh ddc hai gan ciia paracetamol

do tAng chuyén héa thube thanh nhirng chét ddc hai v gan. Ngoai ra, dung

dbng théri isoniazid véi paracetamol ¢ling c6 thé dAn dén ting nguy co ddc tinh

véi gan, nhurng chura xéc dinh dugce co ché chinh xAc cia wrong tac nay. Nguy

co paracetamol gy ddc tinh gan gia ting déng ké & ngudi bénh ufing lidyu

paracetamol Iém hon h2u khuyén dung trong khi dang dung thubc chéing co giat
ho&c isoniazid. Thudrng khéng can gidm lidu & ngudn bénh ding ddng thix lidu
didu tr| paracetamol va thuSc chdng co giat; tuy vy, ngudi bénh phai han ché wy
dung paracetamol khi dang ding thubc chfng co giét hodic isoniazid.

Tramadol

Carbamazepin: Tac dung gidm dau cla tramadol ¢6 thé bj gidm dang ké khi
dung véi carbamazepin do carbamazepin Iam ting chuyén héa ciia tramadol va
tramadol c6 lién quan dén tAng nguy co co giét.

Quinidin: Str dung ddng thdi quinidin v&i tramadol 1am gia ting ndng dd
tramadol va giam ndng d§ O-desmethyltramadol (M1).

Céc chdt uc ché CYP2D6: Slr dyng ddng thdd véi cac chit (re ché CYP2D6 nhur
fluoxetin, paroxetin, va amitriptylin c6 thé 1am (rc ch& chuyén héa cia tramadol.

Thudc tre ché MAO: Tuong tac véi cac thube (re ché MAO, do su can thidp vao
co ché glai ddc, A& dugce ghl nhan & mot s6 thubc tAc dung trén than kinh trung
rong.

Tuong ky cua thubc

Do khbng c6 cac nghién ciru v tinh trong ky cia thubc, khong trdn Jan thubc
nay v@i cAc thubc khéc. ke | >

Téc dung khdng mong mubn cha thubc

Paracetamol

Ban da va nhirng phan (rng dj irng khéc thinh thoang x4y ra. Thudng la ban do
ho#c may day, nhung dbi khi ning hon va c6 thé kém theo s6t do thudc va
thuong t6n niém mac.

It géip (1/1.000 s ADR < 1/100)

Da: Ban,

Tiéu hda: Budn nbn, ndn.

Huyét hoc: Loan tao méu (gidm bach céu trung tinh, giadm toan thé huyét cau,
giam bach cau), thifu mau.

Théan: Bénh than, dc tinh than khi lam dung paracetamol dai ngay.

Hiém gép (1/10.000 < ADR < 1/1. 000) ~»

Khac: Phan (rng qué mén 10

Tramadol

Téc dyng khéng mong mubn cua tramadol phu thufc ra rét vao thei gian dung
thubc va lidu lurgng thube.

Thudmg gdp (1/100 < ADR < 1/10)

Toan than: Khé chju.

Tim mach: Gidn mach (ha huyét ap).

Thén kinh: Lo 14ng, bBn chdn, 1G 14n, r6i loan ph6i hqp. séng khodi, cing thang
than kinh, r8l loan giic ngd.

Tiéu h6a: Non, budn ndn, dau bung, chan &n, truéng bung, léo bén

Co-xuong: Tang truong lyc,

Co quan cam giac: RGi loan thi giac.

Tiét niéu-sinh dyc: Triéu chimg man kinh, tiéu dat, bi tiéu.

It gap (1/1.000 < ADR < 1/100) |

Toan than: C6 thé xay ra tai nan, dj mg, s6¢ phan vé, c6 xu huéng nghién, gidm
Tim mach: Ha buyét 4p thé dang, ngét, tim dap nhanh. .

Than kinh: Dang di bét thudng, mat tri nhé, o giac, dj cam, co giat, run.

HO hép: Khé thé.

Da: Hdi chirng Stevens-Johnson, viém da biéu bi hoai tir nhvém doc, may day,
phdng nuréc.

| Coquancémgiéc. Loaannéc.

Tiét niéu-sinh dyc: Khé tiéu tién, rbi loan kinh nguyét.

Qua lidu va céch XUr tri

Paracetamol .

Triéu ching: Céc dau hiéu sém cla qua lidu paracetamol (thurdng budn ndn va

7.'ndn, cé thé bao gdm chimg ngl lim va a6 md hdi) thudng xay ra trong vong

16.

17.

24 gi&. Bau bung c6 thé la dau hi¢u dau tién cla tdn thurong gan, khéng phai lac
nao cling xay ra rd rang trong 24 - 48 gi& ma ddi khi c6 thé bi tri hodn cho dén

" 4 - 6 ngay sau khi udng. T6n thuong gan thudng t6i da 72 - 96 gidr sau khi udng.

Nhirng t6n thuong c6 thé xay ra nhur suy gan, bénh n&o, hén mé, va tlr vong.
Cé4c bién chirmg cla suy gan bao gdm nhiém toan, phd ndo, xuit huyét, ha

_dudng huyét, ha huyét ap, nhiém tring, va suy than.

Diéu tri: Can diéu tri ngay, k€ ca khi khdng c6 triéu chimg rd rang. C6 thé sir
dyng than hoat tinh d€ lam giam sy hdp thu qua dudng téu héa néu dung qua
lidu trong vong 1 gi& hay da udng nhi®u hon 150 mg paracetamol/kg can ning.
Nén xac djnh ndng d paracetamol trong huyét twrong cang sém cang t5t, nhung
khdng dugc sém hon 4 giér sau khi udng. Didu trj bdng thudc gidi ddc nén duoc
bat dau cang sém cang t6t sau khi nghi ng& udng paracetamol qua lidu va
khdng can dgi két qua dinh lugng huyét twong. Acetylcystein co hiéu qua nhét
khi dung trong 8 gi&r dau tién sau khi udng qua lidu va hiéu qua gidam dan sau do,
Tiém tinh mach acetyicystein khi bénh nhan bj suy gan t5i clp tién trién nham
lam gidm thurong t6n va tr vong. Methionin, gidng nhur acetylcystein, tuy nhién,
khong hiéu qua néu didu tri mudn, tén thuang gan thudng xay ra han va nghiém
rong néu bét dau didu tri véi methionin qua 10 gid sau khi udng.
Tramadol
Triéu chuimg: H&u qua nghiém trong clia qua li€u 1a suy hd hdp, ngu lim, hdn mé,
Co gidt, ngung tim va tr vong.
Diéu trj: Khi didu trj qua ligu ramadol, cha y duy tri sir théng khi dby dl cung voi
didu trj hd trg t8ng quat.
Pdc tinh dugc lyec hoce
Nhom dugre ly: Thube gidm dau dang ph6| hop opioid va khéng opioid.
Ma ATC: NO2AJ13.
Tramadol la thubc giam dau gay nghién co tac dung trén than kinh trung vong.
Tramadol la thudc ch v@n khdng chon lgc thuan tay cha thy thé opioid p, 8 va
cd &i lyre cao hon trén thy thé p. Co ché khéac gép phan vao tac dung gidm dau
la irc ché tai hdp thu noradrenalin va lam tang phéng thich serotonin & noron
than kinh. Tramadol ¢6 tac dyng gidm ho. Khac v&i morphin, & mdt khodng lidu
rdng cé tac dyng giam dau cda tramadol khdng c¢6 tac dyng lam suy yéu hé ho
hap. Tuong ty, nhu ddng da day rudt khdng ddi. Cac tac ddng trén tim mach
thudmg nhe. Hidu lyc clia tramadol bang 1/10 - 1/6 ciia morphin.
Paracetamol 1a mdt dan xuét tdng hop khdng gay nghién cia p-aminophenol.
Paracetamol gidm dau va ha s6t theo co ché turong tr véi salicylat. O cing lidu
lrgng, paracetamol cho tac dung giam dau va ha sdt twong ty nhur aspirin.
Paracetamol gitip gidm than nhiét & ngudi bj s6t nhung hi€ém khi 1am ha than
nhiét & ngudi binh thirdrng. Paracetamol (rc ché yéu, thuldn nghich, khdng
chuyén biét trén cyclooxygenase & lidu 1 g mdi ngay. O liBu didu trj, paracetamol
it thc dong trén hé tim mach va hd hép, tuy nhién, & hiéu ddc, paracetamol cé thé
gy suy tudn hoan va thé nhanh, can.
Péc tinh duwgce ddng hoc
Tramadol dugc hdp thu dé dang sau khi udng nhung bj chuy&n héa lan dau tai
gan. Sinh kha dung tuy€t ddi trung binh khoang 70 - 75% sau khi udng. Thubc
gén két véi protein trong huyét tuong khodng 20%. Tramadol dugc chuyén hda
thdng qua phan (ng khir N-methyl vA O-methyl bdi cytochrom P450 isoenzym
CYP3A4 va CYP2D6 va lién hgp glucuronid hodc sulfat & gan. Chét chuyé@n hoa
O-desmethyltramadol (M1) la chdt c6 hoat tinh dugc ly. Tramadol dugc bai tét
chi yéu qua nudc tiéu, phan én dudi dang chét chuyén hoa. Tramadol dugc
phan bd rdng réi, qua nhau thai va xudt hién véi mdt lrgng nhd rong stra me.
Thoi gian ban thai khodng 6 gidr.
Paracetamol dugc hdp thu d& dang qua dudmng téu hda védi ndng dd dinh rong
huyét twrong dat duge khoang 10 - 60 phit sau khi udng. Paracetamol dugc
phén bd vao hau hét cdc md cla co thé. Thubc qua dugc nhau thai va hién dign
trong s(ra me. Thudc gan két véi protein trong huyét tirong khdng dang ké & lidu
didu trj thdng thudng nhung tang ién khi ndng dd thudc tang. Thai gian ban thal
khodng 1 - 3 gi¢r. Paracetamol dugc chuy&n héa phin Ién qua gan va thai uu
qua nuéc tiéu chi yéu dudi dang lién hgp glucuronid va sulfat, Dudi 5% thulc
dugc dao thai dudi dang khong thay adi. MOt chdit chuyén hda thy yéu do sy
hydroxyl héa (N-acetyl-p-benzoquinoneimin) thudng dugc sinh ra vin lugng rdl
nhd trong gan va than. Chét chuyén héa nay thudng dugc khir ddc tinh bang
céach két hgp véi glutathion nhung cé thé tich 10y sau khi qua lidqu paracetamol
va gay n thuong md.
Quy cach dong goi
V1 10 vién, Hdp 2 Wi
VI 10 vién. HOp 3 Vi
Pidu ki¢n bdo quin, hgn dang, tiéu chulin chit lwgng cda thubc

17.1. Piéu ki¢n bdo quan

Bao quan rong bao bi kin, not khd, ranh anh sang. Nhigt dd khong qua 30°C.

17.2. Han dlng

36 théng ké tr ngdy san xulL

17.3. Tiéu chufin chéit hegng

TCCS. S

Tén, dia chi cla co s& san xult thubc

STELLA

Cong ty TNHH LD Stellapharm - Chi nhanh 1
S8 40 dgi ¥ Ty Do, KCN Vit Nam - Singapore,
P. An Phi, Tp. Thudn An, T. Bioh Duong, Vigt Nam
DT (+84 274) 3767 470 Fax (+84 274) 3767 469
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