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USADIOL

Vién nang ciing Paracetamol & Tramadol hydrocloride

325 mg

Tramadol hydrocloride 37,5 mg
T4 dugc: Tinh bt sin; Methyl paraben; Propyl paraben; Polyvinyl pyrrolidon (PVP) K30; Natri starch glycolate;
Magnesi stearat.

Phén loai: Nhém thudc gidm dau, an thin, gdy nghién. \W/
Dudc luc: \

- Paracetamol c6 tdc dung gidm dau, ha s6t. Paracetamol chi 1am ha thdn nhiét & ngudi bi s6t ma khong ha
than nhiét ctia ngudi binh thudng. Thudc chi tic ddng 1én Cyclooxygenase/ Prostaglandin synthetase cla
t€ bao thdn kinh nén it gdy tdc dung phy nhu nhitng thudc tic dong 1én Cyclooxygenase toan than nhu
NSAID, it giy kich ting da day, it ¢6 tic dong 1én ti€u cdu va thdi gian chdy miu.

- Tramadol 12 thudc gidm dau téng hgp tdc dong 1én hé thdn kinh trung uong. Khi vao cd thé Tramadol
dugc chuyén héa thanh 0-desmethylTramadol (M1) téc dong 1én receptor p-opioid ciing nhu e ché yé&u
stf t4i hip thu noradrenaline va serotonin.

Dudc dong hoc:
— Paracetamol dugc hap thu nhanh qua dudng tiéu hod. T4c dung manh nh4t thé hién trong vong 1 gidf san
khi uéng.

~  Paracetamol dugc phin b3 vio cdc m6 va dich cd thé. Thudc lién k&t yéu vdi protein huyé&t tuong.

— Paracetamol dugc chuyén hod & gan thanh dang lién hgp glucuronic (60 — 80%) va sulfonic (20 — 30%),
cdc dang lién hgp nay tan va dugc dao thdi qua nudc tiéu.

— Thdi gian bdn hily ctia Paracetamol khodng 2 gid & ngudi binh thudng.

~  Paracetamol dugc dio thii chi y&€u qua thin dudi dang chuyén hod va mét lugng nhd it hon 5% dudi dang
khong déi.

- Tramadol dugc hdp thu t6t qua dudng udng, dat ndng do dinh huy€t tuong trong 2 dén 3 gid. Sinh kha
dung tuyét d&i cia mot liéu don 100mg la khodng 75%, ting khodng 90% véi liéu ding nhiéu hon.

— Tramadol va chit chuyén héa clia né dudc thdi trif chii yéu qua thin chi yé&u la chit chuyén héa, khodng
30% Tramadol dugc bai ti€t qua nudc ti€u dudi dang khéng ddi. Thdi gian bdn hiy ciia Tramadol la
khodng 6 gid & ngudi binh thudng.

—  Tramadol qua dugc nhau thai va bai ti€t mdt lugng nhd qua sita me.

Chi dinh:

USADIOL dugc chi dinh d€ diéu tri cdc triéu chitng dau tiY vita d€n ning.

Poc ky hudng ddn sit dung trudc khi ding. Néu cdan biét thém théng tin, xin héi y kién bdc si.

Thuéc nay chi ding theo sy ké don ciia thdy thuéc.

Liéu lugng va cdch ding:

Ngudi 16n va tré em trén 12 tdi: 5i da 1-2 vién mdi 4-6 gid, c6 thé dén 8 vién/ ngay. A
Diéu chinh liéu ding cho titng bénh nhéin tdy theo cudng d6 dau va ddp ¥ng ciia ngudi bénh. N
Tré em dudi 12 tudi: khong nén ding.

Bénh nhin cao tudi: & bénh nhan trén 75 tudi, khodng cich t&i thiéu gitta cdc liéu sit dung khong nén ngdn hon 6

gig.

Bénh nhén suy gan, suy thin:

- Theo khuyén c4o, liéu dung t8i da Tramadol khong dugc vugt qua 200 mg/ngay d6i véi bénh nhan suy
gan va suy thin (c6 dd thanh thdi Creatinin (Cle,) < hon 30 ml/ phit), khodng cdch giita hai 1in ding
thudc & nhitng bénh nhan nay dugc khuyén khich la 12 gid.

- Khong sit dung Tramadol cho bénh nhin suy thin nidng (Cle, < 10 ml/phut).

Cich dung:
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Udng nguyén vién thudc, uéng sau bita in.
Chéng chi dinh:
- Bénh nhén qud mén véi Paracetamol, Tramadol hodc bt ky thanh phin nio clia thudc.
- Bénh nhin nhiéu lin thi€u mdu hoic cé bénh tim, phé‘;i, thdn hodc gan.
- Bénh nhén thi€u hut glucose — 6 — phosphat dehydro-genase.
- Trudng hgp suy chitc ning gan va nhi€m dc cip tinh v6i rugu, thudc ngi, thudc gidm dau trung wong,
opioid va cdc thuc hudng than kinh.
- Khdng duge ding USADIOL cho bénh nhén dang ding hoic 2 tudn sau khi ngitng sit dung cic thudc itc
ch€& monoamine oxidase.
- Bénh nhdn suy gan ning.
- Bénh nhdn suy thin ning (Clg, < 10 ml/ phiit)
Trudng hgp dong kinh khong ki€m sodt duge diéu tri.
Thén trong va cdnh bdo dic biét khi sit dung thudc: i
Do Paracetamol: RLL /
Liéu lugng st dung USADIOL vugt qus khuyén cdo c6 thé gy t6n thuong gan nghiém trong.
Do sén phim c6 chita Paracetamol nén cén thin trong & nhitng bénh nhén suy gidm chifc ning gan.

Béc si can canh béo bénh nhan vé céc ddu hi¢u ciia phan tng trén da nghiém trong nhu hdi chimng Steven-
Jonhson (SJS), hoi chimg hoai tir da nhiém doc (TEN) hay hoi chimg Lyell, hoi chimg ngoai ban mun mu
toan than cap tinh (AGEP).

Do Tramadol:

Dung qué liéu khuyén cdo Tramadol c6 nguy cd giy co gidt. Nguy cd ndy ting 1én & nhitng bénh nhin c6 tién si
dong kinh, bénh nhan dang sl dung thudc chng trim cdm ba vong, thudc e ché tdi hdp thu serotonin ¢6 chon
loc, hgp chdt IMAOs va cédc loai thudc an thin.

Khéng nén sit dung Tramadol cho bénh nhin c¢6 xu huéng lam dung ma tiy va phu thudc opioid.

Phu ni¥ ¢6 thai va cho con bii: 709765
Chuta xdc dinh dugce tinh an toan cia Paracetamol va Tramadol khi dang cho phu ni¥ ¢6 thai va cho con bd. Do dé ’ 4
khong nén ding thudc trong thdi ky mang thai va cho con b, chi dugc ding khi that cin thi€t va phai ¢6 sy chi _CONG
dinh ctia Bdc si. \CHNHIEM
Ldi xe va vAn hanh mdy méc: 3 PHARM

Tramadol c6 th€ anh hudng dén kha ning l4i xe va vdn hanh mdy méc dic biét khi k&t hgp véi cdc thude hudng e o
thin khic bao gém ca rugu. Do d6 cdn thin trong khi sit dung USADIOL cho ngudi dang 14i xe va vin hinh mdy A,

J-TP.H
moc.

Tudng téc thudc:

Vi Paracetamol:

Ud6ng dai ngay liéu cao Paracetamol 1dm ting nhe tdc dung chdng dong clia coumarin va dan chat indandion.

Cin phii chi ¥ dé€n kha ning giy ha s6t nghiém trong & ngudi bénh ding déng thdi phenothiazin va liéu phadp ha
nhiét.

Céc thudc chdng co git ( gdm phenyltoin, barbiturat, carbamazepin) gdy cdm ng enzym & microsom thé gan, c6
th€ 1am ting tinh d6c hai clia Paracetamol.

Paracetamol tuong tdc véi rugu lam ting nguy cd gy doc cho gan.

Paracetamol 1Am gidm hap thu mudi sit, cdc ester ampicillin.

Vi Tramadol: —
- Diing ddng thdi Tramadol vdi cdc chdt e ch€ CYP2D6 va CYP3A4 nhu quinidine, fluoxetin, paroxetin, quinidin

va amitryptyline (fc ch&€ CYP2D6) va ketoconazole, erythromycin (tfc ch€ CYP3A4) c6 thé din dén sy e ché

chuyén héa ciia Tramadol gy co gidt va hdi chitng serotonin.

- Dilng dng thdi Tramadol va Carbamazepine c6 thé giy ra gidm ddng k€ ndng do Tramadol va chit chuyén héa

clia n6 1a 0-demethyltramadol.

- Nguy cd co giit ting 1én khi diing déng thdi Tramadol véi cdc thuSe chéng dong kinh.
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adol e ché sy t4i hdp thu cla noradrenaline va serotonin, ddng thdi ting cudng gidi phéng serotonin nén
-1€ wong tdc véi cdc thudc nhy lithium, thudc chong trim cdm ba vong (TCAs), cdc thudc e ché t4i hédp thu
«erotonin ¢6 chon loc (SSRIs), khong nén ding cho bénh nhin dang dung thuc IMAOs hoic trong vong 14 ngay
sau khi ngifng sif dung thudc nay.
- Ding ddng thdi v6i Quinidin: 1am ting ndng d6 Tramadol do Quinidin ttc ch€ isoenzyme CYP2D6 c6 tic dung
chuyén héa Tramadol. Tuy nhién vin chua c6 biing chitng rd rang vé sy tuong tdc nay.
- Trong mét s8 trudng hgp khi diing ddng thdi Tramadol v6i Wafarin di gdy tiang chi s6 INR.
- V6i cdc thuGc d6i khdng thy thé 5-HTs: cdc bdo cdo chi ra rling viéc sit dung ondansetron trudc khi phéu thujt
s€ 1am gidm hiéu qué gidm dau sau khi mé ciia Tramadol.
Téc dung phu:
Do Paracetamol: Ban da va nhiing phdn @ng di @ng khéc thinh thodng x4y ra, thudng 1a ban dé hoic may day,
nhung ddi khi ning hon va ¢6 thé kém theo st do thudc va thtro’ng t6n niém mac. Trong mol s6 it trudng hgp
néng 1¢, Paracetamol da gy gidm bach cdu trung tinh, gidm ti€u cAu va gidm toan thé huyét cau.

It gip: 1/1000 < ADR < 1/100 /
Da: ban da. (%
Da day-rudt: budn nén, ndn. \

Huy&t hoc: loan tao m4u (gidm bach ciu, trung tinh, gidm toan thé huyét cdu, gidm bach cdu), thi€u m4u.
Thén: bénh thin, djc tinh than khi lam dung dai ngay,
Hi€m gip: ADR < 1/1000
Khéc: phdn ng qud min.
Do Tramadol:
+ Tdc dung phy thudng xuyén xdy ra nhét 12 trén hé thin kinh trung wong va hé tiéu héa. Phé bién nhat 12 budn
ndn, hoa mit chéng mit, budn ngi.
+ T4c dung phu it xdy ra hon bao gém:
- Toan bd cd thé: suy nhuge, mét mdi, xiic ddng manh.
- He thin kinh trung wong va hé than kinh ngoai bién : dau ddu, ring minh.
- R®iloan tiéu héa: dau bung, tdo bén, tiéu chdy, khé tiéu, diy hoi, khd miéng, nén mia.
- R&iloan tim thin: chédn &n, lo ling, nhdm lin, kich thich, m4t ngii, bdn chdn.
- Da va cdc phin phu khdc: ngifa, phit ban, ting ti€t md hoi.
+ Hi€m gip:
- Pau ngyc, rét run, ngit, hdi chitng cai thudc.
- R&i loan tim mach: loan nhip tim, ddnh tréng ngyc, mach nhanh , ting huyét 4p, ting huyét 4p trdm trong,
tut huyét 4p.
- Hé thin kinh trung uong va hé thin kinh ngoai bién: mit thing bing, co giit, cing cd, dau nita diu, dau
nita ddu trAm trong, co cd khéng ty chi, di cim, ngdn ngd, chéng mit.
- R&i loan tiéu héa: kh6 nudt, phdn den do xudt huy€t tiéu héa, phu 1udi.
- R&iloan tim thin: hay quén, mit § thic, trdm cdm, lam dung thudc, tim trang bit &n, do gidc, bit lyc, dc
mdng, cé nhitng ¥ thic di thudng.
- Céc phan #ng khdc nhu: thi€u m4u, 0 tai, gidm cin, khé thd, albumin niéu, r&i loan ti€u tién, nudc tiéu it,
bi ti€u, r6i loan thj luc.
+ Céc tic dung phy khdc clia Tramadol ciing dugc bdo cdo nhu: Hoi chitng Serotonin (bao gdm cdc triéu chitng
s6t, kich thich, run riy, cing thing lo 4u) xay ra khi diing Tramadol cling v6i cdc thudc tic ch€ chon loc tdi hip
thu Serotonin va thudc e ché€ MAO.
Théng bdo cho Bdc sy nhiing tdc dung khéng mong muén gdp phdi khi sit dung thuéc.
Qui4 liéu va cdch xif tri
Do Paracetamol.:
- Triéu ching: Budn non, nén dau bung va xanh xao thudng xudt hién trong gid dau. Qué licu tif 10g trd
1én (150 mg/kg cin ning & tré em) cé thé giy hdy hoai t&€ bio gan, din dé&n hoai tif gan hoan todn va
khéng hdi phuc, toan chuyén héa va bénh nio c6 thé din dé€n hon mé va tif vong. Ngodi ra, ndng do




p
https://trungtamthuoc.com/

aminotransferase va bilirubin huy€t tuong ting, thdi gian prothrombin kéo dai, ¢6 thé xudt hién sau 12-48
gid.

- Xit tri: Rita da day hodc cho uéng than hoat d€ loai trit ngay thuSc di udng. Tiém tinh mach hoidc cho
udng N-acetylcystein, thudc gidi doc dic hidu clia Paracetamol, hiéu qua nhdt 1a gid thi 10 sau khi ding
qui liéu.

Do Tramadol:

- Triéu ching: co gidt, trong trudng hgp ning gy e ché hé thin kinh, suy ho hip din dén tit vong.

- Xt tri: cAn duy tri hd hip cho bénh nhén, trong mot s8 trudng hgp ding naloxone dé€ gidi doc khi qud liéu.
Ngay khi cé nhitng ddu hi¢u qud liéu USADIOL cdn chuyén ngay bénh nhén dén trung tam y t& gan nhat dé¢
dugc xit tri kip thoi.

Dang trinh bay
Hop 05 vi x10 vién nang cing.
Tiéu chufin
Tiéu chudn cd sd.
Han diing ;
24 thing k€ tir ngay sin xuit. u /
Bdo quan \\J /
Bdo quin thuSc & ndi khd, thodng, nhiét d¢ dudi 30°C, tranh dnh sdng. _
Dé thuéc xa tam tay tré em.
Nha sdn xudt:
CONG TY TNHH US PHARMA USA
Pia chi: L6 Bl- 10, Putng D2, KCN Tay Bic Ci Chi, TP. :




