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THJ\N‘H PHAN: MEi vién nang chia:

Rx VIDALGESIC CAP.
VIEN NANG CUNG

« MHogt chil chinh: Tramadol hydroclond _a758mg
Paracetamol ... ~325mg
Té duge: Tinh bot ngd, avicel, PV.P Ksu lerus:l cruscerms'llou ratri.

CHI BINH: Didu tri céc con dau 16 trung binh dén nang.
CHONG CHI BINH:

« Banh nhdn ¢d tidn sl nhay cAm vdi tramadol hodc opioid, paracetamol hay bil cu thanh pndn
nao cla thude.

+ Ngi 68c cp hodic ding qué kéu cac thudc uc ché thdn Kinh frung Wdng nhu. rugu, thudic ngl,

thude gidm dau trung Uang, cAc opiold hodie chc thuds didu 1rj 1am thin.

Ngugi dang ding thudc Uc ché MAD hodic mdi ding (nging thudc chua dén 15 ngay).

Suy hé hip ning.

Tré em dudi 15 1ué

Phy nl dang cho con bi

Dong kinh chua kifm so41 duoc bing difu tn.

Nghién opioid.

Ngudi b&nh nhifu 1&n thigu mau hodic od bdnh tim, phéi, thin holic gan,

Ngudi b&nh qua min vdi paracetamal. Ngudi b&nh hidu hut glucese - 6 - phosphat

dehydrogenase,

+ 2 2 2 8 = e =

| uEu LUGNG & CACH DUNG:

Ngudi 1dn v tré em trén 12 tudi:

o Lidu165ida 14 1- 2 vién méi 4 d€n 6 gid va khéng qua B vign trong mét ngdy.

s Thufic khong b Anh hudng bdi thue An.

Tré em dudl 12 tudi: 84 an 1580 va hidu qud chua duge nghién cuu.

Ngudi gi# thon 65 tudl). khing ct sy khic biél nao v& d8 an loan hay tinh ch&t duge ddng hoc
gida cdc ngudi dong han BS Wi va nguth ddng i Wwéi han,

| TAC DUNG KHONG MONG MUGN;:

v Thudng gép: irén hé thdn kinh rung Uong va hé tidu hda. Pnd bién nhal 1a budn nén, hoa
mét, chdng mAl, bulin ngd.

. .ﬂm

- Todn than: suy nhuge, me1 mdi, xic déng manh.

H#& thdn kinh trung vong vA ngoai bidn: dau ddu, ring minh.

. H@ tidu hda: dau byng. 1dc bén, khe W, ady hoi, khd migng, ndn mde.

. B&ilogn1am thén: chadn &n, Io 14ng, nhdm &n, kich thich, mé: ngd, bsn chén

- Da: ngua, phat ban, bét md hoi.

+ Higm gip:

To#n than: dau nguc, rét run, ngll, hd chdng cai thufic

Rl logn tim mach: 1Ang huy&t &p, ! huydt dp.

Rl loan tao mdu: gidm tifu cdu, gidm bach cdu

Hé thén kinh trung uong va noogi bién: m&1 thang bang, co gidt, cAng co, dau nita d4u, dau

nda ddu rdm trong, co ca khdng W& chl, dy cdm, ngdn ngd, chdng mat

H& tidu hda: khd nudl, phan den do xult huy#! tidu héa, phi 1ugi

Adilcan vé tal va tién dinh: 0 tai.

RBi loan nhip tim: loan nhip tim, ddnh trdng ngyc. mach nhanh.

Gan va mal cdc xét nghibm vé gan BAt thudng.

RAgi loan chuy€n héa va dinh cudng: gidm can.

Adi loan 13m than: hay quén, ma1y thac, dm cim, lam dyng thudic, 1Am trang bal §n, do

gidc, bdtlue, 4c méng, ¢é nhilng ¥ Wwdng di thuding.

Rl logn héng cu; thigu may

HE hd hdp: kho thd.

Hé Uét nidu: albumin nidu, r8i loan tidu tidn, nudc téu i, bl 1idu

Réi logn thi yc: tAm ahin khéing binh thuting.

Céc tdc dyng phy khdc cla tramadol hydreclorid:

Tang huyé1 4p W thé ding, céc phdn dng dj dng (g8m phén dng phin v&. néi mé& day, héi

chiing Stmre.:ns Johnsaon), r6i lsan chic nang nhan thac, mudn W st va viém gan, creatinin

1ang cao.

Hai chiing serotonin (cde tridu chang i s&, kich thich, run rdy, cang thing lo 2u} xdy ra khi

e

dung tramadol cing vdi cac ¢hdt tdc ang dén serctonin nhu cdc thusc de ché chon loc i hip

thu sarglonin

R

(

Ghl chii: Théng bao cha bac 5§ nhiliy tac dyng khdng mang mudn gAp phai khi sd dung thudc |
THAN TRQNG: |

Thén trong kni s dung thufic vi cé nguy co gy co gidt khi ding ddng thd: tramadol vdi cdc
thude SERI (de ché 14l hap thu serotonin), TCA (edc hgp chil 3 ving), cdc Opioid, IMAD, thufie
an thdn hay cac thudc lam gidm ngudng co gidt; hay trén cac bénh nhan bi ddng kinh, bnh |
nhén ca tiédn s co giAt, hay oo nguy co co gial, |
Than trgnig khi 84 dung thubic vied nguy cd gly suy ho hap WBn nhing bénh nhan cd nguy co |
suy hé hip; ding kfu cac tramadol véi thuéic 18, thudc mé, rugu. |
Thin rgng khi i dung thusc ddng il vdi cac thudc Uc ché he TKTU nhu rugu, Oploid, thudc
1&, thusic mé, thude ngli va thufic an thén.

+ Khi ding thutic cho céc b&nh nhan nghidn thudc phidn vicé thé gay i nghién,
« Khi st dung thutic cho cdc bénh nhan nghién rugu man tinh vi cé nguy co gay ddc tinh trén

+ Vige ding Naloxon treng xid Iy qud li#u tramadol cd thé gay ting nguy ca co gial.
+ V4inhiing b&nh nhadn ¢d 38 thanh thai creatinin dudi 30mijphdt duge khuyén cdo li€u ding

gan.

khéing qud 2 viln cho mdi 12 gidt,

Bénh nhan suy gan nang.

Khdng ding qud liéu chl dinh.

Khdng diing vdi cde thude khédc chia paracetamal, iramadol

Phy nif mang thai: Tramadaol & qua nhau thai, Khéng cé nghign cdu dfy 4 va dang fin cly
trén phu ni c6 thai. S dung an taan cho phu nd cd hai chua dudc kn&ng dinh.

Phy n cho con bu: khéng nén ding vi @4 an todn cla nd ddi vé) tré nhd va 1ré sa sinh vin
chua duge nghign cuu

Lil xe vé vin hdnh méy mdc khiing s dung.

Béc sicdn cdnh bao bénh nhan vé cdc ddu higu cla phin ung da nghiém trgng nhu hdi chung
Staven - Jonhson [SJS), ki chung hoai 10 da nhidm dac (TEN) hay hai chuing Lyell, hai ehdng
ngoai ban myn mil toan than edp tinh (AGEF)

TUCNG TAC THUGGC:

Thusic chéng co gil! (gém phanytain, barkilural, carbamazepin) o8y cdm dng enzym &
microsam thé gan, od thé 1am 1ang tinh dfc hai gan cla paracetamol do tang chuyén héa thutic |
thanh nhing chal ddc hai vdi gan. Ngoai ra, dung déng thd| isoniazid vdi paracetamal cling co
th# ddn dén 1ang nguy co d8c tinh véi gan, nhung chus xéc dinh duge ca ch& chinh xédc cda
lidng 14c ndy. Nguy cd paracetamol gy ddc tinh gan gia 1ang dang k& & ngudi bénh udng lidu
paracetamal I8n han liéu khuyén ding rong khi dang dong thudic chdng co gidl hodc isoniazid.
Thaiding khéing cdn gidm lifu & ngudi bdnh ding d8ng théi du difu Ir paracetamol vA thulc
chiing co gial; tuy vay, ngudi bénh ghdl han ché W dling paracetamaol khi dang ding thude
chéng co gift hoAc iscniazid.

Ung dai nghy (1&u cao paracetamcl lam tAng nhe 1dc dung chiing déng cda coumarin va din
chét indandicn.

Uéng nsciu qua nhidu vi dai ngAy o6 1h& |&m tAna nouy oo paracetamol gay dée cho gan

Cong voi cac thudc e ché MAD va uc ché ta( hdp 1hu serotonin cé 1hé 1am 1ang nguy ca xay

ra cac tde dyng phy, 08m chung co giat va hdi ching serotonin.

Ding vai carbamazepin 1am 1&ng dang k€ sy chuyén hda tramadol, t4¢ dyng gidm dau clia
tramadal cd thé bj gidm sut.

Ding vdi quinidin: tramadel duge chuyén hda thanh M1 (ch#i chuyén hda co tac dung) bang
CYPZDE. Wing quinidin clng vdi Irmmadol 58 lam |ang ham ludng cda tramadal, K&1 quid Am
sang cla tong 1ac nay khéng 15,

Dung voi c4c chAt thute nhdm wararin: phii dinh ky d4nh gid tha| gian dang mau ngoai lal, |
Dung wéi cdc chdl de ché CYP2DE nhu lluexetin, paroxelin vA amitriptylin e thé 1Am han ché |
chuyén héa tramadol. |

+ Ding vél eimetidin chua duge nghién cdu diy al. SO dung déng thii khéng Am thay adi tinh

chélt duge dang hoc clia tramadol trén phuong dién 1Am sang.

DUGC LYC HOC:

-

Tramadol 14 thuc gidm dau 1ng hop Ioal epiold cé tde dung gidm dau theo ca eh& trung w.mg
va co thé gay nghién nhu morphin. Thudc va chit chuyén héa O - desmethyliramado! (M1) clia |
tramadol gdn véao thu thé u cla ndron thdn kinh va lam gidm sy 1di nhdp norepinephnn va '
serolonin vano & bao nén cf tdc dyng gidm dau. Chatl chuyén hda M1 cd dilyc vai thy th€ x|
cao gdp 200 1&n va tac dyng 7idm dau cac gdp & ln tramadol. |
Tac oyng gidm dau clia tramadol xu#t hi€n sau khi ding thudic 1 gid va dat tac dung 10| da suu
2+ 3 gid. Khac vé morphi - tramadol khding gay gidi phong histamin, khiéing &nh hufng dén tén |
56 lim va chuc ning thil trdi va & lifu digu 1 tramadol 7t Ue ché hé hp hon morphin.

+ Paracetamol (acetaminophen hay N - acely! - p - aminopnenal) I& chit chuydn hda cé hoat tinh

cla phenacetin, 14 thudc gidm dau - ha s8t hiu hiéu cé thé thay thé aspinin; luy vay khac véi
aspirin, paracetamal khdng cd 1c dyng didu tr viém. Vdi li€u ngang nhau tinh theo gam,
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paracetamol cé tac dyng gidm dau va ha sét tuong 5 wapifin

Paracetamal IAm gidm thén nhidt & ngud: bénh st nhung higm khi lam gidm 1han nhigt 4
noudl binh thuding. Thudc t4c Agng lén ving dudi dbi gay ha nhigt, tda nhi#t tang do gifin mach
v 1ang Ivu lvong mau ngoal bign,

Paracetamol véi lidu difu trj it 18 dOng d€n ne tm mach va hd h&p, khdng I&m thay 96| cdn
béing acid - base, khdng gay kich Ung, xude hoac chiy mau da day nhu khi ding salicylat vi
paracetamcl khdng tac dyng Irédn cyclooxygenase 16an than, chl téc ddng a&n
cyclocxygenase/prostaglandin cda h& indn kinh trung vong, paracelamol khéng ot 1ac dung
trén tidu cdu nofe il gan chdy mau,

Khi diing qua kéu paracelamol méi ché! chuyén héa la N - acetyl - benzoquirsnimin gly ddc
nang cho gan, Liéu binh thudng, paracetamel dung nap 181, khong cé nhidu tac dung phu cda
aspirin. Tuy vy, qua liéu cp tinh (1rén 10g) tam 18n thuong gan gay chét ngudl, va nhing vy
ngd dic va 1y vBn bang paracetamol da ting lén mbt cach dang lo ngai rang nhing n&m odn

aay.

pUGC PONG HQC:
Tramadol:

Tramadal hép 1hu 161 qua dudng tiéu hoa nhung cé sy chuyn héa IAn ddu qua gan manh nén  Bléu try:

*

-

sinh kh dyng tuy8t ddi ciia thufic chl dat 75%. Théi gian dat néng 48 18i da rong mau knde
nhau gifia iramade! va chat chuyén néa. Tramadol ¢d néng 84 t&i datrong méu sau khi ding 2
git, con sdn pndm chuyén hda M1 13 3 gid. Thic &n it Anh hudng dén sy hap thu thudc. Trong
méau thudc gAn vao protein khodng 20% va duge phan bE trong 181 ¢ cde co quan véi thé tieh
phén bé khodng 2.7 litkg.

Trong oo thé tramadel bj chuyén héa thang qua phén tng N va O khi methyl dudi sy xlc tdc
cia 2 isoenzym CYP3A4 vh CYP208. Dudi xic téc cla CYP2DE, tramadal chuyén hda thanh
M1 ¢ tée dyng gidm dau, do vay khi ding kém vdi mét s& chét cd khd ning gy cém tng
isoenzym nay 58 1Am thay ddi14c dung clatramadal. Heat tinh cla iscenzym CYP206 ¢ tinh
o teuyén. 7118 c6 hoat tinh enzym y&u chiém khoding 7% Ngodi sy chuyfn hda qua pha |,

R 200l va chét chuyén hda ctn bj chuyfn hoa qua pha Il 1heng qua phin dng fign hgp vai
glucoronic hodic acid sulfutic.

R duge thai tri chl y&u qua than (90%) va 10% qua phin, dudi dang chua chuyén héa -

Hol 1a 8,3 gt con ela M1 14 7 4 gisr.
36ng hoc cila tramadol thay afi it theo tuf, & ngudi trén 75 1wdi, nda 95 tang nhe. 3
¥ 51y than d& thanh thai cla tramadaol gidm song seng véi d8 thanh théi crestinin: nda déi

Hép thu: Paracetamo! dudc hap thu nhanh chéng va hau nhu heén todn qua duéng béu hoa
Thic 4n giau carben hydrat lAm giam 1§ 1€ hdp thu cda paracemal. Néng do dinh treng nuyéL
1yong dat trong véing 30 défin 60 phut sau khi udng vdi iéu didu 17

Phén bf: Paracetamal phan b nhanh va d8ng déu trong phan I6n céc md co thé. Rhoang
25% paracelamol irong mAU k&t hap vai protein huy&t tudng,

Thai tris;

. Mifa 08 huyét Wong clia paracetamal 12 1,25 - 3 gio c6 thé kéo déai vdi lidu gay ade nodc ngudi

bénh oo thuong 18n gan.

trung nhiém djc cdp tinh din cng p - amingphencl, mbl-ludl:ng nhé sulthemoglobin ciing c6 thé
duge sdn sinh. Tré em cé khuynh hudng tac melhemaoglobin d& han ngu® 14n sau khi uéng |
paracetamc!

- Khings déc ning ban ddu cd thé ca kich thich h# thén kink trung vong, kich ding va mé séng,

lifp theo cd thd 14 U ché he thda kinh trung vong: sdng S8, ha than nhidt; mé1 ; 1hd nhanh,
nong: mach nhanh, yéu, khdng déu; huy&t p thép; suy tulin hoin. Tryy mach do gidm oxy
huy#t lugng d8i va do tdc dyng Gz ché trung tam, tAc dung nay chi xdy ra voi liéu ral 16n. Séc
co 1€ xAy ra ndu gidm mach nhidu. Con co gidt nghet thd gly 10 vong ¢6 thé xdy ra Thuding
héin mé xdy ra tnide khi ch&l 81 ngdl hodc sau vai ngay hin mé,

- D#u higu lam sang thugng 18n gan trd nén 1& ré) trang vang 2 - 4 ngay sau khi usng ligu dgc.

Aminotranferase huy#! widng thng (3é| khi thng rét can) v ndng db bilwubin rang huy &1 tudng
eiing cd thE tang thém nda kni thudng 18n gan lan reng, thi gian prothembin kée dai, Cé thé
10% ngudi b&nh bj ngd dde khéng duoe didu tri d&c higu da co thwang 18n gan nghidm trong,
trong 86 10% - 20% cudi clng ch&l vi suy gan. Suy than cdp clng xay ra & m&1 56 ngudi bénh.
Sinh thigt gan phat hién hoai W trung tam 1y iy 1rd viing quanh tinh mach clta. & nhing
truéng hgp khang 1l vong, thuong t8n gan phy e héi sau nhidu lufin hoac nhidu thdng.

. Qud lidu oo thé gay chét ngudi ¢o qua kidu nhidu thudc.
- Trong khi naloxon gidi quyét duge mat s& (khdng phai 14 14t cd) cée tridu ching do ding qua

liéu tramadol, nguy cd co gigt cling ting I&n khi ding cing vdi naloxon. Loc mau chl thai trd
duge dudi 7% lugng thudec uiing vac trong ving 4 git loc.

- Phdi ddm bdo thadng khi scng song vdi cde cdeh xd Iy khéc. Tién hanh céc bi¢n phdp nham

1am gidm h&p thu thudc. C4 thé gay ndn biing oo hoc hay ding £ird ipeca néu bénh nhan 4 tinh
irang ngy kich (tly vAo phan xa cda héu va hong). Udng than noat (1g/kg) sau khi d& 1Am sach
da day. Lifu ddu tién ndn uding thém cling mat iiéu thubc ty nhe thich hgp. N&u ding lidu
nhée lai, nén diing xen k& vdi thudc thy nhe. Ha huydt 4p thuing da nguyén nhan |4 gidm thé
tich mdu va nén bé sung ady ad. X0 1y cde y&u 18 gy co mach va cac bién phap hd trg khdg
eling cén phai thyc hidn. Nén dat dng thdng ndi khi qudn trudc khi thyc hign bién phap ria da
day vdi bénh nhén bdl 1inh, va khi cdn thiél phai hd tra ha nép

Chdn dodn sdm ré1 quan trong trong didu trj qud lidu parscetamol, Co nhing phudng phap xdc
dinh nhanh néng 9 thudc trong huyét tuong. Tuy vay khang duoc tri hokn di€u tri rong khi ché
k&t qud xét nghiém n&u bénh s goi 14 qud lidu nang. Khi nhifm déc ning. didu quan trong ia
phai diéu tr h& trg lich cye. Cln ria da day rong moi ruong hap, 18t nhat irong véng 4 gid sau
khi udng Liu phdp gidi ddc chinh 1& ding nhiing hgp chit sulthydryl, ¢4 I8 t&c dgng mét phdn
do bé sung dy 1 giutathion & gan. N - acetylcystein cd lac dyng khi uling ho#c tigm finh mach.
Phii cho thudc ngay IAp tie néu chua dén 36 gid ké W khi ulng paracetamel DUt val N -
acetylcystein ¢4 hidu qud hon khi cho thudc trong thai gian dudi 10 gig sau khi cho uing
paracetamol. Khi cho udng hoa isgng dung dich N - acetylcystein vdi nudc hoac db uding khéng
o rigu d8 dat dung dich 5% vi phii uSng treng vong 1 i 2au khi pha. Cho udng N -
acetylcystain véi i€y diu ién 13 140mg/kg, sau d6 cho kép 17 liu nda, mi i€u T0mglkg cach
nhau 4 gith mat in. Chdm dut didu b néu xét nghiém paracetamol reng huyét twong cho thdy
nguy c¢ ddc hai gan thdp Tac dung khéing mong mudn cla N - acelylcystein gém ban da (g&m
cd may day, khdng yéu cdu phai ngiing thudc), budn nén, nén, tiéu chiy va phan dng widu
phdn v&. NEU kndng cd N - acelylcystein cd thé ding methicnin, Ngoal ra ¢ thé ding than
hoat va/hoac thude tdy mudi, ching ¢é knd nang lam gidm hdp thu paracetamol

. Sau by difu 1), ¢4 thé tim théy 80 - 100% thubc trong nude iéu trong ngay hu nhdt, chd yéy QU CACH BONG GOI:

sau khi lién hop trong gan va asid glucuronic (khodng B0%), acid sulfonc (khodng 35%) hoéic a
cystein (khoang 3%) cing phat hién thdy mét lugng nhd mhing chét chuyén hoe hydroxy - ndéa
wa kh acetyl. Tré nnd It khd nang glucuro li#n hop vdi thudic hon & véi ngudi Idn

Hép 10 vl x 10 vién nang cung.
H&p 1 chai x 100 vién nang cung.

BAOQUAN: Ndikht, nhigt a3 kndng qud 30°C, Irdnh anh sdng

. Paracetamol bj N - hydroxy hda b cytochrom P450 a€ tao nén N - acetyl - benzoguinonimin, HAN DUNG: 36 thang kd ti ngay sdn xudt
mé1 chat lrung gian cd tinh phin ling cao. Ch&t chuyén héa nay binh thuting phiin dng voi céc TIEU CHUAN: TCCS

+ Tramadol: nhiing ndu qui nghiém trong cda vide diing tramadol qud ifu cé thé 14 suy he hag,

+ Paracetsmol:
. Nhidm dbc paracetamol c6 1€ do diing mat lidu ddc duy nhal, hode do ubng 14p lal Ju ldn

hén mé, co giat, nging tim va W vang

.
.
.
.
.
.
.

nham sullhydryl 1rong glutathion va nhu vy bi knd hoat tish. Tuy nhidn néu usng lidu cac CHU ¥: THUGC NAY CHIDUNG THEOBON CUA BAC SY \
paracetamol, cha chuyén hoa ndy AUgs tao thanh vei lugng A dé 1am can kigl glutathion clia Khéng sil dyng thuse niu: |
gan; phan Ung clia nd véi nhdm sulfhydryl cda protein 13ng in c6 thé din d€n hoal 10 gan. Vidn thudic bjmdp mée, nut, vd. \
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