TO HUONG DAN SU DUNG THUOC

R b na y chi ding theo don thuic

SaViPamol Plus effervescent tablets

DPé xa tim tay tré em
Poc ki huedng din siv dung triede khi ding

THANH PHAN CONG THU'C THUOC

(Cho 1 vién nén siui bot SaViPamol Plus effervescent
tablets)

Thanh phin dwge chit:

Paracetamol........cooov i 325 mg
Tramadol hydrochloride .........cccoovvnviennnnnn. 37,5 mg
Thanh phén ti duge:

Povidone; Aspartame; Sodium carbonate; Citric acid;
Sodium hydrogen carbonate; Simethicone; Leucine;
Sodium benzoate; Lemon flavour powder.

DANG BAO CHE

Vién nén siii bot

MO TA SAN PHAM

Vién nén tron, mau rréng, miii chanh, vi ngot.

CHi PINH

Vién nén sni bot SaViPamol Plus effervescent tablets
dugce chi dinh trong diéu trj triéu chimg dau tir trung binh
dén ning.

Chi nén sir dung vién nén sti bot SaViPamol Plus
effervescent tablets cho bénh nhan dau trung binh dén
ning can sir dung phéi hop tramadol hydrochloride va
paracetamol.

LIEU DUNG, CACH DUNG

Liéu diing

Chi nén sir dyng vién nén sii bot SaViPamol Plus
effervescent tablets cho bénh nhén dau trung binh dén
niing can st dung phdi hop tramadol hydrochloride va
paracetamol.

Diéu chinh liéu dya trén mirc dd dau va dap ing cia timg
bénh nhan. Nhin chung nén sir dung liéu thap nhét c6
higu qua giam dau. Tdng liéu sir dung khong nén vurot
qué 8 vién (twong dwong 300 mg tramadol hydrochloride
va 2600 mg paracetamol)/ngdy. Khoang cach lidu i
thiéu 6 gid.

Nguei triedng thanh va thanh thiéu nién (= 12 tuéi)
Liéu khéi ddu khuyén cdo 1a 2 vién nén sui bot
SaViPamol Plus effervescent tablets (twong duong 75
mg tramadol hydrochloride va 650 mg paracetamol). C6
thé ting liéu néu can thiét, tuy nhién tng lidu sir dung
khong vugt qué 8 vién/ngay.

Khoang cach liéu t6i thidu 12 6 gid.

Trong moi trudng hop, khéng nén sir dung SaViPamol
Plus effervescent tablets lau hon can thiét. Trong trudng
hop cén sir dung thudc Ip lai hoic dung trong thoi gian
dai do tinh chit va muc db nghiém trong cuia bénh, cin

theo doi cin than va thuong xuyén (néu c6 thé, tam dimg
dung thudc trong thdi gian diéu tri) dé danh gia tinh cin
thiét cuia viée tiép tuc ding thude.

Tréem

Tinh hiéu qud va an toan cia phdi hop tramadol
hydrochloride/paracetamol chua duge thiét lap & tré em
dudi 12 tudi. Do d6, khong khuyén céo dung thubc & dbi
furgng nay.

Ngueoi l6m tuéi

Khéng cén thiét didu chinh lidu & bénh nhan < 75 tudi
khong c6 biéu hién suy gan hoic suy than trén 1am sang.
Thai trir thube c6 thé bi kéo dai & benh nhan > 75 tudi.
Do d6, cén nhiic kéo dai khoang c4ch lidu tay theo tinh
trang cua bénh nhan.

Bénh nhdn suy than/tham phén mdu

Thai trir tramadol bi kéo dai & bénh nhéan suy thén. Do
dé, cin can nhiic kéo dai khoang cach lidu tiy theo tinh
trang cua bénh nhan.

Bénh nhdn suy gan

Thai trir tramadol bj kéo dai & bénh nhén suy gan. Do dé,
cén can nhéc kéo dai khoang cach lidu tuy theo tinh trang
ctia bénh nhén. Do c6 chira paracetamol, khong nén sir
dung SaViPamol Plus effervescent tablets & bénh nhéan
suy gan ning.

Cich ding

Thudc ding dudng udng,

Hoa tan vién nén sti bot SaViPamol Plus effervescent
tablets trong mot ly nuée,

Néu quén ding thude

Néu quén ding thudc, bénh nhan c6 thé dau trés lai.

Nén tiép tuc dung thudc nhu lich thong thuong, khéng
ghp doi liéu d& bu lidu da quén.

CHONG CHi PINH

Quéa mn véi hoat chit hoiic bit cir thanh phin ta dugc
nao clia thudc.

Ngd déc cdp tinh v6i rugu, thude ngu, thude giam dau
trung wong, céc opioid hogc thube huéng thin.

Bénh nhan dang ding cic thuéc wc ché MAO
(monoamine oxidase) hofic trong vong 2 tuan ké tir khi
ngimg céc thudc nay.,

Suy gan ning.

Bong kinh khong kidm soét duge bing diéu tri.

CANH BAO VA THAN TRONG KHI DUNG
THUOC

P = x PR A X
Cic canh bido khi ditng thuac




Bic si cAn canh bao bénh nhan vé cac déu higu ciia phan
g trén da nghiém trong nhu hgi chimg Steve-Johnson
(8J8), hdi ching hoai tir da nhiém doc (TEN) hay hoi
chimg Lyell, h¢i chiing ngoai ban myn mu toan thén cp
tinh (AGEP).

O nguoi truéng thanh va tré em > 12 tudi: Khéng nén
ding qué 8 vién/ngay. D& tranh vo y ding qua lidu, bgnh
nhan khéng nén ding thudc virot qué lidu khuyén céo va
khéng sir dung ddng thoi vai cac thube khéc c6 chira
paracetamol (bao gdm céc thube khong ké don) hoiic
tramadol hydrochloride khi khong c6 khuyén cdo cla
béc si.

Khéng khuyén cdo sir dung thu6c & bénh nhén suy than
niing (46 thanh thai creatinine < 10 ml/mm).

Khéng nén sir dung thubc & bénh nhan suy gan ning.
Nguy co qua lidu paracetamol tang & nhimg bénh nhén
bénh gan do nrou khong kém xo gan. Can nhéc kéo dai
khoang cach lidu & nhimg bénh nhan suy gan mirc do
trung binh,

Khéng khuyén cdo ding thudc & bénh nhan suy hé hép
ning.

Khéng nén sir dung tramadol hydrochloride dé thay thé
& nhirng bénh nhéan phu thudc opioid. Mic du la chét chu
van opioid, tramadol hydrochloride khong thé trc ché cac
triéu chirng cai morphin.

Co gift dd dugc ghi nhdn khi sir dung tramadol
hydrochloride & nhitng bénh nhén dé bj doéng kinh hozic
dang ding cac thude khéc lam giam ngudng dong kinh,
dic biét 1a cac thudc tre ché thu hdi serotonin chon loc
(SSRI — Selective serotonin re-uptake inhibitor), thubc
chéng trdm cam ba vong, thuéc chéng loan than, thuéc
giam dau trung wong hoic thudc gy t& cuc b. Bénh
nhén déng kinh duoc kiém soat bai diéu tri hoic bénh
nhén dé bi dong kinh chi nén sir dung SaViPamol Plus
effervescent tablets trong nhimg trudng hop bét bugc.
Co giéit da dugce ghi nhdn & nhiing bénh nhan sir dung
tramadol hydrochloride & liéu khuyén céo. Nguy co ¢
thé tang khi ding tramadol hydrochloride virgt qua ligu
khuyén céo.

Khéong khuyén cdo sir dung ddng thoi véi cac thude chi
vaw/di khang opioid (nalbuphine, buprenorphine,
pentazocine).

Cde réi logn hé hap lién quan dén giac ngii

Céc opioid ¢6 thé gay c4c réi loan hé hép lién quan dén
gific ngl, bao gdm ngung thd trung wong khi nga
(central sleep apnea — CSA) va ha oxy méu khi ngt. Sir
dung opioid lam tang nguy co CSA phu thugc liéu. Can
cin nhic giam téng lidu opioid sir dung & bénh nhan
CSA.

Hgi chimg serotonin

Hoi chimg serotonin, mét tinh trang ¢6 thé giy de doa
tinh mang, da dugc ghi nhén & nhitng bénh nhan sir dung
tramadol don 1&¢ hoic phéi hop véi cic thude
serotonergic khac. Néu cin thiét phai sir dung phéi hop
ndy, can theo ddi bénh nhan than trong, dic biét trong
thoi gian dAu didu tri hoic khi ting lidu.

Céc tri€u chirng ctia hdi ching serotonin cé thé bao gdm
thay di trang thai tAm thin, mit én dinh thin kinh tu
dong, bét thudng than kinh co viholic céc triéu ching
duong tiéu hoa.

Néu nghi ngd hdi chimg serotonin, can nhéc giam lidu
hozic ngung ding thudc tiy theo mirc dé nghiém trong
clia cdc trigu chimg. Ngung ding cac thude serotonergic
thudng mang lai dap ting nhanh.

Chuyén héa qua CYP2D6

Tramadol dwgc chuyén héa qua enzyme gan CYP2D6.
Bénh nhan thiéu hut enzyme nay (mét phz"m hogc hodn
toan) c6 thé khéng dat dugc hidu qua gidam dau phti hop.
Udc tinh 1én dén 7% ngudi da triing c6 thé thiéu hut
enzyme nay. Tuy nhién, bénh nhan thudc nhém chuyén
héa cue nhanh ¢é nguy co géip phai cic tac dung khong
mong mudn do ngd déc opioid ngay ca khi ding thudc &
lidu ké don théng thudng.

Céc triéu chirng ctia ngd doc opioid bao gdm 1 1dn, budn
ngu, thé néng, co déng ttr, budn ndn, non, téo bon va
chén 4n. Trong trrdng hop nghiém trong cé thé bao gdm
céc trigu chirng suy tudn hoan va suy hd hép, co thé de
doa tinh mang va gy tir vong (rdt hiém). Ty 18 wdc tinh
ctia nhém chuyén héa cuc nhanh trong cic nhém dan
khéc nhau dugc tém tit dudi day:

Nhém dén Tylé

Ngudi chau Phi/Ethiopia 29%

Nguoi My gbc Phi 3,4% - 6,5%
Ngudi chau A 1,2% - 2%
Nguoi da tring 3,6% - 6,5%
Nguoi Hy Lap 6,0%

Nguoi Hungary 1,9%

Ngudi Bic Au 1% - 2%

Str dung thudc & tré em sau phau thugt

D3 c6 c4e bdo cdo duge cong bd trong y viin vé tinh trang
ngung thé tic nghén khi ngi, 6 thé din dén cac bién ¢b
khéng mong mudn gdy de doa tinh mang (hiém gip) khi
sir dung tramadol & tré em sau phéu thuat cit bé amidan
va/hofic ngo sti vom hong. Cn cyc ky thén trong khi sir
dung tramadol dé giam dau & tré em sau khi phiu thuat
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vi theo di chit ché céc triéu chimg cia ngd ddc opioid,
bao gbm suy hd hép.

Tré suy giam chirc ndng hé hap

Khong khuyén céo sir dung tramadol & tré em suy giam
chirc ning hé hép, bao gbm rSi loan than kinh co, céc
bénh tim hodc bénh hd hép nghiém trong, nhiém tring
phdi hodic dudng hé hép trén, da chén thwong hogc phiu
thuat 16n. Cac yéu té nay c6 thé lam trdm trong thém cic
triéu chimg ctia ngd doc opioid.

Suy thiegng thédn

Cac thubc giam dau opioid c6 thé gay suy thuong than
(co thé hoi phuc), can duoc theo ddi va didu trj thay thé
bing glucocorticoid. Céc trigu chirng cia suy thuong
than cap hojic man tinh c6 thé bao gbm dau bung nghiém
trong, budn nén va nén, ha huyét ap, mét moi, gidm cam
gidc thém an va syt can.

Ciic thiin trong khi ding thudc

Nguy co khi sir dung dong thoivéi cdc thude an than nhie
benzodiazepine hodc cdc thuée tirong tr

Sir dung ddng thoi phdi hop tramadol/paracetamol véi
cac thube an thin nhw benzodiazepine hodc cac thudc
twong tw ¢6 thé din dén an than, suy ho hip, hon mé va
tir vong. Do d6, chi nén str dung phdi hop nay cho nhimg
bénh nhén khéng c6 lya chgn didu tri thay thé. Trong
trudong hop nay, nén ding thudce & lidu thap nhét c6 hidu
qua va frong thoi gian ngfin nhét c6 thé.

Cin thin trong khi sir dung phéi hop paracetamol véi
flucloxacillin do 1am ting nguy co nhidm toan chuyén
héa khoang tréng anion cao (high anion gap metabolic
acidosis — HAGMA), dic biét & nhimg bénh nhan suy
than nang, nhiém tring, suy dinh dudng hofc céc tinh
trang gdy thiéu hut glutathione khac (vi dy: nghién rugu
man tinh), cling nhu nhitng bénh nhén dang sir dung
paracetamol lidu t6i da mdi ngay. Khuyén céo theo doi
chiit chg, bao gdm do ndng do S-oxoproline trong nude
tiéu.

Bénh nhéan cin duge theo ddi chit ché cic ddu higu va
triéu chirng ctia suy hd he‘ip va an thin. Can thong tin cho
bénh nhén va ngudi chdm séc vé nhimg trigu chimg nay.

C6 thé tién trién dung nap thudc, phy thudc vé tinh thén
va thé chit, ngay ca khi sir dung thudc & lidu diéu trj va
diic bidt sau khi ding thudc trong thoi gian dai. Cén danh
gi4 thudng xuyén v& nhu ciu ding thude giam dau trén
lam sang. Chi nén ding thuée trong thdi gian ngin va
theo ddi y t& chit ché & nhimg bénh nhén phu thude
opioid va b&nh nhén c6 tién sir nghién thudc hoiic phu
thudc thubc. Sir dung thudc than trong & bénh nhén chén
thurong s no, bénh nhéan dé bi rdi loan co git, rbi loan
duong mét, sbc, 10 14n khéng rd nguyén nhén, c6 céc tinh

trang anh hudng dén trung tam hd hp hodc chirc ning
hé hép, bénh nhan ting 4p lwc ndi so.

O mot s6 bénh nhén, qua lidu paracetamol c6 thé gay doc
gan, ‘

Céc friéu chimg cuia phan img ngung thude, twrong tu cic
triéu chirg khi ngung opiate, co thé xay ra ngay khi
dung thudc & lidu diéu tri trong thoi gian ngén, Khi bénh
nhan khéng con cin diing SaViPamol Plus effervescent
tablets, nén giam lidu tir tir dé ngan ngira céc triéu chiing
ngung thudc, diic biét sau khi diéu trj trong thoi gian dai.
Mot s6 hiém trudng hop phu thudc va nghién thudc da
dugce bédo cdo.

Trong mdt nghién ciru, sir dung tramadol hydrochloride
trong khi gy mé toan thin voi enflurane va nitrous oxide
(N;0) da ghi nhan lam ting hién tuong goi nhé trong khi
phiu thuat. Cho dén khi ¢6 thém théng tin, nén tranh sir
dung tramadol hydrochloride trong gdy mé mirc d6 nhe.

Td dirge

Aspartame

Mdi vién nén sti bot SaViPamol Plus effervescent
tablets c6 chira 30 mg aspartame. Aspartame la ngudn
phenylalanine, c6 thé gay hai cho bénh nhin mic
phenylketo niéu, 13 mgt r6i loan di truyén hiém gip gay
tich tu phenylalanine do co thé khong thé dao thai hiéu
qua.

Sodium benzoate

M3i vién nén sti bot SaViPamol Plus effervescent
tablets c¢6 chira 70 mg sodium benzoate, c6 thé gdy ting
vang da va vang mét & tré so sinh (dén 4 tudn tudi).
Sodium

MBbi vién nén sui bot SaViPamol Plus effervescent
tablets cé chira 342,9 mg sodium, twong dwong 17,1%
lugng sodium tdi da ding hang ngay dugc Té chirc Y té
Thé giGi (WHO) khuyén céo (2 g d6i véi ngudi lén).
Vién nén sui bot SaViPamol Plus effervescent tablets c6
lrgng sodium cao. Cin cén nhéc khi sir dung thude cho
bénh nhan ¢6 ché do an han ché mudi.

SU DUNG THUOC CHO PHU NU CO THAI VA
CHO CON BU

Phu nir ¢6 thai

Do SaViPamol Plus effervescent tablets la phdi hop lidu
¢b dinh c6 chira tramadol hydrochloride, khéng nén sir
dung thudc cho phu nif c6 thai.

Paracetamol

Chua c6 di nghién ciru trén ddng vét dé két luan vé doc
tinh sinh san. Mgt lugng 16n dir liéu trén phy nit mang
thai cho théy thudc khong giy di tat holic giy doc trén
thai nhi/tré so sinh. Céc nghién ciru dich € hoc trén sy
phét trién thdn kinh ctia tré tiép xic v6i paracetamol
trong tir cung cho céc két qua khong théng nhét.



Tramadol

Chua c6 di bing chirng thich hop dé danh gi tinh an
toan cuia tramadol hydrochloride khi sir dung cho phy nit
mang thai. Sir dung tramadol hydrochloride truéc va
trong khi sinh khéng anh huéng dén sy co bép tir cung,
tuy nhién c6 thé anh hudng dén nhip the cia tré so sinh
(thwong khéng ¢6 y nghia ldm sang). Sir dung thube
trong thoi gian dai & phy nit mang thai c6 thé ddn dén
céc triéu chimg cai thubc & tré sau khi sinh (do quen
thudc).

Phu nir cho con b

Do SaViPamol Plus effervescent tablets 1a phdi hop liéu
¢ dinh c6 chita tramadol hydrochloride, khéng nén
ding thude trong thdri ky cho con bu, hogic nguge lai, nén
ngimg cho con bii trong thoi gian ding thudc (khéng cin
thiét néu chi ding mét liu don SaViPamol Plus
effervescent tablets).

Paracetamol

Paracetamol tiét vao stra me véi lugng khéng déang ké
trén lam sang.

Tramadol

Khoang 0,1% lidu tramadol ding & me dugc tiét vao sita.
Trong giai doan ngay sau khi sinh, khi sir dung liéu hang
ngay dudng udng lén dén 400 mg & ngudi me, trung binh
3% thudc di vao co thé tré so sinh b me (hiéu chinh theo
cén nang). Do d6, khong nén sir dung tramadol trong théi
gian cho con b, hofic ngugec lai, ngtmg cho con b trong
thoi gian dung thube (khéng cén thiét néu chi sir dung
mét liéu don SaViPamol Plus effervescent tablets).

ANH HUONG CUA THUOC LEN KHA NANG
LAI XE, VAN HANH MAY MOC

Tramadol ¢6 thé giy budn ngt hodc chéng mit, c6 thé
tang khi udng rrou bia hodic ding céc chit irc ché thin
kinh trung wong khac. Bénh nhén khong nén l4i xe hoic
van hanh may méce néu giip phai cic tac dong nay.
Thudc ¢6 thé lam giam kha nang nhén thirc va anh huéng
dén kha nang li xe.

TUONG TAC, TUONG KY CUA THUOC
Tuong tic ciia thube

Chidng chi dinh si¢ dung dé‘ng thoi vai

Thude ire ché MAO khéng chon loc

Nguy co hdi chimg serotonin: tiéu chady, nhjp tim
nhanh, ting tiét md hdi, run, 14 1dn, thim chi hén mé.
Thudc ire ché MAO chon loc

Ngoai suy tir céc thude irc ché MAO khéng chon lgc.
Nguy co hdi chiing serotonin: tiéu chdy, nhip tim
nhanh, ting tiét md héi, run, 1a 14n, thdm chi hén mé.
Thude irc ché MAO-B chon loc

Céc triéu chimg kich thich than kinh trung wong lién

quan dén hoi chimg serotonin: tiéu chay, nhip tim
nhanh, ting tiét md héi, run, 1a 1an, thdm chi hén mé.
Trong trudng hop bénh nhan vira duge diéu tri véi céc
thudc e ché MAO, ngimg ding thude 2 tuin trudce khi
str dung tramadol hydrochloride.

Khéng khuyén cdo sir dung dong thoi véi

Rurou

Rurgu [am téng tic dong an thin ctia céc thude giam dau
opioid, do d6 c6 anh hudng dén sy tinh tdo, co thé gy
nguy hiém khi l4i xe va van hanh may méc.

Trénh uéng rugu va céc san phim khéc c6 chira rugu.
Carbamazepine va cde thude cam tmg enzyme khdc
Nguy co giam higu qua va thoi gian tdc dong do giam
ndng d¢ tramadol trong huyét twong.

Cdc thudc chii vin — déi khdng opioid (buprenorphine,
nalbuphine, pentazocine)

Giam higu qua giam dau do tac dong irc ché canh tranh
tai céc receptor, nguy co xay ra hdi chimg cai thudc.
Cén nhic khi siv dung dong thoi

Tramadol c6 thé gy co gidt va lam ting nguy co giy
co giat ciia cdc thudc SSRI, thudc trc ché thu hdi
serotonin-norepinephrine ~ (SNRI  —  serotonin-
norepinephrine re-uptake inhibitor), thubc chéng trim
cam 3 vong, thudc chdng loan thin va céc thubc lam
giam ngudng dong kinh (nhu bupropion, mirtazapine,
tetrahydrocannabinol).

Sir dung ddng thoi tramadol hydrochloride va céc thude
tdc dong dén serotonin nhur SSRI, SRNI, thude trc ché
MAO, thudc chéng trAm cam 3 vong va mirtazapine co
thé gay héi chirng serotonin, c6 thé gay nguy hiém tinh
mang.

Céc din xuét opioid khac (bao gdm céc thuc trc ché
ho vé chbng thai ghép): Tang nguy co suy hd hip va c6
thé tir vong trong truong hop qua liéu.

Céc thudc trc ché hé thin kinh trung wong, nhu céc din
xuét opioid khac (bao gdm thudc irc ché ho va chéng
thai ghép), céc thudc chéng lo 4u, thudc ngu, thudc
chdng trim cam c6 tac dung an thdn, thudc khang
histamine c6 tac dyng an than, thudc chéng loan thén,
thudc ha huyét 4p tac dong trung wong, thalidomide va
baclofen. Céc hoat chit trén c6 thé gdy tiing trc ché thin
kinh trung wong, anh huéng dén sy tinh tdo c6 thé gy
nguy hiém khi 14i xe va van hanh may méc.

Céc thudc an thin nhw benzodiazepine hoic cc thudc
lién quan: Str dung ddng thdi véi opioid c6 thé 1am ting
nguy co an than, suy hd hip, hon mé va tir vong do tic
dong trc ché hé than kinh trung wong cdng hop. Nén
gi6i han lidu va thoi gian ding céc phdi hop nay.
Panh gia dinh ky thoi gian prothrombin khi sir dung
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phdi hop SaViPamol Plus effervescent tablets va céac
thudc twong ty warfarin do da c6 cic bao cdo vé viée
ting INR (International Normalized Ratio: Ty i¢ binh
thirong héa quée 1é).

Neén thén trong khi sit dung ddng thoi paracetamol va
flucloxacillin, do ¢6 lién quan dén nhi&m toan chuyén
hoa khoang tréng anion cao, dic biét & bénh nhan ¢6
céc yéu tb nguy co.

Mdt s lugng han ché cac nghién ciru vé viée sir dung
thudc chdng nén déi khang 5-HT3 ondansetron trudce
va sau khi phdu thuit lam tang nhu ciu sir dung
tramadol hydrochloride & nhitng bénh nhan dau sau
phéu thuat,

Tuong ky, ciia thude

Do khéng c6 cic nghién ciru vé tinh twong ky ciia thude,
khong tron lan thudc nay véi céc thube khéc.

TAC DUNG KHONG MONG MUON CUA
THUOC (ADR)

Cic trudmg hop cin ngung ding thude va giip bic si

hoiic dén cic co i y té gin nhit ngay

- Phat ban da, 12 ddu hiéu cia phan g di iing, c6 thé
tién trién thanh cac vét sung trén mat va b, kho the
hodic tut huyét 4p va ngat xiu (hiém gip). Trong trudng
hop ndy, nén ngimg didu tri va khong sir dung lai
thudc.

- Chay mau kéo dai hozic bét thuong ké tir khi sir dung
SaViPamol Plus effervescent tablets kém céc thudc
chéng déng mau (warfarin, phenprocoumon).

- Céc phan {mg nghiém trong trén da (rit hiém gdp,
dugc ghi nhiin khi str dung paracetamol).

- Suy hé hip (giam kha ning hit thé) (hiém gap, dugc
ghi nhan khi sir dung tramadol).

- Tut dudng huyét.

Tém tit cdc ADR

Cic tac dung khong mong mudn thudng gip nhét trong

cdc thir nghiém lam sang khi didu tri voi

paracetamol/tramadol hydrochloride 13 budn nén, chéng
mat va budn ngu, duge ghi nhén & hon 10% bénh nhan
ding thudc.

T4n suét clia cc tac dung khong mong mudn duge dinh

nghta: rit thuong gip (> 1/10), thudng gip (= 1/100 dén

< 1/10), it gip (> 1/1000 dén < 1/100), hiém gip

1/10000 dén < 1/1000), rat hiém gap (< 1/10000). Trong

mdi nhém tan sudt, cac tdc dung khéng mong mubn durge

sp xép theo mirc d6 nghiém trong giam dén.

Tim

ft gap: Réi loan nhip, nhip tim nhanh, danh tréng nguc

Mt

Hiém gzp: Nhin md, co dong tir, gin ddng tir

Tai va tién dinh

it gap: U tai

Tiéu hoa

Rét thuong gip: Budn non

Thuong gip: Non, tdo bon, kho miéng, tiéu chdy, dau
bung, khé tiéu, diy hoi

it gap: Khé nudt, phan den

Chung

it gap: On lanh, dau nguc

Xét nghiém

it gap: Tang transaminase

Chuyén héa va dinh diing

Chura 13 tan suat: Ha dudmg huyét

Thén kinh

Rét thuong gip: Budn ngi, chéng mit

Thudng gip: Pau déu, run

it gaip: Co co khong ti chi, di cam, méit tri nho

Hiém giip: Co giat, thét didu, ngét, rdi loan ngdn ngir
Tam than

Thuong gip: Trang théi [t 1an, thay ddi tim trang, lo au,
héi hop, hung phén, réi loan gidc ngu

it gap: TrAm cam, 4o gidc, 4c mdng

Hiém géip: Mé sang, 1€ thugc thudc

Cdc theo dai sau khi heu hanh thuée

Rét hiém gip: Nghién thudc

Thén va tiét niéu

it gap: Albumin niéu, rdi loan tiéu tién (tiéu kho, bi tidu)
Haé hdp, long ngiee va trung that

ft gap: Kho the

Dava mé diei da

Thudng gip: Ting tiét md hoi, ngtra

ft ggip: Céc phan ting da (phét ban, may day)

Mach :
it gap: Tang huyét ap, do bimg (3
Mic du khong dugc ghi nhén trong cac thir nghiém lam M ;u
sang, khong thé loai trir kha niing xay ra céc tic dung /=
khong mong mudn duoc biét 12 6 lign quan dén viée sir &
dung tramadol hydrochlorid ho#ic paracetamol duéi day:
Tramadol hiydrochloride

Tut huyét ap tur thé, cham nhip, kiét strc

Céc nghién ciru sau khi luu hanh cia tramadol cho thiy
¢6 su thay ddi tac dong ctia warfarin (hiém gép), bao
gbm tang thoi gian prothrombin.

Céc trudmg hop hiém gip: Phan tng di ing v6i céc tridu
chimg ho hép (kh6 thd, co that phé quan, thé kho khe,
phit mach than kinh) va phan img phan vé.

Céc trudng hop hiém gip: Thay ddi khdu vi, yéu vén
dong va suy ho hdp.

Céc tac dong trén tdm than c6 thé xay ra sau khi ding
tramadol hydrochloride ¢6 mirc d6 va dic tinh khac nhau
gitta cic b¢nh nhén (tuy thugc vao tinh cich va thoi gian
dung thudc), bao gdm: thay ddi tam trang (thuong hung
phén, dbi khi khé chin), van dong (thuémg irc ché, déi
khi tiing van dong), nhan thirc va kha niing cam nhén (15i
loan nhén thirc hanh vi quyét dinh).




Dd co ghi nhdn lam tram trong thém tinh trang hen suyén
miic dit chura thiét 1ap dugce mbi quan hé nhan qua.

R&i loan than kinh: Hoi chimg serotonin (chua rd tan
suét).

Céc triéu chimg ctia hoi chirng cai thudc, trong ty cac
tridu chirng xay ra khi ngung ding opiate, c6 thé bao
gbm kich dong, lo ling, cing thing, mét ngu, ting van
dong, run va cic tri€u ching ti€u hoa, Cac triéu chimg
khac ¢6 thé hiém gap néu ngung tramadol hydrochloride
dot ngdt, bao gém: hoang loan, lo 4u nghiém trong, ao
gidc, di cAm, i tai va cac triéu chimg bt thuong trén thin
kinh trung wong.

Hb hép, 1ng nguc va trung thit: Nic (chua o tn sudt)
Paracetamol

Céc tac dung khéng mong mudn ciia paracetamol hiém
gip nhung qua man khi diing paracetamol, bao gdm phat
ban da, c6 thé xay ra. P c6 cic bdo cdo vé rdi loan tao
méu, bao gbm giam tiéu cAu va mét bach cu hat, tuy
nhién khéng nhit thiét c6 lién quan dén paracetamol.
Di ¢6 mét s bao céo cho thdy paracetamol c6 thé gay
giam thoi gian prothrombin khi sir dung déng thoi véi
cdc chit twong ty warfarin. Trong mot s6 nghién ciru
khéc, thoi gian prothrombin khéng thay ddi.

Rat hiém c4c trudng hop phan img nghiém trong trén da
dd duoc béo cdo.

Chuyén hoa va dinh dudng: Nhiém toan pyroglutamic
(PGA: pyroglutamic acidosis) da dugc ghi nhan (chua
13 tan sudt) khi sir dung paracetamol don 1 hoiic phéi
hop véi flucloxacillin, dic biét & nhimg bénh nhan c6
cac yéu t6 nguy co va ding thude trong thoi gian dai.
Théng bdo ngay choe bdc s hodic dwoe sy nhitng phin
ikng cd hai giip phdi khi siv dung thude

QUA LIEU VA CACH XU TRi

Trigu cliing

SaViPamol Plus effervescent tablets 1 mot phdi hop lidu
¢6 dinh cta tramadol hydrochloride va paracetamol.
Trong truémg hop qua lidu, céc triéu chimg c6 thé bao
gdm céc triéu chimg va déu hiéu khi ngd djc tramadol
hydrochloride ho#ic paracetamol hodic ca hai hoat chét
nay.

Qud liéu tramadol hydrochloride

Céc trigu chimg khi ngd dic tramadol hydrochloride
twong ty nhur ciia cac thude giam dau trung wong (opioid)
khéc, bao gém co ddng tir, ndn, truy tim mach, réi loan
nhén thirc dAn dén hén mé, co giat va suy hd hdp cho dén
ngimg hd hép. Hoi ching serotonin ciing duge béo c4o.
Qud liéu paracetamol

Qua liéu paracetamol thudng xay ra & tré nho. Céc triéu
chimg qué lidu trong 24 gi&r dAu bao gdm xanh xao, budn
ndn, nén, chén &n va dau bung, Tén thuong gan c6 thé
rd rang trong 12 — 48 gid sau khi ding qua lidu. Bit
thuong chuyén héa glucose va toan chuyén hoa c6 thé

xay ra. Trong trudng hop ngd ddc nghiém trong, suy gan

¢6 thé tién trién thanh bénh niio gan, hén mé va tir vong.

Suy thén cAp kém hoai tir dng thin cip tinh ¢6 thé tién

trién khi khéng c6 tdn thwong gan nghiém trong. Réi

loan nhip tim va viém tuy da duqé béo céo.

Tén thuong gan c6 thé xay ra & ngudi 1on khi dung > 7,5

— 10 g paracetamol. Lirong chét déc chuyén héa dur thira

(thwdng dugce giai doc biing glutathione khi sir dung lidu

théng thudng) c6 thé lién két véi mé gan (khéng hoi

phuc).

Cich xir tri

Xir tri cdp ciru

- Ngay 1ap tirc chuyén bénh nhan di cip ctru

- Duy tri chitc néing hé hép va tudn hoan

- Truéc khi bét dau diéu tri, nén 14y mau ngay khi c6 thé
sau khi qua liéu dé xac dinh ndng do paracetamol va
tramadol trong huyét twong va lam céc xét nghi¢m
gan. :

- Thuye hién cac xét nghiém gan vao thoi diém ban diu
(sau khi qué lidu) va 13p lai mdi 24 gidv. Tang enzyme
gan (ASAT, ALAT) thudng duge ghi nhén, va tré vé
mirc binh thudmg sau 1 —2 tudn.

- Géy nén (néu bénh nhan tinh tédo) bing cach kich ing
hofic rira da day dé 1am r8ng da day.

- Nén thye hién cac bién phép hd trg nhw duy tri thong
thoang dudng thé va duy tri chire nang tim mach. Nén
st dung naloxone dé diéu trj suy ho hép, sir dung thém
diazepam dé kiém soat.

- Tramadol hydrochloride dugc loai bo ra khoi huyét
thanh & mirc t6i thidu khi thdm phan mau hoc loc
méu. Do d6, chi thim phan mau hoiic loc méu khi diéu
tri ngd doc cép tramadol hydrochloride/paracetamol I3
chura di dé loai bo chét doc.

Piéu trj ngay lap tirc dong vai tro quan trong trong kiém

sodt qua liéu paracetamol. Mic du khéng c6 céc triéu

chimg sém rd rang, bénh nhan nén duge dua ngay dén
bénh vién dé dugc cham séc y té. Ngudi 16n va thanh
thiéu nién ding > 7,5 g paracetamol hojc tré em ding >

150 mg/kg paracetamol trong vong 4 git cin dugc rira

da day. Nén do ndng do paracetamol trong mau sau 4 gidy

ké tir khi qué lidu dé danh gid nguy co tién trién tdn
thwong gan (dwa trén bidu db qué lidu paracetamol). Néu

can thiét, sir dung methionine dudng uéng hojic N-

acetylcysteine tiém tinh mach cé thé ¢6 hiéu qua lén dén

48 gitr sau khi qua liéu. N-acetylcysteine tiém tinh mach

dat hiéu qua tt nhat khi bit du sir dung trong vong 8

gidr ké tir khi qué lidu. Tuy nhién vin nén khoi ddu sir

dyung néu da qué 8 gidr ké tir khi qué lidu va tiép tuc diing

trong sudt quid trinh didu . Nén s dung N-

acetylcystein ngay khi nghi ngdr qué liéu dang ké. Cac

bién phap didu tri hé trg chung phai duge chudn bj sin.

Bat ké lugng paracetamol dd sir dung, nén ding N-

acetylcystein dudng udng hoic tiém tinh mach cang sém

cang tt, tot nhat trong vong 8 gitr ké tir khi qué lidu.
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DUQC LUC HQC

Nhém duwge ly: Opioid phdi hop véi thube giam dau
khong opioid.

Mia ATC: N02AJ13

Co ché tac dyng

Tramadol 14 mét thudc giam dau opioid tac dong trén hé
thin kinh trung wong. Tramadol 12 chét chi van khéng
chon loc ciia cac thu thé opioid p, 8 va , trong d6 c6 4i
lirc cao hon véi thy thé p. Mot co ché khic c6 vai trd
trong tic dung gidm dau 1a \rc ché tai hép thu
noradrenaline trong thin kinh va ting phéng thich
serotonin. Tramadol ¢6 tic dung chdng ho. Khong gifng
nhu morphine, tramadol ¢é nhiéu mirc lidu giam dau
khong kém téc dong suy ho hip. Twong tw, nhu dong da
day khéng bj thay ddi. Cac tac dong trén tim mach nhin
chung nhe. Téc déng ctia tramadol bang khoang 1/10 —
1/6 tac dong ctia morphine.

Chua 15 co ché chinh xéc trong tac dong giam dau cta
paracetamol, c6 thé lién quan dén tac dong trén trung
uong va ngoai bién.

Phéi hop tramadol hydrochloride/paracetamol dirgc xem
1a thudc giam dau bac 2 trong thang do ciia WHO va nén
duge str dung theo chi dinh ciia béc si.

DUQC PONG HQOC

Tramadol hydrochloride duge sir dung dudi dang
racemic, cdc dang ddng phan [+], [-] cua tramadol va
chét chuyén héa M1 dugc tim thiy trong mau, Miic du
tramadol dugc hip thu nhanh sau khi ubng, sy hdp thu
cua tramadol chadm hon (va thoi gian bén thai kéo dai
hon) so véi paracetamol.

Sau khi ding liéu don dudng udng phdi hop tramadol
hydrochloride/paracetamol (37,5 mg/325 mg) dang vién
nén sui bot, néng d6 dinh dat dugc trong huyét twong ctia
tramadol dang racemic va paracetamol lin luot 13 94,1
ng/ml (sau 1,1 git) va 4,0 meg/ml (sau 0,5 gid), thoi gian
ban thai pha cudi trung binh Iin lwot 13 5,7 gidr va 2,8
gio.

Trong cac nghién ciru duge dong hoc & ngudi tinh
nguyén khoe manh sau khi ding lidu don va ligu Rip lai
phdi hop tramadol hydrochloride/paracetamol dwdng
udng, cic thong sb duge dong cia timg hoat chit khong
thay dbi déng ké trén 14m sang so véi khi sir dung don 1¢
timg thanh phén,

Hﬁp thu

Tramadol dang racemic dugc hép thu nhanh va gﬁ’in nhu
hoan toan sau khi dung dudng llél}g. Sinh kha dung tuyét
ddi trung binh cua lidu don 100 mg dat khoang 75% va
tang khi ding liéu 1zp lai, dat khoang 90%.

Sau khi dung duong udng phbi hop tramadol
hydrochloride/paracetamol, paracetamol duge hip thu
nhanh va gin nhu hoan toan, tap trung chi yéu & rut
non. Nong do dinh cia paracetamol dat dugc trong 1 gitr

va khong thay dbi khi ding ddng thdi véi tramadol
hydrochloride.

Ding dong  thoi phdi hop tramadol
hydrochloride/paracetamol véi thire &n khong ¢6 anh
hudong dang ké dén ndng do dinh cua thube trong huyét
tuong hay kéo dai su hép thu ctia tramadol hoic
paracetamol, do d6 c6 thé sir dung thu6c khéng phu
thudc vao bira dn.

Phén b

Tramadol ¢6 4i luc cao véi cac md (Vd, p =203 =40 lit).
Ty 18 lién két v&i protein huyét twong khoang 20%.
Paracatamol phan bd rong rai khip cdc mé cua co thé,
ngoai trir mé md. Thé tich phan bd biéu kién khodang 0,9
lit/kg, Mot lwgng nho (khoang 20%) paracetamol lién két
véi protein huyét trong.

Chuy‘é‘n héa

Tramadol dugc chuyén héa manh sau khi ding dudng
ubng. Khoang 30% lidu dugc bai tiét vao nudc tidu dudi
dang khong dbi, trong khi 60% thudc duoc bai tiét dusi
dang chit chuyén hoa.

Tramadol dugc chuyén héa thong qua quéa trinh O-
demethyl héa (xic tac bai enzyme CYP2D6) thanh chét
chuyén héa M1, vi qué trinh N-demethyl hoa (xuc tac
bdi CYP3A) thanh chét chuyén héa M2, M1 dugc tiép
tuc chuyén héa théng qua qué trinh N-demethyl héa va
lién hop véi acid glucuronic. Thoi gian ban thai trong
huyét twong ciia M1 13 7 gidr. Chét chuyén héa M1 ¢6
dic tinh giam dau va manh hon tramadol. Néng d¢ trong
huyét tuong ciia M1 thap hon vai ldn so véi tramadol va
hiéu qua 1am sang khong thay dbi khi ding nhidu lidu.
Paracetamol dugc chuyén héa chii yéu tai gan théng qua
hai con dudng chinh: glucuronic héa va sulphate hoa.
Qua trinh sulphate héa cé thé nhanh bao hoa khi ding
lifu cao hon lidu didu trj. Mot lugng nho (< 4%) dugc
chuyén héa béi cytochrome P450 thanh chét frung gian
co hoat tinh (N-acetyl benzoquinoneimine). Khi sir dung
thudc & liéu binh thudng, chit nay dugc giai doc nhanh
bang glutathione dang khir va bai tiét qua nuéc tiéu sau
khi lién hop véi cysteine va acid mercapturic. Tuy nhién,
khi dung lidu hrong qua 16n, lwgng chét chuyén héa nay
ting 1én.

Thai trir

Tramadol va céc chit chuyén héa dugc thai trir chu yéu
qua thin. Thoi gian ban thai ctia paracetamol x4p xi 2 —
3 gidr & ngudi 16m, ngén hon & tré em va dai hon khéng
déng ké & tré so sinh va bénh nhin xo gan. Paracetamol
dugc thai trir chi yéu dudi dang cac din chét lién hop
glucoro- va sulpho- (phu thudc lidu). Dudi 9%
paracetamol duoc thai trir du6i dang khong dbi trong
nude tidu. G bénh nhan suy than, thoi gian ban thai cia
ca hai chit nay kéo dai hon.

QUY CACH BONG GOI
Hép 4 vi xé x 4 vién.
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https://trungtamthuoc.com/

PIEU KIEN BAO QUAN
Noi khd, nhi§t d§ khong qua 30°C. Tranh dnh sang.

HAN DUNG
24 thang ké tir ngay san xuit,

TIEU CHUAN CHAT LUQNG
Tiéu chuén co sd.

CO SO SAN XUAT

TRACH RHIEA TRON VEN
CONG TY CO PHAN DUQC PHAM SAVI
(SaWipharm J § ()
L6 Z01-02-03a, Khu Céng nghiép trong Khu Ché xudt
Tén Thuén, Phuong Tan Thuan Déng, Quan 7, Thanh
phd Hb Chi Minh.
Dién thoai: (028) 37700142-143-144
Fax: (028) 37700145

Tp. HO Chi Minh, ngay 25 thang 03 nim 2024




