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Rx Thudic ban theo don GMP-WHO

PANALGAN® PLUS

Dac ki hurdng dan st dyng trurde khi ding

€ thudc xa tdm tay tré em.

Thudc nay chi diing theo dorn clia bdc s§

Théng bdo cho bdc s§ hodic duwrgre sj nhifng tde dung khéng mong mudn
gédp phdi khi str dung thust.

PHAN I. HUGNG DAN SU DUNG THUSC CHO NGUDN BENH

1. THANH PHAN, HAM LUQNG CUA THUGC:
M0i vién nen sti bot chira:
Hoat chét:  Paracetamal
Tramado! hydroclorid ... 375 mg
Ta duge : Acid citric khan, natri hydrocarbenat, Povidon K30, Natri
benzoat, Matri saccharin, Natri carbonat khan, Polyethylen glycol
6000, Hueng cam bat.

2. MO TA SAN PHAM:
Dang bio ché: Vién nén sdi bet.
Vién nén trdn to mau trang, vi chua ngot, mli cam.

3.QUI CACH BONG GOI:
Hop 4 vix 4 vién nén sdi bot.

4. THUGC DUNG CHO BENH GI ?
PANALGAN® PLUS dugc chi dinh trong con dau vira dén ning khi bac
sy thily cin thiét phi dung dang phdi hgp paracetamol va tramadol.

. NEN DUNG THUOC NAY NHU THE NAD VA LIEU LUQNG?
Cach ding

» Hoatan vién thudc trong it nhat nira cac nwac [khoang 100 ml), udng
ngay sau khitan hét,
Ligu diing

> Noudiidn vo tré em tir 12 tudi tré 1én: Nén ding 1 - Z vién/ 13n holic
thea sur chi dinh cla bac s§. Ligu tdi da hang ngay |a 8 vidn/ngly. Thai
gian tdi thiéu dung 18p lai: 6 gid,

> Tré em dudi 12 tudi: Khéng khuyén nghi dung thudc ny.

> B8énh nhén coo tudi (trén 75 tudi): Sy dao thai tramadol cd thé kéo
dai nén bac sy co thé ting khoang cédch ti thidu gitra cic [an dung
thudc.

» Bénh nhan suy gan va suy thdn: Tuy theo tinh trgng bénh, bac sy co

thé ting khoadng cich tai thidu gilra cac [an ding thudc.

w

6. KHI NAO KHONG NEN DUNG THUGC NAY?

»  Ngudl cé tign sir qua man voi paracetamol, tramadol hodc vdi bat ky
thanh phin nao cua thudc,

» Dang ding thudc an thin, thudc gidm dau ho3c thude hwéng thin
kinh.

» Khiing diing cho bénh nhan dang ding hodc 2 tudn sau khi ngung
diing cac thudc (re ché monoamin oxidase (thude sir dyng trong €igu
tri trdm cdm ho¥c bénh Parkinson).

» EBénh nhan suy gan ning, suy thin nang.

> Cactrudng hyp dong kinh digu trj khong kiém seat dugc day di.

~

TAC DUNG KHONG MONG MUGON:
Gidng nhu ti1 ca cac loai thudc khac, PANALGAN® PLUS ca tha gay ra
tac dung phy mac di khiing phai tt cd moi ngui déu gap.
Ngung ding thude va théng bdo cha bdc s§ ngay Idp tire 48 xem

v

x6t thudc thay the néu nhan thay bat ki tac dung phu nghiém trong
sal ddy:

o Phan (g di irng nghiém trong nhu phat ban da, thudng 1a ban
dé hodc may day, nhung d6i khi ndng hon va co thé kém theo
5ot do thubc va thuong tén niém mac.

o Phan (g da nghigm trong, hoai tlr bigu bi nhigm dic, myn mi
ban da toan than cdp tuy hifm xdy ra, nhung co khd nang gay
tl vong.

o Khdtha, tho khd khé, ho; cd kha ndng xdy ra nhigu & bénh nhan
hen nhay cdm vai aspirin hodic cac NSAID khdc nhu Ibuprofen,

o Bam tim khong rd nguyén nhin hodc chay mau bat thudng.

o Bubn ndn, giam can dot ngdt, mat cdm gidc ngon miédng, ving
da va mit.

» Théng bio cho bac s§ ngay lap tire néu gip cic tac dyng phy sau day:
Rét hay gdp: C6 thé énh hudng dén han 1 trén 10 ngudi
o Budnnén.
o Chéng mat, budn ngl.
Hay gdp: Co thé énh hwéng dén 1 trén 10 nguéi
o Nan, r6iloan tiéu hoa nhu tdo bén, diy hoi, Héu chay, dau da day,
xhd migng.
= Ngis, tang &t ma hai.
« Hau dau, co giat, run.
< R&l loan gific ngl, r5i loan cim wic, bbn chan, kho tp trung, cing thing.
Thuéng gép: Co thé anh hudng dén 1 trén 100 ngudi
Ting hadc réi loan nhip tim/huyét dp.
Khd tisu tién.
Phan tng dj dmg da (vi dy phit bar, may day).,
Ngi¥s, dj cim, co giat, run.
Tram cam, &c méng, &o gidc, mat tri nhd, rdi loan nhan thirc.
Kho nudt, e mau trong phin.
Run, nong, dau & ngyrc.
Kha thé.
{t géip: C6 thé dnh hudng dén 1 trén 1.000 nguéi
o Dang di bat thudng.
Co xu huwdng nghién, mé sang.

O 0 0 0 aq

a o o

= Nhin mé. "
= Ré&iloan ngdn ngir.
2 Ngat, im ddp nhanh, ha hu\‘l

Gidm lrgng diedng trong mau.

Ngodi ra, tac dyng phy duge bab céo khi bénh nhén chi s dung cic
legi thude chi ¢é chira tramadol hodc paracetamal:

Cam théy chong mat, mé& mat khi ding day tir tu thé nam hodc
ngdi, nhip tim cham, ngat xiu .

Réi loan v gidc.

Mdi co, mét mai, kha thi,

Thay déi tam trang, thay ddi trong nhén thirc.

Con hen trdm trong homn.

Chay mau mii haje nudu ring, chi s Géu chu gidm.

Rét hiém trdmg hep phan (ng da nghiém trong d3 duge bao cio.
NéEu bat cir phdn trng phu xdy ra ngay cé nhitng ddu hiéu khéng duoc
dé cdp trong tai ligu nay, ngung ding thude vé bdo cha bdc sji/durge
s ngay Idp tirc hodic dén phdng cdp cibu tal cor sd y té gén nhat.

Chua rd: tan s6 khéng xdc dfnh‘\b

o oo o g o

Q

8. NEN TRANH DUNG NHU'NG THUGC HOAC THU'C PHAM Gi KHI
DANG DUNG THUGC NAY?
Thdng bdo cho bdc sy/ duoc sy néu ban dang diing hodc gan day da
ding bat ky logi thudc néo baa gbm cd nhirng thudc khéng ctin chi
dinh bdc s
> Nguy co coc téc dung phu tdng 18n, ndu ding cung véi céc thudc sau:
¢ Nhém thudc triptan (dung cho chirng dau nita d3u) hodc cic chit
(e ché tai hdp thu serotonin cd chon loc {55R1s, thudc chng tram

i
& o
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cam). Thang bao vai bac s§ néu ban cam thdy lo ldng, ban chbn,
581, 86 md hai, phdi hop vén dgng kém, co gidt, tiéu chiy.

NEu ban dang diung thudc an thin, thude ngd, thubc giam dau
khac nhu morphin va codein (thudc ho), baclofen (thudc gidn ca),
thudc gidm huyét 3p, thubc di Ung. Thong bdc vdi bac s§ néu ban
cam thay butin ngd hodc nhin mo.

Néu ban dang diing thudc co thé gay co gidt nhir thudc chéng trim
cam hodc thube didu tr] loan thin.

NEu ban dang dung warfarin hoic phenprocoumon (thude chéng
ddng mau). Hiéu gué cla cac loai thudc ndy cd thé bj thay ddi va
¢ thé xudt hign chay mau .

Hifu qua cug PANALGAN® PLUS cd thé bj thay dbi néu dung dding
thiri cac loai thudc sau day:

Metaclopramid, domperidon hojc ondansetron (thuéc dong dé digu
tri bun nan, ndn}.

Cholestyramin (thudc ding d€ lam gidm cholesterol trong méu).

B8i vdi thire phim: Thubc nay cb thé dling chung véi thie &n. Khéng
nén uéng rrou trong thid glan ding thude.

(+]

o

(o]

9. CAN LAM Gl KHI MOT LAN QUEN DUNG THUGC ?

Udng lidu da quén ngay khi nhé. Néu gin dén gi&r udng ligu ké tiép,
b qua ligu quén va udng thudc theo ligu khuyén cdo ké tiép. Khang
uang lieu gap dai dé bu cho ligu da quén.

10. NHI'NG DAU HIEU VA TRIEU CHU'NG KHI DUNG THUOC QUA LIEU:

Cac tridu chirng qua ligu cla paracetamal trong 24 gity ddu tién 13
xanh xac, budn nén, nén, chan in va dau bung. T8n thuong gan cé
th&tré nénrd rang sau khi udng 12-48 gier . Bt thuémng vé chuyén hda
glucose va toan chuyén hda cé thé xay ra. Trang nhiém dbc ndng, suy
gan ca the tién trién thanh bénh ndo, xudt huyet, ha dwimg huyet,
phit niio v ¥ vong. Suy thin cip tinh vdi hoai b ang thin cap, dai
ra mau v3 protein niéu cé thé phat trién ngay ca trong trvéng hop
khéng cé tBn thuong gan nghiém trong.

Loan nhip tim va viém tyy 43 duec bdo céo.

Cac triéu chirng qua liéu cua Tramadol nhur nén, co giét, bdi rdi, o du,
nhip nhanh, ting huyét dp, hdn mé, suy ho hip.

11. CAN PHAI LAM Gl KHI DUNG THUGC QUA LIEU KHUYEN cAQ ?

Can hoi théng bdo ngay cho bac sy hodc duge sy hodc dén ngay oo sdf
y té gan nhat ngay cd khi ban cAdm thay binh thuréang dé tranh nguy co
tén thurang gan nghiém trong nhung khéng biéu hién,

12. NHU'NG DIEU CAN THAN TRONG KHI DUNG THUOC NAY:

NEu dang dung cac thuBc khac cé chira paracetamol holc tramadal,
ME&u ban c6 vin d& vé gan hode mat va da clia ban cé thé chuyén sang
mau vang, co ddu hidu vang da.

NEu ban cd van dé vi than.

M&u ban cd tign st kho the nhe hen suyén hodc cic vin di nghiém
trong ve phéi .

NEu ban bi dong kinh hoic tign slr co giat,

NEu gin d&y bi chin thuong dau, sdc hodc dau dau nghiém trong
dan dén nén mira Néu ban phy thudc hodc bi nghién vio bit ky loai
thudc nao (vi du morphin),

N&u ban dUng cac loai thufic khic §é diéu tri dau chira buprenarphin,
nalbuphin hodc pentazocin.

Mé&u ban co ché d6 dn kiéng mubi, c3n cin nhic khi sir dung i sén
phim chira khodng 400 mg natri,

THOT KY MANG THAI: Hal v kin biic s§ trede khi ding. Thude khéng
nén ding trong thi ky mang thai hodc du dinh mang thai.

THO'T KY CHO CON BU: Hoi y ki€n bac sy triedre khi diing. Tramadol
duoc bai dét vao stha me. V1 Iy do niy, khéng nén diung thudc khi cho
con bt hojc ngirng cho con bu.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Tramadol ca thé anh hudng dén kha nang 13i xe va van hanh méy mac

dic biét khi két hop véi cac thude hudng than khac bao gdm cd rugu.
Do d6 ¢an than trong khi sir dyng PANALGAN® PLUS chao ngurii 131 xe
va van hanh mdy moc,

13. KHI NAO CAN THAM VAN BAC 5%

>
>

Trong trudng hop qué ligu,

Khi dang ding phdi hop vai thudc khac hojc xuat hign tic dyng
khéng mong muén.

* Néu cdn thém thang tin, xin héi y kién bac sj hodc duwrgre sp.

14, HAN DUNG cUA THUAC:

1.
>

L.
>

>

36 thing ké tir ngay san xudt.
*Khéng diing thuéc qud han sir dyng

PHAN II. HU6NG DAN U DUNG THUSC CHO CAN BO Y TE

DU LC HOC:
Paracetamol |3 chét chuyén héa co hoat tinh cla phenacetin, la thudc
gidm dau - ha st hitu higu ¢ thé thay thé aspirin; tuy viy, khic vdi
aspirin, paracetamol khong cd higu qua digu trj viém. Paracetamoal,
vdi [igu dibu tr), it tac déng dén hé tim mach va ha hiap, khdng lam
thay déi can bing acid - base, khéng gay kich (rng, xuéc hodc chiy
mau da day nhur khi ding salicylat, vl paracetamol khéng tic dung
trén cyclooxygenase toan than, chi téc ddng dén cyclooxygenase/
prostaglandin clia hé than kinh trung vong. Paracetamol
téc dung trén tiéu ciu hosc thii gian chay mau.

Chét chuyén hod M1 cd di lyc voi thy thé p cao g3
dung gidm dau cao gZp 6 1an tramadal.

DUQT DONG HOC:
Paracetamol

Hép thu: Paracetamol duge hip thu nhanh chéng va hiu nhu hoan
toan qua dureng tiéu héa. Nang 46 dinh trong huyét tuong dat trong
vong 30 dén 60 phit sau khi uBng véi liBu didu tri.

Phén bé: Paracetamol phin bé nhanh va ddng déu trong phin lon
cac mb cla co thé. Khoang 25% paracetamol trong méau két hop vai
protein huyét teang.

Thai trie: Nira déni huyit tuang cha paracetamol 1a 1,25 - 3 gid, co
thé kéo dai vdi libu pdy déc hodc & ngwdi bénh cd thirong tén gan.
Sau liBu didu tri, co thé tim thiy 90 dén 100% thudc trong nude tidu
trong ngay thir nhat, chd y8u sau khi lién hop trong gan vai acid
glucuronic (khodng 60%), acid sulfuric {khodng 35%) hodc cystein
(khoang 3%); cling phat hién thay mét lwvgng nhéd nhitng cht chuyén
hoa hydroxyl hoa va khir acetyl.

Tremadol

Hdp thu: Tramadol hap thu tét qua dudng tiéu hod nhung co sv
chuy@n hod lin diu qua gan manh nén sinh khi dung tuyét 66i cla
thudc chi dat 75%. Thai gian dat nong dé t6i da trong mau khic
nhau gitra tramadol va chat chuyén hod . Tramadol cd nbng d6 tai da
trang mdu sau khi diing 2 gi®, con sdn phdm chuyén hoa M1 13 3 gien
Thirc &n it 4nh hudng dén sur hap thu thude. Trong mau thudc gdn
vac protein khoang 20% va dugc phan bb trong tit cd cdc co quan
véi thé tich phan b khoang 2,7 lit/ke.

Chuyén héa: Trong cor thé tramadol bi chuyén hod théng qua phan
ng N va O kh methyl dudi sy xdc téc cla 2 isoenzym CYP3A4 vi
CYP2D6. Dudi sur xic tac cla CYP2D6, tramadol chuyén hod thanh
O-desmethyltramadol (M1) con tic dung gidm dau, do vy khi ding
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kem vir mot sa chit cd khad ndng gy cdm ng isoenzym nay sé lem
thay dii tac dyng ctia tramadal.

Thai trir: ThuBe duee thai trir chl) yBu qua thn (90%) va 10% qua
phén, dudi dang chirz chuyén hod chidm ti 18 30% vi 43 chuyén
hod |3 60%. Thudc d gua nhau thai va sita me, Nira déi thai tri cua
tramadol [a 5,3 gi&r con che M1 12 7,4 gie.

3. CHI DINH:

» PANALGAN® PLUS dugec chi dinh trong con dau vira dén ning.

> Viéc sir dyng  thudc ndy nén dugc gigl han @ nhitng bénh nhan
trong con dau vira dén ning can thigt phai ding dang phai hop
paracetamol va tramadal,

4, CACH DUNG VA LIEU DUNG:
Cdch dung

» Dung duwéng udng. Hod tan vién thudc trong it nhdt nia cdec nede,
uBng ngay sau khi tan hét.
Liéu diing

> Nouoilon vo tré em trén 12 tudi: Ligu toi da 13 1 — 2 vign moi 4-6
giir, co the tang dén 8 vien ngay. Pidu chinh liBu diing cho tirng bénh
nhan tuy theo cedmng d§ dau va dap ¢ng cla ngwdi bénh.

»  Tré em dudi 12 tudi: Khéng nén cling.

»  88nh nhdn cao twdi: & bénh nhin trén 75 tudi, khodng cach tal thiéu
gitta cac ligu st dyng khéng nén ngén hon 6 gid

> Bénh nhdn suy gan va suy thdn: Theo khuyén céo, ligu dung tdi da
Tramadol khang vugt qud 200 mg/ ngay ddi va bénh nhén suy gan
va suy than [cé @@ thanh thai Creatinin [CICr) < 30 mi/phat), khoang
cdch git¥a hai lan dUng thudc & nhi¥ng bénh nhin nay duoce khuyén
cdoladli gt

» Khodng s dung Tramadol cho bénh nhan suy than ning (CICr <
10 ml/phut).

5, CHONG CHi B|NH:
MNguoi bénh nhigu [En thifu mau hojc cd bénh tim, phéi, thin hojc gan.
Nguwdi bénh qua mén vdi paracetamaol, tramadol hod3c bat ky thanh
ph3n nao cla thudc.
Ngudi bénh thigu hut gluccse - 6 - phasphat dehydrogenase,
Truding hop suy chite ning gan va nhidm déc cip tinh vai rwou,
thudc ngu, thudce giém dau trung wong, opicid va cic thudc hudng
than kinh.
Khéing dung cho bénh nhan dang diing hodc 2 tudn sau khi ngung
ding céc thudc tc ché monoamin oxidase (IMAD).
Bénh nhan suy gan ndng, suy than nang (CICr < 10 ml/pnut).
Céc truding hop déng kinh khéng kiém sodt dugc didu tri.

6. LUU Y VA THAN TRQNG:
Bac sy ¢an cénh bdo bénh nhin vé cac diu higu cla phén ing trén da
nghiém trong nhu héi chirng Steven-lornhson (3J5), hoi ching hogi
tl da nhiém dc (TEN) hay hdi chirng Lyell, hdi chirng ngoai ban mun
mu toadn thin cip tinh [AGEP) tuy hiém nhung d3 xay ra, thuang
khong phu thude vao tac dung clia cac thude khac.
Than trgng khi ding cho céc bénh nhan dang cd cédc bénh vé gan, suy
gan, suy than, ngudi nghién rugu, suy dinh duiéng man tinh hode bi
miat nirdc,
Dlng than trong & ngwéd bénh thiBu mau ti trudre vi chivng xanh tim
c6 thé khang bidu 16 rd, mic dU néng dé cao & mdc nguy hiém clia
methemoglobin trong mau.
UBing nhiBu rugu cd thé gay téng déc tinh vai gan cla paracetamol
nén tranh hodc han ché udng rugu.
Thin trong vdi bénh nhin suy hd hip, khang ding cling vai thudc
déi khang opioic.
Dung qua ligu khuyen cda Tramadel ¢d thé gay nguy ca co fiat. Nguy
condy ting |8n & bénh nhan co tin st dong kinh, bénh nhin dang

sir dung thude ching tram cdm 3 vong, thude (e ché tai hap thu
serotanin chon lpe, hgp chat IMAQS va cac logi thudc an than.

Can than trong khi ding tramadel vi thudc co tiem nang gay nghién
ki#u morphin. Nguéi bénh them thude, im kigm thube va ting lidu
do nhén thude. Tranh ding thudc kéo dal va €3c bigt cho ngwrdi cd
ti&n st nghién opioid.

7. THO1 KY MANG THAI

D3 cd du bang chirng [am sang vé anh hudng cda tramadal voi phy
ni¥ ¢ thai. Digu trj dii han trong thai gian mang thal cd thé din dén
cdc trigu chitng cai nghién & tré so sinh sau khi sinh, dd 13 hé qué
cia quen thudc.

8. THOY KY CHO CON BU

Khéng str dung cho phu nit cho con bu vi thudec ¢é thinh phin
tramadol; tramadol vA chat chuyén hoda clia no cd thé tét vio stame.

9. ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

10.

1.

12.

Tramadol ¢ thé anh hudng dén khé néng 14 xe v& vén hanh méy méc
dic biét khi két hop véi cac thude hudng thin khic bac gém ca rugu.
Do do ¢an than trgng khi sir dung PANALGAN® PLUS cho nguii [3i xe
va van hanh may moc.

001 TUQNG DAC BIET
San phim chira knodng 400 mg natri treng san phim, cin cdn nhic
khi ding & bénh nhin co ché a6 &n kigng muéi,

TUONG TAC THUGC:

Vai Paracetamol:

Uéng dai ngiy litu cao paracetamol lam ting nhe tic cung chdng
déng clia coumnarin va dan chit indandion. Tac dyng nay co vé it hodc
khaing quan trong vé 1dm sang, nén paracetamol dupe wa ding hon
salicylat khi cin giam dau nhe hofic ha s8t cho ngudl bénh dang ding
coumarin ho3c din chit indandion.

Cin phai chu y dén kha nang gdy ha sot nghiém trong & ngwdi bénh
ding déng thiri phenothiazin va liéu phdp ha nhiét.

Udng rugru qui nhidu va dai ngay cd thé Fim tang nguy co paracetamol
gdy dbe cho gan.

Thudc chdng co gist (gbm phenytoin, barbiturat, carbamazepin) gy
cam Ung enzym o microsom thé gar, cd thé |am tang tinh déchai gan
cla paracetamol do tang chuyén hoa thudc thanh nhirpg chat dac
hai véi gan. Ngoai ra, ding dbrg thai isoniazid vai paratetamol cling
o thé din dén tang nguy co dab tinh vai gan, nhupg chura xéc dinh
dirge cor ché chinh xic ctia tron, paracetamol gay
dac tinh gan gia ting déng ké & houdi ng ligu paracetamol
1&n hon li2u khuyén ding trong I!hi dang~dting thudc ching co giat
hodc isoniazid. Thueng khdng cdn giam liu & nguei bénh dung dbng
theri lidu Gigu tri paracetamol va tﬁuéc chéng co giit; tuy vay, ngudi
bénh phai han ché tur ding paracetamol khi dang ding thudc chang
co gigt hojc isoniazid.

V@i Tramadel

CLorbamazepin: |am tang chuyén hoa tramadal, néu ohdi hop thi phai
tang ligu tramadol 18n gdp 2 [an.

Quinidin: e ch& CYP2DE 13m gidm chuyén hda tramadol, nguge lai
tramadol (rc ché sy tai nh3p noradrenalin va serotonin, Do vay khéng
duge phdi hop trong didu tri.

Warfarin: Tramadol lam kéo dal thii gian Prothrombin, khi ding phdi
herp v warfarin can phai kiém tra thii gian prothrombin thuging xuyén.

TAC DYNG KHONG MONG MUGN:

Do paracetamol

Ban da va nhirng phan ¢ng di tng khac thinh thoang xay ra. Thudmg
|3 ban do hodc may day, nhieng @di khi ndng hon vi oo thé kem theo
sOt do thufic va theong t6n niém mac Ngudi bénh min cam véi
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salicylat hiém mdn cdm véi paracetamal va nhing thudc cé lién
quan. Trong mat 54 it triréng hop rigng 18, paracetamol d3 géy gidm
bach ciu trung tinh, giam ti&u ciu v gidm todn thé huyét cau.

It gfip: 1/1000 < ADR < 1/100

Da: Ban.

Da day - rugt: Bubn nan, nén

Huyét hpc: Loan tao mau (gidgm bach cdu trung tinh, gldm toan thé
huyEt ciu, giam bach ciu), thifu méu.

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

Hiém gdg: ADR < 1/1000

Khde: Phan (rng qua min.

Do Tramadol

ADR clia tramadol phu thudc rd rét vao lidu lrong va thei glan diing
thudc. Thudc cang diing dai ngay thi ti & cac tac dung khdng mong
mubn cang tang cao. Khi dung thudc lién tyc tl 7 ngay trd lén thi t
|& cac téc dung khong mong muén trén duimg tidu hod va than kinh
chiém tir 5-33,5%.

Thueng ggp: ADR > 1/100

Toan than: Khé chiu.

Tim mach: Gian mach (ha huyét dp).

Hé than kinh: Lo l&ng, ban chan, [0 13n, réi loan phéi hop, sang khodi,
céng thang than kinh, réi loan gidc ngd.

Hé tiéu hoa: Nén, budn nén, dau byng, chan in, chudng bung, tao
bon.

Hé co xurong: Tang trurang lvc,

Da: Phét ban.

Co quan cdm gide: R4l loan sy nhin,

Hé tiét nigu sinh dyc: Trieu ching tién m3n kinh, dai dat, bi dai.

It gdp: 1/1000 < ADR < 1/100

Toln thin: C6 thé xdy ra tai nan, di g, séc phan v&, cd xu huéng
nghién, giam ¢én,

Tim mach: Ha huyét &p tw thé dirng, ngat, tim dip nhanh.

Hé than kinh: Dang di bdt thudng, mat tri nhd, rdi loan nhan thur,
tram cam, khé tép trung, dc gidc, dj cdm, cogiat, run.

Ha hip: Kho tha,

Da: Héi chirng Stevens = lohnson, viem da bidu bi hoai tlr nhidém déc,
may day, phong nuéc.

Co quan cam gidc: Logn vi gidc.

HE tift nidu - sinh duc: Kho téu tign, rdi loan kinh nguyét.

Hiém gdp: ADR < 1/1000

Comot s tic dung khéng mong mudn rit it ggp va khdng tim thay co
méi lién quan dén viéc sir dung tramadol.

Tim mach: REi loan dién tim va huyét ap, nhbi méu ca tim, ngogi tdm
thu, phii phai, doi khi tang huyet ap.

Hé than kinh: Con dau ni*a diu, réi loan giong ndi, héi ching
serotonin giim: sit, kich thich, rét run.

Buérng tigu hoa: Chay mau dudng tiéu hoa, viém gan, viém miéng.
Céc chi s& xét nghiém: Ting creatinin, tdng enzym gan, gidm
hemoglobin, protein niéu.

Co guan cam gidc: Buc thuy tinh the, diec, U tai.

Théng bae cho bac sy nhirng tac dung khong mong muén gip phii
khi str dyng thude

QUA LIEU VA CACH XU TRi:

Dn pamcetamo]’

Nhlém doc parace':amnl cé thé do dung métlidu déc duy nhit, hodc
do udng l3p l3i liBu Ién paracetamol (v dy, 7,5 - 10 g mbi ngay, trong
1 - 2 ngay), hodc do udng thudc dai ngay. Hoai tir gan phuy thudc liu
la tic dyng d6c cip tinh nghiém trong nhat do qud ligu va co tha gay
tir vang.

Budn nbn, nén, va dau bung thuemg xay ra trong vang 2 - 3 gitr sau

khi udng ligu déc cla thude. Qud ligu tir 10 g trd 1én | 150mg/kg
cin ndng ¢ tré em) cd thé gy hiy hoai t& bao gan, dan dén hoai tir
hoan toan gan khdng hbi phyc, toan chuyén hda vi bénh nio cd thé
dan dén han ma va tir vong, Ngoai ra, ndng 6 aminatransferase va
biliburin huy@t tirong ting, thivi gian prothrombin kéo dil cé thé xudt
hign sau 12-48 gigr.
Digy tri:
Chén dodn sdm rat quan trong trong didu tri qua liéu paracetamol.
Can rira da day trong mai trirding hop, 18t nhil trong vang 4 gier sau
khi u@ing. Ligu phap gidi dac chinh 13 ding nhi*ng hop chat sulfhydryl,
€6 18 tac d6ing médt phin do bd sung dir tri¥ glutathion & gan.
N-acetyleystein cf tac dung khi udng ho#c tidm dnh mach. Phai cho
thuée ngay 1ap tlre néu chua dén 36 gior ké tir khi udng paracetamal.
Diu trj vdi N - acetyleystein €6 higu qua hon khi cho thude trong
thivi gian dudi 10 gicr sau khi udng paracetamaol. Néu khoing c6 N
- acetylcystein, cd thé ding methionin. Ngoai ra cd thé diing than
hoat vafhodc thude tdy mudi, ching ¢ khi ning [am gidm hap thu
paracetamol.

» Do Tromadol
Triéu ching:
Qué ligu tramadol phy thuéc vio ligu ding, thueng cd biéu hign
13: Nén, co giat, béi roi, lo du, nhip nhanh, ting huyét ap, hon mé,
suy hi hidp,
Xik tri:
Tuy thea mirc d6 qud ligu ma co phuong phap xirtri khdc nhau., Trude
tién phai duy tri tinh trang thdng khi tat, dieu trj tich cure, chang co
gi3t bang thudc ngd nhém barbiturat huac\?an xudt benzadiazepin,
Hién nay chira cd thude doi khdng d3c higéu. DOng naloxon dé giai doc
it mang lai higu gua, trai lal lam tang kha nZng gdy co gidt. Bién phap
loc méu st dung trong ngd déc tramadol cing khéng cé hidu gua.

Khong dling qud ligu quy dinh.

Doc kj hudng dén sir dung trude khidisgs

DE xa tam tay tré em.

NEu can thém thong tin, xin hai y kién bécs\"ﬂ\\

Thing bao cho bdc sy nhirng tac dyng khdng mong mudn gap pha
khi sir dyng thude.

14. CAC DAU HIEU CAN LU'U ¥ VA KHUYED;@

15. TEN, D|A CHI, BIEU TU'ONG CUA €O SO SAN XUAT:
Vx CONG TY €8 PHAN DUQC PHAM CUrU LONG
(PHARIMEXCO)

58 150, buéng 14/9, Phueng 5, Thanh phd Vinh Long, Tinh Vinh Long.
Dién thoal: 070 3822533 Fax: 0703822129

16. NGAY XEM XET sUA B01, CAP NHAT LAI NOI DUNG HUONG DAN
sU' DYNG THUOC:
Ngay 08 thang 05 nam 2017,
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