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DOPAGAN:EXxtra

+Dockjhudng dan sirdung trugckhi ding.

» N&u céin th&#m théng tin, xin héi y kién bacsThodcdugcsi.

eDéxatimtaytréem.

» Théng béo ngay cho béc si hoiic dugcsinhiing tic dung khéng mong mubn gip
phéi khisidung thubc.

THANH PHAN:

Maéivién nén chija:

-Paracetamol 500 mg
-Cafein 65mg

-Ta duge: Microcrystallin cellulose PH101, Natri croscarmellose, Starch 1500, Poviden
K80, Natri benzoat, Talc, Magnesi stearat, Colloidal silicon dioxid A200.

DANG BAO CHE:Vién nén.

QUYCACHDONGGOI:

-Hdp 2 vix 10 vién, hop 5 vix 10 vién, hdp 10 vi x 10 vién.

-Chai 100vién.

DUGC LUC HOC:

Nhém dugc Iy: Gidm dau, ha sét.

M3 ATC: NO2B E51.

Dopagan Extra chifa paracetamol [& mét cht gidm dau nhe va ha s6t va cafein 13 mét
chiét ting cudng tic dung gidm dau clia paracetamol. Sukét hop giifa paracetamol va
cafein sé cho tacdyng gidm dautst.

*Paracetamol:

- Paracetamol (acetaminophen hay N-acetyl-p-aminophenol) 13 ch&t chuyén héa cé
hoattlnh clia phenacetin, I3 thu6c gidm dau - ha sét hiru hiéu. Paracetamol khdng c6
higu qué didu trj viém. Paracetamol lam gidm than nhiét & ngudi bénh sét, nhung
higm khi [am gidm than nhigt & ngudi binh thudng. Thudc tac dong lén vang dudi déi
géy ha nhigt, tda nhiét ting do gidn mach va tang luu lugng méu ngoai bién.

- Paracetamol, vdi liéu diéu tri, it tic dong dén hé tim mach va hé hap, khéng lam thay
d6i cén bing acid - base, khdng gdy kich (ng, loét hodc chdy méu da day nhu khi
diing salicylat. Téc dung clia paracetamol trén hoat tinh cyclooxygenase chufa dugc
biét ddy dd. Vdi liéu 1 g/ngay, paracetamol 1 mét thudc ic ché cyclooxygenase yéu.
Tacdung dc ché ctia paracetamol trén cyclooxygenase-1yéu.

- Paracetamol thuding dugc chon [am thuéc gidm dau va ha s6t, ddc biét & ngudi cao
tudi va & ngudi c6 chdng chl dinh diing salicylat hodic NSAID khac, nhu ngusi bi hen,
cotiénsiiloétdadayts traingvatréem,

-Paracetamol khdng c6 tac dung trén sukét tip tiéu ciu hodic thdi gian chdy mau.

- Vi lidu didu tri, paracetamol chuy®n héa chi ySu qua phan dng lidn hgp sulfat va
glucuronid. Mét Iugng nhd thudng chuyén thanh mét ch&t chuy&n héa ¢, N-acetyl-
p-benzoquinonimin (NAPQI). NAPQI duge khir déc biing glutathion va dho thai vio
nudce tiéu vivhodc mit. Khi chit chuyén héa khéng duge lién hop véi glutathion sé
géy doc cho céc t& bao gan va gay hoai tif t& bao. Paracetamol thudng an toan khi
diing véi li&u didu tri, Vi lugng NAPQI dugc tao thanh tuong déi ft va glutathion tao
thanh trong t& bao gan dd lién hop v6i NAPQI, Khi qud liéu hodic déi khi véi lidu
thudng diing & mdt s6 ngudi nhay cam (nhu suy dinh duéng, hodic tuang téc thudc,
nghién rugu, codjaditruyén), néng d6 NAPQI cé thé tich |y gay doc cho gan.
*Cafein:

Cafein 13 mdt methylxanthin, giéng nhu theophyllin, cafein dc ch& enzym
phosphodiesterase v c6 tdc dyung déi khang vdi thy thé adenosin trung udng. Cafein
kich thich thén kinh trung vong, dic biét 13 cc trung khu thén kinh, tao ra sy tinh téo
va ting hoat déng tinh than. Cafein cling c6 thé kich thich trung tdm hé hép, gitip
ting nhip thé vA thd sdu hon. Tinh gdy gidn ph& quan cda cafein ySu hdn so véi
theophyllin. Cafein tao difu kién cho cic cd bdp hoat ddng d& dang va gitip co b3p ¢
kha niing hoat déng dugc nhiéu hon. Tac ddng gdy Igi tiu clia cafein thl y&u hon so
vdéi theophyllin.

DUQGC DONG HOC:

*Paracetamol:

- Hép thu: Paracetamol dugc hép thu nhanh va hdu nhu hoan toan qua dudng tiéu
héa. Thic &n gidu carbohydrat lam gidm ty 1& h4p thu clia paracetamol. NGng d6 dinh
trong huyét tuong dat trong vong 30- 60 phut sau khi udng véilidu diéu tri.

- Phén bé: Paracetamol phin bé nhanh va déng déu trong phén lém cac md clia co
thé. Khoang 25 % paracetamol trong méu két hdp véi protein huyét tudng.

- Chuyén hoa: Paracetamol bj N-hydroxyl h6a bdi cytochrom P, d8 tao nén
N-acetyl-p-benzoquinonimin (NAPQI), mét chét trung gian ¢6 tinh phan iing cao.
Chét chuyén héa nay binh thuéing phén iing véi cic nhém sulfhydryl trong glutathion
va bj khif hogt tinh. Tuy nhién, néu udng liéu cao paracetamol, chit chuyén héa nay
dugc tao thanh vdi lugng di d& Idm can kiét glutathion cda gan; trong finh trang dé,
ch&t NAPQI khéng dugclién hdp véi glutathion gay d6c cho t& bao gan, din d&n viém
vacdthédindén hoaltirgan.

-Thai trif: Thés gian ban thai clia paracetamol 13 1,25 - 3 gid, c6 thé kéo dai véi liéu gay
d6c hodc g ngudi banh cd thuong tén gan. Sau lidu diéu tri, c6 th& tim thdy 90 - 100 %
thu8ctrong nudictiéu trong ngay thirnhit, chii yéu sau khilién hgp trong gan véiacid
glucuronic (khodng 60 %), acid sulfuric (khodng 35 %) hodc cystein {khodng 3 %);
cling phét hién th&y mét lugng nhd nhing chit chuyén héa hydroxyl - héa va khit
acetyl. Tré nhd it kha niing glucuro lién hgp véi thudc hon so vdi ngudilén.

*Cafein:

-Hép thu: Cafein dugc h&p thu dé dang sau khiufng va phén b8 réng riitrong cathé.
- Phan bé: Cafein thdm dé dang vao than kinh trung uong va nudc bot, cafein c6 mat
trong sita rme & ndng dothip. Cafein qua dugc nhau thai,

- Chuyén héa: & ngudi Ién, cafein dugc chuyén héa gan nhy hoan toan qua gan nhd
qué trinh oxy héa, khi metyl va acetyl hoa. Isoenzym CYP1A2 clia cytochrom Page &
gan tham gia vao qué trinh chuyén héa cafein. Khd ndng chuyén héa cafein gidm
dang ké &tré sasinh, do hé théng men gan chua hoan chinh. Cafein dugic chiing minh
13 chuyén héa phy thude vio lidu duing, d6 thanh thai gidm khi ting lidu dung cho
thay suchuyén héa cac chit da bao hda.

- Théi trit Cafein dugc thai trr qua nuédc tiéu dusi dang acid 1-methyluric, 1-
methylxanthin, 7-methylxanthin, 1,7-dimethylxanthin (paraxanthin), 5-acetylamino-
&-formylamino-3-methyluracil (AFMU) va céc chét chuyén héa khic dang khang ddi
khoang 1 %. & tré sa sinh, cafein chi y&u dugc thai trif qua nudc tiéu & dang khong
a8i. & tré 9 thang tudi, lugng cafein bai tidt qua nudc tiéu tuong tu nhu & ngudi lan.
Thai gian ban thai clia cafein & ngudilén khodng 3 - 7 giéy nhung & tra so sinh thi cé
thékéo daitir3-4ngdy.

Thdi gian bén thai trong huyét tuong chia cafein chénh [énh gép 4 - 5 |an & hdu hét
ngudi khde manh. Théi gian bén thdi trong huyét tuong cla cafein gidm khi ngudi
bénh ¢6 hat thusc hodc tip thé duc va ting khi ngudi b&nh 6 bénh vé& gan nhu xo
gan, viém gan siéu vi va dang mang thai. Th&i gian ban thai trong huyét tuong cla
cafein khéng bj &nh hudng bdi tudi hodic bénh béo phi. Tuong téc thudc ciing dnh
hudng dén dugc ddng hoc cla cafein.

CHIDINH:

Bidu trj hiu hé&t céc tridu chiing dau va s&t bao gém: Dau d3u, dau nia &4y, dau lung,
dau réng, dau khdp, dau byung kinh va lam gidm cac trig¢u ching clia cdm lanh, cdm
cimvadauhgng.

LIEU DUNG VA CACH DUNG:

Céch diing: Dung udng. Khdng diing qué 8 vién/ngay.

Liéu dung:

- Nguidhi I¢n (ké ¢A ngudi cao tudi) va tré em trén 12 tudi: Liéu khuyén céola 1-2
vién/lan. Dung nhéc lai céch mdi 6 gignéu cén,

-Tréem duéi 12 tudi: Khongdung.

CHONG CHIBINH:

-Qué min vdi paracetamol, cafein hoic bt ky thanh phn nao khéc cdathusic.
-5Suygan ngng,

THANTRONG KHIDUNGTHUGC:

- Thén trong khi diing paracetamol cho bénh nhén bj suy thén hodic suy gan. Tang
nguy cd qué liéu &bénh nhan bénh gan do rugu khéng kémxo gan.

-Tranh diing qua nhiéu cafein {vidu c phé, tra vi mét s6 loai 36 uéng d6ng hép).

- Bénh nhan khéng nén dung qué lidu khuyé&n cao va khéng dung déng thai cac sin
phém khéac ¢d chia paracetamol.

-Thamkhdoykién bacsinéu con dau diudaiding.

- Phan ng da nghiém trong, c6 kha nang gdy tif vong bao gém héi chiing Stevens-
Johnson, hoai tif bidu bi nhiém d&c (TEN), hdi chiing ngoai ban mun ma toan than
{AGEP: Acute generalized exanthematous), hdi ching Lyell tuy hiém nhung da x3y ra
véi paracetamol, thuding khéng phy thudc vae tic dyng clia thudc khac. Tuy cdc
thudc gidm dau va ha sét khac (nhu NSAID) ¢6 thé gy cac phan dng tudng tu, man
cam chéo vdi paracetamol khéng xdyra.

- Ngudi bénh cdn phdi ngiing diing paracetamol va di khém thdy thudc ngay khi thay
phét ban hodc cic biéu hién khic & da hodc céc phin ting man cdm trong khi diéu trj.

Ngudi bénh c6 tién st ¢6 cic phan ting nhu vily khdng nén diing céic ché€ phdm chiia
paracetamol.

- Bbi khi c6 nhiing phan ng da gém ban dat sén ngda va my day; nhing phan dng
min cdm khac gém pht thanh quan, phit mach va nhiing phan ting kidu phan vé c6 thé
ft khix3y ra. Glam tiéu ciu, gidm bach ciu va gidm toan thé huy&t chu daxdy ra vél vidc
st dung nhiiing din chit p-aminophenol, dic bigt khi duing kéo dai cic lidu I6n. Gidm
bach cdu trung tinh v ban xut huyét gidm tidu cu 83 xdy ra khi diing paracetamol.
Hiém gap mét bach cu hat & ngudi b&nh diing paracetamol.

- Phai diing paracetamol than trong trong truding hop bénh nhén bi nhiéu I8n thiéu
méu do cac bénh tim, phéi, gan, than; bénh nhan thidu G,PD (glucose-6-phosphat
dehydrogenase).

Phu nitcéthai va cho conbi:

Thei ki mang thai:

Khéing khuy&n céo dung Dopagan Extra trong théi ki mang thai do c6 kha ning 1am
ting nguy cd gdy nhe cin & tré sd sinh va sdy thai tv nhién lién quan t6i viéc tich Iy
cafeintrong cgthé.

Thiky cho con bi:

Cafein trongsira me c6 thé c tacdung kich thichtré b me.

Do ham lugng cafein trong sén phém, khang nén st dung thudc nay trong thai ky
dang mang thai hoaccho con ba.

Anh hudng chia thudc 86i véi cbng vidc (ngudi van hanh may méc, dang I§i thu
xe, nguidr lam viéctrén cao va cic trudng hop khéc):

Thudic c6 thd giy chéng mat, nén than trong khi vin hanh méy méc, l4i thu xe, [am
viéctrén caovacactruding hap khac.

TUONGTAC COATHUSCVAI CACTHUGCKHACVA CACLOAI TVONGTAC KHAC:
*Lién quan paracetamol:

- T8¢ dd hdp thu cla paracetamol tang néu dung chung vl metoclopramid,
domperidon va giam hap thu bdi cholestyramin.

-Thudc udng chdng dong méu: Udng dai ngay liéu cao paracetamol lam ting nhe tac
dung ching d&ng cia coumarin vi din chitindandion. D ligu nghién cdu cdn méu
thuin nhau va cén nghi ngd vé tuong tac ndy, nén paracetamol dugc ua diing hon
salicylat khi ¢dn gidm dau nhe hodc ha s&t cho ngudi bénh dang duing coumarin hodc
dén chatindandion.

- Cén phai cha ¥ d&n kha nang gdy ha than nhiét nghiém trong & ngudi bénh diing
déng thdi phenothiazin va lidu phap hanhiét (nhu paracetamol).

- UBng rugu qué nhiéu va dai ngdy c6 thé 1am ting nguy co géy déc cho gan cilia
paracetamol.

- Thuéc chéng co gist {gém phenytoin, barbiturat, carbamazepin} giy cm dng
enzym & microsom gan, c6 thé [am ting tinh 88¢ hai gan cla paracetamol do ting
chuyén héa thudc thanh nhiing chit ddc hal vdi gan. Ngoai ra, ding déng thai
isoniazid véi paracetamol cling ¢6 thé dén déntiing nguy co doc tinh véi gan, nhung
chua xéc dinh dugc co ché chinh xédc clia tuong téc nay. Nguy co paracetamol gay ddc
tinh gan gia téng déng k& & ngudi b&nh uéng liéu paracetamol I6n hon lidu khuyén
diing trong khi dang diing thudc chéng co giat hodic isoniazid. Thudng khéng cin
gidm liéu & ngudi bénh diing déng thai liéu diéu trj paracetamol va thudc chdng co
gidt; tuy vay, ngudi bénh phai han ché tu dung paracetamol khi dang diing thuéc
chéng co gidt hoac isoniazid.

- Probenecid c6 thé lam gidm dao thai paracetamol va [am ting thai gian ban thai
trong huyé&ttuong cla paracetamol,

- Isoniazid va cac thudc chéng laolam ting doc tinh clia paracetamol déivdigan.
*Lién quan cafein:

- Cytochrom P,s, 1A2 (CYP1A2) 12 enzym chinh lién quan dén su chuyén héa cafein &
ngudi. V1 vy, cafein cé kha néng tuong tac vdi cac hoat chét 1a ch&t nén cda CYP1A2,
tfc ch& CYP1A2, hoic gdy cdm (ing CYP1A2, Tuy nhién, su chuyén héa cafein & tré so
sinhisinh non bj gisi han do hé thdng enzym gan chua truéng thanh.

- Chuyén d3i qua lai giira cafein va cc xanthin khac nhu theophyllin 83 duoc bio cio
&tré sasinh sinh non. Do &6 nén tranh strdung 86ng thdi cic thudc nay. Nén do néng
@9 cafein ban déu trong huyét thanh &bénh nhan da didu trl trudc dé véi theophyllin,
- MEc ol ¢6 rét it dif lidu vé sy tuong téc clia cafein vdi cic hoat chit khic 8 tré so sinh
sinh non nhung cé thé cdn dung liéu cafein thip hon khi ding d6ng thdi véi cac hoat
chit 1am gidm théi trir cafein & ngudi I6n {vi dy: Cimetidin v& ketoconazol) v cin
dung lidu cafein cao hon khi dung déng thai véi cac hoat chét |am ting sy thai trir
cafein (vi dy: Phenobarbital va phenytoin). Néu nghi ngd vé cic tuong téc ¢6 thé xdy
ra, nén do néng dd cafein trong huyét tuong.

-V sy phét trién qué mic vi khudn trong rudt c6 lién quan dén sur tién trién cda viém
rudt hoai ti, diing d8ng thei cafein vai cac thubc tre ché tidt acid trong da day (thudc
khang histamin H, hodc thudc (e ché€ bam proton) cé thé lam ting nguy ca viém rudt
hoai ti.

-Viéc s&r dung déng thai cafein va doxapram cé thé lam ting tac dung kich thich [én
h& hé h&p - tim vi ha thin kinh trung ugng. Néu sif dung déing théi dugc chi dinh,
phditheo d6i cén thin nhip timva huyét 4p.

TACDUNGKHONG MONG MUGN (ADR):

Tac dyng khdng mong mudn tit cie thi nghiém lam sang la it xdy ra va xdy ra & bénh
nhan tré tudi.

Do dif ligu tir thi nghiém 1am sang cdn han ch&, khéng rd tAn sudt cla nhiing tic
dung khéng mong muén khang dugc biét d&n (khéng thé udc tinh duge tir dir liéu
s8n c6), cic phan ng bt lgi ciia paracetamol I3 nhiing phén (ing hiém gép va cic
phén ing nghiémtrong a rat hiém,

Téc dung khéng mong mudn duge bio cdo:

Céccoquan Téc dung khéng mong muén
Réiloanmauvahébachhuyét | Gidmtiducdu.
M4t bach cfiu hat.
R&i loan hé thdng mién dich S3cphanvé.

Phan ting qué man & da bao gém phét ban da,
pht mach va hgi chiing Stevens-Johnson/hoai
& bidu bl nhifmdéc.

R&l loan hd hdp, 18ng nguyc va | Cothdtph&quan,
trung that

R&i loan gan m§t R&i loan chic ndng gan.

RGi loan hé thdng than kinh | Bénchdn.

trung uong Chéng miit.

Khi duing liéu khuyé&n céo paracetamol - cafein cling véi ché d§ &n udng 6 nhiéu

cafein, sé gay ra cic tic dung phu do qud liéu cafein nhu: Mét ngd, bén chén, lo

I&ng, khé chiu, nhiic diu, réiloan tiéu héava héihdp,
Huéng diin cAch xttrl ADR:
Néu xdy ra ADR nghiém trgng, phdi ngiing dung paracetamol. vé diéu trj, xin dgc
phan:"Qua liéuvaxdtri™.
QUALIEUVA CACHXUTRE:
Tridu ching va biéu hign khi sitdung thudc qué liéu:
- Céc triéu chung qué liéu cla paracetamol trong 24 gi&r déu tién |3 xanh xao, budn
nén, ndn, chén in va dau bung. Tén thuong gan trd nén rd rang tir 12 - 48 gidr sau khi
udng. C6 thé xdy ra bt thudng vé chuyén héa glucose va nhidm toan chuyén héa.
Trong nhi&m ddc néng, suy gan ¢4 thé tién trién thanh bénh néo, hén mé v tlvong.
Suythén cap véi hoai ti 8ng than cp cd thé tién trién trong ca trudng hop khéng ¢
t8n thuong gan néng. Loan nhip tim va viém tuy da dugc bao cio. Tén thuong gan &
ngudi [6n khi ding hon 10 g paracetamol. S8 lughg quia mitc cic chdt chuyén hdadoce
hai s& gén k&t khéng héi phuc vao md gan (3 liéu didu trj thong thuding, glutathion dt
dé khif d6cs6 lugng chat chuyén héa).
- Quié lidu cafein c6 thé gy dau viing thugng vi, ndn, Igi tiéu, nhjp tim nhanh hodc réi
loan nhip tim, kich thich thén kinh trung uong {mé&t ngci, bén chén, phan khich, kich
dbng, hét hodng, runva co giat).
- Khi diing thudc qua liéu, cin chd ¥ ring ngodi cac tridu ching xay ra do qudé lidu
cafeln codn cothé c6 ddc tinh nghiém trong do qué liéu paracetamol,
Cachxirtriqué liéu:
- Bidu trj ngay |ap tc khi qué lidu paracetamol, tham chi cac triéu ching sém dién
hinh chua xuat hién day dd. Rifa da day hodc dung than hoat trong véng 4 gid sau khi
uéing.
- Diing thudc gidi d6c nhu'N-acetylcystein (NAC} v methionin ¢4 bio vé gan néu qué
lidu paracetamol trong vdng 12 gi&s. NAC ¢6 hiéu qua dén 24 gi&s va c6 thé sau 24 gisy
khi qué liéu paracetamol. Bién phap hé trgchung c6 thé sirdung.
PIEU KIEN BAO QUAN: Nai kha, nhiét d6 dudi 30 °C, tranh 4nh sing.
HAN DUNG CUATHUGC: 36 thang ké tirngay sanxudt.
CO'SG SAN XUAT:

CONGTY €6 PHAN XUAT NHAP KHAU Y TE DOMESCO

Bija chi: 56 66, Qubc 1§ 30, Phudng M Phi, Thanh phd Cao Lanh, Tinh Bdng Thép
parisco  Dién thoai:0277.3851950

NGAY XEM XET SUA B3I, CAP NHAT LAl NOI DUNG HUGNG DAN SU' DYNG
THUGC:05/07/2018.

TOHUONG DAN SU DUNG THUGC CHO BENH NHAN

DOPAGAN°Extra

» Bgcky huéng din skdung trudckhiding.

« Diéxatim taytréem.

# Théng bdo ngay tho bicsi hodic duge sinhimg tic dyng khéng mong mudn gip phii
khi si&rdung thudc.

© Hiy giitlai t¢hudng dan sidyng; ban cb thé cin phai doc lai.

THANH PHAN, HAM LUONG COATHUGC:

M8ivién nén chia:
- Paracetamol 500 mg
-Cafein 65mg

-Ta dugc: Microcrystallin cellulose PH101, Natri croscarmellose, Starch 1500, Povidon
K90, Natri benzoat, Talc, Magnesistearat, Colloidal silicon dioxid A200.

MOTA SANPHAM:

Dang bao ché:Viénnén.

Hinh thidc: Vién nén mau tring, hinh chif nhit thudn, mdt mit vién khic s8 4618,
canhvathanhviénlanh l§n.

QUY CACHPONG GOI:

- Hop 2 vix 10 vién, hép 5 vix 10 vién, hép 10 vix 10 vién.

- Chai 100 vién.

THUGCDUNGCHOBENHGI?

Biéu trj hdu hét cic tridu chiing dau va sGt bac gém:Bau du, dau nira d3u, dau lung,
dau réng, dau khdp, dau bung kinh va lam gidm céc triéu ching clia cdm lanh, cam
climvadauheng.

NENDUNGTHUGCNAY NHUTHENAOVALIEULUONG?

Budng ding: Dudng udng.

Cachdiing: Dung udng. Khong diing qua 8 vién/ngay.

Lidu dang:

- Ngudi I1ém (ké ci ngudi cao tubi) va tré em trén 12 tudi: Li€u khuyén clo la1-2
vién/n. Dung nhic lai cach m&i 6 gid néu can.

=Tré em dué112 tudl: Khéng diing.

KHINAO KHONG NEN DUNGTHUGC NAY?

- Néu ban ¢4 tién sl dj ung vdi paracetamol, cafein hoéc qué mén véi bt ky thanh
phén naoclathuéc.

-5uygan hing.

TAC DUNGKHONG MONG MUGN:

Cling nhu céc thudc khic, Dopagan Extra cé thé gay ra céc tic dung phy, méc du
khéng phéibénh nhan nao cling gép phai.

Théng béo ngay cho béc sThoéc dugcsinhing tdc dung khéng mong muén gip phai
khi stirdung thuée.

Néu tac dung khdéng mong mudn nao trd nén nghiém trong hoac néu ban phat hién
tic dung khéng mong mudn chua duge dé cip trong t& hudng diin ny, hiy béo céo
cho bacsicda ban biét.

Tac dung khéng mong muédn tir cic thir nghiém |am sang Ia it xy ra va xdy ra & bénh
nhantrétudi.

Do dif liéu tlr thir nghi&m 1am sang con han ché, khéng rd tén sudt clia nhitng téc
dung khéng mong muén khéng dugc biét dén (khéng thé udc tinh duge tir d(r ligu
san c6), cic phan dng bt Igi cia paracetamol I3 nhiing phan dng hiém gip va cic
phén (ing nghiém trong la rat hiém.

TAcdyng khéng mongmudn dugcbioclo:

Cécco quan Téc dung khéng mong muén
Réiloan mauvahébachhuyét | Gidm tiéuciu.
Mt bach céu hat.
R&i logn hé théng mién dich S8cphanvé,

Phén Gng qus min & da bao gm phét ban da,
phti mach va héi chiing Stevens-Johnson/hoai
it bidu bi nhiém doc.

R&i loan hé hip, 16ng nguc va | Cothtph&qudn.

trungthit

R&iloan gan mét Ré&i loan chifc ndng gan.

R&i loan hé théng than kinh | Bénchén.

trungudng Chéng mat.

Khi dung lidu khuyé&n co paracetamol - cafein ciing voi ch€ dd an udng cé nhidu
cafein, sé géy ra cac tdc dung phy do qud liéu cafein nhu: M&t ngu, bén chén, lo
18ng, khé chiu, nhifc d4u, riloan tidu héa va hbihép.

Hudng diin chchxirtri ADR:

Néu x3y ra ADR nghiém trong, phai ngiing diing paracetamol. V& diéu trj, xin doc
phén: "Quéliduvaxdtri"

NEN TRANH DUNG NHUNG THUGC HOAC THYC PHAM G] KHI DANG SU DUNG
THUGCNAY?

Thuc phdm: Ung ruigu qua nhiéu va dai ngay 6 thé lam ting nguy co gay doc cho
gan cila paracetamol.

Ding céc thudckhéc:

*Lién quan paracetamol:

- T8¢ dd hip thu clia paracetamol ting néu dung chung véi metoclopramid,
domperidon va gidm hép thu bdi cholestyramin,

-Thuéc uéng chng 8éng méu: USng dai ngay liéu cao paracetamol Iam téng nhe tic
dung chéng déng clia coumarin va din chét indandion. Dir liéu nghién cdu cdn méau
thuén nhau va ¢dn nghi ngd vé tuong tac ndy, nén paracetamol duge ua dung han
salicylat khicdn gidm dau nhe ho3cha sét cho ngudi bénh dang diing coumarin hoic
dén chdtindandion.

- C8n phai chi ¥ d8n kha ning gy ha than nhidt nghiém trong & ngudi bénh diing
ddng thdi phenothiazin va lidéu phap ha nhiét (nhu paracetamol).

- Thudc chéng co gist {gém phenytoin, barbiturat, carbamazepin) gy ¢am dng
enzym & microsom gan, c6 thé lam tang tinh ddc hai gan cilia paracetamol do ting
chuyén héa thudc thanh nhing ch&t d8c hai vdi gan. Ngoai ra, ding déng thai
isoniazid véi paracetamol cling cé thé dén dén ting nguy ca ddc tinh véi gan, nhung
chua xdic dinh duige co ché chinh xéc elia tuong tic nay. Nguy co paracetamol gy déc
tinh gan gia ting d4ng k& & ngudi bénh uéng lidu paracetamol Ién hon liéu khuyén
ding trong khi dang diing thudc chéng co giat hodc isoniazid. Thudng khadng cin
giam liéu & ngudi bénh duing déng thai liéu diéu tr| paracetamol va thuéc chdng co
giat; tuy véy, ngudi bénh phai han ché ty dung paracetamol khi dang dung thudc
chdng cogiit hoicisoniazid.

- Probenecid c6 thé 1am gidm d3o thai paracetamol va lam ting théi gian ban thai
trong huyéttuong clia paracetamol.

-Isoniazid v cic thudc chdng lao lam ting déc tinh clia paracetamol dédi véi gan.
*Lién quan cafein:
- Cytochrom Pysg 1A2 (CYP1A2) 12 enzym chinh lién quan dén su chuyén héa cafein &
ngudi. Vi vdy, cafein ¢6 khé ndng tuong téc véi cac hoat chét |3 chét nén clia CYP1A2,
(rc ch& CYP1A2, hodc gay cim img CYP1A2, Tuy nhién, su chuyén hba cafeln & tré so
sinh sinh non b gidi han do hé théng enzym gan chua trudng thanh.
- Chuyén déi qua lai gilta cafein va cac xanthin khac nhutheophyllin d3 dugc bdo céo
&trésosinh sinh non. Do d6 nén tranh st dyng ddng thoi cic thudc nay. Nén do néng
dé cafein ban ddutrong huyét thanh & bénh nhén da diéu tri trude dé véi theophyllin,
-Méc di o6 rét it dii lidu v& sur tuong téc clia cafein v&i cic hoat chit khac & tré sosinh
sinh non nhung céthé& cén diing lidu cafein thdp hon khi ding déng théi véi cic hoat
chit lam gidm thai trif cafein & ngudi 16n (vi du: Cimetidin va ketoconazol) va cin
duing liéu cafein cao hon khi diing déng thai véi cac hoat chat lam ting sy thai trir
cafein (vl dy: Phenobarbital va phenytoin). N&u nghi ngd vé c4c tuong tic c6thé xdy
ra, nén do n8ng &4 cafein trong huyét tuong.
-Vi su phiét trién qua muic vi khuén trong ruét cé lién quan dén sy tién trién cda viém
rudt hoai t, diing déng théi cafein véi céc thude te ché tidt acid trong da day (thudc
khéng histamin H, hosc thudce tc ché bam proton} c6 thé [am ting nguy ca viém rudt
hoaitiL.
-Viéc st dung déing thei cafein va doxapram cé thé 1am ting tac dung kich thich Ién
hé hé hap — tim vé hé than kinh trung uong. Néu st dung déng thai duge chi dinh,
phéitheo di cin thin nhiptim vi huyétap.
CANLAM G KHIMOT LAN QUEN KHONGDUNG THUGC?
Né&u ban quén udng mot liéu dung, hay uéng ngay khi nhé ra. Néu thai gian gan véi
18n dung thudc tiép theo, bd qualiéu da quén va hay dung liéu ti€p theo vao thai gian
thuding 1&.Khéng diing lidu gép d6i dé bl vao lléu da quén,
CAN BAO QUAN THUGC NAY NHU THE NAO?
Béo quén thudc noikhd, nhiét d6 dudi 30°C, trénh dnh séng.
NHING DAU HIEUVATRIEU CHNG KHI DUNG THUGC QUA LIEU?
- CAc tridu chiing qué lifu clia paracetamol trong 24 gid @4u tién [a xanh xao, budn
nén, ndn, chan dn va dau bung. T6n thuong gan trd nén rd ring tit 12 - 48 gids sau khi
udng. C6 thé xay ra bat thuémg v& chuyén héa glucose va nhiém toan chuyén héa.
Trong nhi&m d&c ndng, suy gan c6 thé& tién trién thanh bénh néo, hén mé vatirvong.
Suy thain cdp vdi hoai tir&ng than cdp c6 thé tién trién trong ca truéing hop khéng c6
t6n thuong gan n@ng. Loan nhip tim va viém tuy da dugc bédo cao. Ton thudng gan &
ngudilén khi diing han 10 g paracetamol. 8 lugng qua mic cic chit chuyén héa ddc
hai s& gén k&t khdng héi phycvio mé gan ($liéu diéu trj théng thuding, glutathion da
dé khirddc séluong chit chuyén héa).
-Quié liéu cafein c6 thé gay dau viing thuong vi, nén, |gi tiéu, nhip tim nhanh hodc r&i
loan nhijp tim, kich thich than kinh trung vong (méat ngd, bdn chén, phin khich, kich
déng, hdthodng, run vacogiat).
- Khi diing thudc qué lidu, cdn chi ¥ rdng ngodi céc trigu ching xay ra do qué lidu
cafein con c6 thé ¢6 ddc tinh nghiém trong do qué liéu paracetamol.
CANPHAILAM GIKHI DUNGTHUGC QUALIEU KHUYEN CAO?
Céchxirtriqué liéu:
- Né&u ban hay bt kj ai khac (nhu tré em) u8ng qud nhidu vién thudc, hay gip ngay
bac sThoc tdi khoa Héi stic- Cip cdu clia b&nhvién gan nhét.
-Bidu trj ngay l3p tiic khi qué liéu paracetamol, thm chi cic triéu chiing sém dién hinh
chuaxust hién ddy d0. Riia da day hodc diing than hoat trong véng 4 gids sau khi uéng,
-Dung thudc gidi d6c nhu N-acetylcystein (NAC) va methionin d€ bao vé gan néu qué
liéu paracetamol trong véng 12 gi&. NAC c6 hiéu qua dén 24 giér va cé thé sau 24 gidy
khi qua liéu paracetamol. Bién phap hd trg chung co théstidung.
NHUNGBIEU CANTHANTRONG KHIDUNG THUSCNAY:
- Thén trong khi diing paracetamol cho b&nh nhén bi suy thin hodc suy gan. Tang
nguy co quéliéu &bénh nhén bénh gan do rugu khéng kémxo gan.
-Tranh dung qué nhiéu cafein (vidy ca phé, tra va mét s8 loai dé udng déng hép).
-Bénh nhan khéng nén dung qua lidu khuy&n cao va khéng ding déng thel cac san
phdmkhéc ¢ chita paracetamol.
-Tham khio ykién béc sTnéu con dau ddu dai ddng.
- Phan tng da nghiém trong, o6 khé néing gay tdf vong bao gdm hdi chiing Stevens-
Johnson, hog! tir bidu bl nhigm ddc (TEN), hdi chiing ngoal ban myn mi todn than
(AGEP: Acute generalized exanthematous), héi ching Lyell tuy hiém nhung d4 x3y ra
véi paracetamol, thuding khéing phu thudc vio téc dung ciia thubc khéc. Tuy cac
thuéc gidm dau va ha sét khac (nhu NSAID) ¢6 thé gay cac phan ding tuong ty, man
cam chéo vdi paracetamol khéing xdy ra.
-Ngudi bénh cdn phaingiing diing paracetamol va di kham thdy thudc ngay khi thdy
phat ban hodc cic bi€u hign khic & da hodc cic phan img min cim trong khi didu tri.
Ngui bénh c6 tién sit cb cic phén ting nhu véy khéng nén dung céc ché phdm chia
paracetamol.
-D6i khi cé nhitng phan tng da gém ban dat s8n ngia va may day; nhing phéan ing
min cdm khic gm phi thanh quan, phil mach v nhiing phan tng kidu phan vé c6
thé it khi xay ra. Gidm tiéu ciu, gidm bach cdu va gidm toan thé huyét cdu da xay ra véi
viéc st dyng nhiing ddn chit p-aminophenol, d3c biét khi dung kéo dai cic lidu Ién.
Gidm bach cdu trung tinh va ban xu#t huyét giam tiéu clu di xdy ra khi ding
paracetamol. Hi&m gip mét bach cdu hat & ngudi banh dung paracetamol.
- Phai dung paracetamol th&n trong trong trudng hop bénh nhén bj nhiéu I&n thigu
méu do cac bénh tim, phéi, gan, than; bénh nhan thi€u G,PD (glucose-6-phosphat
dehydrogenase).
Phunifcé thaiva chocon bi:
Thoikymang thai:
Khéng khuyén cso ding Dopagan Extra trong théd ky mang thal do ¢6 kha ning lam
ting nguy co gy nhe €4n & tré sd sinh va sdy thai tu nhién lién quan tdi viéc tich lay
cafein trong cothé.
Théiky choconbi:
Cafein trong sita me cé thécé téc dung kich thich trébdme.
Do ham lugng cafein trong sin phdm, khéng nén sir dung thudc nay trong thei ky
dang mang thai hodc choconbd.
Anh hudng cia thudc d8i véi cdng viéc (ngudi vén hanh miy méc, dang 14 thu
xe, ngudilam viéc trén cao va cctruimg hop khéc):
Thubc cé thé gay chéng mat, nén than trong khi van hanh may méc, l4i thu xe, lam
viéctrén cao va cac trudng hgp khac.
KHINAO CANTHAMVAN BAC STHOACDUQCSI?
To huéng dén si dung néu tém tit cic thong tin quan trong ciia thudc. Néu cin
thémthdngtin,xin hélykién bicsThodcdugcsi.
HAN DUNG COATHUGC: 36 thang k& tirngay san xust.
€O s& SAN XUAT:

CONGTY € PHAN XUAT NHAP KHAU Y TE DOMESCO
Bia chl: S8 66, Quc 16 30, Phuding My Phu, Thanh phd Cao Lanh, Tinh Béng Thap
oomiace Diénthoai: 0277.3851950

NGAY XEM XET SUA dI, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG
THUGC:05/07/2018.




