DOPAGAN®500 r,
EFFERVESCENT

© Docky huéng dan sitdung truéckhidung.

o Déxatamtaytréem.

o Tohuéng dan sitdung néu tém tit cac thong tin quantrong ciia thuéc.
Né&u can thém thdng tin, xin héi y ki€n bacsy hoac dugcsy.

THANH PHAN CONG THUC THUGC: Méi vién nén sui bot chura:

Thanh phan dugc chat: Paracetamol 500 mg.

Thanh phan ta dugc: Acid citric khan, Povidon K30, Aspartam, Simethicon,
Effer - soda, Lactose khan, Natri bicarbonat, L - Leucin, Natri benzoat,
Polyethylen glycol 6000.

DANG BAO CHE: Vién nén stii bot.

M6 ta dac diém bén ngoai cta thudc: Vién nén, hinh tron, mau trdng,
duongkinh 22 mm, canhvathanhviénlanhlan.

CHIPINH:

Paracetamol dugc dung réng rai trong diéu tri cac ching dau va sét tir nhe
dénvira.

*Djéu trj cdc chiing dau: Paracetamol dugc dung gidm dau tam thoi trong
diéu tri ching dau nhe va vtra. Thudc 6 hiéu qua nhét la lam gidm dau
cudng d6 thdp c6 ngudn géc khdng phainditang.

Paracetamol khong ¢6 tac dung diéu tri thap khép. Paracetamol la thudc
thay thé salicylat (dugc ua thich & ngudi bénh chéng chi dinh hodc khong
dung nap salicylat) dé gidm dau nhe hodc ha sét.

*Dijéu trj cdc chiing s6t: Paracetamol thudng dugc duing dé giam than nhiét &
ngudi bénh sét, khi st cé thé cé hai hodc khi ha s6t, ngudi bénh sé dé chiu hon.
Tuy vay, liéu phap ha st ndi chung khéng dac hiéu, khéng anh hudng dén tién
trinh clabénh cobanvacé thé che lap tinh trang bénh clia ngudi bénh.
LIEUDUNG, CACHDUNG:

Liéudung:

Gidm dau hodc ha s6t cho ngudi 16n va tré em trén 34 kg: Liéu thudng dung
1a 500 mg, ct 4 - 6 gio mot lan khi can thiét, nerng khong qua 4 g/ngay; liéu
métlanidnhon (vidu 1) céthéhituich dé gidm dau d mét sé ngudi bénh.
*Luuy:

-Khéng dugc dung dé tu diéu tri gidm dau qua 10 ngay &ngudilén hodc qué
5ngay &tréem, trirkhi do thay thuéc hudng dan, vi dau nhiéu va kéo dai nhu
vay c6théla ddu hiéu ciaméttinh trang bénh ly can dugc chan dodn va diéu
trico giam sat bdi thay thudc.

-Khéng dung cho ngusi I6n va tré em dé tu diéu tri s6t cao (trén 39,5 °C), s6t
kéo daitrén 3 ngay, hodc s6t tai phat, trirkhi do thay thudc hudng dan, vi st
nhu vay c6 thé 1a ddu hiéu ciia mot bénh ning can dugc thay thuéc chan
doannhanh chéng.

-Dé gidm thiéu nguy co qua liéu, khéng nén cho tré em qua 5 liéu paracetamol
dé gidm dau hodc ha sét trong vong 24 gid, trirkhi do thay thuéc huéng dan.
Cach dung: Dung udng. Hoa tan vién thudc trong ndia ly nudc dén khi sui
hétbot.

Trudng hop quén uéng mét liéu dung: Hay uéng ngay khi nhé ra. Néu thai
gian gan vdilan dung thudc tiép theo, bd qua liéu da quén va hay dung liéu
tiép theo vao thai gian thudng 16. Khéng dung liéu gép déi dé bu vao liéu da
quén.

Trudng hop udng qua nhiéu vién thudc: Hay gap ngay bac sy hodc téi khoa
Héi suc- Capcu‘u ctabénhvién gannhat.

CHONGCHIBINH

- Ngudi bénh qua man véi paracetamol hodc vai bat ky thanh phan nao ctia
thudc.

-Suygannang.

CANH BAOVATHANTRONG KHIDUNGTHUGC:

- Paracetamol tuong déi khong doc vdi liéu diéu trj va khi dung dudi su hudng
dan ctia thay thudc. Tuy nhién, dung qué liéu paracetamol 1a nguyén nhén chinh
gay suy gan cap. Dung nhiéu ché pham chia paracetamol (acetaminophen)
déng thai c6 thé dan dén hau qua c6 hai (nhu qué liéu paracetamol).

- Phan (ing da nghiém trong, c6 kha nang gay ti vong bao gém héi chiing
Stevens - Johnson, hoai tr biéu bi nhiém doc (TEN), hoi chiing ngoai ban mun
mu toan than cap tinh (AGEP: Acute generalized exanthematous), hoi ching
Lyell tuy hiém nhung da xay ra véi paracetamol, thudng khéng phu thudc
vao tac dung clia thudc khac. Tuy cac thudc gidm dau va ha sot khac (nhu
NSAID) c6 thé gay cac phan Ung tuong ty, man cdm chéo véi paracetamol
khong xay ra.

-Ngudi bénh can phaingting diing paracetamol va di kham thay thuéc ngay
khi thdy phat ban hodc cac biéu hién khac & da hodc cac phan ting man cdm
trong khi diéu tri. Ngudi bénh c6 tién sirc6 cac phan ing nhuvay khong nén
dung cacché phdm chita paracetamol.

- Doi khi c6 nhiing phan ting da gém ban dat sén, ngtia va may day; nhiing
phan tng mén cdm khéac gém phu thanh quén, pht mach va nhiing phan
(g kiéu phan vé c6 thé it khi x3y ra. Gidm tiéu cau, gidm bach cau va giam
toan thé huyét cau da xdy ra véi viéc st dung nhiing dan chat p-aminophenol,
dac biét khi dung kéo dai cac liéu I6n. Gidm bach cau trung tinh va ban xuat
huyét giam tiéu cau da xay ra khi duing paracetamol. Hiém gép m4t bach cau
hat & ngudi bénh ding paracetamol.

- Nguai bi phenylceton - niéu (thiéu hut gen xac dinh tinh trang ctia phenylalanin
hydroxylase) va ngudi phai han ché lugng phenylalanin dua vao co thé phai
dugc canh béo la thuéc nay chira aspartam, sé chuyén hoa trong da day -
rudtthanh phenylalanin sau khiuéng.

- Phai than trong khi dung paracetamol cho nguai bi suy gan, suy than,
ngudinghién rugu, suy dinh duéng man tinh hodc bi mat nudc.

- Phai dung paracetamol than trong & ngudi bénh c6 thiéu mau tir trude, vi
chiing xanh tim c6 thé khéng biéu 16 rd, m3c du néng dd cao & miic nguy
hiém ctia methemoglobin trong mau.

- Uéng nhiéu rugu cé thé gay tang doc tinh véi gan cla paracetamol, nén
tranh hodchan ché uéng rugu.

- Thudc c6 chiia khoang 267,53 mg natri/vién, can than trong khi sit dung
chongudian kieng muéi.

- Bénh nhén c6 van dé vé dung nap galactose, bénh nhén thiéu hut enzym
Lapp lactase hodc kém hap thu glucose - galactose khéng nén dung thudc nay.
- Natri benzoat cé thé lam tdng chiing vang da (vang da va mét) & tré sosinh
(dén 4tuan tudi).

Surdung thudc cho phu nii cé thaiva cho conbi:

- Thoi ky mang thai: Chua xac dinh dugc tinh an toan cta paracetamol
dung khi thai nghén lién quan dén tac dung khéng mong muén cé thé cé
déi vai phat trién thai. Do d6, chi nén diing paracetamol & ngudi mang thai
khithatcan thiét.

-Theoiky cho con bu: Nghién ctiu &ngusi me dung paracetamol saukhisinh
choconbu, khongthay c6tdcdung khéng mong muén &tré nhd bume.
Anh huéng ctia thudclén kha nang lai xe, van hanh may méc:

Chua ghi nhan dugc bao céo phan ting bat Icl hoac chua c6 nghién cttu nao
véanh hudng ctia thuéc lén kha ndng van hanh may moc, laitau xe.
TUONGTAC, TUGNG KY CUATHUOC:

Tuong tacchathudc:

- Udng dai ngay liéu cao paracetamol lam tang nhe tac dung chéng déng clia
coumarin va dan chat indandion. Tac dung nay c6 vé it hoac khéng quan trong
Vvélam sang, nén paracetamol dugc ua dung hon salicylat khi can gidm dau nhe
hodc ha sét cho ngucn bénh dang dung coumarin hodc dan chat indandion.

- Paracetamol c6 kha ning gay ha s6t nghiém trong & ngusi bénh dung
d6ng thai phenothiazin valiéu phap hanhiét.

-U8ng rugu qué nhiéu va dai ngay c6 thé lam tdng nguy co paracetamol gay
doc cho gan. Tranh uéng rugu va cac thiic udng c6 chira rugu trong thai gian
dungthuéc.

-Thudc chdng co giat (gém phenytoin, barbiturat, carbamazepin) gay cdm ting
enzym & microsom gan, c6 thé lam ting tinh déc hai gan clia paracetamol do
tang chuyén héa thuéc thanh nhiing chét déc hai véi gan.

- Han ché tu dung paracetamol khi dang duing thuéc chéng co giat hoac
isoniazid do c6 thé lam tdng tinh ddc hai gan cGa paracetamol.

- Probenecid c6 thé lam gidm dao thai paracetamol va lam tang thoi gian
bén thaitrong huyét tuong ctia paracetamol.

-Isoniazid va cac thuéc chéng lao lam tang ddc tinh ctia paracetamol ddi véi
gan.

Tuongky ctiathuéc:

Do khong c6 cac nghién ctiu vé tinh tuong ky clia thudc diing dudng uéng,
khongtron 1an thudc nay véi cacthuoc khac.

TACDUNG KHONG MONG MUON CUATHUOC:

- Phéan ting da nghiém trong nhu héi ching Stevens-Johnson, héi chiing
Lyell, hoai tir bi€u bi nhiém ddc, mun md ban dé toan than cdp tinh tuy hiém
xdy ra, nhung c6 kha nang gay tivong. Néu thay xuat hién ban hodc cac biéu
hién khac vé da, phai ngiing dung thudc va tham kham thay thudc.

-Ban da va nhiing phan ting di ting khéac thinh thoadng xay ra. Thudng la ban
d6 hodc may day, nhung d6i khindng han va cé thé kem theo s6t do thudcva
thuong tén niém mac. Néu thay sét, bong nuéc quanh cac héc ty nhién, nén
nghi dén hoi chiing Stevens-Johnson, phai ngiing thuéc ngay. Qué liéu
paracetamol c6 thé dan dén tén thuong gan ning va déi khi hoaitt ng than
c&p.Ngudi bénh man cdm vdi salicylat hiém khi man cdm véi paracetamol va
nhiing thudc cé lién quan. Trong mét s it trudng hap riéng I¢, paracetamol
da gay gidm bach cau trungtinh, gidm ti€u cau va gidm toan thé huyét cau.
Bding tém tdt cdc phdn iing khéng mong muén:

Cac co quan | Tan suat (*) Cac phan uing khéng mong muén

Da ftgdp  |Ban.

Hiém gdip |Hoi chiing Stevens-Johnson, hoai td biéu bi
nhiém déc, hoi ching Lyell, mun md ngoai
bantoanthan captinh.

Daday-ruét ftgdp  |Bubnnodn, noN.

Huyéthoc It gdp Loan tao mau (gidm bach cau trung tinh, giam

toan thé huyét cau, gidm bach cau), thi€u mau.
Than It gép Bénh than, doc tinh than khilam dung dai ngay.
Khac Hiém gdp |Phanding qua man.

(*¥) Tan sudt tac dung khéng mong muén dugc dinh nghia nhu sau: Rat
thudng gap (ADR = 1/10), thuang gap (1/100 < ADR < 1/10), it gap (1/1000 <
ADR < 1/100), hiém g&p (1/10000 < ADR < 1/1000), rat hiém gap (ADR <
1/10000), khéng rd (khong dugc udc tinh tirditliéu co sdn).

*Huéng dan cach xirtri ADR:

Néu xdy ra ADR nghiém trong, phéi ngiing dung paracetamol. Vé diéu tri, xin
docphan:"Quéliéuva cach xutri®

QUALIEUVA CACHXU'TRI:

Triéu chiing vabiéu hién khistitdung thuéc qua liéu:

- Nhiém doc paracetamol c6 thé do dung mét liéu déc duy nhat hodc do
udng lap lailiéu 16n paracetamol (7,5 - 10 g mbi ngay, trong 1 - 2 ngay) hoac
do uéng thudc dai ngay. Hoai tirgan phu thudc liéu la tac dung doc cép tinh
nghiémtrong nhitdo qua liéu va cé thé gay tirvong.

-Budn nén, nén va dau bung thudng xay ra trong vong 2 - 3 gid sau khi uéng
liéu doc ctiathuéc. Methemoglobin - mau, dén dén chiing xanh tim da, niém
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mac va méng tay la mét dau hiéu déc trung nhiém doc cép tinh dan chat
p -aminophenol; mét lugng nhé sulfhemoglobin cling ¢é thé dugc san sinh.
Tré em c6 khuynh huéng tao methemoglobin dé hon ngudi I6n sau khi
udng paracetamol.

-Khibingd doc nang, ban dau c6 thé kich thich hé than kinh trung uong, kich
dong va mé sang. Tiép theo c6 thé Ia tic ché hé than kinh trung uong: Siing
s, ha than nhiét, mét 13, thd nhanh, néng; mach nhanh, yéu, khéng déu;
huyét ap thap va suy tuan hoan. Truy mach do gidm oxy huyét tuong déi va
do tac dung Uic ché trung tam, tdc dung nay chi xay ra véi liéu rat 16n. Séc cd
thé xay ra néu gian mach nhiéu. Con co giat nghet thd gay tirvong c6 thé xay
ra.Thuong hdn mé xay ra trudc khi chét dotngdt hodc sau vaingay hdn mé.

- D3u hiéu lam sang thuong tén gan trd nén ré rét trong vong 2 dén 4 ngay
sau khi uéng liéu doc. Aminotransferase huyét tuong tang (déi khi tang rat
cao) va néng dé bilirubin trong huyét tuong ciing c6 thé tang. Khi tén
thuong gan lan rong, thdi gian prothrombin sé kéo dai. C6 thé 10 % ngudi
bénh bi ngd doc khéng dugc diéu trj dac hiéu da cé thuong tén gan nghiém
trong; trong s6 d6 10 % dén 20 % cudi cung chét vi suy gan. Suy than cap
cling xay ra & mot s6 ngudi bénh. Sinh thiétgan phat hién hoai ti trung tam
tiéu thuy trir ving quanh tinh mach clra. O nhing trudng hgp khong ti
vong, thuong tén gan phuc héi sau nhiéu tuan hodc nhiéu thang.

Cach xutri khldungthuocqua liéu:

- Chan doan sém rdt quan trong trong diéu tri qua liéu paracetamol. Khi
nhiém doc nang, phai diéu tri hé trg tich cuc, can ria da day trong moi
trudng hgp, tét nhat trong vong 4 gid sau khiudng.

- Liéu phap gidi doc chinh ladung nhfmg hop chét sulfhydryl, c6 |é tac dong
mot phén do bé sung dy trit glutathion & gan. N - acetylcysteln cotac dung
khi uéng hodc tiém tinh mach. Phai dung thudc giai doc ngay lap tuc, cang
sdm cang tét néu chua dén 36 gid ké tur khi uéng paracetamol. Diéu trj véi
N - acetylcystein c6 hiéu qué hon khi cho thudc trong thai gian dudi 10 gidsau
khi udng paracetamol. Khi cho uéng, hoa loang dung dich N - acetylcystein
Vv&i nuéc hodc d6 udng khéng cé rugu dé dat dung dich 5 % va phai uéng
trong vong mét gid sau khi pha. Cho udng N - acetylcystein vdiliéu dau tién la
140 mg/kg, sau d6 cho ti€p 17 liéu nira, moi li€u 70 mg/kg cach nhau 4 gio mot
lan. Cham dut diéu tri néu xét nghiém paracetamol trong huyét tuong cho
thdy nguy ca doc hai gan thap. Cling c6 thé dung N - acetylcystein theo dudng
tinh mach: Liéu ban dau la 150 mg/kg, pha trong 200 ml glucose 5 %, tiém tinh
mach trong 15 phut; sau d6 truyén tinh mach liéu 50 mg/kg trong 500 ml
glucose 5 % trong 4 gid; tiép theo la 100 mg/kg trong 1 lit dung dich trong
vong 16 gid tiép theo. Néu khéng c6 dung dich glucose 5 % thi ¢6 thé dung
dung dich natri clorid 0,9 %.

- Tac dung khéng mong mudn clia N - acetylcystein gém ban da (gém ca
may day, khéng yéu cau phai ngiing thudc), buén nén, nén, tiéu chay va
phan ting kiéu phan vé.

- Néu khéng co N - acetylcystein, c6 thé dung methionin. Ngoai ra c6 thé
dung than hoat va/hodc thudc tdy mudi, chung c6 kha nang lam gidm hap
thu paracetamol.

QUY CACHPONG GOI:

Hop1 V|x4V|en hop4V|x4V|en hop 10vix4vién.

DIEU KIEN BAO QUAN:

Béoquan &:Noikho, nhiét dé dudi30°C, tranh anh sang.

Bao quan trong bao bi géc clia thudc.

HAN DUNG: 24 thang ké tu ngay san xuat. Khéng dung thuéc qua han sir
dung daghitrénnhan.

TIEU CHUAN CHAT LUONG:TCCS.

CO SO SAN XUAT:

CONGTY CG PHAN XUAT NHAP KHAU Y TEDOMESCO
Dia chi: S6 346 dudng Nguyén Hué, Phudng My Phu, Thanh phé
CaoLénh, TinhBongThap

poMEsco  Diénthoai: 1800.969.660




