TO HUGNG DAN SU DUNG THUOC CHO CAN BO Y TE

DOPAGAN°® 500 mg

o Docky huéng dan stirdung truéckhidung.

e Déxatamtaytréem.

© Thong bao ngay cho bac sihodc dugc sinhiing tic dung khéng mong muén
gap phaikhisitdung thuéc.

THANH PHAN:

Méi vién nén chua:

- Paracetamol 500mg
- Ta dugc: Tinh bot ng6, Starch 1500, Povidon K90, Mau Erythrosin E127, Natri
benzoat, Natri starch glycolat, Magnesi stearat, Talc.

DANG BAO CHE: Vién nén.

QUY CACHDPONGGOI:

-H6p 100vix 10vién.

-Chai100vién.

DUGCLUCHOC:

Nhém dugcly: Gidam dau; ha sét.

Ma ATC:NO2BEO1.

- Paracetamol (acetaminophen hay N-acetyl-p-aminophenol) la chat chuyén hoa
c6 hoat tinh clia phenacetin, la thu6c giam dau - ha sét hitu hiéu. Paracetamol
lam gidm than nhiét & ngudi bénh sét, nhung hiém khi lam gidm than nhiét &
ngudi binh thudng. Thudc tac dong lén ving dudi déi gay ha nhiét, tda nhiét
tangdo gidan machvatang luu lugng mau ngoaibién.

- Paracetamol, véi liéu diéu tri, it tac ddong dén hé tim mach va hé hap, khéng lam
thay d6i can bang acid - base, khéng gay kich (ing, xu6c hodc chdy mau da day
nhukhidung salicylat, vi paracetamol khong tdc dung trén cyclooxygenase toan
than, chi tac déng dén cyclooxygenase/prostaglandin cia hé than kinh trung
uong. Paracetamol khéng cé tacdung trén ti€u cau hodc thai gian chady mau.

- Khi dung qué liéu paracetamol mét chat chuyén héa la N-acetyl-benzoquinonimin
gay doc nang cho gan. Liéu binh thudng, paracetamol dung nap tét. Tuy vay, qué
liéu cdp tinh (trén 10 g) lam thuong tén gan gay chét ngudi.

DUGCPONGHOC:

- Hdp thu: Paracetamol dugc hap thu nhanh chong va hau nhu hoan toan qua
duding tiéu hda. Thiic an giau carbon hydrat lam gidm ty 1& hap thu ctia paracetamol.
Néng dé dinh trong huyét tuong dat trong vong 30 dén 60 phut sau khi udng véi
liéu diéu tri.

- Phén bé: Paracetamol phan bé nhanh va dong déu trong phan 16n cac mé ctia
cothé.Khodng 25 % paracetamol trong mau két hgp véi protein huyét tuong.

- Chuyén héa: G gan, paracetamol bi N-hydroxyl hoa bai cytochrom P, dé tao
nén N-acetyl-benzoquinonimin, mét chat trung gian cé tinh phan ting cao. Chat
chuyén héa nay binh thudng phén ting véi cdc nhém sulfhydryl trong glutathion
va nhu vay bi khtt hoat tinh. Tuy nhién, néu uéng liéu cao paracetamol, chét
chuyén héa nay dugc tao thanh véilugng dd dé lam can kiét glutathion clia gan;
trong tinh trang d6, phan ting ctia né véi nhém sulfhydryl ctia protein gan tang
|én, c6thé dan dén hoaitlrgan.

- Théi trir: Thai gian ban thai huyét tuong cdia paracetamol 13 1,25 - 3 gid, c6 thé
kéo daivdiliéu gay doc hodc § ngudi bénh cé thuong tén gan.

Sau liéu diéu tri, c6 thé tim thay 90 - 100 % thudc trong nudc tiéu trong ngay thu
nhét, cht yéu sau khi lién hgp trong gan véi acid glucuronic (khoang 60 %), acid
sulfuric (khoang 35 %) hodc cystein (khoang 3 %); cling phat hién thay mét
lugng nhé nhiing chat chuyén héa hydroxyl — héa va khir acetyl. Tré nhé it kha
nang glucuro lién hgp véi thudc hon so véingudilon.

CHiDINH:

Paracetamol dugc dung trong diéu tri ha sét, gidm dau tir nhe dén vira bao gém:
Giam triéu chiing ctia dau thap khép va cdm cdm, tinh trang s6t, sét cam lanh.
*Diéu tri cac chiing dau: Paracetamol dugc duing gidm dau tam thai trong diéu
tri ching dau nhe va vira. ThuSc c6 hiéu qua nhat la lam gidm dau cudng dé thap
c6 nguén goc khong phai ndi tang: Dau dau, dau nlta dau, dau than kinh, dau
rang, dau hong, dau bunghanhkinh, dau nhtc.

Paracetamol khong c6 tac dung tri thap khdp. Paracetamol la thudc thay thé
salicylat (dugc ua thich & ngudi bénh chéng chi dinh hodc khéng dung nap
salicylat) d€ gidm dau nhe hodc ha sét.

*Piéu tri cac ching sét:Tinh trang s6t, cdm cim, sétcam lanh.

Paracetamol thudng dugc dung dé gidm than nhiét & ngusi bénh sét, khi sét co
thé cé hai hodc khi ha s6t, ngusi bénh sé dé chiu hon. Tuy vay, liéu phap ha s6t
néi chung khong dac hiéu, khong anh hudng dén tién trinh ctia bénh co ban va
c6thé cheldp tinhtrang bénh ciangudibénh.

LIEUDUNG VA CACHDUNG:

Cachdung:Dung udng.

Liéudung:

-Ngusilénvatréemtrén 11tudi, liéu thudng dung la 500 mg, ci4- 6 gid mot lan
khi can thiét, nhung khéng qua 4 g mot ngay; liéu mét lan I6n hon (vidu 1 g) cé
thé hiruich dé giam dau 8 mét s6 ngudi bénh.

*Luuy:

- Khéng dugc dung dé tu diéu tri gidm dau qua 10 ngay & ngudi I6n hodc qué 5
ngay & tré em, trirkhi do thay thu6c hudng dan, vi dau nhiéu va kéo dai nhu vay
c6 thé 1a ddu hiéu ctia mét tinh trang bénh ly can dugc chin doéan va diéu tri c6
giam sat baithay thudc.

-Khéng dung cho ngudi I6n va tré em dé ty diéu tri sét cao (trén 39,5 °C), s6t kéo
daitrén 3 ngay, hodc sét tai phat, trirkhi do thay thuéc huéng dén, vi s6t nhu vay
c6 thé la dau hiéu cia mét bénh ndng can dugc thay thudc chan doan nhanh
choéng.

-Dé giam thiéu nguy ca qua liéu, khédng nén cho tré em qua 5 liéu paracetamol
dé giam dau hodc ha sot trong vong 24 gid, trirkhi do thay thuéc huéng dan.
-Khéng khuyén cao cho tré em dudi 12 tudi.

CHONG CHiDINH:

Ngudibénh qua mén véi paracetamol va cac thanh phan khac ctiathude.
THANTRONG KHIDUNGTHUOC:

- Ngusi bénh nhiéu Ian thiéu mau hodc cé bénh nghiém trong vé tim, phéi, than
hodcgan.

- Ngudi bénh thiéu hut glucose-6-phosphat dehydrogenase.

- Bac si can canh bao bénh nhan vé cac dau hiéu cta phan tng trén da nghiém
trong nhuhoi chiing Steven-Jonhson (SJS), héi chiing hoai tirda nhiém doc (TEN)
hay héichiing Lyell, hoi chiing ngoai ban mun md toan than cdp tinh (AGEP).

- Paracetamol tuong déi khéng doc véiliéu diéu tri. Doi khi co nhimg phan tng da
goém ban dat san ngdia va mé day; nhiing phan ting man cdm khac gém phu
thanh quan, pht mach va nhimg phan tng kiéu phan vé c6 thé it khi xy ra. Giam
ti€u cau, gidm bach cau va gidm toan thé huyét cau da xay ra véi viéc st dung
nhiing dan chat p-aminophenol, ddc biét khi dung kéo dai cac liéu I6n. Gidm bach
cautrung tinh va ban xuat huyét giam tiéu cau da xdy ra khi dung paracetamol.
-Hiém gap matbach cau hat & ngudi bénh duing paracetamol.

-Ngudi bi phenylceton - niéu (thi€u hut gen xac dinh tinh trang cCia phenylalanin
hydroxylase) va ngudi phai han ché lugng phenylalanin dua vao co thé phai
dugc cdnh bao la mét s6 ché phdm paracetamol chifa aspartam, sé chuyén héa
trong daday - rudt thanh phenylalanin sau khiuéng.

- M6t s6 dang thudc paracetamol 6 trén thj trudng chia sulfit c6 thé gay phan
ing kiéu dj ing, gdm cé phan vé va nhiing con hen de doa tinh mang hodc it
nghiém trong hon & mét s6 ngudi qua man. Khéng biét rd ty 1é chung vé qua
man vai sulfit trong dan ching néi chung, nhung chac la thap; su qua man nhu
vay cé vé thudng gap & ngudi bénh hen nhiéu hon & ngudi khéng hen.
-Phaidung paracetamol than trong & ngudi bénh c6 thi€u mau tir trudc, vi chiing
xanh tim c6 thé khong biéu 16 &, mac du cé nhitng néng d6 cao nguy hiém clia
methemoglobintrong mau.

-Uéng nhiéu rugu c6 thé gay tang doc tinh véi gan clia paracetamol, nén tranh
hodchan ché udngruou.

-Than trong st dung paracetamol d6i véi bénh nhan bi suy gan, suy than nang.
Tinh trang nguy hiém khi qua li€u & nhiing ngudi c6 xa gan khéng do rugu.

- Khong nén uéng thudc qué liéu ghi trén nhan. Néu tinh trang bénh khong cai
thién, nén héiy kién bacsi.

Phunircé thaivacho conbu:

-Thai ky mang thai: Cac nghién ctiu dich té cho thay & liéu khuyén céo, paracetamol
khéng cé anh hudng dén phu nit c6 thai tuy nhién bénh nhan can tuan thu theo 16i
khuyén ctia bac si.

- Thai ky cho con bu: Paracetamol 6 tiét trong sita me nhung véi lugng rét it,
khong anh hudng dén tré bi me, cac di kién hién tai khong chéng chi dinh vai
phunttchoconbd.

Anh huéng ctia thuéc di véi cong viéc (ngudi van hanh may méc, dang lai
tauxe, ngudilamviéctrén caova cactruong hop khac):

Thudc khdng anh hudng khi van hanh méay maoc, lai tau xe, lam viéc trén cao va
cactruong hgp khac.

TUONG TAC CUA THUGC V61 CAC THUGC KHAC VA CAC LOAI TUGNG TAC
KHAC:

- U8ng dai ngay liéu cao paracetamol lam tang nhe tac dung chéng déng ctia
coumarin va dan chat indandion. Tac dung nay c6 vé it hodc khéng quan trong
vé lam sang, nén paracetamol dugc ua dung hon salicylat khi can gidm dau nhe
hodc ha sét cho ngudi bénh dang diing coumarin hodc dan chatindandion.

- Paracetamol c6 kha nang gay ha sét nghiém trong & ngudi bénh dung dong
thoiphenothiazin valiéu phdp ha nhiét.

-U6ng rugu qua nhiéu va daingay cé thé lam tdng nguy ca paracetamol gay doc
chogan.

-Thudc chéng co giat (gdbm phenytoin, barbiturat, carbamazepin) gay cdm tng
men & microsom thé gan, c6 thé lam tang tinh déc hai gan ctia paracetamol do
tdng chuyén héathudc thanh nhimg chat doc haivéigan.

- Han ché tu dung paracetamol khi dang dung thudc chéng co giat hoac
isoniazid do cé thé lam tang tinh d6c hai gan clia paracetamol.

- Probenecid c6 thé lam gidm dao thai paracetamol va lam tdng thsi gian ban
thaitrong huyét tuong clia paracetamol.

-Isoniazid va cacthuéc chénglaolam tang doc tinh clia paracetamol d6i véigan.
- Cholestyramin lam gidm su hap thu cla paracetamol. Khdng nén dung
cholestyramin trong vong mét gid néu can batbudc gidm dau téi da.

-Lamtang néng dé trong huyét tuong ctia cloramphenicol.

TACDUNG KHONG MONG MUON (ADR):

Ban da va nhiing phan tng di iing khac thinh thodng xay ra. Thudng la ban dé
hodc mé day, nhung doi khindng hon va cé thé kém theo sét do thudc va thuong
tén niém mac. Ngudi bénh man cdm vdi salicylat hiém khi man cdm véi
paracetamol va nhiing thudc c6 lién quan. Trong mot s6 it trudng hop riéng 1é,
paracetamol d& gay gidm bach cau trung tinh, gidm tiéu cau va gidam toan thé
huyét cau.

Bang tom tit cac phan iingkhéng mong muén:

Cac co quan Tan suat () Cac phan ting khéng mong muén

Da ftgdp Ban.

Da day - ruét It gép Buénnén, nén.

Huyét hoc ftgdip Loan tao mau (gidm bach cdu trung tinh,
gidm toan thé huyét cau, gidm bach cau),
thiéumau.

Than ftgdp Bénh than, doc tinh than khi lam dung dai
ngay.

Khac Hiém gdp | Phan dng qua man.

(*) Tan suat tac dung khdng mong muén dugc dinh nghia nhusau: ft gép (1/1000
<ADR< 1/100), hiém g&p (ADR < 1/1000).
Huéng dan cach xdrtri ADR:
Néu xdy ra nhimng tac dung khéng mong muén nghiém trong, phai ngiing dung
paracetamol.Vé diéu tri, xin doc phan:"Qué liéu vaxutri.
QUALIEUVA CACH XU TRi:
Triéu chitng va biéu hién khi sitdung thudc qualiéu:
*Biéu hién:
- Nhiém déc paracetamol c6 thé do dung mét liéu déc duy nhat hodc do uéng
13p lai liéu 16n paracetamol (7,5 - 10 g mbi ngay, trong 1- 2 ngay) hodc do uéng
thudc dai ngay. Hoai ti gan phu thudc liéu la tdc dung déc cdp tinh nghiém
trong nhatdo qué liéu va c6thé gay tirvong.
-Buodn ndn, nén va dau bung thudng xay ra trong vong 2 - 3 gid sau khi uéng liéu
déc ctia thude. Methemoglobin-mau, dan dén chiing xanh tim da, niém mac va
mong tay la mot dau hiéu dac trung nhiém ddc cap tinh dan chat p-aminophenol;
mét lugng nhé sulfhemoglobin ciing c6 thé dugc san sinh. Tré em c6 khuynh
hudng tao methemoglobin dé hon ngudi 16n sau khi uéng paracetamol.
- Khi bi ngé doc ndng, ban dau c6 thé kich thich hé than kinh trung uong, kich
déng vamé sang.Tiép theo c6 thé la tic ch€ hé than kinh trung uang; siing s, ha
than nhiét; mét 13; thd nhanh, néng; mach nhanh, yéu, khéng déu; huyét ap
thap; suy tuan hoan. Truy mach do gidm oxy huyét tuong déi va do tac dung tic
ché trung tam, tdc dung nay chi xay ra vdi liéu rat 16n. S6c c6 thé xay ra néu gian
mach nhiéu. Con co giat nghet th& gay tirvong cé thé xay ra. Thudng hén mé xay
ratrudc khi chét dot ngdt hodc sau vaingay hon mé.
- Dau hiéu 1am sang thuong tén gan trd nén rd rét trong vong 2 dén 4 ngay sau
khi uéng liéu déc. Aminotransferase huyét tuong tang (d6i khi tang rat cao) va
noéng do bilirubin trong huyét tuong cling ¢ thé tang. Khi tén thuong gan lan
rong, thai gian prothrombin kéo dai. C6 thé 10 % ngudi bénh bi ngd déc khéng
dugc diéu tri dac hiéu da cé thuang tén gan nghiém trong; trong s6 d6 10 % dén
20 % cubi cling chét vi suy gan. Suy than cap ciing xay ra & mot s6 ngudi bénh.
Sinh thiét gan phét hién hoai ti trung tam tiéu thuy trir ving quanh tinh mach
ctfa. 3 nhiing trudng hop khong tir vong, thuong tén gan phuc héi sau nhiéu
tuan hodcnhiéuthang.
Cachxirtriqualiéu
*Piéu tri:
- Chan doan sém rat quan trong trong diéu tri qué liéu paracetamol. Khi nhiém
ddc ndng, phai diéu tri hé trg tich cuc, can rira da day trong moi trudng hop, tét
nhattrong vong 4 gidsau khiudng.
- Liéu phap giai déc chinh la dung nhiing hgp chat sulfhydryl, cé & tac ddng mét
phan do bé sung du tr(t glutathion & gan. N-acetylcystein cé tac dung khi uéng
hodc tiém tinh mach. Phai cho thudc ngay lap tic néu chua dén 36 gi¢ ké tir khi
udng paracetamol. Diéu tri véi N-acetylcystein c6 hiéu qua hon khi cho thuéc
trong thaoi gian dudi 10 gid sau khi uéng paracetamol. Khi cho uéng, hoa loang
dung dich N-acetylcystein v6i nu6c hodc d6 uéng khdng c6 rugu dé dat dung
dich 5 % va phai udng trong vong mét gids sau khi pha. Cho udng N-acetylcystein
véiliéu dautiénla 140 mg/kg, sau dé cho tiép 17 liéu nira, mdiliéu 70 mg/kg cach
nhau 4 gid mot lan. Cham dut diéu tri néu xét nghiém paracetamol trong huyét
tuong chothdy nguy codoc haiganthap.
-Tac dung khong mong mudn ctia N-acetylcystein gém ban da (g6m ca may day,
khéng yéu cau phai ngiing thuéc), budn nén, nén, tiéu chay va phan tng kiéu
phéanvé.
-Néu khéng cé N-acetylcystein, c6 thé dung methionin. Ngoai ra c6 thé dung than
hoat va/hogc thuéc tdy mudi, chiing c6 khd nang lam gidm hap thu paracetamol.
PIEU KIEN BAO QUAN: Noi kho, nhiét 36 dudi 30 °C, tranh dnh sang.
HANDUNG CUATHUOGC: 48 thang ké tirngay san xuét.
€O SG SAN XUAT:

CONGTY 6 PHAN XUAT NHAP KHAU Y TE DOMESCO

Dia chi: S6 66, Qudc 16 30, Phudng My Phu, Thanh phé Cao Lanh,

TinhDéng Thap
pOMEsSco  Diénthoai:0277.3851950

NGAY XEM XET SUA DOI, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG
THUOC: 19/9/2017.

VD-28376-17

TG HUGNG DAN SU DUNG THUGC CHO BENH NHAN

DOPAGAN°® 500 mg

e Docky huéng dan sitdung trugckhidung.

o Déxatamtaytréem.

o Théng bao ngay cho bacsihodc dugc sinhiing tac dung khéng mong muén
gap phaikhistirdung thuéc.

© Hay giitlai tod huéng dan sitdung; ban c6 thé can phaidoclai.

THANH PHAN, HAM LUGNG CUATHUGC:

Méivién nén chura:

-Paracetamol 500mg
- Ta dugc: Tinh bot ngd, Starch 1500, Povidon K90, Mau Erythrosin E127, Natri
benzoat, Natri starch glycolat, Magnesi stearat, Talc.

MOTA SAN PHAM:

Dangbao ché:Viénnén.

Hinh thic: Vién nén hinh tron, mau héng, mét mat vién cé khéc vach va mot mat
vién khac chr”“DMC” nam gilta 2 hinh chit D d8i xting nhau, canh va thanh vién
lanhlan.

QUY CACHPONGGOI:

-Hoép 100vix 10 vién.

-Chai 100vién.

THUGCDUNG CHO BENH GI?

Paracetamol dugc dung trong diéu trj ha sét, gidm dau ti nhe dén vita bao gom:
Gidm triéu chiing cia dau thap khdp va cdm cim, tinh trang s6t, s6t cdm lanh.
*Diéu trj cac chiing dau: Paracetamol dugc dung giam dau tam thai trong diéu tri
chiing dau nhe va vira. Thuéc 6 hiéu qua nhat la lam gidm dau cudng do thap co
nguén géc khéng phai néi tang: Pau dau, dau nta dau, dau than kinh, dau rang,
dauhong, daubunghanhkinh, dau nhc.

Paracetamol khong c6 tac dung tri thap khdp. Paracetamol la thudc thay thé salicylat
(dugc ua thich & ngudi bénh chéng chi dinh hodc khong dung nap salicylat) dé giam
daunhe hodchasét.

*Piéu tri cac chiing sét:Tinh trang s6t, cdm cum, s6t cdm lanh.

Paracetamol thudng dugc duing dé gidm than nhiét & ngudi bénh sét, khi sét c6
thé c6 hai hodc khi ha s6t, ngudi bénh sé dé chiu hon. Tuy vay, liéu phap ha sét noi
chung khéng dic hiéu, khédng anh hudng dén tién trinh cia bénh caban, va c6 thé
chelaptinhtrang bénh ctiangudibénh.

NENDUNGTHUOCNAY NHUTHENAOVA LIEU LUONG?

Pudng dung: Dudng udng.

Céachdung: Dung uéng.

Liéuthuédngding:

- Ngudi I6n va tré em trén 11 tudi, liéu thudng dung 1a 500 mg, clr 4 - 6 gid moét lan
khi can thiét, nhung khéng quéa 4 g mét ngay; liéumét 1an 16n hon (vidu 1g) c6 thé
hiuich dé gidm dau d mét s6 ngudi bénh.

*Luuy:

- Khéng dugc dung dé tu diéu tri gidm dau qué 10 ngay & ngudi 16n hodc qua 5
ngay & tré em, trirkhi do thay thudc hudng dan, vi dau nhiéu va kéo dai nhu vay cé
thé 1 ddu hiéu ctia mot tinh trang bénh ly can dugc chin doan va diéu tri cé gidm
satbdithay thudc.

- Khéng dung cho ngudi 16n va tré em dé tu diéu tri s6t cao (trén 39,5 °C), s6t kéo dai
trén 3 ngay, hodc sét tai phét, trir khi do thdy thuéc huéng dan, vi s6t nhu vy c6 thé
la du hiéu ctia mét bénh ning can dugc thay thuéc chan doan nhanh chéng.

- P& gidm thiéu nguy co qua liéu, khéng nén cho tré em qua 5 liéu paracetamol dé
gidm dau hodc ha s6t trong vong 24 gid, trirkhi do thay thuéc huéng dan.

Uéng thudc dang liéu lugng st dung hodc theo chidan ctia bac si. Khong st dung
thudcvéi s6 lugng Idn hon hodc strdung lau hon dugc huéng dan trén nhan thudc.
Thudc thudng dugc sirdung trong mét thai gian ngadn cho dén khi cac triéu ching
gannhuhéthan.

-Khong khuyén céo cho tré em dudi 12 tudi.

KHINAO KHONG NEN DUNGTHUGC NAY?

Néu ban qua mén véi paracetamol va cac thanh phan khac ctia thudce.

TACDUNG KHONG MONG MUON:

Caing nhu cac thudc khac, DOPAGAN 500 mg cé thé gay ra cac tac dung phu, mic
dukhéng phaibénh nhan nao cling gap phai.

Théng bao ngay cho bac si hodc dugc si nhiing tac dung khéng mong muén gép
phaikhistrdung thudc.

Néu tadc dung khéng mong muén nao tré nén nghiém trong hodc néu ban phat
hién tadc dung khéng mong muén chua dugc dé cap trong t& hudng dan nay, hay
bao cdo cho bacsictiaban biét.

Ban davanhiing phan ting di ing khac thinh thoang xay ra. Thuong la ban dé hoac
mé day, nhung déi khi ndng hon va cé thé kém theo sét do thudc va thuong tén
niém mac. Ngudi bénh man cam vdi salicylat hi€m khi man cam vai paracetamol
va nhiing thuéc c6 lién quan. Trong mét sé it trudng hgp riéng 1é, paracetamol da
gay gidm bach cau trung tinh, gidm tiéu cau va gidm toan thé huyét cau.

Bang tém tét cac phan iingkhéng mong muén:

Cac co quan Tan suat (x) Cac phan tiing khéng mong muén

Da It gdp Ban.

Da day - ruét ftgdp Budnnon, ndn.

Huyét hoc ftgdp Loan tao mau (gidam bach cau trung tinh,
gidm toan thé huyét cau, gidm bach cau),
thi€umau.

Than ftgdp Bénh than, doc tinh than khi lam dung dai
ngay.

Khéac Hiém gdp | Phan ingquaman.

(*) Tan suat tdc dung khéng mong mudn dugc dinh nghia nhu'sau: it gép (1/1000 <
ADR < 1/100), hiém g3p (ADR < 1/1000).

Huéng dan cach xtdrtri ADR:

Néu xay ra nhiing tac dung khdng mong mudn nghiém trong, phai ngling dung
paracetamol.Vé diéu tri, xin doc phan: "Qua liéu vaxurtri".

NENTRANH DUNG NHUNG THUGC HOAC THUC PHAM Gi KHIDANG SU DUNG
THUGCNAY?

Thuc pham: Thiic n va d6 uéng khong cé anh hudng dén tac dung clia thudc.
Dung cac thudckhac:

- U6ng dai ngay liéu cao paracetamol lam téng nhe tac dung chéng dong cua
coumarin va dan chatindandion. Tac dung nay c6 vé it hoac khéng quan trong vé
lam sang, nén paracetamol dugc ua dung haon salicylat khi can gidm dau nhe hoac
ha s6t cho ngudibénh dang dung coumarin hodc dan chatindandion.

- Paracetamol c6 kha nang gay ha s6t nghiém trong & ngudi bénh dung déng thai
phenothiazin valiéu phap hanhiét.

-Uéng rugu qué nhiéu va dai ngay c6 thé lam tdng nguy co paracetamol gay doc cho gan.
- Thuéc chéng co giat (gébm phenytoin, barbiturat, carbamazepin) gay cam tng
men & microsom thé gan, cé thé lam tang tinh déc hai gan clia paracetamol do
tdng chuyén héathudc thanh nhimg chat doc haivéigan.

- Han ché& ty dung paracetamol khi dang diing thu6c chéng co giat hoac isoniazid
do c6thélam tang tinh ddc hai gan clia paracetamol.

- Probenecid c6 thé lam gidm dao thai paracetamol va lam tdng th&i gian ban thai
trong huyét tuong ctia paracetamol.

-Isoniazid va cac thudc chéng lao lam tang déc tinh clia paracetamol d6i vai gan.

- Cholestyramin lam gidm su hdp thu clia paracetamol. Khong nén duing cholestyramin
trong vong mét gid néu can bét budc gidm dau téi da.

-Lamtang néng dé trong huyét tuong ctia cloramphenicol.

CANLAM GIKHIMOTLAN QUEN KHONG DUNGTHUOC?

Néu ban quén uéng mét liéu dung, hay uéng ngay khi nhé ra. Néu thai gian gan
Vi lan dung thudc tiép theo, bé qua liéu da quén va hay dung liéu tiép theo vao
thdigianthudng 1&.Khong dung liéu gdp doi dé bu vao liéu da quén.

CANBAO QUANTHUGCNAY NHUTHENAO?

Béo quan thuéc noikho, nhiét d6 dudi 30°C, tranh anh sang.

NHUNG DAU HIEUVATRIEU CHUNG KHIDUNGTHUOGC QUA LIEU?

*Biéu hién:

- Nhiém déc paracetamol c6 thé do diing mét liéu doc duy nhat hodc do uéng lap
lai liéu 16n paracetamol (7,5 - 10 g mdi ngay, trong 1 - 2 ngay) hoac do uéng thuéc

daingay. Hoai tirgan phu thudc liéu la tdc dung doc cap tinh nghiém trong nhéat do
quéliéuvacothé gaytirvong.
- Budn nén, ndn va dau bung thudng xay ra trong vong 2 - 3 gid sau khi uéng liéu
déc clia thudc. Methemoglobin-mau, dan dén chiing xanh tim da, niém mac va
mong tay la mét dau hiéu dac trung nhiém doc cap tinh dan chat p-aminophenol;
mét lugng nhé sulfhemoglobin cling c6 thé dugc san sinh. Tré em c6 khuynh huéng
tao methemoglobin dé& hon ngui I6n sau khi uéng paracetamol.
-Khibingd ddc ndng, ban dau c6 thé kich thich hé than kinh trung uong, kich déng
va mé sang. Tiép theo c6 thé 1a tc ché hé than kinh trung uong; siing s&, ha than
nhiét; mét 13; thd nhanh, néng; mach nhanh, yéu, khéng déu; huyét ap thap; suy
tuan hoan. Truy mach do gidm oxy huyét tuong déi va do tac dung Uc ché trung
tam, tdc dung nay chixdy ra vdi liéu rat I6n. S6¢ c6 thé xdy ra néu gian mach nhiéu.
Caon cogiat ngetth& gay tirvong cé thé xay ra. Thudng hon mé xay ra trudc khi chét
dotngdt hoac sau vaingay hon mé.
- Du hiéu lam sang thuong t6n gan trd nén ré rét trong vong 2 dén 4 ngay sau khi
udng liéu doc. Aminotransferase huyét tuong tang (d6i khi tang rat cao) va néng
d6 bilirubin trong huyét tuong ciing c6 thé tang. Khi tén thuong gan lan rong, thai
gian prothrombin kéo dai. C6 thé 10 % ngudi bénh bi ngd doc khéng dugc diéu tri
d&c hiéu da c6 thuong tén gan nghiém trong; trong s6 d6 10 % dén 20 % cudi cung
chét vi suy gan. Suy than c&p cling xdy ra 8 mét s6 ngudi bénh. Sinh thiét gan phat
hién hoai tir trung tam tiéu thuy trif viing quanh tinh mach ctfa. & nhiing trugng
hgp khong tirvong, thuong tén gan phuc héi sau nhiéu tuédn hodc nhiéu théng.
CAN PHAILAM Gl KHIDUNG THUOC QUA LIEU KHUYEN CAO?
Cachxiitriqualiéu
- Néu ban hay bat ky ai khac (nhu tré em) uéng qua nhiéu vién thudc, hay gap ngay bac
si hodc t6i khoa Héi stic - Cap cltu clia bénh vién gan nhat. Ngay ca khi ban cdm thay
stic khée t6t. B&i vi qua nhiéu paracetamol cé thé lam tén thuong gan nghiém trong.
*Diéu tri:
- Chan doan sém rat quan trong trong diéu tri qué liéu paracetamol. Khi nhiém déc
nang, phai diéu tri h6 trg tich cuc, can rdia da day trong moi trudng hop, tét nhat
trong vong 4 gidsau khiudng.
- Liéu phap gidi doc chinh la dung nhiing hgp chét sulfhydryl, c6 1é tac dong mot
phén do bé sung du trit glutathion & gan. N-acetylcystein c6 tac dung khi uéng
hodc tiém tinh mach. Phai cho thuéc ngay Iap tic néu chua dén 36 gid ké tur khi
udng paracetamol. Diéu tri véi N-acetylcystein cé hiéu qua hon khi cho thuéc trong
thai gian dudi 10 gid'sau khi uéng paracetamol. Khi cho uéng, hoaloang dung dich
N-acetylcystein véi nuéc hodc d6 uéng khong cé rugu dé dat dung dich 5 % va phai
ubng trong vong mot gid sau khi pha. Cho uéng N-acetylcystein véi liéu dau tién la
140 mg/kg, sau d6 cho tiép 17 liéu nita, mdi liéu 70 mg/kg cach nhau 4 gid mét lan.
Cham dut diéu tri néu xét nghiém paracetamol trong huyét tuong cho thdy nguy
cadéchaiganthap.
- Tac dung khéng mong muén clia N-acetylcystein gém ban da (gém ca may day,
khéng yéu cau phai ngiing thuéc), buén nén, ndn, tiéu chay va phan tng kiéu phan vé.
-Néu khéng cé N-acetylcystein, c6 thé dung methionin. Ngoai ra c6 thé dung than
hoatva/hodc thudc tdy mudi, chiing cé kha ndng lam gidm hap thu paracetamol.
NHUNGPIEU CANTHAN TRONG KHIDUNG THUOC NAY:
- Ngudi bénh nhiéu 1an thi€u mau hodc c6 bénh nghiém trong vé tim, phdi, than
hodcgan.
-Ngudi bénh thi€u hut glucose-6-phosphat dehydrogenase.
* B4c si can canh bao bénh nhan vé cac dau hiéu ctia phan tng trén da nghiém
trong nhu hoi chiing Steven-Jonhson (SJS), hoi chiing hoai tirda nhiém doc (TEN)
hay hdi chiing Lyell, hoi chiing ngoai ban mun md toan than cap tinh (AGEP).
- Paracetamol tuong déi khéng doc vai liéu diéu tri. Doi khi cé nhiing phan ing da
g6m ban dat san ngta va mé day; nhiing phan ing méan cdm khac gém phu thanh
quan, phtimach va nhitng phan ting kiéu phan vé c6 thé it khi xay ra. Giam tiéu cau,
gidm bach ciu va giam toan thé huyét cau da xay ra véi viéc st dung nhiing dan
chat p-aminophenol, dac biét khi dung kéo dai cac liéu I16n. Gidm bach cau trung
tinh va ban xudt huyét gidm tiéu cau da xay ra khi dung paracetamol.
- Hiém gdp mat bach cau hat &ngudi bénh dung paracetamol.
- Ngudi bi phenylceton - niéu (thiéu hut gen xac dinh tinh trang cta phenylalanin
hydroxylase) va ngudi phai han ché lugng phenylalanin dua vao co thé phai dugc
canh bao Ia mét s6 ché pham paracetamol chifa aspartam, sé chuyén héa trong da
day - ruétthanh phenylalanin sau khiuéng.
- Mét s6 dang thudc paracetamol c6 trén thi trudng chua sulfit c6 thé gay phan
tng kiéu dj ting, gém ca phan vé va nhiing con hen de doa tinh mang hodc it
nghiém trong hon & mét s6 ngudi qua man. Khéng biét rd ty 1é chung vé qua man
vdi sulfit trong dan chiing noi chung, nhung chac la thap; su qua man nhu vay c6
vé thudng gap &ngudi bénh hen nhiéu han dngudikhéng hen.
- Phai dung paracetamol than trong & ngudi bénh c6 thi€u mau tir trudc, vi chiing
xanh tim c6 thé khong biéu 16 16, mac du c6 nhiing néng dé cao nguy hiém cta
methemoglobin trong mau.
- Ubng nhiéu rugu cé thé gay tang déc tinh véi gan cla paracetamol, nén tranh
hoachan chéuéng rugu.
- Than trong sir dung paracetamol d6i v8i bénh nhan bj suy gan, suy than nang.
Tinh trang nguy hiém khi qua liéu & nhiing ngudi c6 xagan khéng do rugu.
- Khéng nén udng thudc qua liéu ghi trén nhan. Néu tinh trang bénh khéng cai
thién, nén hoiy kién bacsi.
* Phan (ing phu nghiém trong trén da mac du ty 1& mac phai la khéng cao nhung
nghiém trong, tham chi de doa tinh mang bao gém héi chiing Steven-Jonhson
(SJS), hoi chiing hoai tir da nhiém déc: Toxic epidermal necrolysis (TEN) hay hoi
chung Lyell, hoi chiing ngoai ban mun ma toan than cép tinh: Acute generalized
exanthematous pustulosis (AGEP).
*Triéu chiing clia cac hdi chiing néu trén dugc mo ta nhu'sau:
- Héi chiing Steven-Jonhson (SJS): La di ting thudc thé bong nuéc, bong nuéc khu
trt & quanh cac héc ty nhién: Mat, mai, miéng, tai, bd phan sinh duc va hau mén.
Ngoairacé thé kém sét cao, viém phdéi, réiloan chiic nadng gan than. Chan doan hoi
chiing Steven-Jonhson (SJS) khicé it nhat 2 héc tu nhién b tén thuong.
-Hoi chiing hoai tirda nhiém doc (TEN): La thé di ting thuéc néng nhat, gém:
+Cacténthuong dadang & da: Ban dang s&i, ban dang tinh héng nhiét, héng ban
hodccacbong nudcbung nhuing, cactén thuong nhanh chéng lan téa khdp ngudi;
+T6n thuong niém mac mat:Viém gidc mac, viém két mac ma, loét gidc mac.
+T6n thuang niém mac dudng tiéu héa: Viém miéng, trgt niém mac miéng, loét
hau, hong thuc quan, da day, rudt;
+T6n thuong niém mac dudng sinh duc, tiét niéu.
+Ngoaira con cé cactriéu chiing toan than tram trong nhu'sét, xuat huyét dudng
tiéu hoa, viem phéi, viém cau than, viemgan...ty l& tdrvong cao 15 - 30 %.
- Hoi chiing ngoai ban mun mu toan than cap tinh (AGEP): Mun mu vé trung nho
phétsinh trén nén hong ban lan rong. Tén thuong thudng xuéat hién & cac nép gap
nhu nach, ben va mat, sau d6 c6 thé lan réng toan than. Triéu ching toan than
thudng cola s6t, xét nghiém mau bach cau muitrung tinh tang cao.
Khi phat hién nhiing dau hiéu phat ban trén da dau tién hodc bat ky ddu hiéu phan
ing qua man nao khac, bénh nhan can phai ngling st dung thuéc. Ngudi da timg
bi cdc phan ting trén da nghiém trong do paracetamol gay ra thi khong dugc dung
thudctrglai va khi dén kham chra bénh can phaithéng bao cho nhan viény té biét
vévandénay.
Phunitcé thaivacho conbu:
-Thai ky mang thai: Cac nghién ctu dich té cho thdy &liéu khuyén cao, paracetamol
khéng c6 anh hudng dén phu nit c6 thai tuy nhién bénh nhan can tuan thu theo 15i
khuyén ctia bacsi.
- Thai ky cho con bu: Paracetamol co tiét trong sita me nhung vai lugng rat it,
khéng anh huédng dén tré bume, cac dirkién hién taikhéng chéng chidinh véi phu
nircho conbu.
Anhhuéng ctia thuéc d6i v6i cdng viéc (ngudi van hanh may méc, dang laitau
xe, nguoilam viéc trén cao va cac truong hop khac):
Thu6c khong anh hudng khi van hanh may moc, lai tau xe, lam viéc trén cao va cac
truong hop khac.
KHINAO CANTHAM VAN BAC STHOACDUGC Si?
T& huéng dan st dung néu tém tat cac théng tin quan trong ctia thudc. Néu
canthém théngtin, xin héiy kién bacsihodc dugcsi.
HANDUNG CUATHUGC: 48 thang kétirngay san xudt.
€O SG SAN XUAT:

CONGTY CO PHAN XUAT NHAP KHAU Y TEDOMESCO
Dia chi: S6 66, Quac 16 30, Phudng My Phu, Thanh phé Cao Lanh, Tinh
PongThap
DOMESCO Diénthoai:0277.3851950
NGAY XEM XET SUA DOI, CAP NHAT LAl NOI DUNG HUGNG DAN SU' DUNG
THUOC: 19/9/2017.
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