TG HUGNG DAN SU DUNG THUGC CHO CAN BO Y TE

DOPAGAN®500 mg

o Doc ky hwéng dan str dung trwée khi dung.

o Déxatamtaytréem. i

e Théng bao ngay cho bac sihodc dweoc sinhivng tac dung khéng mong muon gap
phai khi strdung thuoc.

THANH PHAN: Méi vién nén chia:

-Paracetamol 500mg
- Ta dugc: Tinh bot mi, Starch 1500, Microcrystallin cellulose PH101, Povidon K90, Natri starch
glycolat, Magnesi stearat, Natri benzoat, Talc, Nudc tinh khiét.

DANG BAO CHE: Vién nén, dung uéng.

QUY CACH BDONG GOI:

-HOp 1vix 10 vién, hop 10 vix 10 vién.

- Chai 100 vién.

DUQC LUC HOC:

Nhém dugc ly: Thuéc gidm dau va ha s6t.

Ma ATC: NO2B EO1.

- Paracetamol (acetaminophen hay N - acetyl - p - aminophenol) la ch&t chuyén héa c6 hoat tinh
cla phenacetin, |a thudc gidm dau - ha sét hitu hiéu. Paracetamol lam gidm than nhiét & ngudi
bénh s6t, nhung hiém khi lam gidm than nhiét & ngudi binh thudng. Thuéc tac dong lén ving
dudi déi gay ha nhiét, téanhiét tding do gidn mach va tang luu lugng mau ngoai bién.

- Paracetamol, véi liéu diéu tri, it tdc dong dén hé tim mach va ho hap, khong lam thay déi can
bang acid - base, khéng gay kich ting, xudc hodc chdy méau da day nhu khi dung salicylat, vi
paracetamol khéng tac dung trén cyclooxygenase toan than, chi tac dong dén
cyclooxygenase/prostaglandin ctia hé than kinh trung uong. Paracetamol khéng c6 tac dung
tréntiéu cau hodc thai gian chdy mau.

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

DUGCPONGHOC:

- Hdp thu: Paracetamol dugc hap thu nhanh chéng va hau nhu hoan toan qua dudng tiéu héa.

Thuic &n giau carbon hydrat lam gidm ty 1& hap thu clia paracetamol. Nong dé dinh trong huyét
tuong dattrong vong 30 dén 60 phut sau khiudng vdiliéu diéu tri.

- Phan bé: Paracetamol phan b8 nhanh va déng déu trong phan 16n cac mé clia co thé. Khodng
25 % paracetamol trong mau két hgp véi protein huyét tuong.

- Thai tri: Thai gian ban thai huyét tuong ctia paracetamol 1a 1,25 - 3 gid, c6 thé kéo dai vdi liéu
gay doc hodc & ngudibénh cé thuang tén gan.

Sauliéu diéu tri, c6 thé tim thay 90 dén 100 % thudc trong nudc tiéu trong ngay thirnhat, cha yéu
sau khi lién hop trong gan véi acid glucuronic (khoang 60 %), acid sulfuric (khoang 35 %) hoac
cystein (khodng 3 %); cing phét hién thdy mot lugng nhd nhiing chat chuyén héa hydroxyl - héa
vakhtracetyl. Tré nhé it khd nang glucuro lién hgp véi thuc hon so véi ngudi lén.

Paracetamol bj N - hydroxyl héa bdi cytochrom Paso dé tao nén N - acetyl - benzoquinonimin,
mét chat trung gian c6 tinh phan tng cao. Chat chuyén héa nay binh thudng phan ting véi cac
nhém sulfhydryl trong glutathion va nhu vay bi khit hoat tinh. Tuy nhién, néu uéng liéu cao
paracetamol, chdt chuyén héa nay dugc tao thanh véi lugng di dé Iam can kiét glutathion ctia
gan; trong tinh trang d6, phan ting ctia né véi nhém sulfhydryl cGa protein gan tang 1én, ¢6 thé
dan dén hoaitirgan.

CHIDINH:

Paracetamol dung trong diéu tri hau hét cac chiing dau tirnhe dén vira va ha sét.

*Piéu tri cac chiing dau: Paracetamol dugc dung gidm dau tam thai trong diéu tri chiing dau
nhe vavifa.Thuéc cé hiéu qua nhat la lam gidm dau cudng dé thap c6 ngudn géc khdng phaindi
tang.

Paracetamol khéng cé tac dung trj thap khdp. Paracetamol la thudc thay thé salicylat (dugc ua
thich & ngudi bénh chéng chidinh hodckhéng dung nap salicylat) dé gidm dau nhe hodc ha sét.
*Diéu tri s6t: Paracetamol thudng dugc dung dé gidm than nhiét & ngudi bénh sét, khi sét co thé
c6 hai hodc khi ha s8t, ngudi bénh sé dé chiu hon. Tuy vay, liéu phap ha s6t néi chung khéng dac
hiéu, khéng anh huéng dén tién trinh cGa bénh ca ban va cé thé che 13p tinh trang bénh ctia
ngudibénh.

LIEU DUNG VA CACH DUNG:

Cach dung: Dung uéng.

Liéu dung:

-Khoéng dugc dung dé tu diéu tri gidm dau qua 10 ngay & ngudilén hodc qua 5 ngay &tré em, trir
khi do thay thuéc hudng dan, vi dau nhiéu va kéo dai nhu vay c6 thé la dau hiéu ctia mét tinh
trang bénhly can dugc chdn doan va diéu tri cé gidm sat bai thay thudc.

-Khéng dung cho ngudi I6n va tré em dé tu diéu tri s6t cao (trén 39,5 °C), s6t kéo dai trén 3 ngay,
hogc sét tai phat, trirkhi do thay thuéc hudng dan, vi sét nhuvay cé théla dau hiéu ciamét bénh
nang can dugc thdy thuéc chan doan nhanh chéng.

- Dé gidm thiéu nguy co qua liéu, khéng nén cho tré em qua 5 liéu paracetamol dé gidm dau
hodcha séttrong vong 24 gid, trirkhi do thay thudc hudng dan.

-Dé gidm dau hodc ha s6t cho ngudilén va tré em trén 11 tudi, liéu thudng dung 1a 500 mg, cr4 -
6 gig mot 1an khi can thiét, nhung khéng qué 4 g mot ngay; liéu métlan 16n hon (vidu 1g) cd thé
httuich dé gidm dau & mot s6 ngudi bénh.

CHONG CHiDINH:

-Ngudibénh nhiéu lan thiéu mau hoéc c6 bénh nghiém trong vé tim, phéi, than hodc gan.
-Ngudi bénh qua man véi paracetamol va cac thanh phan khéac ciia thude.

-Ngudibénh thiéu hut glucose-6- phosphat dehydrogenase.

THANTRONG KHIDUNGTHUGC:

- B4c si can canh bao bénh nhan vé cac dau hiéu ctia phan (ing trén da nghiém trong nhu hoi
ching Steven - Jonhson (SJS), hdi chiing hoai tir da nhiém doc (TEN) hay héi chiing Lyell, hoi
chimng ngoai ban mun matoan than cap tinh (AGEP).

- Paracetamol tuong déi khong doc véi liéu diéu tri. Doi khi ¢ nhitng phan tng da gém ban dat
san nglra va mé day; nhiing phan ting man cdm khac gém phu thanh quan, pht mach va nhiing
phan ting kiéu phan vé cé thé it khi xay ra. Gidm tiéu cdu, gidm bach cdu, va gidm toan thé huyét
cau da xay ravaiviéc sitdung nhiing dan chat p -aminophenol, dac biét khi dung kéo dai cacliéu
16n. Gidm bach cau trung tinh va ban xuat huyét gidm tiéu cau da xay ra khi dung paracetamol.
-Hiém gap matbach cau hat 8 ngudi bénh dung paracetamol.

-Phai duing paracetamol than trong & ngudi bénh cé thiéu mau tirtrudc, viching xanh tim c6 thé
khong biéu 16 ré, mic du cé nhing néng d6 cao nguy hiém ctiamethemoglobintrong méu.

- U8ng nhiéu rugu cé thé gay tang déc tinh véi gan clia paracetamol, nén tranh hodc han ché
udng rugu.

Phunitcé thaivacho conbu:

-Thoi ky mang thai: Chua xac dinh dugc tinh an toan ctia paracetamol duing khi thai nghén lién
quan dén tac dung khéng mong mudn cé thé cé déi véi phat trién thai. Do d6, chi nén dung
paracetamol &ngudi mang thai khi that can thiét.

-Thai ky cho con bu: Nghién ctiu & ngusi me dung paracetamol sau khi dé cho con bu, khong
thay c6 tédc dung khéng mong mudn &tré nhd bume.

Anh huéng ctia thudc déi v6i cong viéc (ngudi van hanh may méc, dang lai tau xe, ngudi
lamviéctrén cao va cactruong hop khac):

Chua ghi nhan dugc bao cdo phan (ing bt Igi hodc chua cé nghién clu nao vé anh hudng ctia
thudclén kha nang van hanh may mac, lai tau xe, ngudi lam viéc trén cao va cac trudng hgp khac.
TUONGTAC CUATHUGCVGI CACTHUOC KHAC VA CAC LOAITUONGTACKHAC:

- Uéng dai ngay liéu cao paracetamol lam tang nhe tac dung chéng déng ctia coumarin va dan
chat indandion. Tac dung nay cé vé it hodc khéng quan trong vé 1am sang, nén paracetamol
dugc ua dung hon salicylat khi can gidam dau nhe hodc ha s6t cho ngudi bénh dang dung
coumarin hodc dan chatindandion.

- Paracetamol c6 kha nang gay ha sét nghiém trong & ngudi bénh dung déng thai phenothiazin
valiéuphaphanhiét.

-U6ng rugu qué nhiéu va dai ngay c6 thé lam tdng nguy co paracetamol gay doc cho gan. Tranh
udng rugu va cac thiic udng cé chifa rugu trong thai gian dung thude.

-Thuéc chéng co giat (gém phenytoin, barbiturat, carbamazepin) gdy cdm iing men & microsom
thé gan, c6 thé lam tang tinh déc hai gan ctia paracetamol do tang chuyén héa thuéc thanh
nhiting chat doc hai véigan.

-Han chétu dung paracetamol khi dang dung thuéc chéng co giat hodc isoniazid do c6 thé lam
tang tinh doc hai gan ctia paracetamol.

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

-Isoniazid va cac thudc chéng lao lam tang doc tinh clia paracetamol ddi vai gan.

TAC DUNG KHONG MONG MUON (ADR):

- Phan ting da nghiém trong nhu hdi chiing Stevens-Johnson, héi chiing Lyell, hoai ti biéu bi nhiém
doc, mun mu ban dd toan than cap tuy hiém xdy ra, nhung c6 kha néng gay tir vong. Néu thdy xuét
hién ban hodc cac biéu hién khac vé da, phai ngting dung thudc va tham kham thay thuéc.

- Ban da va nhiing phan tng di ting khac thinh thoang xay ra. Thudng la ban do hoac may day,
nhung déi khindng hon va cé thé kém theo sét do thuéc va thuong tén niém mac. Néu thay sét,
bong nudc quanh cac héc tu nhién, nén nghi dén hoi chiing Stevens-Johnson, phai ngiing
thudc ngay. Qué liéu paracetamol c6 thé dén dén tén thuong gan nang va ddi khi hoai ti 8ng
than cap. Ngudi bénh man cam vdi salicylat hiém khi man cam véi paracetamol va nhitng thuéc
c6 lién quan. Trong mot s6 it trudng hop riéng 1, paracetamol da gay gidm bach cau trung tinh,
gidm tiéu cu va gidm toan thé huyét cau.

-Theobéo co giam sathau mai, paracetamol hiém khi gay réiloan chiic nang gan.

Bang tém tét cac phan iing khéng mong muén:

Cac co quan Tan suat () Cacphan ing khéng mong muén

Da ftgdp Ban.

Da day - ruét It gdp Buénnén, nén.

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

Than ltgap Bénh than, doc tinh than khi lam
dung daingay.

Khac Hiém gdp Phan ting qua man.

(¥) Tan suat tdc dung khéng mong muén dugc dinh nghianhusau: {t gdp (1/1000 < ADR < 1/100),
hiém gap (ADR < 1/1000).
Huéng dan cach xi tri ADR:
Néu xay ra nhing tac dung khéng mong muén nghiém trong, phai ngting dung paracetamol.
Vé diéu tri, xin doc phan: "Qua liéu va xrtri".
QUA LIEU VA CACH XU TRI:
Triéu chiing va biéu hién khi strdung thudc qua liéu:
- Nhiém déc paracetamol c6 thé do dung mét liéu doc duy nhat hodc do uéng Iap lai liéu I6n
paracetamol (7,5- 10 g mbi ngay, trong 1-2 ngay) hodc do uéng thuéc dai ngay. Hoai tirgan phu
thudcliéu latac dung doc cdp tinh nghiém trong nhitdo qualiéu va cd thé gay tirvong.
-Budn nén, nén va dau bung thudng xay ra trong vong 2 - 3 gid sau khi udng liéu doc ctia thude.
Methemoglobin - mau, dén 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 nho sulfhemoglobin cling c6
thé dugc san sinh. Tré em c6 khuynh hudng tao methemoglobin d& hon nguai I6n sau khi uéng
paracetamol.
- Khi bi ngd déc ndng, ban dau c6 thé kich thich hé than kinh trung uong, kich dong va mé sang.
Tiép theo cé thé la tc ché hé than kinh trung uong: Siing s, ha than nhiét, mét 13, tha 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 tic ché trung tam, tac dung nay chi xay ra vdi liéu rat 16n. Séc cé
thé xdy ra néu gidn mach nhiéu. Can co giat nghet thd gay tiivong c6 thé xay ra. Thudng hén mé
xay ra trudc khi chét dot ngot hodc sau vaingay hon mé.
-D4u hiéulam sang thuong tén gan trd nén ré rét trong vong 2 dén 4 ngay sau khi uéng liéu déc.
Aminotransferase huyét tuong tang (déi khi tang rat cao) va néng dé bilirubin trong huyét
tuong cling c6 thé tang. Khi tén thuong gan lan rong, thai gian prothrombin sé kéo dai. C6 thé
10 % ngudi bénh bi ngd doc khong dugc diéu tri dac hiéu da cé thuong tén gan nghiém trong;
trong s6 d6 10 % dén 20 % cudi cung chét vi suy gan. Suy than cdp cling xay ra 8 mot s6 ngudi
bénh. Sinh thiét gan phét hién hoai ti trung tam tiéu thily trir ving quanh tinh mach ctra. &
nhiing trudng hgp khéng tiivong, thuong tén gan phuc hdi sau nhiéu tudn hodc nhiéu thang.
Cach xtr tri qua liéu:
- Chan doan sém rat quan trong trong diéu tri qué liéu paracetamol. Khi nhiém déc ning, phai diéu
tri hé trg tich cuc, can rlra da day trong moi trudng hgp, tét nhét trong vong 4 gids sau khi udng.
- Liéu phép giai doc chinh la dung nhiing hgp chét sulfhydryl, c6 1€ tac ddong moét phan do bé
sung du trir glutathion & gan. N - acetylcystein c6 tac dung khi uéng hoac tiém tinh mach. Phai
dung thudc gidi doc ngay lap tuc, cang s6m cang tét néu chua dén 36 gid ké tir khi usng
paracetamol. Diéu trj v&i N - acetylcystein c6 hiéu qua hon khi cho thudc trong thai gian dudi 10
gid sau khi uéng paracetamol. Khi cho udng, hoa loang dung dich N - acetylcystein v&i nudc
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 vai liéu dau tién la 140 mg/kg, sau d6 cho tiép 17 liéu nita, méi liéu 70
mg/kg cach nhau 4 gid mét lan. Cham dut diéu tri néu xét nghiém paracetamol trong huyét
tuaong cho thdy nguy co déc hai gan thap. Ciing cé 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 phat;
sau d6 truyén tinh mach liéu 50 mg/kg trong 500 ml glucose 5 % trong 4 gid; ti€p theo la 100
mg/kg trong 1 litdung dich trong vong 16 gi tiép theo. Néu khong cé dung dich glucose 5 % thi
c6thé dung dung dich natriclorid 0,9 %.
-Tac dung khéng mong muén clia N - acetylcystein gém ban da (gém ca may day, khéng yéu cau
phaingiing thuéc), buén nén, nén, tiéu chdy va phan ting kiéu phan vé.
- Néu khong cé N - acetylcystein, c6 thé dung methionin. Ngoai ra c6 thé dung than hoat
va/hodc thudctdy mudi, ching c6 kha ndng lam gidm hap thu paracetamol.
PIEU KIEN BAO QUAN: Noi kho, nhiét d6 dudi 30 °C, tranh anh sang.
HANDUNG CUATHUGC: 48 thang ké tirngay san xuét.
CO SO SAN XUAT:

CONGTY C6 PHAN XUAT NHAPKHAU Y TEDOMESCO

Dia chi: S6 346 dudng Nguyén Hug, Phudng My Phu, Thanh phé Cao Lanh, Tinh

PoéngThap
DOMESCO  Diénthoai: 1800.969.660

NGAY XEM XET SUA DG, CAP NHAT LAI NOI DUNG HUGNG DAN SU'DUNG THUGC: 30/11/2023

TG HUGNG DAN SU DUNG THUOC CHO BENH NHAN

DOPAGAN"500 n,

e Doc ki hwéng dan str dung trwére khi ding.

o Déxatamtaytréem.

o Théng bao ngay cho bac si hoac dwoc si nhirng tac dung khéng mong muén gap phai
khistr dung thudc.

o Hay giir lai t’ hwong dan sir dung; ban c6 thé can phai doc lai.

THANH PHAN, HAM LUQNG CUA THUGC: Mbi vién nén chfa:

- Paracetamol 500mg
- Ta dugc: Tinh bot mi, Starch 1500, Microcrystallin cellulose PH101, Povidon K90, Natri starch
glycolat, Magnesi stearat, Natri benzoat, Talc, Nudc tinh khiét.

MO TA SAN PHAM:

Dang bao ché: Vién nén, dung udng.

Hinh thuc: Vién nén mau trdng, hinh chir nhat thuén, hai mat 16i, mot mat vién ¢ khédc vach va
mot matvién khacs6“4618’ canhvathanhviénlanh lan.

QUY CACH PONG GOI:

-HOop 1 vix 10 vién, hop 10 vix 10 vién.

- Chai 100 vién.

THUGC DUNG CHO BENH Gi?

Paracetamol dung trong diéu tri hau hét cac chiing dau tirnhe dén vira va ha sét.

*Piéu tri cdc chiing dau: Paracetamol dugc dung gidm dau tam thdi trong diéu trj chiing dau
nhe vavia. Thudc cé hiéu qua nhatla lam gidm dau cudng do thap c6 nguén géc khéng phaindi
tang.

Paracetamol khéng c6 tac dung tri thap khdp. Paracetamol la thudc thay thé salicylat (dugc ua
thich & ngusi bénh chéng chidinh hodckhéng dung nap salicylat) dé gidm dau nhe hodc ha sét.
*Piéu tri s6t: Paracetamol thudng dugc dung dé gidm than nhiét & ngudi bénh sét, khi sét co thé
c6 hai hodc khi ha sét, ngudi bénh sé dé chiu hon. Tuy vay, liéu phap ha s6t n6i chung khong déc
hiéu, khong &nh hudng dén tién trinh ctia bénh co ban va cé thé che Iap tinh trang bénh ctia
ngudibénh.

NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUGNG?

Pudng dung: Dudng udng.

Cach dung: Dung udng.

Liéu dung:

-Khéng dugc dung dé tu diéu tri gidm dau qua 10 ngay & ngudi lén hodc qué 5 ngay G tré em, trir
khi do thay thuéc huéng dan, vi dau nhiéu va kéo dai nhu vay c6 thé la ddu hiéu cia mét tinh
trang bénh ly can dugc chdn doan va diéu tri c6 gidm sat bai thay thudc.

-Khéng dung cho ngusi I6n va tré em dé tu diéu trj st cao (trén 39,5 °C), s6t kéo dai trén 3 ngay,
hodc s6t téi phat, trirkhi do thiy thuéc hudng dan, vi sét nhuvay cé thé 1a ddu hiéu ciiamotbénh
nang can dugc thay thuéc chdn doén nhanh chéng.

- D& gidm thiéu nguy co qué liéu, khéng nén cho tré em qua 5 liéu paracetamol dé gidm dau
hodc ha sét trong vong 24 gid, trir khi do thay thuéc huéng dan.

- Dé gidm dau hodc ha s6t cho ngudi I6n va tré em trén 11 tudi, liéu thudng dung la 500 mg,
clt4 - 6 gio mét 1an khi can thiét, nhung khéng qua 4 g mét ngay; liéu mét 1an 16n hon (vi du

1 g) c6 thé hitu ich dé gidm dau & mét s6 ngudi bénh.

KHI NAO KHONG NEN DUNG THUOC NAY?

- Ngui bénh nhiéu 1an thi€u mau hodc c6 bénh nghiém trong vé tim, phéi, than hodc gan.

- Ngudi bénh qua man véi paracetamol va cac thanh phan khac clia thudc.

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

TAC DUNG KHONG MONG MUON:

- Cling nhu cac thudc khac, DOPAGAN 500 mg c6 thé gay ra cac tac dung phu, mic du khéng
phaibénh nhan nao ciing gap phai.

-Théng bao ngay cho bac si hodc dugc si nhimng tac dung khong mong mudén gap phai khi st
dungthudc.

- Néu téc dung khéng mong muén nao trd nén nghiém trong hodc néu ban phat hién tac dung
khéng mong mudn chua dugc dé cap trong t& hudng dan nay, hiy bao co cho bac si clia ban biét.

- Phan (ing da nghiém trong nhu héi chiing Stevens-Johnson, hi ching Lyell, hoai tt biéu bi
nhiém doc, mun mu ban do toan than cap tuy hiém xay ra, nhung c6 kha nang gay tirvong. Néu
thay xuét hién ban hodc cac biéu hién khac vé da, phai ngling dung thuéc va thdm kham thay
thuéc.

- Ban da va nhiing phan ting di ting khac thinh thodng xay ra. Thudng la ban d6 hoac may day,
nhung déi khindng han va c6 thé kém theo s6t do thudc va thuong tén niém mac. Néu thay sét,
bong nudc quanh cac héc ty nhién, nén nghi dén hoi chiing Stevens-Johnson, phai ngiing
thuéc ngay. Qua liéu paracetamol c6 thé dén dén tén thuang gan néng va déi khi hoai tir 6ng
than cdp. Ngusi bénh man cdm véi salicylat hiém khi man cdm véi paracetamol va nhiing thuéc
célién quan. Trong mét s it trudng hop riéng 1€, paracetamol da gay gidm bach cau trung tinh,
gidmtiéu cdu va gidmtoan thé huyét cau.

-Theo béo cdo giam sat hau mai, paracetamol hiém khi gdy réiloan chiic nang gan.

Bang tém tat cac phan iing khéng mong muén:

Cac co quan Tan suét () Cacphén iing khéng mong muén

Da ltgdp Ban.

Da day - rut Itgdp Buén non, non.

Huyét hoc It gdp Loan tao mau (gidm bach cau trung
tinh, gidm toan thé huyét cau, giam
bach cau), thi€u mau.

Than Ttgdp Bénh than, doc tinh than khi lam
dungdaingay.

Khac Hiém gdp Phan (ing qua man.

(¥) Tan suat tdc dung khéng mong muén dugc dinh nghia nhu sau: ft gap (1/1000 < ADR < 1/100),
hiém gap (ADR < 1/1000).

Huéng dan cach xi tri ADR:

Néu xdy ra nhiing tac dung khéng mong muén nghiém trong, phai ngting dung paracetamol.
Vé diéu tri, xin doc phan: "Qua liéu va xrtri”.

NENTRANH DUNG NHUNG THUGC HOAC THUC PHAM Gl KHI DANG SU DUNG THUGC NAY?
Thuc pham: Uéng rugu qué nhiéu va dai ngay c6 thé lam ting nguy co paracetamol gay doc cho
gan.Tranh uéng rugu va cac thiic uéng cé chira rugu trong thai gian dung thuée.

Dung cacthuéckhac:

-Thong tin vai bac sidanh sach tat ca cac thuéc ma ban dang strdung.

- Uéng dai ngay liéu cao paracetamol lam tang nhe tac dung chéng déng clia coumarin va dan
chét indandion. Tac dung nay c6 vé it hoac khéng quan trong vé 1am sang, nén paracetamol
dugc ua dung hon salicylat khi can gidm dau nhe hodc ha sét cho ngudi bénh dang dung
coumarin hodcdan chatindandion.

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

-Thuéc chéng co giat (gém phenytoin, barbiturat, carbamazepin) gay cdm (ing men & microsom
thé gan, c6 thé lam ting tinh doc hai gan clia paracetamol do tang chuyén hoéa thudc thanh
nhiing chat déc hai vdi gan.

-Han ché tu dung paracetamol khi dang dung thuéc chéng co giat hoéc isoniazid do c6 thé lam
tang tinh déc hai gan ctia paracetamol.

- Probenecid cé thé lam gidm dao thai paracetamol va lam tang thdi gian ban thai trong huyét
tuong clia paracetamol.

-Isoniazid va cac thuéc chéng lao lam tang doc tinh cla paracetamol déi vai gan.

CANLAM GI KHIMOT LAN QUEN KHONG DUNGTHUOC?

Néu ban quén uéng mét liéu dung, hay uéng ngay khi nha ra. Néu thai gian gan véi lan dung
thuéc tiép theo, bd qua liéu da quén va hay dung liéu tiép theo vao thai gian thusng 1. Khong
dung liéu gap d6i dé bu vaoliéu da quén.

CAN BAO QUAN THUGC NAY NHU THE NAO?

Béo quén thudc nai khé, nhiét do dudi 30 °C, tranh anh sang.

NHUNG DAU HIEUVATRIEU CHUNG KHI DUNG THUGC QUA LIEU?

Triéu chiing va biéu hién khi strdung thudc qua liéu:

- Nhiém déc paracetamol c6 thé do dung mét liéu doc duy nhat hodc do uéng Iap lai liéu I6n
paracetamol (7,5- 10 g mbi ngay, trong 1- 2 ngay) hodc do uéng thuéc dai ngay. Hoai tirgan phu
thudcliéulatac dung doc cdp tinh nghiém trong nhatdo qualiéu va cd thé gay tirvong.

-Budn nén, nén va dau bung thudng xay ra trong vong 2 - 3 gid sau khi udng liéu doc clia thudc.
Methemoglobin - mau, dén dén chiing xanh tim da, niém mac va mong tay la mét ddu hiéu dac
trung nhiém doc cap tinh dan chat p - aminophenol; mot lugng nho sulfhemoglobin cling c6
thé dugc san sinh. Tré em c6 khuynh hudng tao methemoglobin dé hon ngudi I6n sau khi uéng
paracetamol.

- Khi bingd déc ndng, ban dau cé thé kich thich hé than kinh trung uang, kich ddng va mé sang.
Tiép theo cé thé la tc ché hé than kinh trung uong: Siing s, ha than nhiét, mét 13, thd nhanh,
nodng; mach nhanh, yéu, khéng déu; huyét ap thap va suy tuan hoan. Truy mach do gidm oxy
huyét tuong déi va do téc dung tic ché trung tam, tac dung nay chi xay ra vai liéu rat 16n. Séc cd
thé xdy ra néu gidn mach nhiéu. Can co giat nghet thd gay tiivong c6 thé xay ra. Thudng hén mé
xay ratrudc khi chét dot ngdt hodc sau vaingay hon mé.

-D4u hiéulam sang thuong tén gan trd nén ré rét trong vong 2 dén 4 ngay sau khi uéng liéu déc.
Aminotransferase huyét tuong tang (déi khi tang rat cao) va néng dé bilirubin trong huyét
tuong cling c6 thé tang. Khi tén thuong gan lan rong, thai gian prothrombin sé kéo dai. C6 thé
10 % ngudi bénh bi ngé doc khéng dugc diéu tri dac hiéu da cé thuong tén gan nghiém trong;
trong s6 d6 10 % dén 20 % cudi cung chét vi suy gan. Suy than cdp cing xay ra 8 mot s6 ngudi
bénh. Sinh thiét gan phét hién hoai ti trung tam tiéu thily trir viing quanh tinh mach ctra. &
nhiing trudng hgp khéng tiivong, thuong tén gan phuc hdi sau nhiéu tuan hodc nhiéu thang.
CAN PHAI LAM Gi KHI DUNG THUGC QUA LIEU KHUYEN CAO?

Cach xtr tri qua liéu:

-Néu ban hay batky ai khac (nhutré em) uéng qua nhiéu vién thuéc, hay gap ngay bac sihoactéi
khoa Héi stic - Cdp clu ctia bénh vién gan nhat.

- Chan doan sém rat quan trong trong diéu tri qua liéu paracetamol. Khi nhiém déc niang, phai
diéu tri ho trg tich cuc, can rira da day trong moi trudng hgp, tét nhat trong vong 4 gid sau khi
uéng.

- Liéu phép giai doc chinh 1a dung nhitng hgp chat sulfhydryl, cé 1& tdc dong mét phan do bé
sung du trir glutathion & gan. N - acetylcystein 6 téc dung khi udng hoac tiém tinh mach. Phai
dung thudc gidi déc ngay lap tuc, cang s8m cang tét néu chua dén 36 gid ké tur khi usng
paracetamol. Diéu trj vdi N - acetylcystein c6 hiéu qua hon khi cho thudc trong thai gian dudi 10
gid sau khi uéng paracetamol. Khi cho uéng, hoa loang dung dich N - acetylcystein véi nudc
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 véiliéu dau tién la 140 mg/kg, sau d6 cho tiép 17 liéu nita, méi liéu 70
mg/kg cach nhau 4 gid mét lan. Cham dut diéu tri néu xét nghiém paracetamol trong huyét
tuong cho thay nguy co doc hai gan thap. Ciing cé 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 phat;
sau d6 truyén tinh mach liéu 50 mg/kg trong 500 ml glucose 5 % trong 4 gid; ti€p theo la 100
mg/kg trong 1litdung dich trong vong 16 gig tiép theo. Néu khong cé dung dich glucose 5 % thi
c6thé dung dung dich natriclorid 0,9 %.

-Tacdung khéng mong mudn cdia N - acetylcystein gém ban da (gém ca may day, khong yéu cau
phainguing thuéc), buén nén, nén, tiéu chdy va phan ting kiéu phan vé.

- Néu khong cé N - acetylcystein, c6 thé dung methionin. Ngoai ra c6 thé dung than hoat
va/hodc thudctdy mudi, ching c6 kha ndng lam gidm hap thu paracetamol.

NHUNG DIEU CAN THAN TRONG KHI DUNG THUGC NAY:

- Bac si can canh bao bénh nhén vé cac dau hiéu ctia phan ting trén da nghiém trong nhu hoi
chiing Steven - Jonhson (SJS), hdi ching hoai tir da nhiém doc (TEN) hay hoi ching Lyell, hoi
ching ngoai ban mun matoan than cap tinh (AGEP).

- Paracetamol tuong d6i khdng doc véi liéu diéu tri. Doi khi co nhitng phan tng da gém ban dat
san ngta va mé day; nhiing phan ting man cdm khac gém phu thanh quan, phti mach va nhiing
phan ting kiéu phan vé cé thé it khi xay ra. Gidm tiéu cau, gidm bach cau, va gidm toan thé huyét
c&u daxay ravaiviéc strdung nhiing dan chat p -aminophenol, dac biét khi dung kéo dai cac liéu
16n. Gidm bach cau trung tinh va ban xuat huyét gidm tiéu cau da xay ra khi dung paracetamol.
-Hiém gdp mat bach cau hat & ngudi bénh dung paracetamol.

- Phai dung paracetamol than trong & ngudi bénh cé thi€éu mau tir trudc, vi chiing xanh tim cé
thé khéng biéu 16 ré, mac du c6 nhiing néng dé cao nguy hiém clia methemoglobin trong méu.
- Uéng nhiéu rugu c6 thé gay tang doc tinh véi gan ctia paracetamol, nén tranh hodc han ché
uéng rugu.

Phuniicé thaivacho conbu:

Théng bao véi bac sinéu ban dang mang thai hay cho con bu.

- Thoi ky mang thai: Chua xac dinh dugc tinh an toan ctia paracetamol dung khi thai nghén lién
quan dén tac dung khéng mong muén ¢6 thé cé déi véi phat trién thai. Do d6, chi nén dung
paracetamol &ngudi mang thai khi that can thiét.

- Thai ky cho con bu: Nghién ctfu & nguai me dung paracetamol sau khi dé cho con bu, khéng
thay cotadc dung khéng mong mudn &trénhd bime.

Anh huéng clia thuéc d6i v6i cong viec (ngui van hanh may méc, dang lai tau xe, ngusi
lam viéctrén cao va cactruong hop khac):

Chua ghi nhan dugc bao cdo phan (ing bt Igi hodc chua cé nghién clu nao vé anh hudng ctia
thudclén kha ndng van hanh may mac, lai tau xe, ngudi lam viéc trén cao va cac trudng hgp khac.
KHINAO CANTHAMVAN BAC STHOAC DUGCSI?

T& hudng dan st dung néu tédm tit cac thong tin quan trong ctia thudc. Néu can thém thong tin,
xin hoiy kién bac sihodc dugc si.

HANDUNG CUATHUOC: 48 thang ké tirngay san xudt.

CO SO SAN XUAT:

CONGTY CO PHAN XUAT NHAP KHAU Y TEDOMESCO
Dia chi: S6 346 dudng Nguyén Hué, Phudng My Phu, Thanh phé Cao Lanh, Tinh
PongThap

DOMESCO  Diénthoai: 1800.969.660
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