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To hwéng din sir dung thuoe

KOTELO 200 mg/5 ml

Dung dich uéng
Pé xa tAm tay tré em.

Poc ki huwéng dan siv dung trieée khi diing.

THANH PHAN

- Thanh phan duge chit: Paracetamol 200 mg/5 ml (paracetamol 4%).

- Thanh phén ta dwge: Propylen glycol, PEG 6000, glycerin, acid citric Khan, natri
citrat dihydrat, methylparaben, propylparaben, natri saccharin, aspartam, mau hong

amaranth, huong dau, nude tinh khiét.

DANG BAO CHE, MO TA SAN PHAM

Dung dich ubng

Dung dich trong suét, mau hong, huong dau, khong co can, tiéu phan la va vang 1p5c.

CHI PINH

KOTELO 200 mg/5 ml dugc chi dinh trong diéu trj triéu ching s6t va dau mire do nhe dén
trung binh.

LIEU DUNG, CACH DUNG

Lidu diing

Liéu lrgng duge tinh theo trong luong co thé va do tudi.

- Litu thong thuong: 10 — 15 mg/kg cho mdi lan ding.

- Liéu t6i da: 60 mg/kg/ngay.

- Khoéng céach giita céc liéu phu thude vao mire do triéu chung va liéu téi da hing ngay,
nhung cach nhau toi thiéu 6 gio.

- Nén tham kham bac si ncu tricu chimg kéo dai trén 3 ngay.

Chn ning hodc dd tuoi Liéu duy nhét | Lidu téi da hf‘ing‘ngiiy
7—-9kg (6 — 12 thang tuéi)_ - 100 mg (2,5 ml) 400 mg (10 ml) I
10— 12 kg (1 - 2 tubi) 150 mg (3,75 ml) 600 mg (15 ml)
13— 18k (2 — 5 tudD) 200 mg (5 ml) 800 mg (20 ml)
19— 25 kg (5 — 8 tudi) 300 mg (7.5 ml) 1.200 mg (30 ml) e
12632 ke (8— 11 udi) 400 mg (10 ml) 1.600 mg (40 ml)
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To hwéng dan siv dung thude

Cén niing hoic d§ tudi Liéu duy nhat Liéu t6i da hing ngay

33 —43 kg (11 — 12 tudi)
[dang bao ché khéc ¢ thé pha | 500 mg (12,5 ml) 2.000 mg (50 ml)
hop hon véi nhém do tudi nay |

Bénh nhdn suy gan

Bénh nhan rdi loan chire ning gan hodic hoi chirg Gilbert can gidm lidu hoiic kéo dai khodng
cach gitra cac liéu. Liéu téi da khong qué 2 g/ngay & ngudi trudng thanh néu khong co chi
dén cua béc si.

Bénh nhan suy thdn

Bénh nhéan suy than cin giam liéu, liéu t6i da khéng qué 2 g/ngay.

GFR tir 10 — 50 ml/phat: 500 mg moi 6 gio. GFR < 10 ml/phit: 500 mg mdi & gid.

Nguoi cao tuoi

Khéng can chinh liéu trén ngudi cao tubi. Tuy nhién déi v6i bénh nhan cao tudi bat dong,
suy gan/than can giam liéu hodc ting khoang cach gitra céc liéu. Khéng khuyén cdo dung
hon 60 mg/kg/ngay (2 g/ngay ¢ nguoi lon) trong truong hop can ning dudi 50 kg, nghién
rugu mén tinh, mat nuéc, suy dinh dudng man. ‘

Tre em

Khong khuyén cao dung thude cho tré dudi 6 thang tudi hodc dudi 7 kg.

Cach ding

Ding dudng udng, c¢6 thé ubng truc tiép hoic pha lodng voi do uéng khac néu can.

Pbi voi dang dng va goi, chi st dung cho cac mie liéu S ml va 10 ml.

Dbi vai dang chai, viéc diung thube duoc thuc hién b:z'mg ce dong chia vach (c-éc dong ¢o
cacvachchial -1,25-2-2,5-3-3,75-4-35ml).

Péi vdi cac lidu 2,5 ml; 3,25 ml; 7,5 ml va 12,5 ml khong duge ding dang éng hodc goi
phén liéu sdn (5 ml hodc 10 ml), thay vio do nén sir dung dang chai kém cde dong chia vach
dé 14y dugce thé tich twong (g,

Pdi voi céc litu 5 ml va 10 ml, ¢6 thé sir dung & ca dang ng, gbi va dang chai.

CHONG CHI PINH

Qué mén véi hoat chit hodic bit ky thanh phén ta dwoc nao ctia thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Béc si cin canh bdo bénh nhén vé cac déu hi¢u cta phan tng trén da nghiém trong nhu hoi

chimg Steven-Jonhson (SJS), hoi ching hoai tur da nhiém doc (TEN) hay hoi chirng Lyell,
hoi chirng ngoai ban mun mu toan than cip tinh (AGEP).
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To hwong din siv dung thude

Phan trng phu nghiém trong trén da méc du ti I¢ mic phai la khong cao nhung nghiém trong,
tham chi de doa tinh mang bao gébm hoi ching Steven-Jonhson (SJS), hoi ching hoai tir da
nhiém doc: toxic epidermal necrolysis (TEN) hay hoi ching Lyell, hoi chimg ngoai ban mun
mt toan than cip tinh: acute generalized exanthematous pustulosis (AGEP).

Triéu chirng cta cac hoi chiung néu trén duge mo ta nhu sau:

- Hoi ching Steven-Jonhson (SJS): la di tng thude thé bong nude, bong nude khu tri &
quanh cac hdc ty nhién: mét, mili, miéng, tai, bd phén sinh duc va hdu mon. Ngoai ra co
thé kem sét cao, viém phoi, réi loan chitc ning gan than. Chén doan hoi chimg Steven-
Jonhson (SJS) khi c6 it nhit 2 héc ti nhién bi t6n thuong.

- Héi ching hoai tir da nhiém doc (TEN): 1a thé di g thude ning nhét, gom:

+ Céc ton thuong da dang & da: ban dang soi, ban dang tinh hf’Sng nhiét, hf.‘mg ban hoac
cac bong nudc bung nhung, cac ton thuong nhanh chong lan téa Khép ngudi;

+ Tbn thuong niém mac mat: viém gidc mac, viém két mac mu, loét giac mac.

+ Tbn thuong niém mac duong ti€u hoa: viém miéng, trot niém mac miéng, loét hﬁu,
hong thuc quan, da day, rudt;

+ Tén thuong niém mac dudng sinh duc, tiét niéu.

+ Ngoai ra cdn c6 cdc triéu chimg toan than trim trong nhu sot, xudt huyét dudng tiéu
hoéa, vidém phdi, viém cau thin, viém gan... ty 1¢ tr vong cao 15-30%.

- Hoi chimg ngoai ban mun mu toan than cép tinh (AGEP): mun mi vé tring nhé phét
sinh trén nén hdng ban lan rong. Tdn thwong thudng xuat hién & cac nép glp nhu nach,
ben va mat, sau do ¢6 thé lan rong toan than. Triéu ching toan than thuong co 12 sbt, xét
nghiém mau bach ciu mui trung tinh ting cao.

Khi phat hién nhimg déu hiéu phat ban trén da dau tién hodc bat ky d4u hiéu phan Gmg qué

man nao khéac, bénh nhan can phai ngimg str dung thude. Nguoi da tirng bi cdc phan (ing trén

da nghiém trong do paracetamol gdy ra thi khong dugc dung thube trd lai va khi d@én kham
chira bénh can phai thong béo cho nhan vién y té biét vé van dé nay

Khong nén dung ciing luc cac thude ¢6 chira paracetamol dé trdnh nguy co qud lidu.

Than trong khi dung paracetamol trong céc trrdong hgp sau: Suy gan, nghién rugu man tinh,

suy than (CrCl < 50 ml/phut), hoi chirng Gilbert, sir dung dong thoi cac thude anh hudéng

x4u dén chirc ning gan, thiu men G6PD, thiéu mdu tén huyét, thiéu glutathion, mit nude,
suy dinh du®ng man, can nang dudi 50 kg, nguot cao tubi.

Than trong khi dung dong thoi paracetamol véi flucloxacillin do ting nguy co nhiém toan

chuyén héa co tang khoang tréng anion, dic biét & bénh nhén suy thin nang, nhiém trang

huyét, suy dinh dudng, nhirng ngudi st dung lidu ti da paracetamol hang ngay.

O nhitng bénh nhan giam dy trir glutathion (suy dinh duéng, mang thai, nhiém trung, bénh

gan, bénh than, nghién rugu) dung paracetamol ¢6 thé 1am ting nguy co ton thuong gan,

nhiém toan chuyén hoa.
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To hwéng din sir dung thube

Néu s6t cao, ¢6 dau hiéu nhiém tring thir phat hodc céc triéu chimng kéo dai trén 3 ngay, can
tham kham béc si.

Paracetamol chi nén diéu trj ngin han va khong duge tu ¥ tang lidu nén khong ¢6 sur huong

dan y té. Ty y st dung thude lidu cao kéo dai c¢6 thé gdy dau diu. Viée dung thube theo thoi
quen, dac biét khi két hop nhiéu loai thude giam dau, ¢6 thé dan dén ton thuong than vinh
vién, ting nguy co suy than. .

Nhire ddu, mét méi, dau co, cing théng va cac triéu chirmng than kinh thuc vat c¢6 thé xay ra
néu ngimg thube dot ngot sau khi dimg lidu cao trong thoi gian dai. Cac triéu chimg cai thude
giam dan trong vai ngay. Trong trudng hop nay khong nén tai sir dung thube giam dau néu
khong ¢6 chi dinh cua bac si.

Dung tong liéu hang ngdy trong mt lan c6 thé gay ton thuong gan nghiém trong, trong
truomg hop do6 cin dugc cham sée y té ngay lap tirc.

Ta dwoe

Séan phfim co6 chura 2.5 mg aspartam trong mdi 5 ml dung dich uémg. Chura co6 dir liéu phi lam
sang hay lam sang dé danh gia viéc sir dung aspartam cho tré dudi 12 tudn tuoi.

San phiam c6 chira glycerin, c6 thé gay dau diu, dau bung va tiéu chay.

Séan phidm c6 chira 1000 mg propylen glycol trong mdi 5 ml dung dich udng:

+ Viéc dang chung véi cac chit 12 co chét ciia alcol dehydrogenase nhu ethanol c6 thé gy
ra cac phan tmg c6 hai cho tré dudi 5 tuoi, vi vay hdy hoi y kién bac si hodc dugc si
truge khi cho tré dung thube, nhit 13 khi tré ding dong thoi cac thude khac ¢ chira
propylen glycol hay alcol.

+ Propylen glycol ¢ thé di qua nhau thai va bai tiét dugc vao sita me. Vi vay, cAn cin
nhic viéc ding thude cho phu nit ¢6 thai hoic dang cho con bu theo ting trudng hop cu
thé. Néu bénh nhan dang mang thai hay cho con b, khéng dung thude trir khi ¢6 khuyén
c4o clia bac si. Béc si co thé phai thyc hién mot s6 xét nghiém trong thoi gian bénh nhan
dimg thude nay. |

+ Theo ddiy té & bénh nhan suy giam chire nang gan hodc than vi mot sO phan tmg co hai
cua propylen glycol da dugc bdo cdo, nhu roi loan chirc ning than (hoai tor ong than
cép), suy than cap va rdi loan chire nang gan. Néu bénh nhan ¢ bénh gan hodc than,
khong ding thube nay trir khi ¢6 khuyén cdo ciia bac si. Bac si co thé phai thuc hién mot
s6 xét nghiém trong thoi gian bénh nhin ding thude nay.

San pham c6 chita methylparaben, propylparaben, ¢6 thé gay ra phan tmg di (g (c6 thé xay
ra cham).

San phdm chtra 47,2 mg natri trong mdi 5 ml dung dich ubng, twong duong 2,36% lugng
natri toi da hang ngay duoc WIHO khuyén cdo 1a 2 g natri cho nguoi 1on.
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To hwéng din sir dung thude

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU ’

Phu nir mang thai

Luong 16n dit liéu & phu nit mang thai cho thdy paracetamol khong gy di tat hay ddc tinh
cho thai nhi. Cac nghién ctru dich t& hoc vé sy phét trién than kinh ctia bao thai tiép xiic v
paracetamol khong cho két qua thuyét phuc. Néu cén thiét vé 1am sang, thude co thé dugc
dung trong thoi ky mang thai & lidu thap nhét c6 hidu qua, trong thoi gian ngan nhit va tin
sudt thip nhat.

Phu nir cho con bua

Mot luong nho paracetamol dugc bai tiét vao sira me, tuy nhién khong ghi nhin tic dung bt
loi nao. Co thé dung paracetamol vdi liéu didu tri & phy n@t cho con bi.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Paracetamol khong anh huong dén kha néng lai xe va van hanh may mac.

TUONG TAC, TUONG KY CUA THUOC

Twong tic thube

- Probenecid trc ché gin két ctia paracetamol vai acid glucuronic lam giam 2 1an do thanh
thai thude. Nén giam lidu paracetamol khi ding dong thoi.

- St dung dong thoi véi chat cam ting men gan nhu thude an than, thude chéng co giat
(phenobarbital, phenytoin, carbamazepin), rifampicin ¢é thé gy ton thuong gan. Tuong
twr khi dung chung v6i ruou. Nén than trong khi phdi hop véi cac chat ¢6 kha nang pdy
ddc cho gan.

- Viée sir dung dbng thoi paracetamol va AZT (zidovudin) l1am giam bach cdu trung tinh.

- Sir dung dong thoi véi thude lam tang toc do lam rong da day nhu metoclopramid cé thé
lam ting do hap thu va thoi gian khai phat tac dung cua paracctamol.

- Sur dung ddng thoi véi thude lam chdm qua trinh lam rdng da day c6 thé lam giam do hép
thu va thoi gian khoi phat tac dung cua paracetamol.

- Cholestyramin 1am giam hap thu paracetamol.

- Than trong khi dung dong thai paracetamol va flucloxacillin do ting nguy co nhiém toan
chuyén hoa tang khoang tréng anion, dic biét & nhitng bénh nhan ¢6 céc yéu té nguy co.

- St dung paracetamol trong hon mot tudn lam ting tac dung cia thube chng dong, dic
biét la warfarin. Do d6, viée dung lau dai paracetamol (rén bénh nhan dang diéu tri véi
thude chbng déng nén dugc gidgm sat, theo doi.

Twong ky

Do khéng ¢6 cac nghién ciru vé tinh twong ky ciia thude, khong tron 1an thude nay véi cic

thudc kkhac.
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TAC DUNG KHONG MONG MUON CUA THUOC

Céc phan Gmg ¢6 hai duoc phan nhom theo tin suat: rt thuomg gip (ADR > 1/10), thuong

gdp (1/100 < ADR < 1/10), it gép (1/1000 < ADR < 1/100), hiém gip (1/10000 < ADR <

1/1000) va rat hiém gip (ADR < 1/10000) va khong 13 tan sudt.

- R6i loan méu var hé bach huyét: Thay dbi cong thirc mau nhu giam tiéu cau, mat bach
cdu hat (rit hiém gip).

- Réi loan hé mién dich: Co thit phé quan (hen do thubc), phan tng qua man nhu may day,
s6c phan vé (rat hiém gip).

- Réi loan chuyén héa va dinh dwdng: Nhiém toan chuyén hoa (rat hiém gip).

- Réi loan gan — mat: Tang men gan (hiém gip).

- Ro6i loan da va mé dudi da: Phan tng da nghiém trong nhu hdi chimng Stevens-Johnson,
hoai tir da nhiém doc, ngoai ban mun mu toan thin cap tinh (rat hiém gap).

Thong béo cho bac s trong truong hgp co bit ky tac dung khéng mong mudn nao lién quan

toi viée dung thude.

]

Bao cao cac phan ung bat loi nghi ngd

Viée bao céo cdc phan Gng bét loi nghi ngo sau khi san phdm duge cdp phép 1a rit quan
trong. N6 cho phép theo doi lién tuc ty 1€ g1 ich/nguy co cua san phém. Cac chuyén gia y té
bao c4o moi tac dung phu bi nghi ngd vé Trung tdm Thong tin thudc va Theo d&i phan tng
coO hai cua thube.

QUA LIEU VA CACH XU TRi :

Triéu chirng:

Nguy co ngd ddc dic bidt & ngudi cao tudi, tré em, ngudi mac bénh gan, nghién rugu man
tinh, suy dinh dudng man hoic ding dong thoi véi thude cam (mg men gan. Trong trudng
hop nay ¢6 thé gay tit vong khi sir dung qua liéu.

Céc tridu chirng xudt hién trong 24 gid sau khi qua lidu bao gébm budn nén, non, chan in,
xanh xao va dau bung. Sau d6 triéu chirng dén cai thién, nhun g dau bung nhe van la dau hiéu
ctia ton thuong gan. Ding nhiéu hon 6 g/lan & nguoi 16m va 140 mg/kg/lan & tré nho ¢o thé
gdy hoai tir gan, dan dén suy té bao gan, nhiém toan chuyén hoa, bénh nio gan, hon mé, thim
chi 1a tir vong. Sau 12 — 48 gio, cac chi s6 AST, ALT, lactate dehydrogenase, bilirubin va
prothrombin bit diu tang. DAu hiéu lim sang clia t6n thuong gan thudng tré nén ro rang sau
2 ngay va dat toi da sau 4 — 6 ngay.

Ngay c4 khi khong cé ton thuong gan nghiém trong, suy than cip kém hoai tir 6ng than cép
van co thé xdy ra. Cac triéu chimg khéac ngoai gan bao gdm céc bat thuong vé co tim va viém
tuy duoc quan sat thdy sau khi dung qua liéu paracetamol.

Cach xir tri:
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T huwéng dan sit dung thude

Néu nghi ngd ngd doc paracetamol, tiém tinh mach céc chét cho -SH nhu N-acetyleystein
trong 10 gio dau. Tuy nhién N-acetylcystein van ¢o tac dung sau 10 gio va tdi da 1a 48 gio.
Trong trudng hop nay can tiém truyén kéo dai. Nén xac dinh ndng do paracetamol trong
huyét trong va c6 thé giam nong do bang cach tham tach. C4c lya chon khac trong didu tri

ngd ddc paracetamol phu thudce vao muire do, giai doan va tricu chirng lam sang.

PAC TINH DUQC LUC HQC

Nhém duge ly: Thude giam dau va ha sét.
Ma ATC: NO2BEOI.

Co ché tac dung ]

Co ché tac dung ctia paracetamol van chua dugc biét 13, ¢6 vé nhu né tic ddng & ca than
kinh trung wong va ngoai vi. Paracetamol trc ché manh viée tong hop prostaglandin ¢ trung
uong va yéu hon & ngoai bién. DPong thoi, né con tre ché hoat dong ciia chét gy sot noi sinh

1én trung tam dicu nhi¢t & vung duoi doi.

PAC TINH DUQC PONG HQC

Hap thu

Paracetamol hip thu nhanh va hoan toan. Nong do dinh dat dugc sau 30 — 60 phiit.

Phan b

Paracetamol phén bd nhanh chong & tat ca cac mo. Nong do thude trong mau, huyét tuong
va nuéce bot 1a nhu nhau. Lién két thap vai protein huyét tuong.

Chuyén héa

Paracetamol duoc chuyén héa chii yéu & gan theo hai con dudmg chinh: lién hop voi acid
glucuronic va acid sulfuric. G lidu vuot qud lidu diéu tri, con duong thir hai bj bio hoa. Mot
phén nhé dugc chuyén héa boi CYP450 (chi yéu la CYP2E]), hinh thanh chat chuyén hoa
N-acetyl-p-benzoquinon imin, chét nay dugc giai doc nhanh chong béi glutathion va lién
hop bdi cystein va acid mercapturic. Trong truong hop nhiém doc ning, lugng chit chuyén
héa doc hai ndy tang Ién.

Thai tri

Paracetamol bai tiét chu yéu qua nudce tiéu (90% trong 24 gidy), ¢ dang glucuronid (60 —
80%), lién hop sulfat (20 — 30%) va dang khong doi (dudi 5%). Thoi gian ban thai khodng
2 gio va ting 1én trong truong hop r6i loan chire nang gan/than, qua lidu, tré so sinh.

Duwgc dong hoc ¢ doi twong diic biét

Bénh nhan suy giam chitc nang than

O bénh nhan suy than niang (CrCl < 10 ml/phit) lam chidm qua trinh dao thai paracetamol va

chat chuyén héa ctia né.
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Nguoi cao tuoi
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Kha nang lién hgp khong bi anh hudng.

QUY CACH PONG GOI
Hop 20 6ng/30 bng/50 6ng x 5 ml dung dich ubng. Ong PVC mau nau.
Hop 20 éng/30 6ng/50 dng x 10 ml dung dich udng. Ong PVC mau nau.
[1op 20 g6i/30 g6i/50 goi x 5 ml dung dich ubng. G6i nhom.

Hop 01 chai x 30 ml dung dich uéng. Chai nhya PET mau néu, nép nhua PTFE, cbe
dong chia vach bang nhua PP. :

Hop 01 chai x 60 ml dung dich uéng. Chai nhua PET mau nau, nﬁp nhua PTFE, cbc
dong chia vach bang nhua PP.

Hop 01 chai x 100 ml dung dich uéng. Chai nhya PET mau nau, nﬁp nhya PTFE, cbc

dong chia vach bang nhua PP.

BAO QUAN
Noi kho, khong qua 30°C, tranh anh sang,.

HAN DUNG
24 thang (ké tir ngay san xuat).
06 thang ké tir 1an ddu m& nip (dang chai).

TIEU CHUAN CHAT LUONG

|

|

|

Hop 20 g6i/30 g6i/50 goi x 10 ml dung dich ubng. Géi nhom.
Tiéu chuén nha san xuat.
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g
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MEDCEN
Co sé san xuit:
CONG TY CO PHAN MEDCEN
Lo F10, Duong s6 6, KCN Hoa Binh, Nhi Thanh, Thi Thira, Long An, Viét Nam.
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Long An, ngay 20 thang 06 nam 2024
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