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Paracetamol 150 mg/ 5ml
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MAU NHAN PANG KY THUOC
HOP 20 ONG X 5 ML

-

Thanh phén: M8i 5 ml dung dich chifa:

Paracetamol

Ta dugc.

Paracetamol 150 mg/ 5ml
Tiéu chudn: TCCS
Chidinh, céch diing, chéng chi dinh va cac

théng tin khac: Xem trong t& hudng dansi
dung thude kém theo,

SDK/ Reg. No:
Dé xa tdm tay cila tré em

Boc ki hudng dén st dung trudc khi ding
Khéng dugc tiém

LOPECOL 150

Onral 10letion

San xuét tal:

Cong ty CP dugc vat tu y t€ Ha Nam
Cum CN Hoang Déng, phudng Hoang
Béng, thi xa Duy Tién, tinh Ha Nam,
Viét Nam,

Bao quan: Noi kho réo, trénh anh sang,
nhiét d¢ dudi 30°C

T

L& SX/ Lot. No:
Ngay SX/ Mfg. Date:

HD/ Exp. Date:
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Paracetamol 150 mg/5ml

LOPECOL 15

Paracetamol 150 mg/ 5ml

{r O“CM

O Durgdictuiing

Vingot dé uéng

MAU NHAN PANG KY THUOC

Thanh phan: M&i 5 ml dung dich chifa:
Paracetamol.....u s 150Mg

Ta dugc. vira dit

Tiéu chuén: TCCS

Chi dinh, cach ding, chéng chi dinh va cac
théng tin khdc: Xem trong t& huéng dan s
dung thudc kém theo.

SDK/ Reg. No:

DExa tdm tay clia tré em
Doc ky hudng dédn st dung trudc khi diing
Khéng dugc tiém

HOP 24 ONG X 5

Paracetamol 150 mg/ 5ml

Co

LOPECOL 150 o.-

ML

£ 10l tion

Sweet taste

nvenient ampoule

San xuat tal:

Céng ty CP dugc vat tu y t& Ha Nam
Cum CN Hoang Péng, phuting Hoang
Péng, thj xa Duy Tién, tinh Ha Nam,
Viét Nam.

Bao quén: Noi khé réo, tranh anh séng,
nhiét dé dudi 30°C

=~ JLLIT

Lo SX/ Lot. No:
Ngay SX/ Mfg. Date:

HD/ Exp. Date:
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LOPECOL 150  peng it g

Paracetamol 150 mg/ 5ml

MAU NHAN PANG KY THUOC

Thanh phén: M&i 5 ml dung dich chifa:
Paracetamol.......wmmmmmmmssn 150Mg

T4 dugc. vira du

Tiéu chudn: TCCS

Chi dinh, cach diing, chéng chidinh va cac
théng tin khic: Xem trong t& huéng dan sif
dung thudc kém theo.

SPK/ Reg. No:

Dé xatdam tay cila tré em
Doc ky hudng dén st dung trude khi ding
Khéng dugctiém

HOP 30 ONG X 5 ML

LOPECOL 150 0.xt sotetion

Paracetamol 150 mg/ 5ml
Ki

Sweet taste

—

Convenient ampoule

San xuat tai:

Céng ty CP dudc vat tu y t& Ha Nam
Cum CN Hoang Béng, phudng Hoang
Pong, thi xa Duy Tién, tinh Ha Nam,
Viét Nam.

Bao quan: Noi khé réo, tranh anh séng,
nhiét dé dudi 30°C

& (I

L& SX/ Lot. No:

Ngay SX/ Mfg. Date:

HD/ Exp. Date:
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LoPECOL 150 €D

Paracetamol 150 mg/5ml "
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LOPECOL 150

(900mg/ 30ml)

LOPECOL 150

Paracetamol 3%
(900mg/ 30ml)
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Vi ngot dé udéng

Thanh phan:
Paracetamol.......coueeernaens 3%
(900mg/30ml)

TA dUQC.oreeeoereentth vira dd 30ml

Tiéu chuan: TCCS

Chi dinh, cach ding, chéng
chi dinh va cac théng tin
khac: Xem trong to huo‘ng

dén st dung thudc kém theo

SDK/ Reg. No:

Dé xa tdm tay cua tré em
Doc ky huéng dan si dung

LOPECOL 150

Paracetamol 3%
(900mg/ 30ml)

B ————
Box of 1 bottle 30 ml

f———_—\
Sweet taste

Bao quan: Noi khé rao,
trdnh &nh sang, nhiét do
dudi 30°C.

L6 SX/ Lot. No:
Ngay SX/ Mfg. Date:
HD/ Exp. Date:

Ki

San xuat tai:
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LOPECOL 150

Paracetamol 3%
(1800mg/ 60ml )

3 2. Bao quan: Noi khd rao,
LOPECOL1S0 [y LOPECOL 150 pmipmiptapis
Paracetamol 3% (1800mg/60ml) Paracetamol 3% LS
(1800mg/Gaen) N [T(a - via da 60ml (1800mg/ 60Tn1) L& SX/ Lot. No:

v . v &
K l cf’aéj S Tiéu chugn: TCCS K ' 'a S Ngay SX/MIJSSEE
WP Wb HD/ Exp. Date:
Chi dinh, cach dung, chdng - o

chi dinh va céc thong tin
San xuat tai:

khéac: Xem trong t& huang
dan st dung thuoc kem thec

Cum CN Hoang
_,—-———_

SDK/ Reg. No:
Box of 1 bottle 60 ml Hoang Bong, th
tinh Ha Nam, Viét

i
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A Poc ky huéng dén sirdung A Bt ‘
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AU NHAN PANG KY THUOC
HOP 1 CHAI X 75 ML

LOPECOL 150

Paracetamol 3%
(2250mg/ 75ml )

Bao quan: Noi khd rao,
trdnh anh séng, nhiét do
dudi 30°C.

LOPECOL 150

Paracetamol 3%
(2250mg/ 75ml)

LOPECOL 150 [biinkames

Paracetamol.......commmmsens 3%
Paracetamol 3% (2250mg/75ml)

(2250mg/ 75ml)

Ta dUQC..verecsases vira da 75ml L6 SX/ Lot. No:

& = - &
ﬁsaag- : e | 3 :
K l " S Tiéu chuan: TCCS K ' 1 S Ngay SX/ Mfg. Date:
A\ Sl HD/ Exp. Date:
Chi dinh, cach diing, chdng - -

chi dinh va cac thong tin
khéc: Xem trong to hudng

dén st dung thudc kem theo.

San xuat tai:
SDK/ Reg. No: Cong ty CP du
Ha Nam
v z Cum CNHoang
z e . A
| Box of 1 bottle 75 ml Hoang ‘DOI"Ig {1
l 9 tinh Ha Nam, Vié
(4 - = T R\ /-'—__ﬁ
i Dé xa tdm tay cta tré em i ]
Poc ki huéng dan sif dung
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MAU NHAN PANG KY THUOC

Thanh phén: Bao quan: Noi khd réo, tranh anh sang,

Paracetamol ........3% (900mg/30ml) nhiét 86 dudi 30°C.

Th dutiec i viia dit 30ml /

Paracetamo f% (?OOmgBOmI) e
Tiéu chudn: TCCS K 10 HDY Exp. Date:
Chi dinh, cach dung, chdng chidinh
va céc thong tin khéc: Xem trong t&

huéng din sif dung thudc kém theo. hutng Hoang
ng, thi xa Duy Tién, tinh Ha Nam,

Viét Nam.

CHAI 60ML

Thanh phan: Bao quan: Noi khé rao, tranh d@nh sang,

Paracetamol .....3% (1800mg/60ml) nhiét 46 dudi 30°C.

T ] S——— vira da 60ml - Par

acetamol 3.96 ( 1§Mmg/60m!) o
Tiéu chudn: TCCS K ' f 3 S : HD/ Exp. Date:
Chidinh, cich diing, chéng chidinh ) . .
va cac thong tin khac: Xem trong t&

huéng dan st dung thudc kém theo.
g, thi xa Duy Tién, tinh Ha Nam,
Viét Nam.

CHAI 75 ML

Thanh phén:

Bao quan: Noi khé rao, tranh dnh sang,
nhiét 48 duéi 30°C.

Paracetamol ...3% (2250mg/75ml) LO PE C O I— l 5 0

TA AUGC.rrrsrinis vita dti 75ml  Paracetamol 3% (2250mg/75ml)

L6 SX/ Lot. No:

-
Tiéu chusin: TCCS K 1Q S HD/ Exp. Date:

s 1&"

Chi dinh, cich diing, chdng chi dinh
va céc thong tin khac: Xem trong t&

huéng din st dung thude kém theo.

ng, thi xa Duy Tién, tinh Ha Nam,
Viét Nam.
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Huéng dan sir dung
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LOPECOL 150

Paracetamol 150 mg/5 ml

Tén thubde
LOPECOL 150

- A cn s oa A - . N A
Cac dau hi¢u hru y va khuyén cao khi dung thuoc
Doc ky hirong dan sir dung triede khi diing

Dé xa tam tay tré em

- A ~ - A
( Thanh phan cong thire thuoce
Mobi 5 ml dung dich chira:
Pardeetamiol. .. i 5 0 150 mg

T4 duoce: Polyethylene Glycol 6000, dudng tring, citric acid, sodium citrate, sucralose,
methylparaben, propylparaben, hwong dau 1ong, nude tinh khiét.

2 A
Dang bao ché

Dung dich uong.

Dung dich udng dong nhat, cé6 hvong thom va vi ngot.

Chi dinh

Thude duoc chi dinh dé diéu tri céc tridu ching s6t va dau:

- Ha s6t: Cam cum, cac bénh tai miii hong, thuy ddu, ho ga, s&i, quai bi, ting than nhiét
sau khi tiém chung;. ..

- Giam dau: Dau c6 cuong dd nhe dén trung binh & céc vi trf khac nhau nhu dau dau, dau
ntra dau, dau khi moc ring, dau riang, dau co, dau co xwong khép...

Cach dung, li¢u diing
Liéu lwong

Tré em tu 50 kg tro xuéng:

Liéu khuyén cdo cho mét 1an phy thude vao trong lwong co thé: 10 - 15 mg paracetamol/kg.

Tuy thude vao dd tudi va can niing cua tre, cac lieu lugng sau diy duge khuyén cao:
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- Tré tir 0 - 3 thang: 2 ml (60 mg paracetamol) khi can thiét (s6t sau khi tiém chung, cac
nguyén nhéan khac gy sét va/hodc dau), chi theo khuyén cao cua bac si (10 mg/kg; néu
bénh nhan vang da nén giam liéu xudng 5 mg/kg).

Néu cén, ¢ thé sir dung mot lidu khac sau 6 gio.

Céc liéu nay c6 thé duge ding cho tré em ning hon 4 kg va khong bj sinh non (trude tuan
thir 37 cua thai ky).

- Tré em tir 3 - 12 thang tudi: 2 - 4 ml (60 - 120 mg paracetamol) x | - 4 lan mot ngay.
-Tré em tir 1 - 6 tudi: 4 - 8 ml (120 - 240 mg paracetamol) x | - 4 lan mdt ngay.

- Tré em tir 6 - 12 tudi: 8 - 16 ml (240 - 480 mg paracetamol) x 1 - 4 lan mot ngay.

Tong lidu paracetamol khong duoc vuot qua 80 mg/kg/ngay & tré em can ning dudi 37 kg
(xem phan Qui liéu va cach xir tri).

O tré em can ning tir 38 kg dén S0 kg, liu paracetamol hang ngay khéng duoc vurot qua 3
g mdi ngay (xem phin Qua lidu va cach xiv tri).

Newdi lon va tré em tivr 50 ke tré 1én:

Liéu khuyén céo 1a 3 g paracetamol mdi ngay.

C6 thé tang liu 1én t6i da 4 g paracetamol mdi ngay trong truong hop dau dir di.

Poi twong dic biét

Suy than

Trong trwrong hop suy than, khoang thoi gian (6i thiéu gitra hai lidu s& duoc diéu chinh theo
bang sau:

Dé thanh thai creatinin | Khodng cdch giita cde liéu dimg
Cl > 50 ml/phut 4 pidy
10 < C1 < 50 ml/phut 6 gio
CI < 10 ml/phat 8 gio

Khéng vugt quéa 3 g paracetamol mdi ngay.

Sty gan

O nhitng bénh nhén bi suy giam chirc ning gan, nén giam liéu hodc kéo dai khoang thoi
gian dung thude.

Liéu hang ngay khong duge vuot qua 60 mg/kg/ngay (khéng qua 2 g/ngdy) trong céc
trrong hop sau:

- Nguoi I6n nang dudi 50 kg.

IS/ S &N\
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- Bénh gan man tinh hodic bénh gan hoat dong con bu, déc biét la nhitng nguoi bi suy gali
nhe dén trung binh.

- Hdi chirng Gilbert (vang da khong tan mau di truyén).

- Nghién rugu man tinh.

- Suy dinh dudng man tinh (dy triv glutathion ¢ gan thép).

- Mt nuée.

Nghién ruou man tinh

Nghién rurgu man tinh ¢co thé 1am giam ngudng doc tinh cua paracetamol. ( nhitng bénh
nhén nay, khoang céch giita hai lidu it nhit 12 8 gid. Khéng vugl qua 2 g paracetamol mdi
ngay.

Ngweoi gia

Khong can thiét phai didu chinh lidu & bénh nhén cao tudi. Tuy nhién, can lwu ¥ réng suy
thin va/hodc suy gan xay ra thudng xuyén hon ¢ nguoi cao (udi.

Cdach dung

Duing duong ubng. Thudc ¢6 thé dung true tiép hodc pha lodng véi nurde trude khi udng.
V6i nhitng quy cich chai 30ml, 60ml va 75ml, sir dung coc dong phén liéu ¢é vach chia
Iml di kém dé 1y duoc lidu dung tir 2ml, 4ml, 8ml dén 16ml dap tng dugc chia lidu cho
toan bo cac dbi tuong st dung.

Tin suit siv dung

Str dung ti da 4 ldn mot ngay. Khodng cich giira cic lidu 12 4-6 gio, nhung khong duge it
hon 4 gio.

Chong chi dinh

P X re < A o 5 . A ~ x < A
Qua man vdéi paracetamol hodc bat ky ta duge nao duge liét ké trong phan Thanh phan
cong thire thuoc.

Canh b:o va thén trong khi siv dung thude

Khéng nén sir dung ciing cac loai thude khac o chira paracetamol.

Thude khéng nén dung cho tré em trong hon 3 ngay ma khong co khuyén cao cua bac si.
Nguy co qua liéu s& ting 1&n & nhitng bénh nhan méc bénh gan.

Canh bdo ta dwoc:

- Thudc ¢6 chita methylparaben, propylparaben, ¢6 thé iy ra cic phan tmg dj tmg (c6 thé
xay ra cham).

A=W
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- Thuéc c¢6 chira duong trang: Bénh nhén bi roi loan di truyén hiém gdp nhu khong dung
nap fructose, kém hép thu glucose- galactose hodc thi€u hut enzym sucrase-isomaltase
khong nén dung thudc nay.

St dung thuoc cho phu niv cé thai va cho con bu

Phu nir ¢6 thai

Dit lidu tir phy ni¥ ¢6 thai cho thiy thudc khong gay bét ky di tit hodc nhiém déc dbi véi
thai nhi/tré so sinh. Cac nghién ctru dich t& hoc vé su phat trién than kinh cta tré em tiép
Xuc vai paracetamol trong ttr cung cho két qua khéng dang tin ciy. Néu can thiét vé mat
lam sang, c¢6 thé dung paracetamol trong thai ky; tuy nhién, né nén duge sir dung & lidu
hidu qua thdp nhat, trong thoi gian ngin nhat ¢é thé va vdi tan sudt it nhét co hiéu qua.

Phu nit cho con bt

Paracetamol va cac chat chuyén hda ctiia né duge bai tiét qua siva me, nhung & liéu diéu tri
thuoe khong ¢6 hoat lye dicu tri doi voi tré bu me. Thuoe c¢é the duge sir dung trong thoi
ky cho con bi.

Kha ning sinh san

Khéng ¢6 day du dir lidu lam sang ve kha ndng sinh san cia nam hodc ni.

Anh hudéng cia thuoe 1én kha néing lai xe, vin hanh may moc

Thuoc khong anh hudng dén kha ning lai xe hodc van hanh may moc.

Twong tic, twong ky ciia thudce

Paracetamol c6 thé tuong tac véi nhirng loai thude sau (lam ting nguy co nhiém doc gan):
- Rifampicin;

- Isoniazid;

- Cloramphenicol;

- Thudce chéng déng méau dudng udng; tac dung cua thude chéng dong coumarin dang udng
¢6 thé ting I&n khi dung paracetamol hang ngay, trong thoi gian dai, lam ting nguy co chay
mau. Dung paracetamol khéng thuong xuyén khéng lam thay dbi dang ké téc dyng cua
thude chéng déng mau.

- Thuoc chong co gidt: Carbamazepin, phenobarbital, phenytoin, primidon, natri valproat;
do tac dyng cam mg enzym, thude chong co giat lam tang chuyén hoa, tang do thanh thai
cua paracetamol, [am giam nong dd thuoc trong huyé€t twong.

- Thuoc khang virus: Interferon, zidovudin;

\ it
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- Thude chéng tram cam ba vong: Amitriptylin, imipramin;
- Probenecid;
- Thudc chira ethanol.

Toc dd hap thu cua paracetamol ¢6 thé tang [én khi dung metoclopramid hodc domperidon
va giam khi dung cholestyramin va thuoc khang cholinergic.

Phoi hop paracetamol vai salicylat hodc thuode chong viém khong steroid trong thoi gian
dai va véi liéu cao s€ lam tang nguy co ton thuvong thin.

Paracetamol c6 thé anh hwang dén cac tri sé cuia nude tiéu dugce xac dinh bfmg phuong
phap phosphotungstic acid (gia tri cao gia) va nong do dudng huyét duge xac dinh bang
phuong phap oxy héa (gia tri thap gia).

( Sy gia tang bilirubin trong mdau, thoi gian prothrombin va hoat dong cua lactat
dehydrogenase va transaminase huyét thanh gay nhiém doc chirc ning gan, dic biét & lidu
cao hon 8 g paracetamol mdi ngay hoidic sau khi ding lau dai véi lidu 16n hon 3-5 g
paracetamol mdi ngay.

Duang dong thoi véi cac thude khac co chira paracetamol lam ting nguy co qua licu.

Tac dung khéong mong mudn cita thude

Céc tac dung khong mong mudn duge phén loai theo tin suét xay ra theo quy udc sau: Rat
phd bién (>1/10), phé bién (=1/100 va <1/10), khéng phd bién (1 / 1000 va <1/100), hiém
gip (>1/10000 va <1/1000), rat hiém gip (<1/10000), khong xéac dinh (khéng thé wéc tinh
tir dit liéu ¢6 san).

Roi logn gan mdt

Khong phé bién: Suy gan cip, vang da.

Réi loan thén vé tiét niéu

Khong phd bién: Hoai tir dng than, suy thin cép.

Réi loan )’myér hoc va bach huyéf

Hiém gip: Giam ti¢u cau, giam bach cau, thiéu mau bat san, giam bach cau trung tinh, mét
bach cau hat.

Réi loan hé ff?é}?g mién dich

Hiém gip: Ban da thoang qua, phit mach, may day, ban do da thodng qua, hoai twr biéu bi
nhiém ddc, sbe.

Néu xudt hién cic triéu chimg ny, cin ngirmg thude va tién hanh didu tri y (& ngay 1ap tire.
Bao cdo cdc phan weng phyu nghi ngo

Viéc bado cdo cac tac dung khong mong muon sau khi thude duoge luu hanh 1a rvat quan

| st 22
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trong. N6 cho phép tiép tuc theo ddi danh gia lgi ich/rii ro cia thude. Cée chuyén gia cham
soc stre khoe dugce yéu céiu bdo cdo bit ky tac dung khong mong mudn nao (6i:

Trung tam DI & ADR Quéc gia

13 — 15 L& Thanh Téng, Ha N§i

Website: www.canhgiacduoc.org.vn

Qua lidu va cach xir tri

C6 thé xay ra ton thuong gan khi udng paracetamol liéu cao - déi véi ngudi 16n: 10 g
paracetamol (5 g néu bénh nhén c6 cac yéu t6 nguy co giy ton thuong gan), ddi vai tré em:
120 - 150 mg/kg.

Céc yéu té nguy co giy ton thuong gan do paracetamol la:

- Didu tri man tinh v&i phenytoin, phenobarbital, carbamazepin, primidon, rifampicin, chiét
xuit St. John's wort (Hypericum perforatum) hoic cac loai thude khic co tac dung kich
thich enzym, nghién rugu man tinh.

- Su suy giam glutathion xay ra vi du nhu trong cac chimg rdi loan an ubng khac nhau, doéi,
suy kiét, xo nang, nhiém HIV.

Céc triéu chimg xuét hién trong trudng hop ding qua lidu paracetamol, trong 24 gid dau
1a: Xanh xao, budn ndén, ndn, chéan in, dau bung. Tén thuong gan ¢6 thé xay ra 12-48 gid
sau khi uéng va biéu hién sau 2-4 ngay. C6 thé xay ra thay déi chuyén héa glucose, toan
chuyén héa, loan nhip tim, déng mau rai rac trong long mach. Trong nhiing trudng hop
niing, suy gan cap ¢ thé tién trién thanh bénh néo, truy tim mach, xuat huyét, hon mé va
tur vong.

Suy thin cép do hoai tir éng than, voi cac biéu hién nhu dau thit lung, tiéu ra mau va
protein niéu, c¢6 thé xay ra ngay ca khi khéng ¢6 ton thwong gan nang. Rbi loan nhip tim
va viém tuy cép ciing da dugce bao céo.

Piéu tri qua liéu

Trong truong hop qué lidu véi paracetamol, didu can thiét 1a tién hanh diéu (i ngay lap
ture.

Ngay ca khi bénh nhén chi xut hién céc triéu chirng nhe (budn nén, non), sau khi uéng
qué liéu paracetamol phai duge nhap vién khan cép, dé duge cham séc y té kip thoi.

Néu sau t5i da 4 gio ké tir khi ngd doc, nén tién hanh riva da day ngay lip tire bang dung
dich nuwde mudi ding truong. Viée sir dung than hoat ¢é hiéu qua néu khéng qua 1 gio ké
tir khi udng qua liéu. Ding N-acetyleystein tiém (inh mach ¢6 tac dung t6i da trong 8 gid
dau sau khi ngd dée, nhung c6 thé dong sau khi ngd doc 24 idy. Néu bénh nhin khong non,
¢6 thé dung methionin dudmg udng (trude khi dén bénh vién). Néi chung, hiéu qua cua céc
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bién phap dicu tri giam twong (mg vaéi thoi gian ke tir khi uong qua licu. Cac truong hop
qua 24 gid ke tir khi udng qua liéu, bénh nhin can dugce su diéu tri cta cic chuyén khoa ¢o
kinh nghiém trong dicu tri suy gan cép tinh.

Pac tinh dwge e hoe
Nhém duoc ly: Thude giam dau va ha s6t khac, anilid, ma ATC: NO2BEOL.

Co ché tac dung

Paracetamol (acetaminophen) 1a mét dan xuét para-aminophenol c¢é tac dung giam dau va
ha st dya trén sy (e ché tdng hop prostaglandin trong hé than kinh trung wong va & mirc
dé thip hon so véi ngoai vi.

Thude duge str dung rong rii dé giam dau ¢ cudmg do thap dén trung binh va ha s0t.

La mot loai thude ha sét, né hoat dong bang céch e ché sy hinh thanh cac prostaglandin
clia trung tam diéu hda nhiét & ving dudi doi.

Paracetamol khong (rc ché két tap tiéu ciu, khéng kéo dai thoi gian prothrombin, khéng
giy loét niém mac da day, rudt.

Pic tinh dwge dong hoc

Hap thu:
Paracetamol duge hap thu nhanh chong va hoan toan qua dudng uong.

Nong do dinh trong huyét twong dat duge trong vong 10 dén 60 phit sau khi uong.
Phén bo:
Paracetamol lién két kém véi protein huyét twong (20 dén 50%) va phan bd nhanh. Thé

tich phéin bo cua paracetamol & nguoi 1a khoang 0,9 L/kg. Paracetamol dwge phan bo nhanh
chéng va dong déu qua cac mo.

Chuyén hoa:

Paracetamol duge chuyén héa & gan va theo hai con dudng chuyén héa chinh. N6 dugce
thai trtr qua nude tiéu dudi dang lién hop glucuronid (60 dén 80%) va dudi dang lién hop
sulfat (20 dén 40%). Mot phz‘“m nho (duéi 4%) duge chuyén hoa véi su tic dong cua
cytochrom P 450 thanh chit chuyén héa duoe hinh thanh béi con dudmg oxy héa va cé thé
lién quan dén doc tinh trén gan cua paracetamol & lidu cao; trén thye &, ¢ lidu didu tri, chét
chuyén héa nay duwge thai trir bing cach lién hgp véi glutathion.

Thai trur:

Paracetamol duge thai trir hau nhu hoan toan qua nuée tiéu. O nguoi lén, khoang 90% lidu
dung duge thai trir trong vong 24 gio, chu yéu duéi dang lién hop glucuronid (khodng 60%)
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va sulfat (khoang 30%). Dudi 5% dugc thai trir & dang khong dbi.
O lidu didu tri, thoi gian ban thai khoang 2 gid.

D6 tuyén tinh / khong tuyén tinh:

Kha ning lién hgp khong bi thay doi & nguwoi cao tudi va dong hoc la tuycn tinh doi véi
lidu 1én dén 7 g. Trong trudng hop nhiém ddc ning, kha nang lién hop bi vugt qua, va so
lugng chat chuyén hoa giy ddc cho gan cua thudce tang Ién.

I3

Daoi twong dic biét

Suy than

Trong trwdng hop suy thian ning (dd thanh thai creatinin tir 10 dén 30 ml/phat), viée thai
(trir paracetamol hoi cham. D4i véi céc chat lién hop glucuronid va sulfat, téc do thai trir &
bénh nhéin suy thin ning chim hon & bénh nhan khoée manh. Do do, khuyén céo ting
khoang céach t6i thiéu gitva mdi lan dung 1én 6 gio khi ding paracetamol & bénh nhan suy
than nang (do thanh thai creatinin <30 ml/phut).

Suy gan

Khéong ¢6 chéng chi dinh sir dung paracetamol & lidu diéu tri & bénh nhén bénh gan 6n
dinh.

Mot s6 nghién ciru 1am sang cho lhfly sur suy giam chuyén héa & nhitng bénh nhan suy gan
man tinh, bao gdm ca xo gan do ruou, biéu hién Ia ting ndng do paracetamol trong huyét
tvong va kéo dai thoi gian ban thai. Trong cdc bdo cdo nay, thoi gian ban thai cua
paracetamol trong huyét twong tang 1én ¢6 lién quan dén kha ning tdng hop ctia gan bi suy
giam. Do do, nén dung thin trong paracetamol cho bénh nhan suy gan va bénh gan hoat
dong mét bu, dic biét 1a viém gan do rugu, do cam tmg CYP 2E1 dan dén tang hinh thanh
chét chuyén héa giy doc cho gan cuia paracetamol.

Nguwoi gia '

Duoc dong hoc va chuyén hoa cuia paracetamol ¢6 thé bi thay ddi nhe & nguoi cao tudi.
Khéng can thiét phai diéu chinh lidu & dbi tugng nay.

Tré moi sinh, tré so sinh va tré em

Céc thong sé duge dong hoc cua paracetamol dwge quan sat & tré so sinh va tré em tuong
tw nhw & ngudi [én, ngoai trir thdi gian ban thai trong huyét twong ngin hon mot it (khoang
2 gidy) so v6i & ngudi 16n. O tré méi sinh, thoi gian ban thai trong huyét twong dai hon &
tr¢ so sinh (khoang 3.5 gio).

Tré mdi sinh, tré so sinh va tré em dudi 10 tudi thai trir glucuronid va sulfat lién hop it hon
dang k& so v6i ngudi 16n. Tong luong thai trir ciia paracetamol va cac chét chuyén héa cua
n6 12 nhu nhau & moi lira tudi.
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Dit li¢u an toan tién lAm sang

Ddc tinh cia paracetamol co thé do uéng qua lidu cflp tinh hoac do str dung lau dai. Hoai
tir gan phu thude vao lidu ding va la anh huéng nghiém (rong nhit cia qué liéu.

Péc tinh liéu don

O chuét LDsy = 1944 mg/kg.

O ngudi , LDyo = 143 mg/kg.

Daéc tinh sau khi diing lieu lap lai

O chudt DT = 750 mg/kg/ngay, khi udng, trong 13 tuan.

Doc tinh sinh san

Céc nghién ctru trén nguoi khong cho lhéy tac dung khdng mong mudn 1én kha niing sinh
san, tac dung gy doc cho phoi thai hodc giy quai thai.

Quy ciach dong goi
Hop 20 6ng, hop 24 dng, hop 30 dng. Ong nhura 5 ml. Kém huéng dan si dung.

Hop 1 chai 30 ml, hop 1 chai 60 ml, hop 1 chai 75 ml. Chai PET. Kém hudng dan st dung.

Piéu kién bao quan, han ding, tiéu chuin chat lwong cia thude
Bdo quain

Noi kho rao, tranh anh sang, nhiét dd dudi 30°C.

Han dang

24 thang k& tir ngay san xuét.

30 ngay sau khi mé nép.

Tiéu chudn chit lwong ciia th ubc

TCCE.

Tén, dia chi co s¢ séin xuit
CONG TY CP DUQC VAT TU Y TE HA NAM




