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: Paracetamol 150 mg
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» Giam s6t, dau cho tré
> Hudng cam, dau
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m | ‘ * Paracetamol 150 mg @
BARCODE
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Thuéc Ha sét - Giam dau
1. Pour the granules in a glass

Cho thusc vio ly > Giam sét, dau cho tré
2. Add a litfle water into the glass > Huodng cam, dau

Cho thém mt it nudc
3. Stir for o few seconds

Khufly déu

A. Follow the prescribed
Uéng theo lidu chi djnh

O Exp higay ! Thimg ) Naim

Storage: In dry, cool place
[below 30°C). Protect from fight

Béo quan: Nl khd, mat
(duéi 30°C). Trénh dnh sdng.

Sbip BULon AT Y

Co sd san xufit:

CONG TY C8 PHAN PYMEPHARCO
166 -170 Nguyén Hud, Phudng 7,
Théanh phé Tuy Hba, Tinh Phd Y&n, Viét Nam,

Thuéc com pha dung dich uéng
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HUGNG DAN SU DUNG THUGC

B *

A
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(Paracetamol 150 mg)
Doc ky hudng din sd dung trude khi ding.
Dé xa tim tay tré em.

THANH PHAN: M3i g6i thudc c6m pha dung dich udng 0,9 g chifa

DIDE SRRl  PAraBEEMO . 150 mg

Td dugc: Saccharose, mannitol, aspartam, povidon, huong dau, huong cam, hydrogenat castor oil.

DANG BAO CHE

Dang bao ché: Thudc cdm pha dung dich udng.

M0 ti dang bao ché: Thudc cdm min, khd tai, mau cam nhat, déng nhat, khéng bj von cyc.

CHi DINH

- Diu tri tridu chiing cac con dau tif nhe d&n trung binh va/hodc sot.

Dang thudc nay sit dung cho tré em can ning tif 8 — 30 kg (tudng duong v6i tré em khodng tir 6 thang

dén 11 tudi).

LIEU DUNG, CACH DUNG

Liéu dung

G tré em, liéu dung phéi dugc tinh theo can ndng cla tré. Tudi thich hop tuong Ung véi cdn ndng dugc

trinh bay dudi day chi dé tham kh3o.

Lifu khuy&n cdo hang ngay clia paracetamol 1a khodng 60 mg/kg/ngay, chia thanh 4 hodc 6 Idn udng,

hodc khodng 15 mg/kg mdi 6 gio hodc 10 mg/kg mdi 4 gio.

Dai vai tré em can ndng ti 8 - 12 kg (khodng 6 dén 24 thang tudi): 1 g6i (150 mg)/Idn, co thé Iap

lai sau 6 gio néu cdn thigt, khong qua 4 goi (600 mg) mdi ngay.

D6i vdi tré em can ndng tr 13 - 15 kg (khodng 2 - 5 tudi): 1 gbi (150 mg)/Idn, c6 thé I&p lai sau 4

gid n&u can thiét, khdng qua 6 gbi (900 mg) mdi ngay.

D6i vdi tré em cdn ndng tir 16 - 24 kg (khodng 4 - 9 tudi): 2 gbi (300 mg)/Idn, cb thé 1p lai sau 6

gi¢ néu cdn thiét, khdng qua 8 gbi (1200 mg) mdi ngay.

D6i vdi tré em can ndng t 25 - 30 kg (khodng 8 - 11 tudi): 2 g6i (300 mg)/Ildn, c6 thé I4p lai sau

4 gid néu cdn thiét, khdng qué 12 goi (1800 mg) mdi ngay.

Liéu khuy&n cdo t0i da: xem phdn Cdnh bdo va thén trong khi dung thudc.

Tan suat dung thudc

Ung thudc theo ding huGng din gilp ngdn ngua c4c con dau hoic sot.

o 0 tré em, cac liéu dung phdi cch xa nhau, k& ca ban d&m. Khodng céch gilfa cc liu phu thudc
vao cdn nang cla tré: xem phan Liéu ding & trén.

« 0 ngudi 16n, khoang cach giifa cac liéu it nhat 1a 4 gid.

Suy thén

Trong trudng hgp suy thdn ning (dd thanh thi creatinin < 10 ml/phat), khodng cach gitia hai liéu it

nhat 1a 8 gid.

Cac trudng hop dac biét khac

Can can nhdc lidu hang ngay thdp nhat ¢ higu qud, khong vugt qua 60 mg/kg/ngay (khdng vuot qua

3g/ngay), trong cac truding hgp sau:

e ngudi I6n < 50 kg,

e mat nuéc,

e suy gan nhe dén trung binh,

e nghién rugu man tinh,
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e du trif glutathione thap ching han nhu suy dinh duGng man tinh, nhin &n, gidm cin gn day, bénh
nhan trén 75 tudi hodc trén 65 tudi va nhiéu b&nh 1y, viém gan virus man tinh va HIV, xo nang,
hdi ching Gilbert.

Cach dung: dung dudng udng.

Cho lugng thudc trong goi vao ly, thém mdt it nudc. Hoa tan hoan toan va udng theo liéu dugc chi dinh.

CHONG CHi DINH

- Bénh nhan min cam v6i paracetamol hodc bat ky thanh phdn nao cla thudc.

- Bénh nhan suy gan nang.

CANH BAO VA THAN TRONG KHI DUNG THUGC

Canh bao dac biét

D8 tranh nguy co qua liéu:

Ki€m tra thanh phdn clia cac loai thuSc dang ding dé biét dugc tdng liéu paracetamol.

- Tuln thl liu t6i da dugc khuy&n cao.

Liéu t6i da khuyén cdo:

- 0 tré em < 40 kg: tdng liéu paracetamol khdng dugc vugt qua 80 mg/kg/ngay.

- O tré em tir 41 - 50 kg: tong liéu paracetamol khdng dudc vuot qua 3 g/ngay.

- Ngudi I6n va tré em > 50 kg: tdng liéu paracetamol khdng dugc vugt qua 4 g/ngay.

Thén trong khi s& dung
G trd em dugc diéu tri biing paracetamol 60 mg/kg/ngay. khi khdng c6 hiéu qud méi cdn ket hop

véi mot loai thudc ha st khac.

Viéc sif dung paracetamol c6 thé din d&n ddc tinh trén gan, ngay c & liéu diéu tri, sau didu tri ngin

han va 6 nhiing bénh nhan khong c6 tién sl rdi loan gan.

- Neén s dung paracetamol mot cach than trong khéng qua 3 g/ngay trong céc trudong hop sau:

e mit nudc,
suy gan nhe d&n trung binh,
suy than ndng (dd thanh thai creatinin < 30 ml/phdt),
trong lugng < 50 kg,
nghién rugu man tinh,
dy trif glutathione thdp ching han nhu suy dinh duBng man tinh, nhin 4n, gidm c&n gén day,
bénh nhan trén 75 tudi hodc trén 65 tudi va nhidu bénh Iy, viém gan virus man tinh va HIV,
X0 nang, hdi ching Gilbert,

e di (ing vGi aspirin va/hodc thudc khang viém khdng steroid (NSAID).

- Khdng khuy&n khich sit dung dé udng c¢6 cén trong thoi gian diéu tri. Trong truong hgp mdi cai

nghién rugu man tinh, nguy cd tn thuong gan sé ting Ién.

Cac trudng hgp nhiém toan chuy&n héa cé khodng tr8ng anion cao (HAGMA) do nhiém toan
pyroglutamic dd dugc bao cdo & nhitng bénh nhan mic b&nh ning nhu suy than nang va nhiém tring
mau, hoac & nhilng b&nh nhén bi suy dinh duBng hodc cac nguy&n nhan thiéu hyt glutathione khac (nhu
nghién rugu man tinh) dugc diBu tri bdng paracetamol & lidu diéu tri trong thoi gian dai hoac k&t hop
paracetamol va flucloxacillin. N&u nghi ngd HAGMA do nhiém toan pyroglutamic, nén ngiing dung
paracetamol ngay Iap tiic va theo ddi chit ché. Xét nghiém 5-oxoproline trong nudc tigu cé thé hitu ich
dé xac dinh nhim toan pyroglutamic 12 nguyén nhdn co ban giy ra HAGMA & nhiing bénh nhdn c6
nhiéu yéu td nguy co.

Phan ung da nghiém trong

Bac si cdn cdnh bao b&nh nhan v& cac ddu hiéu cla phdn Gng trén da nghiém trong nhu hdi ching

Stevens-Johnson (SJS), hdi chitng hoai tif bigu bi nhiém ddc (TEN) hay hdi ching Lyell, héi chiing

ngoai ban mun m{ toan than cap tinh (AGEP).

T4 dugc saccharose: B&nh nhan bi rdi loan di truyén hiém gdp nhu khdng dung nap fructose, kém hdp

thu glucose-galactose hoac thiéu hut enzyme sucrase-isomaltase khdng nén dung thudc nay.
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Td dugc aspartam: Thudc ndy cé chila 50 mg aspartame trong mdi gdi. Aspartame bj thly phan tai
8ng tiéu hoa khi dung dudng udng. Mot trong nhitng sén pham thiy phan chinh Ia phenylalanine. Chua
¢ bing chiing phi 1am sang hay |am sang dé danh gia viéc st dung aspartame cho tré dudi 12 tudn
tudi.

sU DUNG THUOGC CHO PHU NU CO THAI VA CHO CON BU

Thoi ky mang thai

Céac nghién clu trén dong vat khong dua ra bat ky bing ching nao vé tac dung gdy qudi thai hodc gay
doc cho thai clia paracetamol.

M0t lugng 16n di lidu tir phy n mang thai cho thdy khong c6 bat ky di tat hodc nhiém ddc thai nhi/tré
s0 sinh nao. Cac nghién ciu dich t hoc vé sy phét trién thdn kinh ¢ tré em ti€p xtc voi paracetamol
trong thai ky khong dua ra dugc k&t luan. Néu cdn thiét v& mat 1am sang, c6 thé dung paracetamol
trong thai ky; tuy nhién, nén sif dung & liéu thdp nht c6 hiu qué, trong thdi gian ngdn nhat co thé va
tdn sudt dung thap nhat co thé.

Thoi ky cho con bu

Paracetamol duoc bai tigt mdt lugng nhd qua siia me sau khi udng. Phdt ban da da dugc béo cédo & tré
s0 sinh bl siia me.

0 liéu diéu tri, co thé dung thudc nay trong thdi ky cho con ba.

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY mOC

Paracetamol khong c6 hodc anh hudng khong dang k& d&n khd ndng lai xe va sif dung may moc.
TUONG TAC, TUONG KY CUA THUGC

Tuong tac cia thudc

C4c phdi hop c4n than trong va cdn co bién phdp phong ngda khi st dung dong thoi

- Thubc chdng dong méau dubng udng: warfarin va cac thudc khang vitamin K khac: Nguy co tang tac
dung cla thudc khang vitamin K va nguy co chdy méau néu dung paracetamol & liéu t6i da (4 g/ngay)
trong it nhdt 4 ngay. C4n theo ddi INR thudng xuy&n hon. C6 thé diéu chinh liéu clia warfarin va thudc
khang vitamin K trong khi diéu tri v6i paracetamol va sau khi ngiing thudc.

- Nhuya chelate: Dung nhya chelate c6 th8 1am gidm sy hdp thu cla rudt, va co kha ndng anh hutng
d&n hiéu qud clia paracetamol dung ddng thoi. Noi chung, nhya chelate phdi dugc dung cich xa
paracetamol, trong khodng thdi gian hon 2 gid.

- Flucloxacillin: Viéc dung déng thoi paracetamol véi flucloxacillin ¢6 lién quan d&n nhi&m toan chuyén
héa c6 khodng tréng anion cao do nhiém toan pyroglutamic, ddc biét I1a & nhiing bénh nhén cd yéu td
nguy co (xem muc Cdnh bdo va Than trong khi ding thudc).

- ThuBc doc gan: Poc tinh clia paracetamol co thé ting I&n & nhiing b&nh nhan dugc diéu tri voi
thudc co kha ndng gay doc cho gan hoic biing thudc gdy cim (ng enzyme cytochrome P450, chdng
han nhu thudc chdng dong kinh (nhu phenobarbital, phenytoin, carbamazepine, topiramate), rifampicin
hoac khi dung déng thdi v6i rugu. CAm iing chuyén hoa din dén sdn xudt dang k& chat chuyén hoa
gdy ddc gan clia paracetamol. Dc tinh trén gan xay ra néu lugng chat chuy&n hoa nay vugt qua kha
nang lién k&t cla glutathione.

Tuong tdc vdi cdc xét nghiém can 1am sang

- Dung paracetamol c6 th& Iam sai l&ch vidc xac dinh dudng huy8t bing phuong phép glucose oxidase-
peroxidase trong trudng hop ndng dd cao bat thubng.

- Diung paracetamol c6 thé 1am sai léch viec xdc dinh uric acid mau bing phuong phép
phosphotungstic acid.

Tuong ky ciia thudc

Do khong c6 cac nghién ciiu v& tudng ky cla thudc, khong tron 1an thudc nay véi cac thudc khéc.
TAC DUNG KHONG MONG MUDGN CUA THUGC

R6i loan hé théng mién dich:

Hi€m gdp: phan ng qua min nhu sdc phan vé, phi mach. N&u xudt hién cac tridu ching nay phai
ngung vinh vién paracetamol va céc loai thudc lién quan.
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R6i loan da va mé dudi da:
Hiém gip: ban dd, may day, phat ban trén da da duoc bdo cdo. NEu xudt hién céc triéu chiing nay
phdi ngung vinh vién paracetamol va cac loai thudc lién quan.
R4t hiém trudng hop tac dung khdng mong mudn nghiém trong trén da da dugc béo céo.
Chua rd: hdng ban sic td ¢d dinh.
R loan mdu va hé bach huyét:
Rat dic bidt: giam tiu cdu, giam bach cdu va gidm bach cdu trung tinh.
Chua rd; mat bach cdu hat, thifu mau tan mau 6 bénh nhdn thidu hut glucose-6-phosphate-
dehydrogenase.
R6i loan gan mat:
Chua rd: ting transaminase, tdn thuong gan do phan gidi t& bao, viem gan cdp tinh, viém gan ning
dic bidt khi dugc sit dung trong tinh hudng rii ro.
Tinh trang tim:
Chua biét: hdi ching Kounis.
R6i loan hé hap, 16ng nguc vé trung thét:
Khong ro: co that phé quan.
R6i loan chuyén hda va dinh duéng:
Chua biét: nhiém toan chuy8n hoa co khodng trng anion cao
Céc truding hgp nhiém toan chuy&n hoa cd khodng tréing anion cao do nhiém toan pyroglutamic da dugc
quan sét thdy & nhitng b&nh nhan co yéu td nguy co sif dung paracetamol (xem muc Canh bdo va Thén
trong khi dung thudc). Nhiém toan pyroglutamic cé thé xay ra do hau qué clia ndng d glutathione thadp
d nhiing b&nh nhdn nay.
Théng bao ngay cho bac si hodc dugc sT nhiing phén (ing co hai gip phai khi sl dung thudc.
QUA LIEU VA CACH XU TRi
Nguy cd ngd doc nang co thé dic biét cao & ngudi cao tudi, & tré nhd, b&nh nhan bj t8n thuong gan,
nghién rugu man tinh, bénh nhdn c6 dy trd glutathione thdp nhu suy dinh duBng man tinh, nhin an,
giam can gdn day, ldo hoa, viem gan virus man tinh va virus HIV, hdi ching Gilbert. Trong nhiing
trudng hop nay, ngd doc co thé gay tir vong.
Triéu ching
Qué lidu paracetamol ¢6 thé gay tidu t& bao gan, din d&n suy t& bao gan, xudt huy8t tidu hoa, toan
chuyén héa, bénh nao, hén mé va tir vong.
Trong trudng hop quéd lidu cdp tinh, co thé quan sit thdy su gia ting transaminase gan, lactic
dehydrogenase, bilirubin va gidam mic prothrombin trong vong 12 - 48 gio.
Ding qua liu cing c6 thé gay viém tuy, ting amylase mau, suy than cip va gidm tiéu ciu.
Cac bién phap cép ciu

Pua bénh nhan dén bénh vién ngay lap tlc.

L4y mdt 8ng mau dé xac dinh ndng dd paracetamol trong huy&t tuong ban ddu. NGng d§ nay sé
dugc bién gidi theo khodng thai gian du ki&n dua vao va thdi diém &y miu.
- Nhanh chéng loai bd lugng thudc da udng bdng cach rifa da day.
- Didu tri qué lidu thudng bao gdm sif dung thudc gidi doc N-acetylcysteine cang sém cang tt bang
dubng tiém finh mach hodc dubng udng néu co thé trude gids thir 10.
- Di8u tri tridu chiing.
PAC TiNH DUGC LUC HOC
Nhom duge Iy: Nhom thudc gidm dau va ha sot khac; ATC code. NO2BED1.
Co ché tac dong: Paracetamol co cd ché hoat dong G trung tdm va ngoai vi.
PAC TINH DUGC BONG HOC
Hap thu
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Paracetamol hap thu qua dudng udng hoan toan va nhanh chéng. Néng dd tdi da trong huyét tuong dat
dugc tif 30 - 60 phat sau khi udng.

Phéan b6

Paracetamol dugc phan bd nhanh chong trong tdt cd cdc md. Néng dd tuong duong trong mau, nuéc
bot va huy&t tuong. Paracetamol lién k&t yéu voi protein huy8t tuong.

Chuyén hoa

Paracetamol dugc chuy@n hoa chl y8u & gan. Hai con dudng chuyén hoa chinh 1a glucuronid hoa va
sulfo lién hgp. Chuyén hoa theo con dudng thi hai co thé bdo hda nhanh chong ¢ liéu cao hon liéu diéu
tri. Mt con dutng chuy&n héa phy, dugc xic tac bdi cytochrome P450, I sy hinh thanh chat trung
gian phan (tng (N-acetyl benzoquinone imine), trong diéu kién st dung binh thudng, dugc gidi ddc nhanh
chéng bing cach khi glutathione va thai trir qua nudc tiéu sau khi lién hop véi cysteine va mercaptopuric
acid.

Mat khac, trong qua trinh ngd ddc & liu I6n, luong chdt chuyén hoa doc hai nay ciing tang I&n.

Thai tri

Paracetamol thai trir chil y&u qua nuéc tidu. 90% lidu udng duoc thdi trir qua than trong vong 24 gid,
chl y8u & dang lién hgp glucuronide (60 - 80%) va sulfonide (20 - 30%). Dudi 5% dugc thai trir dudi
dang khéng ddi.

Thoi gian ban thai khodng 2 gid.

Ddi tugng dic biét

Suy than: Trong trudng hop suy than ndng (dd thanh thdi creatinine < 30 mi/phdt), viec thai tel
paracetamol va cac chdt chuy@n héa clia no bi cham lai. A
Ngudi cao tudi: Khd ning lién hop khdng bi thay déi.

HAN DUNG 36 thang k& ti ngay san xudt.
BAO QUAN Noi kho, mat (dudi 30°C). Tranh anh sang.
TIEU CHUAN Tiéu chudn co sd.
QUY CACH BONG GOI Hop 12 goi.
Hop 25 goi.
Hop 30 géi.

Co sG san xuat
CONG TY CO PHAN PYMEPHARCO
166 - 170 Nguy&n Hué, Phuding 7, Tp. Tuy Hoa, Tinh Phi Yén, Viét Nam
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