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MAU NHAN THUOC

1. Nhén tryee tiép trén don vi déng géi nhé nhit: Géj 1,5¢g

—

THANH PHAN CONG THUC:

WHO-GMP + Thanh phén dwoc chét:

PANACTOL

PARACETAMOL 250mg

: +Thanh phinta duoc ........vd......1 géi
LIEU DUNG VA CACH DUNG:
Hoa tan bjt thusc vao mét luong nude
(hodc sta, nudc ép trai cay) thich hop,
uéng ngay sau khi tan hoan toan.

Liéu hang ngay: khodng 60mg/kg/ngay,
chia lam 4-6 Iin

Trung binh 10-15mg/kg/tén. Gy thé nhu:
+ Tré 10 6-24 théng (B-12 kg): 150mg m 6 gia
+ Trd 1 2-5 tudi (13-15 kg): 150mg mbi 4 gia.
+ Tré i 4-9 i (16-24 kg): 300mg mi 6 gio.
+ Tré 1 811 tudi (25-30kg): 300mg mi 4 gio.
CAC THONG TIN KHAC:

Xem 13 huéng dn sif dyng kém theo.
i BAO QUAN: Dusi 30°C, noi kho ro,
: tranh &nh sang.

I San xust tai:

CTCP DUGC PHAM KHANH HOA
Budng 214, Khém Déong Béc, P. Vinh Hoa,
T.P Nha Trang, Tinh Khinh Hoa

HD:

S48 16 SX:
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GOt 1,59
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\WHO-GMP| Thanh phan céng thic: (WHO-GMP| Composition: 1
AL 1n he e + Thanh phén duoc chat: ox of 12 sachets x 1 5@ effe - ? + Active ingredient:
Hop 12 goi x 1,5g thudc bt sui bot R 250mg Box of 12 sachets x 1.3g effervescent powder Paracetamol................ 250mg ‘
P N C TO + Thanh phan 14 dugc .....vd....1 g6i PA NA C TOL + Excipients ........q.s........1 sachet |
A A L Chi dinh :) Indications 2
Paracetamol 250mg Cach ding - Liduding:  yem 1y [E-YONURSNN 250mg Dosage - Administration:  piease [
- Chéng chi dinh hudng din = Contra-indications :} see
Thén trong )} sudung | Precautions :"enclosed
Tac dyng khéng thudc Adverse effect leaflet |
mong muén : And other infomation 4 ‘
Va céc thong tin khae Y Specification: Manufacturer |
Tiéu chudn: TCCS

Bdo quan: Dudi 30°C, nai kho rdo,
tranh dnh séng.

= _ BE XA TAM TAY TRE EM
THUOC HA SOT, BOC K¥ HUGNG DAN SU DUNG REDUCE PAIN AND
A TRUGC KHI DUNG FEVER FOR CHILDREN
. San xudt tai:
CTCP DUGC PHAM KHANH HOA

Bugng 24, Khom Béng Bac, P. Vinh Hoa,
T.P Nha Trang, Tinh Khinh Hoa

:’\\‘ Manufactured by
KHAPHARCO PHARM, CO.

SDK/ Reg. No:

Ngay SX/Mfg.Date :
56 16 SX/Batch No. :
HD/Exp.Date

HARM. CO.

Storage: Below 30°C, in dry place.[
protect from light. |
KEEP OUT OF REACH OF CHILDREN |
READ CAREFULLY INSTRUCTIONS
BEFORE USE
1

Manulactured by:
KHANH HOA PHARMACEUTICAL ‘
JOINT STOCK COMPANY

24 street, Dong Bac hamiet, Vinh Hoa ward,
Nha Trang city, Khanh Hoa province |
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Thuéc bét sii bot

- PANACTOL 250mg

DE THUSG XA TAM TAY TRE EM,
BOC KY HUGNG DAN SU DUNG TRUGC KHi DUNG
THONG BAO NGAY CHO BAC SY HOAC DUGG SV
NHUNG TAC DUNG KHONG MONG MUGN GAP PHAI KHI SU DUNG THUSC.,

THANH PHAN CONG THUC
Thanh phdn dugc ch&t: Paracetamol..............ccco.ooeeovevovoeren 250 mg

Thanh phdn t& duge gém: Citric acid anhydrous, Bicar Pharma 3/27 (Sodium bicarbonate),
Sodium carbonate anhydrous, du&ng tring, PVP Povidone K30 Premium (Povidon K30), Sodium
benzoate powder, Sunset yellow B5% conacert (mau sunset yellow), Aspartame powder
(Aspartame), Natural Spray Dried Orange Flavor (Hweng cam), Simethicone powder, Lipoxol 6000
Med Powder (Polyethylen glycol 8000).......................... VUGG ooevvevrrev A g6ithusc bt stibot

DANG BAO CHE: thuc bot sdi bot.

MO TA SAN PHAM: Thusc bot mau cam, khé toi, vi ngot, hugng cam.

QUY CACH PONG GOI: Hop 12 géi x 1,5 g thusc bot sti bot /
Hép 24 géi x 1,5 g thudc bot sii bot “_u/‘

Hép 48 g6ix 1,5 g thudic bot siii bot. \

1 gdithudc b6t shibot

DUGC LUCHOQC:
Ma ATC: NO2BEO1. Nhém dugc Iy: Thubc gidm dau va ha sétkhéc (anilid),
Paracetamol (acetaminophen hay N-acetyl-p-aminophenol) 14 chét chuyén héa ¢é hoat tinh cla
phenacetin, lathudc gidm dau- ha s6t co th8 thay th& cho aspirin; tuy vy, khéc vdiaspirin, paracetamol
khéng cé hiéu qua digu tri viém. Vi liéu ngang nhau tinh theo gam, paracetamol cd tac dung giam dau,
ha s&ttuong ty aspirin,
Paracetamol lam gidm than nhigt & ngudi bdnh sét, nhung higm khi lam gidm than nhiét & ngudi binh
thuging. Thudc tac déng I1&n viing dudi ddi gay ha nhiét, tda nhiét do tang gidn mach va tang luu lugng
mau ngoali bién
Paracetamol thudng dugc chon lam thudc gidm dau va ha sét, dac biét 3 ngudi cao tudi, ngudi cd chéng
chidinh ding salicylat hoac NSAID khdc, nhu ngudi bi hen, cé tién st loét da day ta trAngvatré em.
DUGC BONG HOC:
H&p thu: paracetamol dugc h&p thu nhanh va h&u nhu hoan toan qua dudng tidu héa. Thic an gidu
carbohydrat lam gidm ty 1& hap thu cia paracetamol. Néng d¢ dinh trong huyét tuong dat trong vong 30
-60 phit sau khiudng véilidu didu tri.
Phan bé: Paracetamol phan b& nhanh va déng déu trong phén I8n cac mé clia co thé, Khodng 25%
paracetamol trong mau két hgp vdiprotein huy&ttuong.
Chuyén héa va thaitris: thai gian ban thai clia paracetamol 1a 1,25 - 3 gid, c6 thé kéo daivéilidu gay dac
hogc & ngugi bénh c6 t8n thuong gan. Sau lidu diéu tri, c6 thé tim th&y 90 - 100% thudic trong nudc tidu
trong ngay thi nhat chil y&u sau khi lién hop trong gan véi acid glucuronic (khodng 60%), acid sulfuric
(khodéng 35%), hodic cystein (khodng 3%); cling phat hién thdy mot lugng nhé nhiing ch&t chuyén hoa
hydroxyl héa va khit acetyl. Tré nhd it khd nang glucuro lidn hgp véithubc hon so vai ngudilén.
Paracetamol bj N-hydroxyl héa bdi cytochrom P.., d& tao thanh N-acetyl-benzoquinonimin (NAPQ),
mdtchéttrung gian cé tinh phdn Ung cao. Chat nay binh thiéng phan Ung vdi cac nhém sulfhydryltrong
glutathion va bi khi hoat tinh. Tuy nhién, néu udng lidu cao paracetamol, chétchuyén hda nay dugc tao
thanh véi lugng dd d€ 1am can kigt glutathion cia gan; trang tinh trang dé, chat NAPQ khéng dugc lign
hgp véi glutathion gay déc cho té bao gan, din &n viém va cé thé hoaitirté bao gan.
CHIBINH:
Paracetamol dugc chldjnh trong diéu tri ha s&t va gidm dau tif nhe dén vira. Thudc duge ding trong cac
truding hop nhur dau ddu, dau rang, dautai, dau hong, cdm lanh, cAm ctm, dau nhic va s6t sau khi tism
chiing.
CACHDUNG VA LIEU DUNG:
- Céch dung: ding dudng usng. Héa tan bét thudc vao mét lugng nudc (hodc sda, nudc ép trai cay)
thich hap, ung ngay sau khi tan hoan toan.
-Liéudung:
Liéu hang ngay clia paracetamol chi djnh khodng 60 mg/kg/ngay, chia lam 4 ho#c 6 14n, tic khodng 15
mg/kg mi 6 gits ho&ic 10 mg/kg mébi 4 gioy. Gy thé nhu'sau:
+Trétir2-7tudi(13 kg - 20 kg): 250 mg (1 g6i) mdi6 gid. Téi da 1000 mg/ ngay (4 goi).
+Tréd 16 - 10tudi (21 kg - 25 kg): 250 mg (1 g6i) mBi 4 gids. T8ida 1500 mg/ ngay (6 g6i).
+Tré 18 - 13tudi (26 - 40 kg): 500 mg (2 goi) mdi 6 gidr. T6i da 2000 mg/ ngay (8 gbi).
+Trétir12- 15 tudi (41 - 50 kg): 500 mg (2 géi) t6i thidu 4 gids. T&i da 3000 mg/ ngay (12 gbi).
Liéu khuyén cdotSida:
+Tré dudi 40 kg: t8ng liéu khéng vuct qua BO mg/ kg/ ngay
+Tré 141 kg dén 50 kg: téng liéu khdng vugt qué 3 o/ ngay
+Ngudilen va tré tir 50 kg trd 18n: téng liéu khdng vuct qua 4 o/ ngay.
Ngudi bj suy than: nén gidm liéu va tang khoding céch t8i thigu gida 2 liéu. Khoang cdch t6i thidu gitra 2
liéu & bénh nhan Cl, < 10 mI/phdt 12 8 gié, bénh nhan cé Cl,, 10-50 ml/phit 1a 6 gid, bénh nhan cé Cl,,
=50 mi/phatia 4 gio. Téng liéutsida 3 banh nhan suy than: 3 g/ngay.
Céc d6i tugng dac bigt nhu bénh nhan suy gan nhe dén viia, nghién rugu man tinh, hai ching Gilbert,
suy dinh dudng mén tinh, m&t nudc n&n xem xét ding li§u t6i thidu c6 hidu qua va khdngqud 3 g/ngay.
Luuy: Khdng nén kéo daiviéc ty sif dyng thubc cho tré ma cdn cé ¥ kish bac sikhi:
+Cotriduchuing mdi xust hign
+S6tcac (39,5°C), st kéo daitrén 3 ngdy, hoic sét tdi phat
+BDau nhidu va kéo daiqua 5 ngay.
Khéng ¢ yéu cAu dac bigt vé x i1y thudic sau khi st dung.
CHONG CHIBINH:
Qud min véiparacetamol hodic vdi bat kithanh phén nao ciathusc.
Suy gan ndng. Ngudibénh thidu hyt glucose-6-phosphat dehydrogenase.
CANH BAOVA THAN TRONG KHI DUNG THUGC:
Paracetamol tuong d&i khéng doc & lidu diéu tri, va khi diing dudi sy hudng din cila thiy thuc. Tuy
nhién, dung qua liéu paracetamol I& nguy&n nhan gay ra suy gan cép. Ding nhiéu ché phdm chua
paracetamol déng thdi c6 thé din dén hau qua cé hai (nhu qud liéu paracetamol).
Phan dng da nghiém trong, cé khd nang gay t vong bao gém hoi chung Stevens-Johnson, hoai td bi€u
bi nhidém déc (TEN), hoi chiing ngoai ban myn mi todn than (AGEP), hoi chiing Lyell tuy hiém nhung
da xay ra vdi paracetamol, thudng khdng phy thugc vao tac dung cda thudc khac. Tuy cdc thuéc gidm
dau, ha s6t khac (nhu NSAIDs) c6 thé gay cac phéan ting tuong ty, man cam chéo vi paracetamol
khdng xay ra. Ngudi bénh cén phai ngiing dung paracetamol va di khdm bac singay khi thdy phat ban,
hodic céc bidu hign khéc & da, hoic cac phan tng mAn cm trong khi diéu tri. Ngudi bénh ¢6 tién st cé
cdcphan ung nhu vay khéng nén dung cdc ché phdm chita paracetamol.
Boikhi c6 nhing phan (ng da gém ban rét s&n ngia va may day, nhiing phan dng mén cam khdc gém
phu thanh quan, phi mach, nhiing phan dng ki€u phan vé c6 thé it xay ra, Gidm tidu cAu, gidm bach
cdu, va gidm toan thé huy&t cAu da xay ra vdi viéc strdung nhiing dén ch&t p-aminophenol, dac biét khi
diing kéo dai céc liéu I6n. Gidm bach c&u trung tinh va ban xuAt huyét gidm ti6u cdu da xay ra khidung
paracetamol. Hiém gap m&t bach c4u hat & ngui bénh dang diing paracetamol.

Phaithan trong khidiing paracetamol & nhitng bénh nhan bjsuy gan, suy than, hoi ching Gilbert, ngusi
thidu hyt enzym glucose-6-phosphat dehydrogenase (G6PD), ngudi nghién rugu, chan an, suy dinh
dudng man tinh hode b m&t nude. Trénh dung liéu cao, diing kéo dai cho ngudi suy gan. Néu phét hién
viém gan siéy vicdp, ndn nglng didu trj.

Phdi ding paracetamol than trong & ngudi bénh c6 thidu mau tif trudc vi ching xanh tim cé thé khéng
bidu1¢ rd mac dii néng dé cao & mic nguy hiém clia methemoglobin trong mau.

Usng nhidu rugu cé thé tang dde tinh vdi gan clia paracetamol, nén tranh hodc han ché ung rugu.

Thuéc ¢6 chita 18 mg aspartame trong mdi géi thusc bét sti bot 1.59. Sau khi uéng, aspartame s&
chuyén héa trong da day- rugt thanh phenylalanine. Do d6, than trgng khi ding thuéic cho ngudi bj
phenylceton-nigu (thigu hyt gen xdc dinh tinh trang cla phenylalanine hydroxylase) va nguéiphéi han
ché lugng phenylalanine dua vao co thé.

Natribenzoattrongthudc cé thé lam ting nguy cd vang mét, vang da & tré sd sinh (dén 4 thangtudi).
Thuc cé chira mau sunset yeliow nén c6 thé gay di ung.

Thubc nay cé chia dudng tring, b&nh nhan bj réi loan di truyén hism g3p nhu khéng dung nap
fructose, kém hap thu glucose-galactose ho#c thidu hut enzym sucrase-isomaltase khong nén diing
thudc nay.

Thuéc nay cé chila khodng 140 mg natri {thanh ph&n chinh trong musi &n) trong méi goi thuc bét sii
bet1,5g, tudng duang 7,0% treng kh&u phén natri t6i da m3i ngay dugc khuyén céo cho noudildniazg.
SUDUNG THUGC CHO PHU NI CO THAI VA CHO CON BU:

Phu nif cd thai: nghign cuiu dich t& hoc trén phy nit ¢6 thai khdng cho thdy cé nguy cd di tat hay gay doc
cho thai nhi. Cén tuan thd nghiém ngat liéu lugng va thai gian didu tri . Théng thudng, thudc c6 thé dugc
chidinh trong suét thai gian thai ky.

Phu ni cho con bu: Thudc ¢4 baitiét qua sita me nhung véi lugng r&t nhé, khéng gay tac dungdugc 1y.
Glidu didu tri, thusc cé thé dung cho phy ni cho con by,

ANH HUGNG CUATHUGC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thudc khdng cé hodc khdng dnh hudng dang k& dén kha nang I4i xe, vaAn hanh mdy méc.

TUONG TAC, TUONG KY CUA THUGSC:

Thudc ung chéng déng mau: using dai ngay liéu cao paracetamol lam t&ng nhe thude chdng déng cla
coumarin va din ch4t indandion. Di ligu nghién cuiu cdn mau thudn nhau va con nghi ngd vé tuong tic
nay, nén paracetamol dugc ua dung hon salicylat khi cdn gidm dau nhe ho#c ha sét cho njudi bénh
dang dung coumarin hodc din chét indandion.

Cén phdi chd ¥ dén khd nang gy ha than nhiét nghiém trogng & ngudi bénh diing déng thdi
phenothiazin va li&u phap ha nhiét (nhu paracetamol).

Udng rugu qud nhiéu va dai ngay c6 thé 1am tang nguy co gay déccho gan clia paracetamol.

Thudc chéng co giat (gém phanytein, barbiturat, carbamazepin) gy cdm Ung enzym & microsom gan,
6 thé 1am tang tinh ddc hai gan clia paracetamol do tang chuyé&n héa thudc thanh nhiing chét dac hai
vdi gan. Ngoai ra, diing déng thdi isoniazid véi paracetamol ciing cé thé din d&n tang nguy co dé tinh
V@i gan, nhung chua xac djnh dugc co ché chinh xac cla tudng tac nay. Nguy cd paracetamol g4y doc
tinh gan gia tang ddng ké & ngudi bénh udng liéu paracetamol I6n han lidu khuyén ding, trong khiding
dung thuc chéng co giat hoac isoniazid. Thusng khong cdn gidm liéu & ngudi bénh diing d8ng thdi lidu
digu tr| paracetamol va thu&c chéng co giat; tuy vy, ngudii bénh phai han ché ty dung paracetamol khi
dang dungthube chéng co giat hay isoniazid.

Probenecid cé thé lam gidm dao thai paracetamol va 1am téng thdi gian ban thai trong huyét tuong clia
paracetamol.

Salycinamide cé thé gay kéo daithi gian bén thai cla paracetamol khi phéihgp.

Isoniazid va thudic chéng lao lAm tang ddc tinh clia paracetamol A1 véi gan.

Metoclopramid, domperidon Iam téng t6c a6 h&p thu clia paracetamol, cholestiramin Jam gidm 8¢ 6o
hap thu cdia paracetamol.

Do khdng c6 cée nghin ciu vé tinh tuong ky clia thudc, khdng tron 1An thudc nay véi cc thubic khac

TAC DUNG KHONG MONG MUGN CUA THUGSC:

Phan Ungda nghiém trong nhu hdi chiing Stevens-Johnson, héiching Lyell, hoaitd bi€u bi nhidm dse,
mun mi ban 48 toan than c&p tuy hi€m xdy ra, nhung e6 kha niing gay tif vong, N&u th&y xust hién ban
hoac cdc biéu hién khac vé da, phai ngiing ding thudc va tham kham thdy thudc.

Ban da va nhiing phdn Ung dj ing khac thinh thodng xay ra. Thuging Ia ban dé hodc may day, nhung déi
khi néng han va c6 thé kém theo s6t do thudc va thugng t8n niém mac. N&u thay s6t, bong nudc quanh
cdc hSc 1y nhién, nén nghi dén héi ching Stevens - Johnson, phai nging thudc ngay. Qué lidu
paracetamol cé thé d&n dén t6n thuong gan nang, va déi khi hoaitd éng than c&p.

Nguibénh man cdm véi salicylat hiém khi man cam véi paracetamol va céc thusc ¢é lién quan. Trong
mot 56 ittrudng hop riéng I€, paracetamol gay gidm bach cu trungtinh, gidm tidu cAu, va gidmtodn thé
huyé&tcdu.

itgap, 1/1000 < ADR < 1/100

Da: phét ban. Da day - rut: budn ndn, ndn, tidu chay, dau bung.

Huyé&t hoc: loan tao mau (gidm bach cdu trung tinh, gi&m toan thé huy&t cAu, gidm bach cAu), thidu mau.
Than: bénh than, déc tinh than khilam dung dai ngay.

Gan: tang men gan

Hiém gap, ADR < 1/1000

Da: hdi ching Stevens - Johson, hoai ti bi€u bl nhiém dbe, hoi ching Lyell, myn mi ngoai ban toan
than cap tinh.

Khdc: phan dng qué mén (séc phdn vé, ha huyét &p, phu mach, ban dé, ndi mé day, phatbanda).
Luuy: Théng bio ngay cho béc sy hogc duige sy nhiing phén tng cé hai 9dp phéikhisirdyng thuée
QUALIEU VA CACH XU TRI:

Nhiém déc paracetamol cé thé do dung mét liéu déc duy nhat, hodic do udng I4p iai liéu I6n paracetamol
(vidy7,5-10 gmdingay, trong 1 - 2 ngay), hoic do udng thudc dai ngay.

Nguy co ngd ddc niing c6 thé cao hon & ngudicao tudi, & tré nha, & nhing bénh nhan bjtén thudng gan,
nghign rugu man tinh, suy dinh du@ng man tinh va & nhiing bénh nhan bj cdm (ng enzyme. Trong
nhiing truéng hgp nay, nhiém ddc cé thé gay 1l vong. Cdc triéu chiing IAm sang clia t8n thudng gan
thudng dugc thdy sau hai ngay, va rd rét sau 4-6 ngay.

- Triéu chuing: Budn ndn, nbn, chédn an, nhot nhat, mét méi, d6 mé héi, dau bung thudng xuét hién trong
24 giyddu tién. Qua lidu, 14 10 g paracetamol mdt lidu duy nhat & ngudilén va 150 mg/ kg liéu duy nhat
& trd em, c6 thé ddn dén hoai 10 t& bao gan. Suy t& bao gan, nhidm toan chuy&n héa, bénh nao cé thé
ddn dén hdn mé vatdvong.

Béng thai, tang transaminase gan, lactate dehydrogenase, bilirubin va gidm néng dd prathrombin cé
thé xust hién 12 dén 48 gi&s sau khi usng. Tridu ching lam sang cla tén thugng gan thudng thay sau 1
dén 2ngay, va cao diém sau 3 dén 4 ngay. Suy than cdp tinh cling xay rad mét s6 ngudibénh.

- Xt tri: Chuyén ngay d&n bénh vién hodc co 58 y t6. LAy miu mau xét nghiém néng 46 paracetamol
trong mau ké ti 4 gi& sau khi udng. Tuy vay, khéng dugc tri hoan didu tri trong khi chés két qua xét
nghiém néu bénh st goi ¥ 14 qua liéu néng. Khi nhidm déc ning, didu quan trong la phdi diéu tri hd trg
tich cyc. CAn rifa da day trong moi trudng hop, t6t nhéat trong véng 4 gidl sau khi uéng. Liéu phdp gidi
déc chinh la ding nhitng hop chét sulfhydryl. N-acetylcystein cd tac dung khi uéng hodc tiém tinh
mach. Phdi cho thuSc ngay I4p te néu chua dé&n 36 gis k& tir khi uéng paracetamol. Didu trj vai N -
acetyleystein cé hiéu qua hon khi cho thuc trong thdi gian dudi 10 gi& sau khiuéng paracetamol. N&u
khang cd N - acetylcystein, cd thé diing methionin. Ngoai ra ¢6 thé ding than hoat va/hoc thudc ty
mudi, chiing ¢6 kha nang lam gidm h&p thy paracetamol.

BAO QUAN - HAN DUNG:

Bdo quén: Dugi 30°C, noikhé réo, trdnh &nh séng.

Handung: 36 thang k& tir ngay san xuét.

Tiéuchudn: TCCS

San xuat tai: )
CONG TY CO PHAN DUGC PHAM KHANH HOA
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