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HUONG DAN SU DUNG
1. Tén thube; INFA-RALGAN
2, Cacdau higu lru ¥ va khuyén céo khi ding thube:
“Dé xa tam lay tré em”
“Doc kP huéng dan sie dung trwede khi ding”
“Thong bdo ngay cho bdc sy hode diwge sy nhimg tde dung khéng mong mudn gap phai khi sie

dung thuoe”.

3. Thanh phin cong thire thube
Thanh phén | géi 1,5 gam | Ham luong
Dege chat
Paracetamol ‘ 80 mg
Ta duge: Lactose, dudng tring, PVP K30, huong cam vira di 1 goi.

4. Dang bao ché: Thubc bot

M@ ta: Thude cdm bt mau triing, thude cbém phai khé, déng déu vé kich thudc hat, khéng ¢
hién tong hit 4m, khong bi mém va bién mau.

5. Chidinh

Paracetamol duge ding trong diéu tri cdc chimg dau va sdt tir nhe dén vira.

Dau

Paracetamol duoe ding giam dau tam thoi trong diéu tri chimg dau nhe va vira. Thudc ¢ hiéu
qua nhét 12 lam giam dau cudng do thap ¢6 ngudn gbc khéng phai ngi tang. I
Paracetamol khong ¢4 téc dung tri thap khop.Paracetamol 1a thudc thay thé salicylat (duoc wa
thich & ngudi bénh chéng chi dinh hoic khéng dung nap salicylat) dé giam dau nhe hoc ha sét.
Sot

Paracetamol thuémg dugc ding dé giam thén nhiét & nguoi bénh sdt, khi sbt ¢6 thé ¢ hai hodc
khi ha sét, ngudi bénh s& d& chiu hon. Tuy vay, li¢u phap ha sbt noi chung khéng dic hiéu,
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khéng anh hudéng dén tién trinh cia bénh co ban, va c6 thé che lap tinh trang bénh cua nguoi
bénh.

6. Cach ding, lidgu ding

Cdch dimg: Diing dudng udng. Pha 1,5 gam thudc véo trong khoang 10-20ml rdi udng.
Liéu luwong:

Dé giam dau hogic ha sbt, tré em c6 thé ubng ctr 4 - 6 gier mot 1an khi cin, lidu nhu sau:
Tré em tir 4-11 thang tudi: 1 géi/ lan.

Tré em tir 1-2 tudi: 1-1,5 g6i/lan.

Tré em tir 2-3 tudi: 2 goi/ lan.

Tré em tir 4-5 tudi: 3 goi/lan.

Tré em tir 6-8 tudi: 4 goi/ lan.

Tré em tir 9-10 tudi: 5 goi/ lan.

Tré em 11 wdi: 6 goi/ lan
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Khéng duge ding paracetamol dé ty diéu tri giam dau qua 10 ngay & ngudi 16n hodc qua 5 ngay
& tré em, trir khi do thy thudc huéng dan, vi dau nhiéu va kéo dai nhu vdy ¢6 thé 13 ddu hidu cua
mat tinh trang bénh |y can thay thude chan dodn va diéu trj c6 giam sat.

Khéng diing paracetamol cho ngudi I6n va tré em dé tu didu trj sot cao (trén 39,57C), st kéo dai
trén 3 ngdy, hodc sét tai phat, trir khi do thdy thudc hudng din, vi sét nhur vay 6 thé 12 ddu hidu
clia mot bénh nang cin duoc thay thude chin dodn nhanh chéng,

Pé giam thiéu nguy co qua lidu, khéng nén cho tré em quéa 5 lidu paracetamol dé giam dau hoc
ha s6t trong vong 24 gid, trir khi do thdy thude huéng dén.

Pé giam dau hoiic ha sbt cho ngudi 16n va tré em trén 11 tudi, lidu paracetamol thuong ding
ubng la 325 - 650 mg, ¢ 4 - 6 gio mot lan khi can thiét, nhung khéng qua 4 g mjt ngay: lidu mot
lan 16n hon (vi du 1 g) c6 thé hiru ich dé gidm dau & mot sé ngudi bénh.

7. Chéng chi dinh

Ngudi bénh nhiéu Ian thiéu mau hodc c6 bénh tim, phdi, than hodc gan. Ngudi bénh qua mén vdi
paracetamol. Ngudi bénh thiéu hut glucose - 6 - phosphat dehydro-genase.

8. Canh bio va than trong khi diing thube

Paracetamol tuong d6i khong ddc v6i lidu didu tri.Dai khi cé nhimng phan tmg da gdm ban dat
sdn ngira va may day; nhirng phan mg mén cam khac gdm phu thanh quan, phit mach, va nhitng
phan mg kiéu phan vé ¢ thé it khi xay ra.Giam tidu ciu, giam bach ciu, va giam toan thé huyét
ciu da xay ra véi viée sir dung nhitng din chét p - aminophenol, dic biét khi ding kéo dai cac
liéu 1én. Giam bach ciu trung tinh va ban xudt huyét giam tiéu cdu da xay ra khi dung
paracetamol. Hiém giip mét bach céu hat & ngudi bénh dung paracetamol.

Phai ding paracetamol than trong & ngudi bénh c6 thiéu méu tir truée, vi chimg xanh tim c6 thé
khong biéu 1 rd, mac di cé nhitng néng do cao nguy hiém caa methemoglobin trong mau.
Thubc ¢6 chira t4 dugc lactose. Nhimg bénh nhén ¢6 vén dé di truyén hiém gip vé khong dung
nap galactose, thiéu lactase hodc kém hép thu glucose-galactose khong nén dung san phdm thudce
nay.

Bénh nhén ¢6 céc vin dé vé di truyén hiém gip nhu khong dung nap fructose, giam hap thu
galactose glucose hoic thiéu sucrase-isomaltase khéng nén ding thudc nay.

9. Sir dung thude cho phu nir ¢6 thai va cho con bii

Théi kv mang thai

Chua xdc dinh dugc tinh an toan ctia paracetamol ding khi thai nghén lién quan dén tac dung
khong mong mudn c6 thé ¢6 dbi vdi phat trién thai. Do do, chi nén dung paracetamol & ngudi
mang thai khi thét can.

Thoi kv cho con b

Nghién ciru & ngudi me cho con bi, ding paracetamol khéng thdy cé tac dung khéng mong
mudn & tré nho bu me.

10. Anh hwéng cia thube 1én khé ning l4i xe va vin hanh miy méc

Chura ¢6 bing chimg vé anh huéng cua thude lén kha nang l4i xe, vAn hanh may mac.

11. Twong tice, trong Ky ciia thude
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Ubng dai ngay liéu cao paracetamol lam ting nhe tédc dung chdng dong cuia coumarin va din chit
indandion. T4ac dung nay cé vé it hosic khong quan trong vé 1am sang, nén paracetamol dugc ua
ding hon salicylat khi can giam dau nhe hoiic ha sot cho ngudi bénh dang ding coumarin hogc
dan chit indandion.

Can phai cht ¥ dén kha ning gy ha s6t nghiém trong & ngudi bénh dung dong thoi phenothiazin
va li¢u phap ha nhiét.

Thuébc chéng co gidt (gdm phenytoin, barbiturat, carbamazepin) gdy cam img enzym & microsom
thé gan, c6 thé lam tang tinh dc hai gan cia paracetamol do ting chuyén héa thudc thanh nhitng
chit doc hai vdi gan. Ngoai ra, ding déng thoi isoniazid véi paracetamol ciing c6 thé din dén
ting nguy co ddc tinh v6i gan, nhung chua xdc dinh duge co ché chinh xéc cua trong tac nay.
Nguy co paracetamol gay ddc tinh gan gia ting dang ké & ngudi bénh udng lidu paracetamol lén
hon liéu khuyén ding trong khi dang dung thude chéng co giat hodc isoniazid. Thuong khong
cin giam lidu & nguoi bénh dung déng thai lidu diéu tri paracetamol va thude chéng co giat; tuy
vdy, ngudi bénh phai han ché ty ding paracetamol khi dang ding thudc chéng co gidt hodc
isoniazid.

Metoclopramid va domperidon: Téc d¢ hap thu paracetamol c6 thé ting lén boi metoclopramid
va domperidon. Tuy nhién, viéc sit dung déng thoi khong céan phai tranh.

Colestyramin: Téc dd hép thu paracetamol giam bdi colestyramin. Do dé, colestyramin khéng
nén diing trong vong mot gid néu cin giam dau nhanh.

12. Tic dung khong mong mudn ciia thude:

Ban da va nhitng phan ng di ung khac thinh thoang xay ra. Thudng la ban d6 hodc may day,
nhung déi khi nang hon va c6 thé kém theo sbt do thude va thuong tén niém mac. Nguoi bénh
mén cam vai salicylat hiém mén cam véi paracetamol va nhiing thudc ¢ lién quan.Trong mot s6
it trudmg hop riéng 1€, paracetamol da gy giam bach cau trung tinh, giam tidu cdu va giam toan
thé huyét cau.

It géip, 1/1000 < ADR < 1/100

Da: Ban.

Da day - rudt: Budn ndn, nén.

Huyét hoc: Loan tao mau (giam bach cau trung tinh, giam toan thé huyét ciu, giam bach cau),
thiéu mau.

Than: Bénh thin, dbc tinh than khi lam dung dai ngay.

Hiém géap, ADR < 1/1000

Khac: Phan img qua man.

Hudng din cach xir tri ADR: Néu xay ra nhimg téc dung khéng mong mudn nghiém trong,
ngimg ding paracetamol. V& diéu tri, xin doc phén: "Qué lidu va xir tri".

13. Qua liéu va cach xi tri:

Biéu hién
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Nhiém doc paracetamol c6 thé do ding mét liéu doc duy nhét, hodc do uéng 13p lai lidu 16n
paracetamol (vi du, 7,5 - 10 g mdi ngady, trong 1 - 2 ngay), hoic do ubng thudc dai ngay. Hoai tir
gan phu thuge li¢u la tac dung ddc cdp tinh nghiém trong nhit do qua lidu va cé thé gy tur vong.
Buon nén, nén, va dau bung thudmg xay ra trong vong 2 - 3 gid sau khi udng lidu doc cia thude.
Methemoglobin - mau, ddn dén chimg xanh tim da, niém mac va méng tay la mot dau hidu dic
trong nhiém déc clp tinh dén chét p - aminophenol; mot lugng nho sulfhemoglobin ciing c6 thé
duoc san sinh. Tré em ¢6 khuynh huéng tao methemoglobin dé hon nguoi 16n sau khi udng
paracetamol.

Khi bi ngd doc ning, ban diu ¢6 thé ¢o kich thich hé than kinh trung uong, kich dong, va mé
sing. Tiép theo co thé 1a irc ché hé thin kinh trung uong ; sting s&, ha than nhiét; mét la; tho
nhanh, ndng; mach nhanh, yéu, khdng déu; huyér ap thfip; va suy tuan hoan. Truy mach do giam
oxy huyét twong déi va do tac dung irc ché trung tam, tac dung nay chi xdy ra véi lidu rét 16n.
Séc ¢o thé xay ra néu gidn mach nhidu. Con co giat nget tho gdy tir vong c6 thé xay ra. Thuong
hén mé xay ra trude khi chét dot ngdt hodc sau vai ngdy hon mé. Dau hiéu 1am sang thuong ton
gan trd nén rd rét trong vong 2 dén 4 ngay sau khi udng lidu ddc. Aminotransferase huyét tuong
tang (doi khi tang rét cao) va ndng do bilirubin trong huyét tuong ciing c6 thé tang; thém nira,
khi thuong ton gan lan rong, thdi gian prothrombin kéo dai. C6 thé 10% ngudi bénh bi ngd doc
khéng duoe diéu tri dic hiéu da co thuong ton gan nghiém trong; trong sd dé 10% dén 20% cudi
cling chét vi suy gan. Suy thin cdp ciing xay ra & mot sb ngudi bénh.Sinh thiét gan phat hién
hoai tir trung tm tiéu thiy trir viing quanh tinh mach cira.0 nhiig truong hop khong tr vong,
thuong ton gan phuc hdi sau nhiéu tuan hodc nhiéu thang.

Piéu tri

Chén dodn sém rit quan trong trong diéu trj qué liéu paracetamol.C6 nhitng phuong phap xac
dinh nhanh nong dd thudc trong huyét twong. Tuy vay, khéng duoc tri hoan diéu tri trong khi cho
két qua xét nghiém néu bénh sir goi ¥ 1a qua lidu nang.Khi nhiém dgc nang, didu quan trong la
phai diéu tri hd tro tich cue.Can rira da day trong moi trudng hop, t6t nhét trong vong 4 gidr sau
khi uéng.

Liéu phap giai déc chinh 1a ding nhing hop chit sulfhydryl, ¢6 1& tic ddng mot phin do bd sung
du triv glutathion ¢ gan.

N-acetylcystein ¢6 tac dung khi udng hodc tiém tinh mach.Phai cho thude ngay 1ap tirc néu chua
dén 36 gid ké tir khi udng paracetamol.Diéu tri véi N - acetyleystein ¢6 hiéu qua hon khi cho
thu6e trong thdi gian dudi 10 gid sau khi udng paracetamol. Khi cho uéng, hoa lodng dung dich
N - acetyleystein véi nuée hodc do udng khong co rugu dé dat dung dich 5% va phai udng trong
vong 1 gior sau khi pha. Cho ubng N - acetyleystein véi lidu dAu tién 1a 140 mg/kg, sau do6 cho
tiép 17 liu nira, mdi liéu 70 mg/kg cach nhau 4 gidr mét l4n. Chidm dit didu tri néu xét nghiém
paracetamol trong huyét tuong cho thdy nguy co ddc hai gan thap.

Tac dung khéng mong mudn clia N - acetylcystein gbm ban da (gbém ca may day, khong yéu cau
phéi ngirng thudc), budn nén, ndn, ia chay, va phan tng kiéu phan vé.
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Néu khong ¢6 N - acetylcystein, c6 thé ding methionin.Ngoai ra ¢6 thé ding than hoat va/hoac
thube tdy mudi, ching c6 kha ning lam giam hép thy paracetamol.

14. Pic tinh dwge lye hoe

Nhoém duge ly: Giam dau; ha sot.

Ma ATC: N02B E01

Paracetamol (acetaminophen hay N - acetyl - p - aminophenol) 14 chat chuyén héa cé hoat tinh
ciia phenacetin, 1a thudc giam dau - ha sot hitu hiéu c6 thé thay thé aspirin; tuy vay, khac vdi
aspirin, paracetamol khéng cd hiéu qua didu tri viém. Véi lidu ngang nhau tinh theo gam,
paracetamol cé tac dung giam dau va ha sot twong ty nhur aspirin.

Paracetamol lam giam thén nhiét & ngudi bénh s6t, nhung hiém khi lam giam than nhiét & nguoi
binh thudng. Thubce tic dong 1én ving dudi dbi gay ha nhiét, toéa nhiét ting do gidn mach va ting
luu lrgng mdu ngoai bién.

Paracetamol, véi liéu didu tri, it tac dong dén hé tim mach va ho hép, khong lam thay do6i cén
bing acid - base, khéng gy kich Gng, xudc hoic chay mau da day nhu khi dung salicylat, vi
paracetamol khong tic dung trén cyclooxygenase toan than, chi tac dong dén
cyclooxygenase/prostaglandin ctia hé thin kinh trung wong. Paracetamol khong ¢o tac dung trén
tidu ciu hodc thdi gian chay mau.Khi diing qué liéu paracetamol mét chét chuyén héa la N -
acetyl benzoquinonimin gdy ddc ning cho gan.Lidu binh thudong, paracetamol dung nap tét,
khéng c6 nhiéu tdc dung phu ciia aspirin. Tuy vdy, qué lidu cdp tinh (trén 10 g) 1am thuong tén
gan giy chét ngudi, va nhimg vu ngd doc va tu vin bang paracetamol da tdng lén mot cach dang
lo ngai trong nhitng nim gan day. Ngoai ra, nhiéu ngudi trong d6 ¢6 ca thiy thudc, dudng nhu
khéng biét tac dung chdng viém kém cia paracetamol.

15. Dic tinh dwoc déng hoe

Hap thu:

Paracetamol dugc hép thu nhanh chéng va hdu nhu hoan toan qua duong tiéu hoa. Thuc an co
thé lam vién nén giai phéng keéo dai paracetamol cham duoc hdp thu mét phin va thic an giau
carbon hydrat 1am giam ty 1& hdp thu ctia paracetamol. Nong d¢ dinh trong huyét tuong dat trong
vong 30 dén 60 pht sau khi udng vai lidu diéu tri.

Phin bé:

Paracetamol phén b6 nhanh va dong déu trong phin I6n cic md cia co thé.Khoang 25%
paracetamol trong mau két hop véi protein huyét twong.

Nira doi huyét twong cia paracetamol 1a 1,25 - 3 gid, ¢6 thé kéo dai véi lidu gy doc hodc &
ngudi bénh cé thuong tén gan.

Sau liéu diéu tri, ¢6 thé tim thdy 90 dén 100% thubc trong nuéc tiéu trong ngay thir nhit, chi yéu
sau khi lién hop trong gan véi acid glucuronic (khoang 60%), acid sulfuric (khoang 35%) hoic
cystein (khoang 3%); cling phat hién thay mot lwong nho nhitng chét chuyén héa hydroxyl - hod
va khir acetyl. Tré nhd it kha néng glucuro lién hop véi thuée hon so véi ngudi 16n.Paracetamol
bi N - hydroxyl hoa bai cytochrom P450 dé tao nén N - acetyl - benzoquinonimin, mot chét trung
gian c6 tinh phan tng cao.Chit chuyén héa nay binh thuong phan ng véi cdc nhém sulthydryl
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trong glutathion va nhu vdy bi kKhir hoat tinh.Tuy nhién, néu uéng lidu cao paracetamol, chat
chuyén héa ndy duge tao thanh véi luong di dé 1am can kiét glutathion cua gan; trong tinh trang
d6, phan (g ctia né v&i nhém sulfhydryl cia protein gan ting 1én, c6 thé dan dén hoai tir gan.
16. Quy cach dong goi
Hop 10 goi x 1,5 gam, hop 20 goi x goi 1,5 gam.
17. Piéu kién bdo quéin, han ding, tiéu chuén chét lrgng ciia thude
Bio qudn:Noi khd mat, nhiét d6 dudi 30°C, tranh 4nh sang.
Han dimg ctia thude: 36 thing ké tir ngay san xuét.
Tiéu chudn chdt Iwong: TCCS.
18. Tén, dia chi co s& sin xuit thube
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