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HUONG DAN SU DUNG

Tén thubc: HADUPARA KID 250 EFFE

BDoc ky hudng dan sir dung trudc khi ding. Dé xa tam tay tré em.

1. Thanh phin céng thire thude: Cho 1 goi 1,5g:

Thanh phan hoat chit: Ham luwong

Paracetamol 250 mg

Thanh phan té dwgc: Acid citric khan, Sucralose,
Duong tréng, Aspartam, Povidon K30, Natri

' _ Vira da 1 géi
bicarbonat, Natri carbonat, Hurong dau bot, Mau

Ponceau 4R.

2. Dang bao ché: Thudc cdm sti. Com kho toi, mau hong t6i do, vi ngot.
3. Chi dinh:

- Piéu trj triéu chimg céc con dau tir nhe dén trung binh trong céc trirdng hop: Dau
déu, dau hong, cdm ctim, dau rang,...va/hodc tinh trang st

- Ha st va su dung nhu bién phap hé tro diéu tri cam cim

4. Cich dung, liéu dung;

4.1. Cdch diing:

Dung thuoc theo dudng udng. Hoa tan goi com vao mot lugng nude thich hop va sir
dung.

Khong dugc dung paracetamol dé t diéu tri giam dau qué 10 ngdy & ngui 16n hodc qua
5 ngdy & tré em, trir khi do thiy thudc huéng din, vi dau nhiéu va kéo dai nhu vy c6 thé
14 ddu hi¢u cia mét tinh trang bénh Iy cin dugce chin doan va didu tri c6 giam sat boi thay
thudce.

Khoéng dung paracetamol cho ngudi 16n va tré em dé tu didu tri sét cao (trén 39,5 °C ),
s6t kéo dai trén 3 ngay. hoic sdt tai phat, trir khi do thay thudc hudng dan, vi st nhu
viy c6 thé 1a dau hiéu ciia mot bénh ning cin dugc thdy thudc chin doan nhanh
chong.

4.2. Liéu diing:

Tre em:

Liéu khuyén céo hang ngay cua Paracetamol la khoang 60 mg/kg/ngay, chia l1am 4
hoiic 6 lan, tirc 1a khoang 15 mg/kg mdi 6 giér hodc 10 mg/kg mdi 4 gio,




https://trungtamthuoc.com/

ey

Cin ning Khoing cdch t6i | Liéu toi da hang
. A \
(tudi) Licu ding thiéu dung thude ngay
13kg - 20kg 250 mg 6 gio 1000 mg moi ngay
(Khoang 2-7 tudi) (1 géi) (4 g6i)
21kg - 25kg 250 mg 4 gio 1500 mg mdi ngay
(Khoang 6-10 tudi) (1 goi) (6 26i)
26kg - 40kg 500 mg 6 gidr 2000 mg mbi ngay
(Khoing 8-13 tudi) (2 g61) (8 gbi)
41kg - 50kg 500 mg toi thiéu 4 gio 3000 mg mdi ngay
. L 12 ¢6i
(Khodng 12-15 tudi) (2 goi) S

WA

Déi voi tré em, tong liéu Paracetamol khong duge vuot qua 80 mg/kg/ngay
Bénh nhan suy than:
Trong trudmg hop suy than va trir khi c6 loi khuyén y té, nén giam liéu va ting khoang

cch t0i thiéu giira hai lidu theo bang sau:

_ Khoiing cich toi thiéu
Do thanh thii creatinin =
diung thuoc

>50 ml/phut 4 gior
10-50 ml/ phat 6 gi¢r
<10 ml/ phat 8 gidy

Suy gan

O nhitng bénh nhan méc bénh gan man tinh hoat dong hodc con bu, dic biét la nhitng
ngudi suy gan, nghi¢n rugu man tinh, suy dinh dudng mén tinh (du trir glutathione &
gan thdp), hoi chimg Gilbert (vang da gia dinh khéng tan méau) va mét nude, liéu

dung. Paracetamol khong dugc vurot qua 3g/ngay.
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Mot s6 trudng hop dic biét:
Nén can nhéc liéu hang ngay thip nhat c6 thé cé hicu qua nhung khong vugt qua 60
mg/kg/ngay (khong vuot qué 3 g/ngay) trong cac trudmg hop sau:

e Nguoi l6n ndng duéi 50 kg;

e Suy gan nhe dén trung binh;

e Hoi chirng Gilbert (vang da gia dinh khéng tan mau);

e Nghién rugu man tinh;

¢ Suy dinh dudng man tinh;

e Mit nudc.
5. Chdng chi dinh:
- Mén cam vdi bat cir thanh phén nao cua thude.
- Nguoi suy gan nang hogc bénh gan mat bu dang hoat dong.
6. Cinh bdo va thin trong khi ding thudc:
Can thin trong khi str dung Paracetamol cho bénh nhan suy thin ning hodc suy gan
nang, ngudi nghién rugu, suy dinh dudng man tinh hodc bi mit nudc. Nguy co qua
liéu cao hon ¢ nhirmg ngudi méc bénh gan do rugu (khdng xo gan).
Cén than trong néu ding ddng thoi acetaminophen vdi flucloxacillin do ting nguy co
nhi¢m toan chuyén hoa c6 khoang tréng anion cao (HAGMA), dic biét & nhitng bénh
nhin bi suy thin nang, nhiém tring huyét, suy dinh dudng va cdc ngudn thiéu hut
glutathione khac (vi du nhu nghién rugu man tinh), cling nhu nhitng nguoi sir dung
lidu ti da Paracetamol hang ngay. Nén theo ddi chit ché, bao gdbm do ndng do 5-
oxoproline trong nude tiéu.
Than trong & ngudi bénh ¢é thiéu mau tir trude, vi tricu chimg ctia bénh thiéu mau
(chimg xanh tim) c6 thé khong biéu 16 6 mic du néng dé cao & mirc nguy hiém cia
methemoglobin trong mau.
Udng nhiéu rugu cé thé gay tang doc tinh véi gan cua paracetamol, nén tranh hoac
han ché udng rugu trong khi diing thudc.
Béc si cdn canh bao bénh nhdn vé cac ddu hiéu ciia phan Ung trén da nghiém trong
nhur hdi ching Steven-Johnson (SJS), hoi chitng hoai tit da nhiém doc (TEN) hay hoi
chirng Lyell, hi chirng ngoai ban mun mu toan than cap tinh (AGEP).
Phan tmg phu nghiém trong trén da mac du ti 1é méc phai 1a khéng cao nhung nghiém
trong, thim chi de doa tinh mang bao gom hoi chimg Steven-Jonhson (SJS), hoi

chirng hoai tir da nhiém doc: toxic epidermal necrolysis (TEN) hay hdi chimg Lyell,
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h¢1 chirng ngoai ban mun mu toan than cz‘ip tinh: acute generalized exanthematous
pustulosis (AGEP).

Tri¢u chirng cuia cac hdi chimg néu trén dugc mé ta nhu sau:

- Hoi chirg Steven-Jonhson (SJS): 1a di tmg thudc thé bong nudc, bong nudce khu tru
¢ quanh céc héc tw nhién: mét, maii, miéng, tai, bé phan sinh duc va hau mén. Ngoai
ra ¢ thé kém sét cao, viém phdi, ri loan chirc ning gan than. Chén doan héi chimg
Steven-Jonhson (SJS) khi ¢6 it nhét 2 héc tu nhién bi tén thuong.

- Héi chimg hoai tir da nhiém ddc (TEN): 1a thé di tng thudc niing nhét, gom:

+ Céc ton thuong da dang & da: ban dang s&i, ban dang tinh hong nhiét, hong ban
hodc cac bong nude bung nhung, cic tén thwong nhanh chong lan toa khap nguoi.

+ Tén thuong niém mac mit: viém giac mac, viém két mac mu, loét gidc mac.

+ Tén thuong niém mac duodng tiéu hoa: viém miéng, trot niém mac mi¢ng, loét hau,
hong thyc quan, da day, rudt.

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

+ Ngoai ra con ¢6 céc tri¢u chitng toan than trim trong nhu sét, xuat huyét duong tiéu
hda, viém phdi, viém cdu than, viém gan... ty 1¢ tir vong cao 15-30%.

- Hoi chirg ngoai ban mun mu toan than cép tinh (AGEP): mun mu vé trung nho phat
sinh trén nén hdng ban lan rong. Tén thwong thwong xudt hién & cac nép gip nhu
nach, ben va mat, sau dé cé thé lan rong toan than. Triéu ching toan than thudng co la
sOt, xét nghiém mau bach ciu mui trung tinh ting cao.

Khi phat hién nhitng dau hi¢u phat ban trén da dau tién hodc bit ky déu hiéu phan tng
qud min nao khac, bénh nhin cin phai ngimng sir dung thude. Ngudi da timg bi cac
phan (mg trén da nghiém trong do paracetamol gay ra thi khong dugc ding thude tro
lai v khi dén kham chita bénh cin phai thong béo cho nhén vién y té biét vé van dé
nay.

Thén trong ta dugc:

HADUPARA KID 250 EFFE c6 chira 9,8 mg aspartam trong moi goi 1.5g tuong
duong vdi 6,53 mg/g. Aspartam bi phan huy tai dng tiéu héa khi dung dudng udng.
Mot trong céc san pham thity phan chinh 13 phenylalamine. Chua ¢é biing chimg phi
lam sang hay lam sang dé danh gia viéc sir dung aspartam cho tré dudi 12 tudn tudi.

7. Sir dung thude cho phuy nir ¢é thai va cho con ba:

- Thoi ky mang thai: Céc nghién ctru dich t€ hoc ¢ phu nit mang thai cho thay khong

c6 tac dung phu nao khi sir dung Paracetamol & liéu lugng khuyén céo, nhung bénh
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nhin nén tuén theo 10i khuyén cua béc si vé viée sir dung thude. Mot lugng 16n dir ligu
vé phy nit mang thai cho thiy khong géy di tat cling nhu khéng gay doc tinh cho bao
thai/tré so sinh. Céc nghién ciru dich t€ hoc vé sy phat trién thin kinh & tré phoi nhiém
v(i paracetamol trong tir cung cho két qua chua thuyét phuc. Néu can thiét vé mat [am
sang, c6 thé sir dung Paracetamol trong thoi ky mang thai tuy nhién nén sir dung & liéu
thap nhat c6 hiéu qua trong thdi gian ngin nhét va véi tin suit thap nhét c6 thé.

- Thoi ky cho con bi: Paracetamol dugc bai tiét vao sita me nhung vadi lugng khong
dang ké vé mit 1am sang. Dir ligu dugc cong bd hién c6 khong chéng chi dinh véi phu
nir cho con bu.

8. Anh hwdmg ciia thude 1én khé niing 14i xe, vin hanh méy méc:

Chua c6 bing chirng vé anh huéng cua thude 1én kha nang lai xe, van hanh may moc.
9. Twong tic thude, twong ky ciia thube:

9.1. Twong tic thuéc:

- Tée do hip thu ciua Paracetamol cé thé ting 1én boi metoclopramide hoiic
domperidone va sy hép thu bi giam boi colestyramine. Téc dung chdng déng mau cuia
warfarin va cdc coumarin khic c6 thé dugc ting cuong khi sir dung Paracetamol
thudng xuyén kéo dai véi nguy co chay mau tang Ién; lidu lugng thudng xuyén khong
c6 tac dung dang ké.

- Thube géy cam ung enzym microsome gan nhu rugu. Ding dong thai barbiturat va
thudc chong trdm cam ba vong ¢6 thé lam tang doc tinh trén gan cua Paracetamol, dic
biét sau khi ding qua liéu. Thudc tranh thai chéng co giat hoic steroid dudng ubng ¢6
khé ning 1am giam ndng do Paracetamol trong huyét thanh do cam tmg men gan.

- Cén thén trong khi sir dung dong thoi Paracetamol voi flucloxacillin vi ding dong
thoi ¢6 thé dan dén nhiém toan chuyén héa cé khoang trong anion cao, dic biét &
nhitng bénh nhén ¢é cac yéu td nguy co

9.2. Twong ky:

Do khéng c6 céc nghién ctru vé tinh twong ky ctia thude, khong tron 13n thude nay véi
céc thude khéc.

10. Tdc dung khéng mong mudn ciia thude:

Phan tmg da nghiém trong nhu hoi ching Stevens — Johnson, héi ching Lyell, hoai tir
biéu bi nhiém ddc, mun mu ban do toan than cap tuy hiém xay ra, nhung c6 kha ning
gdy tir vong. Néu thay xuat hién ban hogc céc biéu hién khac vé da, phai ngimg diing

thudc va tham kham thiy thudc.
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It gap, 1/1000 < ADR < 1/100:
Da: Ban.
Da day - rudt: Budn nén, non.
Huyét hoc: Loan tao mau (giam bach cau trung tinh, giam toan thé huyét ciu, giam
bach cau), thiéu mau.
Than: Bénh thén, ddc tinh than khi lam dung dai ngay.
Hiém gap, ADR < 1/1000:
Da: Hoi chimg Stevens — Jonhson, hoai tr biéu bi nhidm doc, hoi ching Lyell, mun
mi ngoai ban toan than cip tinh.
Khac: Phan img qua mén
“Théng bdo ngay cho bdc si hodic dieoc sy biét nhitng tac dung khong mong muon khi
str dung thuéce”.
11. Qua liéu va céch xir tri:
11.1. Qui liéu:
- Ton thuong gan c6 thé xay ra & ngudi 1on dung tir 10 g Paracetamol tré [én. Uéng tix
5 g Paracetamol trd 1én c6 thé din dén tén thuong gan néu ngudi bénh c6 yéu té nguy
Co.
Cdc yéu t6 rii ro: Néu bénh nhan:

e Dang diéu tri lau dai bing carbamazepine, phenobarbitone, phenytoin,
primidone, rifampicin, St. John's Wort hodc cac thudc gay cam Urng men gan
khac hodc

e Thudng xuyén tiéu thu ethanol vugt qua lugng khuyén nghi hozic

e (6 kha nang bi can kiét glutathione, vi du: rdi loan dn uc"'mg, x0 nang, nhiém
HIV, doi, suy nhugc.

Triéu chung

Céc tri¢u ching ctia qua liéu Paracetamol trong 24 gid dau 1a xanh xao, budn nén,
nén, chan an va dau bung. Ton thuong gan c6 thé tré nén rd rang tir 12 dén 48 gidy sau
khi uéng. Nhitng bat thudmng vé chuyén héa glucose va nhidm toan chuyén héa cé thé
xdy ra. Trong truomg hop ngd ddc ning, suy gan cd thé tién trién thanh bénh nio, xudt
huyét, ha dudng huyét, ph ndo va tir vong. Suy than cap véi hoai tir dng than cap, dic
trung boi dau thit lung, tiéu mau va protein ni¢u, ¢ thé phat trién ngay ca khi khéng
¢6 ton thuong gan nghiém trong. Réi loan nhip tim va viém tuy da duoc bao cio.

11.2. Xir tri:
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Diéu tri ngay lap tirc 13 can thiét trong viéc kiém soat qua liéu Paracetamol. Céc triéu
chimg ¢6 thé chi giéi han & bubn nén hogc nén va cé thé khong phan anh mac do
nghiém trong cua qua liéu hodc nguy co tén thuong ndi tang.

Nén can nhic diéu tri bing than hoat néu dung qué li¢u trong vong 1 gio. Nong do
Paracetamol trong huyét twong nén duoc do & thoi diém 4 gi¢r hoac mudn hon sau khi
udng (ndng do sém hon 14 khéng déang tin cdy). Diéu tri bing N-acetylcystein cé thé
dugc sir dung t6i da 24 gio sau khi uéng Paracetamol, tuy nhién, tic dung bao vé tdi
da dat dugc t6i 8 gior sau khi uéng. Hiéu qua ctia thudc giai doc giam manh sau thoi
gian ndy. Néu can, bénh nhin nén duoc tiém tinh mach N-acetylcystein, phu hop véi
lich trinh liéu lrong da thiét 1ap. Néu tinh trang non mira khéng déng nghiém trong,
methionine duong udng cé thé 1a giai phap thay thé phi hep cho viing siu ving xa,
ngoai bénh vién.

12. Pic tinh duge lyc hoc:

- Nhém tac dung duge 1y: Giam dau, ha sét.

- Ma ATC: NO2BEOI.

- Paracetamol la thudc giam dau, ha st hiru hi¢u. T4c dung giam dau, ha sot tfuong tu
aspirin.

- Paracetamol ¢6 tac dong lén trung tim diéu nhiét ¢ ving dudi ddi gay ha nhiét, tang
toa nhi¢t do lam gian mach va tang luu lugng méu ngoai bién. Thudc lam ha nhiét
nhanh, manh ¢ ngudi bénh sét, hiém lam giam nhiét & nguoi binh thuong.
Paracetamol khéng giy budn ng.

- O liéu diéu trj, thubc khong gay kich img hay loét da day, khéng lam thay ddi cin
bang acid base, it tic dong 1én tim va hé hip, khong tac dung trén tiéu cdu va thoi gian
dong mau.

13. Pic tinh dwge dong hoc:

Hdp thu: Paracetamol duoc hdp thu nhanh chéng va hau nhu hoan toan qua dudng
tiéu hoa. Thirc an gidu carbohydrat 1am giam ty 1¢ hp thu cta paracetamol. Nong do
dinh trong huyét trong dat trong vong 30 — 60 phut sau khi uéng véi liéu diéu tri.
Phdn bo: Paracetamol phin bé nhanh va dong déu dén phan 16n cdec md cia co thé.
Khoang 25% paracetamol trong méu két hop véi protein huyét tuong,

Chuyén héa: Paracetamol chuyén héa chi véu qua phan @mg lién hop sulfat va

glucuronid. Mot lugng nhé bi N - hydroxyl héa boi cytochrom Pyso dé tao nén N —
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acetyl — benzoquinonimin (NAPQ), mot chat trung gian c6 tinh phan (g cao. Chat

chuyén héa nay binh thuong phan (g v6i cac nhom sulfhydryl trong glutathion va bi
khir hoat tinh. Tuy nhién, néu uéng liéu cao paracetamol, cht chuyén héa nay dugc
tao thanh vai lugng du dé lam can kiét glutathion cia gan; trong tinh trang dé, chét
NAPQ khong duoc lién hop voi glutathion giy doc cho té bao gan, din dén viém va
c6 thé dan dén hoat tir gan.

Thai trir: Nira doi huyét tuong cia paracetamol 13 1,25 — 3 gid, ¢6 thé kéo dai véi lidu
gdy doc hodc & nguoi bénh c6 thuong ton gan. Sau lidu diéu tri, ¢6 thé tim thiy 90 —
100% thude trong nuéc tiéu trong ngay thir nhét, chi yéu sau khi lién hop trong gan
v6i acid glucuronic (khoang 60%), acid sulfuric (khoang 35%) hodc cystein (khoang
3%):; cling phat hién thay mot lugng nho nhimg chét chuyén héa hydroxyl — hoa va
khir acetyl. Tré nho it kha ning glucuro lién hop véi thude hon so voi nguoi 16m.

14. Quy ciach dong goi:

Hop 10 goi 1,5g kém theo t& huéng din sir dung.

Hop 24 gbi 1,5g kém theo t&r huéng din sir dung.

Hop 30 goi 1.5g kém theo t& huéng dan sir dung.

15. Diéu kién bio quin, han ding, tiéu chuin chit lwgng ciia thudc:

- Diéu ki¢n bao quan; Bao quan & noi kho ro, nhiét do khong qua 30°C, tranh 4nh
sang truc tiép.

- Han ding: 24 thang ké tir ngay san xuét.

- Tiéu chuén chat legng: TCCS.

Dia diém san xuét:
NHA MAY HDPHARMA EU -
CONG TY CO PHAN DUQC VAT TU'Y TE HAI DUONG

Dia chi: Thita dit s6 307, cum Céng nghiép Cam Thwgng, phwong Cam Thuong,
TP Hai Dwong, tinh Hai Dwong
DT: 022035853848




