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1. Thanh phén céng thirc thude:

G DAN SU DUNG
c: HADUPARA KIDS

ung trude khi dung. Dé xa tam tay tré em.

Thanh phin hoat chit: Ham luong

Paracetamol 250 mg

Thanh phan td dwgc: Duong trang, Glucose khan, Povidone
K30, Aspartam, sunset yellow tan, hwong cam, Silica Vira du 1,5g
Colloidal anhydrous.

2. Dang bao ché: Thubc cém khé toi, mdu cam, vi ngot.

3. Chi dinh:

Diéu trj triéu chimg dau nhe dén trung binh va/hoc tinh trang sbt.

Thude duge chi dinh cho thanh thiéu nién va tré em can nang tir 14 - 50 kg (khoang 2 -
15 tudi).

4. Cach ding, liéu dung:

4.1. Cach dung:

Duing dwong ubng. Hoa thude vao Iugng nuée thich hop, udng ngay sau khi pha.

4.2. Liéu ding:

Nén sir dung liéu thip nhit c6 hiéu qua trong thoi gian ngén nhét cé thé,

J tré em va thanh thidu nién, lidu ding phai tinh theo cin ning va chon dang bao ché
phu hop. Do tudi theo cén ning chi mang tinh chit tham khao.

Liéu t8i da hang ngay ctia paracetamol 14 60 mg/kg/ngay, dugc chia thanh 4 hoic 6 liéu,
tirc 1a khoang 15 mg/kg mdi 6 gio hoiic 10 mg/kg mbi 4 gio.
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Can ning Liéu téi da | Khodng -
X 5 i Liéu t6i da hang ngay
(do tuoi) moi lan cach lieu
14 kg dén <21 kg 250 mg 6 uic 14 kg dén < 17 kg: 750 mg (3 go6i)
, . 10 , .
2 dén < 6 tudi (1 goi) 8 17 kg dén < 21 kg: 1000 mg (4 g6i)
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21 kg dén <27 kg 250 mg t6i thiéu | 21 kg dén < 25 kg: 1250 mg (5 goi)

6 dén < 8 tudi (1 gbi) 4 gidv |25 kg dén < 27 kg: 1500 mg (6 géi)

27 kg dén < 41 kg 500 mg oo 27 kg dén < 34 kg: 1500 mg (6 goi)
, g10 p .

8 dén < 10 tudi (2 g6i) 34 kg dén < 41 kg: 2000 mg (8 gbi)

41 kg dén < 46 kg: 2500 mg (10
41 kg dén < 50 kg 500 mg tdi thiéu | g6i)
10 dén < 15 tudi (2 gbi) 4giy | 46 kg dén < 50 kg: 3000 mg (12
goi)

- Suy gan va nghién ruou man tinh

Nén giam liéu hodc kéo dai khoang thoi gian diing thude. Lidu paracetamol hang ngay
khéng dugce vuot qua 2000 mg/ngay trong cac trudmg hop sau:

+ Suy té bio gan (nhe dén trung binh),

+ Hoi chirng Gilbert.

+ Nghién ruou man tinh.

Nghién rugu man tinh c¢6 thé 1lam giam ngudng ddc tinh clia paracetamol. (0] nhirng bénh
nhin ndy, khoang céch gitta hai lidu nén it nhat 1a 8 gio.

- Bénh nhin cao tubi:

Khéng can didu chinh liéu & ngudi cao tudi. Tuy nhién, cin lvu ¥ ring suy thin va/hodc
suy gan thudng gip hon & nhirng bénh nhén trén 65 tudi.

- Suy thin

Trong trudong hop suy than va trir khi ¢6 chi dinh khéc cia bac si, nén tang khodng cach
tdi thiéu gitta hai 1dn udng;

D¢ thanh thai Creatinin:

> 50 ml/phut: t6i thiéu 4 gid

10 — 50 ml/phut: téi thiéu 6 gio

< 10 ml/phut: i thiéu 8 gidr

Liéu tdi da hang ngdy cia paracetamol khong dwoc vugt qua 3000 mg/ngay.
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- Nén xem xét liéu thip nhit c6 higu qua hang ngay ma khong viegt qud liéu khuyén
cdo 1o da (60 mg/kg/ngaiy, tire la 3000 mg/ngay) trong cdc truong hop sau:

Ngudi 16n dudi 50 kg.

Suy dinh dudng man tinh (dy trir glutathione gan thip).

Mt nudc.

5. Chéng chi dinh:

- Mén cam v&i bét cir thinh phin nao cia thudce.

- Suy gan nédng.

6. Canh b4o va than trong khi ding thudc:

- Viée sir dung thubc kéo dai hodc thudng xuyén khong dugc khuyén khich, can co su
giam sat y té,

- Néu con dau kéo dai hon 5 ngdy hogic s6t hon 3 ngdy, hodc trong trudng hop hiéu qua
khéng du hodc xudt hién bt ky ddu hiéu nao khac, khong tiép tuc diéu tri ma cin tham
khao ¥ kién béc si.

- Pé tranh nguy co qué lidu, can:

+ Kiém tra thanh phan céc thudc dung dong thoi.

+ Dung ding lidu chi dinh.

+ Cén tham vén y té ngay lap tic trong trudng hop qua liéu ngay ca khi bénh nhén cam
thiy khoe do nguy co tén thwong gan khéng hdi phuc.

+ Khéng udng ruou trong qué trinh diéu trj.

- Cén thén trong trong trudng hop ¢6 cac yéu td nguy co sau diy c6 thé 1am giam ngudng
ddc tinh ctia gan, Nén diu chinh lidu va tuyét d6i khong duoc vuet qua liéu toi da hang
ngay ¢ nhitng bénh nhan nay:

+ Can ning < 50 kg & thanh thiéu nién va ngudi 16n,

+ Suy gan nhe dén trung binh.

+ Suy thén.

+ Hoi chimg Gilbert.

+ Nghién rugu man tinh.

+ Diéu tri ddng thoi v&i cac san phdm thudc dnh hudng dén chic niang gan.

+ Thiéu hut glucose-6-phosphate dehydrogenase.

+ Thidu mau tan huyét.
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+ Suy dinh dudng man tinh, chén an (du trir glutathion & gan thap).

+ Mt nude.

- Phdn trng da nghiém trong:

Paracetamol c6 thé gdy phan trng da nghiém trong. Bénh nhén nén dugc thong béo vé
cac d4u hiéu ban ddu cua cac phan (mg da nghiém trong nay, sy xudt hién cta phat ban
hodc bit ky déu hiéu qua mén nao khac can phai ngimg diéu tri.

Béc s7 cdn canh bao bénh nhan vé cdc ddu hiéu ctia phan ng trén da nghiém trong nhu
hoi chimg Steven-Jonhson (SJS), hdi chirng hoai tir da nhiém ddc (TEN) hay hoi ching
Lyell, hoi chirng ngoai ban mun m toan thin cap tinh (AGEP).

Phéan tng phy nghiém trong trén da mac du ti 1€ méc phai 1a khong cao nhung nghiém
trong, thdm chi de doa tinh mang bao gdm héi chiing Steven-Jonhson (SJS), hdi chimg
hoai tir da nhiém dde: toxic epidermal necrolysis (TEN) hay hoi ching Lyell, hoi ching
ngoai ban myn mu toan thin cdp tinh: acute generalized exanthematous pustulosis
(AGEP).

- Pau déu do lam dung thudc:

Néu dung thube giam dau trong thoi gian dai (> 3 thang) & bénh nhan dau dau man tinh,
ding 2 ngay mot lan hodc thudng xuyén hon, con dau dAu c6 thé xuét hién hodc trim
trong hon. Nhirc ddu do lam dung thudc giam dau khong nén didu tri bang cach ting
liéu. Trong nhitng treong hop nhu vdy, nén ngimg sir dung thudc giam dau theo 1o
khuyén cua bac si.

- Canh bao ta dugc:

Thubc nay cé chira 20 mg Aspartam trong mdi goi 1,5g. Aspartam bj thuy phén tai ong
tiéu héa khi dung dudng udng., Mot trong nhitng san pham thiy phan chinh 1a
phenylalanin. S& ¢6 hai néu bénh nhan mac ching phenylketon niéu (PKU), mét ching
rdi loan di truyén hiém gip do phenylalanin tich tu do co thé. Chuwa c6 bang chirng phi
1am sang hay 1am sang dé danh gia viéc sir dung aspartam cho tré dudi 12 tudn tudi.
Thubc nay c¢é chira dudng tring, bénh nhén bi rbi loan di truyén hiém gip nhu khéng
dung nap fructose, kém hap thu glucose- galactose hodc thiéu hyut enzym sucrase-
isomaltase khong nén ding thubc nay.

Thudc chira mau Sunset yellow, cé thé gdy cac phan tng di ing.

7. Sir dung thudc cho phu nir c6 thai va cho con bii:
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- Thoi ky mang thai:

Chua xac dinh dugc tinh an toan cia Paracetamol dung trong thoi ky mang thai lién
quan dén téc dyng khong mong mudn c6 thé cé dbi véi phat trién ctia thai nhi. Do do,
chi nén dung Paracetamol & ngwoi mang thai khi thét sy can thiét,

- Thoi ky cho con bu:

Paracetamol dugc bai tiét mot lugng nhé vao sira me sau khi uéng. Cén than trong khi
str dung thude cho phu nit dang cho con bi.

- Kha ndng sinh san:

Do co ché tic dong c6 thé xay ra dbi véi cyclo-oxygenase va su tong hop prostaglandin,
paracetamol ¢6 thé 1am thay ddi kha niing sinh san & phy nit, do anh huéng dén sur rung
trimg c6 thé hoi phuc khi ngimg diéu tr,

Anh hudng dén kha ning sinh san ctia nam gi¢i da duge quan sat thiy trong mot nghién
ctru trén dong vat. Su lién quan cia nhitng ddu hiéu ndy & ngudi chua dugce biét dén.

8. Anh hwéng ciia thude 1én kha ning lai xe, vin hanh may méc:

Chura c6 bing ching vé anh hudng cia thude 1én kha niing 14i xe, vin hanh may méc.
9. Twong téc thude, twong ky, ciia thude:

9.1. Twong tic thube:

- Probenecid:

Viéc ubng probenecid s& trc ché sur giin két ctia paracetamol véi acid glucuronic, do d6
lam giam d thanh thai cia paracetamol xubng khoang 2 lan, Phai giam liéu paracetamol
& nhiing bénh nhan ding ddng thdi véi probenecid.

- Salicylamid:

Salicylamid cé thé kéo dai thoi gian ban thai ctia paracetamol.

- Chét cam \ing enzym va ethanol:

Paracetamol dugc chuyén héa chu yéu & gan. Mot s6 chét chuyén hoa ctia paracetamol
gdy doc cho gan, do d6 dung dong thdi véi cac chit gay cam tmg enzym manh c6 thé
dan dén cac phan tmg giy doc cho gan, dic biét khi dung lidu cao paracetamol. Nhiing
chét ghy cam tng enzym manh nay bao gom: barbiturat, isoniazid, carbamazepin,
rifampicin, ethanol va mot s6 thudc chéng co giét.

- Phenytoin
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Bénh nhan dang diéu tri bang phenytoin nén tranh ding paracetamol lidu cao va/hoic
kéo dai. Bénh nhén sé& dugc theo ddi cac ddu hi¢u nhiém doc gan.

- Zidovudin

Ubng dong thoi paracetamol va AZT (zidovudin) 1am ting xu hudng giam bach ciu
trung tinh. Do d6, san phdm thudc nay chi nén dugc sir dung dong thoi véi AZT theo
161 khuyén cua bac si.

- Cholestyramin

Cholestyramin 1am giam hép thu paracetamol va do d6 khong nén dung trong vong mét
git sau khi udng paracetamol.

- Flucloxacilin

Nén than trong khi dung ddng thdi flucloxacillin va paracetamol, vi diing dong thoi hai
thudc nay cé lién quan dén nhidm toan chuyén héa cé khoang tréng anion cao, dic biét
¢ nhirng bénh nhan c6 céc yéu td nguy co.

- Ubng ddng thoi céc thudc 1am ting téc do lam rdng da day, ching han nhu
metoclopramid, lam tang toc do hép thu va khéi phat tic dung cia paracetamol.

- Dung dbng thoi véi cac thude 1am chdm qué trinh 1am rdng da day c6 thé 1am cham
qua trinh hip thu va khoi phat tic dung clia paracetamol.

- Khéng ¢ nghién ctru twong tac da dugc thuc hién véi thuc phidm hoic sira.

- Ubng paracetamol kéo dai trong hon mét tudn 1am ting tic dung ctia thube chéng dong
méu, dic biét 1a warfarin. Do d6, viéc st dung kéo dai paracetamol cho bénh nhan dang
didu tri bang thudc chéng ddng mau chi nén dugc thyc hién dudi sy giam sat y té.

- Sir dung dong thoi paracetamol véi cae coumarin ké ca warfarin ¢d thé din dén nhitng
thay déi nhé vé gi tri INR. Trong trudng hop nay, nén ting cudng theo doi gia tri INR
trong sudt thoi gian sir dung dong thoi ciing nhu tudn sau khi ngimg didu trj paracetamol.
- Ubng paracetamol khong thudng xuyén khong c6 anh hudng dang ké dén xu hudng
chay mau.

- Anh huéng dén kham cén 1am sang:

Uéng paracetamol c6 thé 1am sai 1éch két qua xéc dinh acid uric mau bang phueng phap
acid phosphotungstic va xac dinh lugng dudng trong méu bing phuong phap glucose

oxidase-peroxidase.
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Ubng paracetamol lam tang ndng dd acid acetylsalicylic va chloramphenicol trong

huyét tuong.

9.2. Twong ky:

Do khéng ¢6 céc nghién ciru vé tinh tuong ky ciia thudc, khong tron lan thudc nay voi

cac thuoc khac.

10. TAc dung khéng mong mudn cia thude:

Co quan/ bd phin

Hiém gip
1/10.000 < ADR <
1/1.000

Riit hiém giip
ADR < 1/10.000

Khong xde dinh
(khong thé
tinh tie div ligu co
sdn)

uoce

R&i loan hé théng

méu va bach huyét

= P 3 X
Giam tiéu cau,

gidam bach céu,
bach céu

trung tinh

giam

R6i loan hé thdng

Phan tng phan vé
(bao gbm ha huyét

T Qua man ap),
mién dich : S
Soc phan vé,
Phi1 mach
RGi loan chuyén :
Toan chuyén hoa
héa va dinh dudng
. Dau bung, Tiéu
Ro1 loan tiéu hoa
chay

R4i loan gan mat

Tang men gan

Réi loan da va mo

dudi da

Phat ban, Ban xudt
huyét, Mé day, Ban
do

Phan Gng da

nghiém trong

11. Qua liéu va cich xir tri:

11.1. Qui liéu:
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C6 nguy co qué liéu, dic biét & bénh nhan miéc bénh gan, nghién rugu man tinh, bénh
nhan suy dinh dudng man tinh v bénh nhén ding thudc cam tng enzym gan. Qua licu
c6 thé gay tir vong, dic biét 1a trong nhitng trudmg hop nay.

Nhiém doc gan thudng xay ra trong vong 24 - 48 gid sau khi ding thude. Qua liéu co
thé gay tir vong. Nén tu vin y té ngay lap tirc trong truomg hop qua liéu, ngay ca khi
khong c6 triéu ching.

Trigu chitng qud lidu:

- Bubn nén, nén, chan in, xanh xao, kho chiju, va md hdi, dau bung thudong xuit hién
trong vong 24 gid dau.

- Qua liéu paracetamol trong mét lidu duy nhit & ngudi lon hodc tré em gay ra hién
tuwong ly gidi t& bao gan, c6 thé din dén hoai tir hoan toan va khéng hdi phuc, din dén
suy té bao gan, nhiém toan chuyén hoa va bénh ndo c6 thé din dén hon mé va tir vong.
- Dong thori, quan sat thiy su gia ting nong do cidc men gan (ASAT, ALAT), lactic
dehydrogenase va bilirubin va giam ndng d6 prothrombin cé thé xuét hién tir 12 dén 48
oidr sau khi ubng, Céc triéu chimg 1am sing cia tdn thuong gan thudng xuat hién sau 1
dén 2 ngay va dat murc ti da sau 3 dén 4 ngay.

- Céc trudmg hop viém tuy cép ciing da dugc bao céo sau khi diing qué licu.

11.2. Xik tri:

- Ngumg diéu tri bing Paracetamol.

- Diéu tri triéu ching, rira da day, dung thudc giai doc N-acetylcystein tiém tinh mach
hodc uéng, néu cé thé trong vong 8 gid sau khi udng,

- Cac xét nghiém vé gan nén dugc thuc hién khi bat ddu didu tri va 1ap lai sau moi 24
gidr. Trong hau hét cic trudng hop, men gan trd lai binh thudng trong vong 1 dén 2 tuan
voi su phuc hdi hoan toan chirc ning gan. Tuy nhién, trong nhitng trudng hop rat ning,
c6 thé cén phai ghép gan.

12. Pac tinh duwge lye hoe:

- Nhém téc dung duoc 1y: Giam dau, ha sét.

- Ma ATC: NO2BEO1.

Co ché tac dung giam dau chua duoc 1dm & hoan toan. Paracetamol c6 thé tac dong
chii véu bing céach trc ché qua trinh tong hop prostaglandin trong hé than kinh trung
wong (CNS) va & mic do thép hon 14 tac dong ngoai vi béng cach ngin chan sy tao ra

8
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xung dong dau. Tac dong ngoai vi ciing cé thé 1a do tc ché téng hop prostaglandin hodc
trc ché tdng hop hodc tac dong cia céc chit khac 1am nhay cam cac thy thé dau v6i kich
thich co hoc hoac hoéa hoc.

Téc dung ha sdt ciia paracetamol c6 1& 1a do tic dong lén trung tim diéu nhiét viing dudi
ddi déin dén giin mach ngoai vi 1am ting luu lrgng mau qua da, dé md hoi va mat nhiét.
Téc dung c6 thé lién quan dén viée tre ché tbng hop prostaglandin trong ving dudi ddi.
13. Pac tinh dwoc dong hoc:

- Héip thu: Hip thu paracetamol qua dudng udng hoan toan va nhanh chong. Nong do
t6i da trong huyét twong dat dugc tir 30 dén 60 phit sau khi ubng.

- Phén bo:

Paracetamol dugc phan bd nhanh chéng trong tit ca cc md. Nong dd c6 thé so sanh
duge trong mau, nude bot va huyét twong. Lién két voi protein huyét tuong thép. Tmax:
0,5 - 2 gid; Cmax: 5 - 20 microgam (pug)/ml (v6i liéu tir 50 mg trd xubng); Dinh tac
dung: 1 - 3 gio; thoi gian tac dung: 3 - 4 gio.

- Chuyén hoa

Paracetamol dugc chuyén héa chi yéu & gan. Hai con duong chuyén héa chinh la
glucuronidation va sulfoconjugation. Con dudmg thir hai nhanh chéng bdo hoa & liéu
cao hon liéu didu tri. Ngoai ra, dudi xtc tac bai cytochrom P 450, tao thinh mot chat
trung gian phéan (g (N-acetyl benzoquinon imin), trong diéu kién binh thuong, nhanh
chéng duge khir doc bing glutathion va duge loai bo trong nuéce tiéu sau khi lién hop
v6i cystein va acid mercaptopuric.

- Thai trie:

Chu yéu qua nuée tiéu. 90% lidu ubng duge dao thai qua thin trong 24 gio, & dang
glucuronid (60 dén 80%) va sulphoconjugat (20 dén 30%). it hon 5% dugc loai bo
khong thay doi. Thoi gian ban thai khoang 2 gio.

- Suy thin: Trong trudong hop suy thn, qua trinh thai trir paracetamol va cac chét
chuyén héa bi cham lai.

-Suy gan: Chuyén hda paracetamol bi suy giam & bénh nhan suy gan man tinh, thé hién
qua nong do paracetamol trong huyét trong ting va thoi gian ban thai dai hon.

- Doi twgng ngwdi cao tudi: Kha nang lién hop khéng bi thay ddi.

14. Quy cich déng goi: Hop 24 goi, 30 géi, 50 goi x 1,5g; kém hudng din sir dung.
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15. Piéu kién biio quin, han ding, tiéu chuin chit lwgng ciia thude:

- Diéu kién bdo qudn: Bao quan ¢ noi kho rdo, nhiét do khéng qua 30°C, tranh anh sang
true tiép.

- Han ding: 36 thang ké tir ngdy san xuét.

- Tiéu chudin chdt lwong: TCCS.

16. Tén, dia chi ciia co' s& sin xuét thudc:

@) HDPHARMA
) SULCE 1067 4

NHA MAY HDPHARMA EU -
CONG TY CO PHAN DUQC VAT TU' Y TE HAI DUONG
D/e: Tdng 2, tda nha 4A, Thira dit s 307, cum Cong nghigp Cim Thuong,

phudong Ciam Thuong, thanh phd Hai Dwong, tinh Hii Duong
DT: 022035853848
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