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Thanh phin/ Composition:

M&i g6i thuBe bat sii bot chida/

Each sachet effervescent powder contains:
Paracetamol 150mg

Ta duoc vd/ Excipients q.s.f....1g6i/ 1 sachet

Chi dinh - Chéng chi dinh - Cach diing -

Liéu dung va cac théng tin khac/ Indications -
Ce indi -Dosage - A i
and other information: Xin xem t& huéng dén
st dung thudc bén trong hop/ See the package

I (e

Paracetamol 150mg

Fahadol50°

Thuéc bét sti bot dé uéng

- Fahado150° .;.

insert inside.

SDK (Reg.No)
5616 SX (Lot.No) :
HD (Exp. Date)

Bao quan/ Storage: Noi kho, nhiét d6 dudi 30°C/
Store in a dry place, below 36°C.

Tiéu chudn ap dung/ Specifications:
TCCS/ Manufacturer's.
San xudt tai: CONG TY CP DUQIC PHAM HA TAY

» Giam dau
> Ha sé6t

Gai 0,6g
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Thanh phan/ Composition:

Mbi g6i thudc bot sui bot chida/

Each sachet effervescent powder contains:
Paracetamol 150 mg

Ta dugc vd/ Excipients g.S ... 1g6i/ 1 sachet

Chi dinh - Chéng chi dinh - Cach dung - Liéu
dung va cac thong tin khac/ Indications -
Contraindications - Dosage - Administration
and other information: Xin xem t& hudng dan
st dung thudc bén trong hop/ See the package
insert inside.

SBK (Reg.No)
58 16 SX (Lot.No)

| Ngay SX (Mfg. Date):
| HD (Exp. Date) ;

Fahadol50°

Paracetamol 150mg
» Gidm dau

> Hasot
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©  HOop 30g6ix 0,69
\K Thuoc bot sti bot dé uéng

HATAPHAR

GMP - WHO

“C7 Store in a

Noi khd, nhiét d6 duci
diy place, below 30°C.
Tiéu chudn ap dung/Specifications:
TCCS/Manufacturer’s.

D€ xa tam tay tré em.

Poc ki huéng din sif dung truge khi
dung/ Keep out of reach of children.
Carefully read the accompanying
instructions before use.

Sén xudt tai/ Manufactured by:

CONG TY CP DUQ'C PHAM HA TAY

HATAY PHARMACEUTICAL J.5.C

T4 dan phé sb 4 - La Khé - Ha Déng -TP. Ha Ngi
Population groups No. 4 - La Khe - Ha Dong - Ha Noi City

Fahadol50:—

Paracetamol 150mg

Box of 30 sachets x 0,69
i\ Effervescent powder for oral
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HUONG DAN SU DUNG THUOC CHO NGUO1 BENH
1. Tén thuéc: FAHADO 150
2. Khuyén cso:
“Doc ky hudng dan st dung trudce khi dung”
“Pé xa tim tay tré em”
“Thong bdo ngay cho bic s§ hodc dugce si nhing tac dung khong mo
khi sir dung thude”
3. Thanh pl}‘\n, ham hrong :
Maéi géi thude bot sui bot dé uong chira:
Paracetamol 150mg
Ta dugc vd 1 goi
(Td duoc gom. Natri hydrocarbonat, natri carbonat khan, lactose khan, acid citric khan,
aspartam, vanilin, aerosil)
4. Mb ta san pham: Thudc bdt ddng nhat, mau tring, thé chat kho toi, c6 mui thom.
5. Quy cich déng géi:
Hop 30 géi x 0,6 gam thude bot sti bot dé ubng. Kém theo toy huéng dan sir dung thudc.
6. Thudc dung cho bénh gi?
Thuédc duge dung rong ri trong diéu tri cac chiig dau va sét tir nhe dén vira & tré em.
Dau: Paracetamol dugc dung giam dau tam thoi trong diéu tri chirng dau nhe va vira.
Thube ¢6 hiéu qua nhét 1a lam gidm dau cuong do thdp c6 ngudn goc khong phai nodi
tang. Paracetamol khong c6 tic dung giam dau trong thdp khop. Paracetamol 1a thude
thay thé salicylat (duogc ua thich & ngudi bénh chong chi dinh hodc khdng dung nap
salicylat) dé giam dau nhe hay sét.
Sér: Paracetamol ding lam giam than nhiét & ngudi bénh st do m¢
khong lam giam thén nhiét ¢ nguoi binh thudng.
7. Nén duing thube nay nhu thé nao va liéu hrong?
+ Cich diing: Pha bt thudc trong 1 g6i v6i luong nudc thich hop dén khi sti bot hét roi
udng.
+ Liéu lwong:
Liéu dung phai tinh theo cén nang cua tré.

uyén nhan nhung

Cin niing S6 goi/lidu Khoang cach tdi thiéu Liéu dung t6i da
(kg) dung dung thude moi ngay
, (g0i)
10 dén < 15 I 6 gioy 4 (600 mg)
15 dén < 20 1 4 gidy 6 (900 mg)
20 dén <30 2 6 gidy 8 (1200 mg)
30 dén < 40 2 4 gidy 12 (1800 mg)
> 40 Dung dang thudc khéc thay thé

Bénh nhan suy thdn: O bénh nhén suy than ning, khoang céch toi thiéu gitta mbi lan
dung thuéc nén didu chinh theo bang sau:

Do thanh thai creatinin Khoing cich diung thube
Cl > 50 ml/phut 4 gio
10 < C1 <50 ml/phut 6 gio
Cl <10 ml/phut 8 gi¢

8. Khi ndo khong nén diing thude nay?
Nguoi bénh qua man véi paracetamol hodc véi bét ky thanh phén nao ctia thude.

Nguoi bénh suy gan nédng.




9. Tac dung khong mong muén (ADR):

Nhu tét ca cac thude khac, paracetamol c6 thé gay ra cac tac dung khong mong mudn, tuy
nhién, khong phai ai cling gip phai.

Phan ung da nghiém trong nhu hoi chimg Stevens - Johnson, hdi chimg Lyell, hoai tur
biéu bi nhiém ddc, mun mu ban dé toan than cp tuy hlem xay ra nhung co thé gdy tu
vong. Néu thay xudt hién ban hodc cic biéu hién khac vé da phai ngirng dung thudc va
tham kham thay thudc.

Ban da va nhiing phan tng di ung khac thinh thoang xay ra. Thuong 1a ban do hodc may
day, nhung ddi khi nang hon va c6 the kém theo s6t do thude va thuong t6n niém mac.
Néu thdy sdt, bong nude quanh cac héc tur nhlen nén ngirng ding thudc ngay.

Ngum benh man cam Vi sallcylat hlem man cam voi pamcetamol va nhitng thude c6 lién
/

gxam tleu cau va glam toan thé huyet céu.
It gap, 1/1 000 < ADR < 1/100:

Da: Ban da.

Da day - rudt: Bubn non, non.

Mau va h€ bach huyet Loan tao méu, giam bach cau trung tinh, gidm A
gidm bach cau, thiéu mau.

Théan: Bénh than, doc tinh trén than néu dung dai ngay.
Hiém giip, ADR < 1/1000:

R&i loan mién dich: Sc phan Ve, phan tng qua man & da nhu phat ban
chimg Stevens - Johnson, hoai tir biéu bi nhiém ddc, hdi chirng Lyell, mu
toan than cap tinh.

R4i loan gan mat: Tén thuong gan,

10. Nén tranh dung nhirng thudc hodic thye pham gi khi dang sir dung thudc nay?
Hay viét mot danh sach nhitng thude ban dang dung (bao gom thudc duoc ké don, khéng
ké don va thuc pham chirc ning) va cho bac sy hodc duge s cia ban xem.

+ Ubng dai ngay va liéu cao paracetamol lam ting nhe tic dung chong déng cua
coumarin va dan chét indandion. Tdc dung nay it hoac khong quan trong v€ lam sang,
nén paracetamol dugc wa dung hon salicylat khi can giam dau nhe hoic ha sét cho ngudi
bénh dang dung coumarin hogc dan chit indandion.

+ Can phai chi y dén kha ning gy ha s6t nghiém trong & ngudi bénh dung dong thoi
phcnothnum va liéu phap ha nhiét.

+ Ubng rugu qua nhiéu va dai ngay co thé lam tang nguy co thude gy doc cho gan.

+ Metoclopramid va domperidon: Tang hip thu paracetamol.

+ Cholestyramin: Giam hf“'lp thu paracetamol.

+ Thude chong co giat (gom phenytoin, barbiturat, carbamazepin) géy cam ung enzzym 0
microsom thé gan, cO thé 1am tang tinh doc hai cua paracetamol do ting chuyén hoa
thudc thanh nhiing chat doc hai voi gan.

+ Dung dong thoi isoniazid va cac thude chdng lao véi paracetamol cling co thé dan dén
tang nguy co doc tinh véi gan nhung chua xdc dinh co ché chinh xac cua twong tac nay.
Nguy co paracetamol gdy ddc tinh cho gan gia tang ddng ké & ngudi bénh ubng lidu
paracetamol 16n hon lidu khuyén dung trong khi dang dung thudc chéng lao hodc
isoniazid.

- Thude chong co giat (gom phenytoin, barbiturat, carbamazepin) gdy cam (ng enzym &
microsom thé gan, ¢ thé 1am ting tinh doc hai gan cua paracetamol do tang chuyén hoa
thudc thanh nhing chit doc hai véi gan. Ngodi ra, dung dong thoi isoniazid voi
paracetamol cting co thé dan dén ting nguy co doc tinh véi gan, nhung chua xéc dinh
duoc co ché chinh xédc clia twong tac nay. Nguy co paracetamol gdy doc tinh gan gia ting
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dang ké & nguol bénh udng liéu paracetamol 16n hon lleu khuyén dung trong khi dang

ding thude chong co giat hoac isoniazid. Thudng khong can giam liéu ¢ nguoi bénh dung

dong thoi lidu diéu tri paracetamol va thubc chong co giat. Tuy vay, ngudi bénh phai han

ché tu ding paracetamol khi dang dung thudc chéng co giét hoic isoniazid.

11. Cén lam gi khi mét 1an quén khéng dung thubc?

Bb sung lidu ngay khi nh¢ ra. Tuy nhién, néu thoi gian gidn cach véi liéu tlep theo qua

ngin thi b qua lidu da quén va tiép tuc lich dung thude. Khong ding lidu gép doi dé bu

cho liéu da bi bd 15.

12. Cin béao quén thudc nay nhw thé nao?

Gitr thude trong hop kin, ngoai tAm véi cla tré em.

Bao quan thudc & noi khé, nhiét do dudi 30°C.

13. Nhirng diu hiéu va triéu chirng khi dung thude qua liéu?

- Khi dung qua liéu paracetamol, mot chét chuyen héa l1a N - acetyl - benzoqumommm

gdy doc nang cho gan. Tdn thuong gan c6 thé xay ra véi lidu 10 g hodic 16n_be

lidu 5 g v6i bénh nhén c6 céc yéu td nguy co sau:

+ Diéu trj 1au dai véi carbamazepin, phenobarbital, phenytoin, primidon,
cac thude khac gy taing men gan.

+ Bénh nhan nghién ruou.

+ Nguon co che dd an uong khong day du nhnem HIV suy nhuoc co the

dé hon nguoi l6n sau khi ubng paracetamol Ton thuong gan c6 thé biél hién rd sau 12 -
48 gio sau khi uong
- Bit thuong vé chuyen héa glucose va toan chuyen hoa co thé xay ra. Truong hop néng,
suy gan c6 thé tién trién thanh bénh ndo, xuit huyét, ha duong huyét, phi ndo va tir
vong. .

- Suy thén cdp tinh v6&i hoai tir dng than cp, dai ra mau va protein niéu c6 thé xay ra
ngay ci trong trudng hop khong c6 ton thuong gan. Loan nhip tim va viém tuy da duoc
bao céo.

14. Cin phai lam gi khi ding thudc qua lleu khuyen cdo?

Néu xay ra qué lidu, phai nglng ngay thudc, dén gip bac s§ hodc trung tim cp cliu gin
nhét, nén mang theo hop thude.

- Diéu tri ngay lap tuc la diéu can thiét trong xr tri ngd doc paracetamol. Dung than hoat
tinh trong vong 1 gio, nén do nong d6 paracetamol trong huyét twong sau 4 gio. Cén rira
da day trong moi trurong hop, tét nhit trong vong 4 gio sau khi udng.

- Liéu phép gidi doc chinh la dung nhitng hop chat sulfhydryl, c6 |& tac dong mot phan do
bo sung du trir glutathion & gan.

- N-acetylcystein co tac dung khi uong hodc tiém tinh mach. Phai cho thudc ngay lap tirc
néu chua dén 36 gio ké tir khi udng paracetamol. Diéu tri véi N - acetylcystein ¢6 hiéu
qua hon khi cho thudc trong thoi gian dudi 10 gio sau khi uong paracetamol. Khi cho
udng, hoa loaing dung dich N - acetylcystein vdi nuge hodc do udng khong c6 rugu dé dat
dung dich 5% va phai udng trong vong | gio sau khi pha. Cho u6ng N - acetylcystein voi
lidu dau tién 1a 140 mg/kg, sau do cho tiép 17 liéu nira, mdi lidu 70 mg/kg cach nhau 4
gi0 mot lan. Cham dut diéu tri néu xét nghiém paracetamol trong huyet tuong cho thay
nguy co doc hai gan thap. .

Tac dung khong mong mudn cta N - acetylcystein gdm ban da (gom ca may day, khong
yéu cau phai nguing thudc), budn ndn, nén, ia chay va phan g kiéu phan vé.




- Néu khong c6 N - acetylcystein, c6 thé dung methionin. ‘Ngoai ra c6 thé ding than hoat
va hoic thude tay mudi do ching ¢6 kha néng lam gidm hép thu paracetamol.
15. Nhirng diéu cin thin trong khi dung thuoc nay?
- Paracetamol tuong ddi khong doc véi liéu didu tri. D61 khi ¢6 nhitng phéan ng da gdm
ban dt sdn ngira va may day; nhiing phén ung man cam khac gém phu thanh quan, phu
mach, va nhiing phén ung kiéu phan vé€ c6 thé it khi xay ra. Giam tiéu cAu, giam bach
ciu, va giam toan thé huyét cau da xay ra voi viéc st dung nhiing din chit p -
aminophenol, dac biét khi dung kéo dai céc lidu 16n. Giam bach céu trung tinh va ban
xuét huyct giam tiéu cdu da xay ra khi diing paracetamol. Hiém gdp mét bach ciu hat &
nguoi bénh dung paracetamol.

- Nguoi bi phenylceton - niéu (nghia 13, thiéu hut gen xdc dinh tinh tr ang cua
phenylalanm hydloxylase) va ngum pha1 han ché luorng phenylalanm dua vao cg the phai

tim c6 thé khong biéu 1§ r5, mic diu c6 nhitng ndng dd cac
methemoglobin trong méu. _
- Udng nhiéu ruou cé thé gdy tang doc tinh véi gan clia paracetamol; néR
ché ubng ruou.

epidermal necrolysis) hay héi chirng Lyell, héi chig ngoai ban mun mii toan than cdp
tinh (AGEP - acute generalized examthematous pustuiosis).
Phan wng phu nghiém trong trén da méc du ty 1é méc phai 1a khong cao nhung nghiém
trong, tham chi de doa tinh mang bao gdm hoi ching Steven-Johnson (SJS), hdi chirng
hoai ttr da nhiém doc toxic epidermal necrolysis (TEN) hay hoi ching Lyell, hdi chimg
ngoal ban mun mu toan than cép tinh (AGEP).

Triéu ching cua cdc hdi ching néu trén dugc mo6 t& nhu sau:
H¢i ching Steven-Johnson (SJS): 1a di tmg thudc thé bong nude, bong nuée khu tra &
quanh céc héc tw nhién: mit, mili, miéng, tai, bd phédn sinh duc va hdu mon. Ngoai ra ¢6
thé kém theo sét cao, viém phdi, rdi loan chirc nang gan than. Chan doan hoi chimng
Steven-Johnson (SJS) khi c¢6 it nhdt 2 héc tr nhién bi toén thuong.
Héi chitng hoai tir da nhiém déc (TEN): la thé di ung thudc nang nhét, goém:
+ Céc ton thuong da dang & da: ban dang soi, ban dang tinh hong nhiét, lléng ban hodc
cac bong nudc bung nhung, cac tén thwong nhanh chéng lan toa khip nguoi;
+ Tén thuong niém mac mit: viém gidc mac, viém két mac mu, loét gidc mac.
+ Tén thuong niém mac dudng tiéu héa: viém miéng, trot niém mac miéng, loét héu,
hong thuc quan, da day, rudt.

+ Tén thuong niém mac duong sinh duc, tiét nigu.

+ Ngodi ra con ¢ cac triéu ching toan than trdm trong nhu sét, xudt huyét dudng ticu
hoa, viém phodi, viém cdu thén, viem gan... ty & tr vong cao 15-30%.
H¢i ching ngoai ban mun mu toan than cdp tinh (AGEP) mun mu v6 trung nho phat
sinh trén nén hong ban lan rong. Tén thuong thudng xudt hién & cic nép gdp nhu nach,
ben va mit, sau do6 co thé lan rong toan than. Triéu ching toan than thuong la co s6t, xét
nghiém mau bach cdu mui trung tinh ting cao.

Khi phat hién nhiing déu hiéu phét ban trén da dau tién hodc bit ky déu hiéu phan tng
qud man nao khéc, bénh nhan cin phai ngimg str dung thude. Nguoi da tirng bi cac phan
ung trén da nghiém trong do paracetamol gdy ra thi khong duoc dung thude trd lai va khi
dén kham chira bénh cén phai thong bdo cho nhéan vién y té biét vé van dé nay.




- Khong nén dung qua liéu qui dinh, khdng nén ding céc thudc cé chira paracetamol
khac.

- Do trong thanh phan ctia thudc ¢6 lactose nén khong dung cho nguoi bi galactose huyét
bam sinh, hdi ching kém hip thu glucose va/hodc galactose hoic thiéu lactase (céc bénh
vé chuyén hoa hiém gap).

- Thanh pham thudc ¢6 chta aspartam: Aspartam chita mot lugng phenylalanin, c6 thé
gay hai trén nhitng nguoi bi phenylketon niéu nén thén trong khi dung.

- Mai goi thude bot chira 21,24 mg natri, cin than trong véi nhitng nguoi phai an kiéng,

- Sir dung cho phu nir ¢6 thai hoic cho con bi:

* Phu nit ¢6 thai: Chua xac dinh duoc tinh an toan cua paracetamol dung khi thai nghén
li€n quan v¢i tdc dung khong mong muon c6 thé c6 dbi véi phat trién thai. Do do6 chi nén
dung thudc & ngudi mang thai khi thét cin.

* Phu nii cho con bu: Nghién ciru & nguol me dung paracetamol sau khi dé cho con bu,
khong thdy ¢6 tac dung khong mong mudn & tré nho b me.

- Str dung thudc khi lai xe, vin hanh may méc: Thude khdng gy budn ngu, khong anh
hudng dén hoqt dong cua  nguoi dang lai xe hode van hanh may moéc.

16. Khi nao cin tham vén béc sy, dwge si?

Khi thiy c6 nhiing tac dung khong mong mudn gap phai khi str dung thudc.

Khi diing thudc ma thdy triéu chirng cua bénh khong thuyén gidm.
Néu cén thém théng tin xin héi y kién béc s§ hodc duge si.

17. Han duing cia thudc:

- Han dung: 24 thang ké tir ngay san xuat Khéng duwgce durg thugt da qua han ding.

¥ Ltru y: Khl thay bot thuoc bl am moc g01 thuoc rach thuoc in s 16 SX HD

XUt lheo dia chi trong don.
18. Tén, dia chi, bleu twgng cua nha sén Xuit:
Tén co sé sin xuit : CONG TY CO PHAN DUOC PHAM HA
Dia chi: T5 dan phd 4 - La Khé - Ha Dong - TP. Ha Noi

DT: 04.33522204  FAX:04.33522203

DT: 04.33824685 FAX:04.33829054
Hotline: 0433522525

Biéu tiwong: ,
DT

HATAPHAR

CONG TV CP DUQC PHAM HA rAv

19. Ngay xem xét sira doi, cAp nhét lai ndi dung hwéng din sir dung thudc:
Ngay ....... thang ........ nam..........




HUONG DAN SU DUNG THUOC CHO CAN BO Y TE
1. Tén thude: FAHADO 150
2. Thanh phan: M3i g6i thudc bot sti bot dé ubng chua:

Paracetamol 150mg
Ta duoge vd 1 goi
(Td duwoc gom: Natri hydrocarbonat, natri carbonat khan, lactose kha
khan, aspartam, vanilin, aerosil)

3. Dang bao ché: Thudc bot sui bot dé uéng.

4. Dic tinh dwgc lye hoc, dwge dong hoc:

- Duoc luc hoc: Paracetamol (auetammophen hay N - acetyl - b - aminophenol) la chat

chuyén héa c6 hoat tinh cua phenacetin, 1a thudc giam dau - ha st hitu hiéu c6 thé thay thé

aspirin; tuy vy, khdc véi aspirin, paracetamol khong c6 hiéu qua diéu tri viém. Véi lidu
ngang nhau tinh theo gam, paracetamol ¢ tac dung giam dau va ha sdt tuong tu nhu
aspirin,

Paracetamol lam gidm than nhiét & bénh nhan sdt nhung hiém khi lam giam than nhiét &

ngudi binh thuong. Thude tac dong 1én ving duéi ddi gdy ha nhiét, toéa nhiét ting do gidn

mach va tang luu luong méu ngoai bién.

Véi lidu diéu tri, paracetamol it tac dong dén hé tim mach va hd hap, khong lam thay di
cin bing acid - base, khong géy kich ung, xuéc hodc chay mau da day nhu khi dung
salicylat, vi paracetamol khong tac dung trén cyclooxygenase toan thén, chi tic dong dén

cyclooxygenase/prostaglandin cua hé than kinh trung uvong. Paracetamol Khéng co6 tac
dung trén tiéu cau hodc thoi gian chay mau.
- Duwgc dong hoc:
+ Hap thu: Paracetamol dugc hap thu nhanh chong va hau nhu h an qua dudng ti€u
hoa. Thuc dn giau carbon hydrat lam giam ty 18 hip thu cua paragetamol. Néng do dinh
trong huyet tuong dat trong vong 30 dén 60 phut sau khi udng vai lidu diéu tri.
+ Phdn b6 Paracetamol phan bd nhanh va dong déu trong ph'm I6n cac md cia co thé.
Khoang 25% paracetamol trong mau két hop vai protein huyét tuong.
+ Chuyén héa: Paracetamol dugc chuyén héa & gan thanh dang glucoronid va sulfat lién
hop. Tré nhé it kha nang glucuro lién hop véi thude hon so véi nguoi lén.
Paracetamol bi N-hydroxyl hda bai cytochrom Pysp dé tao nén N-acetyl-benzoquinonimin,
mot chat trung gian cé tinh phan tng cao. Chit chuyén hoa nay binh thuong phan tng véi
cac nhom sulfhydryl trong glutathion va nhu vdy bi khir hoat tinh. Tuy nhién, néu ubng
lidu cao paracetamol, chat chuyén hoa nay duoc tao thanh véi luong du dé lam can kiét
glutathion cta gan; trong tinh trang do, phan ng ctia né véi nhém sulthydryl cua protein
gan ting lén, c6 thé dan dén hoai tir gan.

+ Thai trie: Nura doi huyel tuong cua p'nacetamol [a 1,25 - 3 gid, ¢o thé kéo dai véi lidu
gdy doc hodc & nguoi bénh co thuong ton gan.

Sau lidu diéu tri, co thé tim thiy 90 dén 100% thudc trong nudc tiéu trong ngay thir nhit, chu

yéu sau khi lién hop trong gan véi acid glucuronic (khoang 60%), acid sulfuric (khoang

35%) hoic cystein (khodng 3%); cling phat hién thdy mot lrong nho nhitng chét chuyén héa

hydroxyl - hoa va khur acetyl.

S. Quy cich dong goi:

Hop 30 géi x 0,6g. Kém theo t& hudng din sir dung thude.

6. Chi dinh, liéu dung, cach dung va chéng chi dinh

- Chi dinh: Paracetamol dugc dung rong rai trong diéu tri cic chirng dau va sbt tir nhe dén

vua ¢ tré em.

Dau: Paracetamol dugc dung giam dau tam thoi trong diéu tri chimg dau nhe va vira.
Thubde ¢6 hiéu qua nhit 1a lam giam dau cuong do lh'\p c¢6 nguodn goc khong phai ndi tang.
Paracetamol khong c6 tic dung giam dau trong thap khép. Paracetamol 1a thudce thay thé




salicylat (dugc va thich ¢ nguoi bénh chéng chi dinh hodc khong dung nap salicylat) dé
giam dau nhe hay sét.

Sét: Paracetamol dung lam giam thén nhiét & ngudi bénh sét do moi nguyén nhan nhung
khong lam giam than nhiét & ngudi binh thuong.

- Liéu lwong va cdch dung:

+ Cich ding: Pha bot thubc trong 1 géi v6i lugng nude thich hgp dén khi sti bot hét rdi
uong,

+ Liéu lwong: Liéu dung phai tinh theo cén ndng cua tré.

Can ning S6 goi/liéu Khoing cach tdi thiéu Liéu dung t6i da
(kg) dung dung thude moi ngay
, (gi0) (g6i)
10dén <15 1 6 4 (600 mg)
15 dén <20 l 4 6 (900 mg)
20 dén <30 2 6 8 (1200 mg)
30 dén < 40 2 4 12 (1800 mg)
> 40 Dung dang thudc khac thay thé

Bénh nhin suy thin: O bénh nhan suy than ning, khoang cich t6i thiéu gitta mdi lan
dung thudc nén diéu chinh theo bang sau:

D6 thanh thai creatinin Khoidng cach dung th
(gi0)

Cl > 50 ml/phut 4

10 < CI <50 ml/phut 6

Cl <10 ml/phut 8

Chong chi dinh:

Nguoi bénh qué man véi paracetamol hodc véi bat ky thanh phé
Ngudi bénh suy gan ning.

7. Thin trong:

- Paracetamol tuong déi khong doc vai lidu didu tri. Boi khi ¢6 nhirng phan (g da gém
ban dat sin ngira va may day; nhimg phan tng man cam khac gom phu thanh quan, phu
mach, va nhirng phan img kiéu phan vé co thé it khi xay ra. Giam tiéu cdu, giam bach céu,
va giam toan thé huyét cau da Xxdy ra voi viéc su dung nhing dan chat p - aminophenol,
dac bi¢t khi dung kéo dai céac lidu Ién. Giam bach céu trung tinh va ban xuat huyét giam
tiéu cau da xdy ra khi ding paracetamol. Hiém gap mét bach céu hat & nguoi bénh dung
paracetamol.

- Nguoi bi phenylceton - ni€u (nghia 13, thiéu hut gen xac dinh tinh trang cua phenylalanin
hydroxylase) va nguoi phai han ché luong phenylalanin dua vao co thé phai dugc canh bao
la mot s6 ché phdm paracetamol chira aspartam, s& chuyén hoa trong da day - rudt thanh
phenylalanin sau khi uong.

- Phai dung paracetamol thén trong ¢ ngudi bénh c6 thiéu mau tir trude, vi churng xanh tim
c6 thé khong biéu 16 15, mac du cé nhitng ndng do cao nguy hiém ctia methemoglobin
trong mau.

- Uong nhidu rugu c6 thé giy tang ddc tinh véi gan cua paracetamol; nén tranh hodc han
ché ubng ruou.

* Bdc ST can canh bdo bénh nhén vé cdc déau hiéu cia phan itng trén da nghiém trong nhu
hoi chitng Steven-Johnson (SJS), hoi chitng hoai tir da nhiém déc (TEN - toxic epidermal
necrolysis) hay héi chitng Lyell, hdi chitng ngoai ban mun mui toan thén cap tinh (AGEP -
acute generalized examthematous pustuiosis).

Phan (g phu nghiém trong trén da mic du ty 1& mac phai la khong cao nhung nghiém
trong, tham chi de doa tinh mang bao gém hoi ching Steven-Johnson (SJS), hoi ching

cua thuoc.
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hoai tr da nhiém doc toxic epidermal necrolysis (TEN) hay hdi chung Lyell, hoi ching
ngoai ban mun mu toan thén cép tinh (AGEP).
Triéu chimg cia cac hdi ching néu trén dugc md td nhu  sau:
Hoi chitng Steven-Johnson (SJS): 1a di ung thudc thé bong nudce, bong nudc khu tri &
quanh cdc hée tu nhién: mit, miii, miéng, tai, by phén sinh duc va hdu mon. Ngoai ra cé
thé kém theo sét cao, viém phdi, réi loan chuc nang gan than. Chan dodn hoi chirng
Steven-Johnson (SJS) khi c¢6 it nhdt 2 hdc tv nhién bi ton terong
Hoi chiing hoai i da nhiém doc (TEN): 1a thé di ung thudc nang nhét, gom:
+ C4c ton thuong da dang ¢ da: ban dang s&i, ban dang tinh hdng nhiét, hdng.ban hoic céc
bong nuéc bung nhung, cac ton thuong nhanh chong lan g0 %hal00 Rguroi;
Ton thuong niém mac mit: viém gidc mac, viém két mac .' NG g\ ’/_t'lC.
+ Tén thuong niém mac duong tiéu héa: viém miéng, trot niém mac
thuc quén, da day, rudt.
+ Ton thuong mem mac duong smh duc tlet meu

viém phdi, viém cau thdn, viém gan... ty lé tCr vong - 5-30%.

H6i chitng ngoai ban mun mi toan thdn cap tinh (A GEP): mun mu v0 trung nhd phat sinh

trén nén héng ban lan rong. Ton thuong thudng xudt hién & cic nép gip nhu néach, ben va

mat, sau do co thé lan rong toan than. Triéu chig toan than thudng 1 co sét, xét nghiém

méu bach cau mui trung tinh tang cao.

Khl phat hién nhitng ddu hi¢u phat ban trén da dau tién hodc bat ky dau hiéu phan irng gua

man nao khac, bénh nhan cin phéi ngirng str dung thude. Nguoi da ting bi cdc phap’tng

trén da nghiém trong do paracetamol géy ra thi khong dugc dung thude tr¢ lai vakhi dén

kham chiva bénh can phai thong bao cho nhan vién y té biét vé vén dé nay.

- Khoéng nén dung qué liéu qui dinh, khéng nén dung cac thude ¢ chira parjcetamol khéc.

- Do trong thanh phan cua thudc cé lactose nén khong dung cho ngudi bi galactose huyét

bam sinh, hoi chimg kém hap thu glucose va/hodc galactose hodc thiéu lactase (cac bénh

vé chuyén hoa hiém gap).

- Thanh pham thudc c6 chira aspartam: Aspartam chira mot lugng phenylalanin, c6 thé gay

hai trén nhling nguoi bi phenylketon nigu nén thén trong khi dung.

- Mdi g6i thube bt chira 21,24 mg natri, can than trong v61 nhitng ngudi phai an kiéng,.

- Sir dung cho phu nir ¢6 thai hoiic cho con bu:

* Phu nit ¢ thai: Chua xac dinh duoc tinh an toan cua paracetamol diing khi thai nghén

lién quan véi téc dung khong mong muon c6 thé c6 dbi véi phét trién thai. Do dé chi nén

ding thudc & ngudi mang thai khi that can.

* Phu nit cho con bu: Nghién ciu & nguodi me dung paracetamol sau khi dé cho con bu,

khong thay c6 téc dung khong mong mudn & tré nhd bi me.

- Sit dung thude khi lai xe, vin hanh may méc: Thude khong gy budn ngu, khong anh

huong dén hoat dong cua nguoi dang li xe hodc van hanh may moc.

8. Tuong tic thude:

+ Uong dai ngay va liéu cao paracetamol lam tang nhe tdc dung chdng dong cua coumarin
va dan chédt indandion. Téc dung nay it hodc khong quan trong vé lam sang, nén

paracetamol dugc ua dung hon salicylat khi can giam dau nhe hodc ha sét cho nguodi bénh

dang dung coumarin hogc dan chét indandion

+ Cén phai chu y dén kha ning gdy ha sét nghiém trong & ngudi bénh dung dong thoi

phenothiazin va liéu phéap ha nhiét.

+ Ubng ruou qua nhiéu va dai ngay cé thé lam ting nguy co thude gy doc cho gan.

+ Metoclopramid va domperidon: Tang hap thu paracetamol.

+ Cholestyramin: Giam hép thu paracetamol.




+ Thudc chong co giat (gom phenytoin, barbiturat, carbamazepin) gay cam ing enzzym 0
microsom thé gan, co thé lam tang tinh ddc hai cta paracetamol do ting chuyén hod thudc
thanh nhitng chét doc hai véi gan.

+ Dung dong thoi isoniazid va cdc thude chéng lao véi paracetamol ciing c¢é thé dan dén
ting nguy co ddc tinh véi gan nhung chua xéc dinh co ché chinh xac cua twong tac nay.
Nguy co paracetamol gdy doc tinh cho gan gia ting dang ké & ngudi bénh ubng liéu
paracetamol 1én hon liéu khuyén dung trong khi dang dung thudc chdng lao hoic
isoniazid.

- Thudc chong co giat (gom phenytoin, barbiturat, carbamazepin) giy cdm \ng enzym o
microsom thé gan, c6 thé lam tang tinh doc hai gan cua paracetamol do tang chuyén héa
thuéc thanh nhiing chét doc hai véi gan. Ngoai ra, ding dong thoi isoniazid véi
paracetamol cling ¢ thé din dén tang nguy co doc tinh voi gan, nhung chua xac dinh dugc
co ché chinh xdc cua tuong tac nay. Nguy co paracetamol gy dc tinh gan gia ting dang ké
0 nguoi bénh udng lidu paracetamol 16n hon heu khuyén dung trong khi dang dung thude
chong co giat hodc isoniazid. Thuong khong can giam liéu & ngudi bénh dung dong thoi liéu
diéu tri paracetamol va thudc chong co giat. Tuy vAy, ngudi bénh phai han ché tu ding
paracetamol khi dang dung thudc chdng co gidt hodc isoniazid.

9. Tac dung khong mong mudn ciia thudc (ADR):

Phan (mg da nghiém trong nhu hdi chirng Stevens - Johnson, hdi ching Lyell, hoai tur biéu
bi nhiém doc, myun mu ban do toan than cép tuy hlem xay ra nhung cé thé gy AU vong.
Néu thay xudt hién ban hodc cac biéu hién khac vé da phéi ngimg dung thydc va tham
kham thay thudc.
Ban da va nhiing phan tmg di tng khéc thinh thoang xay ra. Thuong n d6 hogc may
day, nhung doi khi nang hon va co thé kém theo st do thudc va thuong ton niém mac. Néu
thay sot bong nuac quanh cac héc tur nhlen nen ngung dung thuoc ngay

gmm tleu cdu va giam toan thé huyel cau,
It gip, 1/1000 < ADR < 1/100:

Da: Ban da.

Da day - rudt: Budn nén, non. "400% =
Méu va hé bach huyet Loan tao mau, giam bach cau trung tinh, giam Owa=the uyét ciu,
giam bach cau, thiéu mau.

Than: Bénh than, doc tinh trén than néu dung dai ngay.

Hiém gdp, ADR < 1/1000:

R&i loan mién dich: Sée phan vé, phan mg qua man & da nhu phat ban, phi mach, hoi
chimg Stevens - Johnson, hoai tur biéu bi nhidm doc, hoi chung Lyell, mun mu ngoai ban
toan than cap tinh.

R&i loan gan mat: Ton thuong gan

* Huwéng din cach xir tri ADR: Cac ADR nhe thi nén giam liéu, ADR ning nén ngimng
thude va diéu trj triéu ching.

10. Qua liéu va cach xir tri:

* Triéu chirng:

- Khi dung qua liéu paracetamol, mot chit chuyén hoa 1a N - acetyl - benzoquinonimin gay
doc nang cho gan. Ton thuong gan c6 thé xay ra véi liéu 10 g hodc 16n hon va véi lidu S g
vé1 bénh nhan co cac yéu td nguy co sau:

+ Piéu tri 1au dai véi carbamazepin, phenobarbital, phenytoin, primidon, rifampicin hozc
cac thude khac gy ting men gan.

+ Bénh nhan nghién ruou.

+ Nguoi ¢ ché do an udng khong diy du, nhiém HIV, suy nhugc co thé.




- Céc triéu chung qua li€u trong 24 gio dau tién la xanh xao, budn ndn, ndn, chan an va
dau bung. Methemoglobm mau, dan dén chung xanh tim da, niém mac va mong tay 1a mot
ddu hiéu dac tmng nhlem doc C'lp lmh dan chét P - ammophenol mot hé

dé hon nguoi lén sau khi uong pm acetamol Tén thuong gan c6 thé biéu
48 gio sau khi uong
- Bat thuong ve chuyen hoa glucose va 1oan chuyen hoa co the xay ra.

ca trong tru"ong hop khéng cod tén thuong gan. Loan nhip tim va viém tuy da dugc bao cao.
* X tri:
- Didu tri ngay lap tic la didu cm thiét trong xr tri ngd doc paracetamol. Dung than hoat
tinh trong vong 1 gio, nén do nong dd paracetamol trong huyet twong sau 4 gid. Can rira da
day trong moi trudng hop, tot nhét trong vong 4 gi0 sau khi udng.
- Liéu phdp giai doc chinh 1a dung nhiing hop chét sulfhydryl, ¢ 1& tic dong mot phan do
bd sung du trit glutathion & gan.
- N-acetylcystein c6 tac dung khi udng hodc tiém tinh mach. Phai cho thudc ngay lap tirc
néu chua dén 36 gio ké tir khi ubng paracetamol. Diéu tri vcn N - acetylcystein ¢6 hjéu qua
hon khi cho thude trong thoi gian dudi 10 gio sau khi uong paracetamol. Khi ¢ho udng,
hoa loang dung dich N - acetylcystein voi nude hodc do udng khong co ruou dé dat dung
dich 5% va phai udng trong vong | _gi0 sau khi pha. Cho uéng N - acek tein voi liéu
diu tién 1a 140 mg/kg, sau do cho tiép 17 liéu niva, mdi lidu 70 mg/kg cachnhau 4 gio mot
lan. Cham dat diéu tri néu xét nghiém paracetamol trong huyét tuong tho thiy nguy co
doc hai gan thp.
Tac dung khong mong mudn ctia N - acetylcystein gdm ban da (gom ca may day, khong
yéu cdu phai ngimg thudc), budn ndn, ndn, ia chay va phan tng kiéu phan vé.
- Néu khong c6 N - acetylcystein, ¢o thé dung methionin. Ngoai ra ¢6 thé ding than hoat
va hodc thude tdy mudi do chung co kha nang lam giam hap thu paracetamol.

11. Khuyen cdo: Khong dwoce dung thude da qua han dung. Khi thdy bot thude bi am
méc, goi thude rach, nhan thude in s6 16 SX, HD ma...hay cé cac biéu hién nghi ngd khic
phai dem thudc toi tra lai noi ban hodc noi san xudt theo dia chi trong don.
12. Diéu kién bio quin va han ding:
- Biio qudan: Noi kho, nhiét do dudi 30°C.
- Han diang: 24 thang ké tir ngay san xuat.
13. Tén, dia chi ciia co' sé sin xuat: _‘
Tén co s¢ sin xuit : CONG TY CO PHAN DUOC PHAM HA TAY
Pia chi: T6 dan phd 4 - La Khé - Ha Dong - TP. Ha Noi

DT: 04.33522204 FAX: 04.33522203

DT: 04.33824685 [AX: 04.33829054
Hotline: 0433522525
14. Ngay xem xét stra doi, cAp nhit lai ndi dung huéng din sir dung thudc:
Ngay...... thang........ nam...........

TUQ CUC TRUSNG
P.TRUONG PHONG
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