DAI DI
TAI

o\\

ACC"’ Pluzz 200
Acetylcystetin 200mg

2 0 vién

B ACC® Pluzz 200 T

Productname:

Packsize:
Dimension:
Braille:
Color:

Q’ P rg\‘ / f @/
VAN PHONG\ A \\

EN

ACC" Pluzz 200 ,n

Acelylcystein 200mg
Vién nén sdi bt
Chidinh, cach diing, chdng chi dinh va cac théng tin khac: xin doc t&
huwéng din s dung.

POC KY HUYONG DAN SUF DUNG TRUGC KHI DUNG

DE XA TAM TAY TRE EM

Nha san xudt: Chiu trach nhiém xuét xwéng:
HERMES Arzneimittel GmbH SALUTAS Pharma GmbH
Hans-Urmiller-Ring §2 Otto-von-Guericke-Aliea 1,
82515 Wolfratshausen 39179 Barieben

Germany Germany

Béo quan duéi 30°C,
Xuft x; Bire
S 16 SX, NSX, HD: xem "Batch no.", "MAN", "EXP" Irén bao bi.

DNNK:

CUC QUAN LY DUQC
DA PHE DUYET

Lan dz‘iy:fdﬁ.f....ﬁ.../..amrf.f.

ACC" Pluzz 200 /ih

Acetylcysteine 200mg
Effervescent tablets

Indication, usage and contraindication: please see the leaflet

PLEASE READ THE DIRECTIONS FOR USE CAREFULLY
KEEP OUT OF REACH OF CHILDREN

20 effervescent tablets
ACC" Pluzz 200

Thanh phén:
M&i vién chira 200mg acetylcystein.
Hdp 10 vix 2 vién.

SBK:

Acetylcystein 200mg Effervescent
20 EFT

50 x 46 x 97 mm

No

Pantone Reflex Blue € Pantane 4850
Emc




ACC' Pluzz 200

Acetylcystein 200mg

|, Effervescent tablet

ACC’ Pluzz 200

Acetylcystein 200mg

Effervescent tablet

San xudlt béi:
HERMES Arzneimittel
GmbH

EXP

Chiu trach nhiém
xudt xwdng:
SALUTAS Pharma
GmbH

Batch no.

Productname:
Dimension:

Color:

San xuét béi:
HERMES Arzneimittel
GmbH

EXP

Chiu trach nhr’érrn

Batch no.

xudt xudng: /
SALUTAS Phant
GmbH |

Acetylcystein 200mg Effervescent
46 x 46 mm

Pantone Reflex Blue €



'\F‘.I’ 9 . ¥ 3
2/ VA 'HONG\ 2
BAIDIEN

1. Tén thube: ACC PLUZZ 200

2. Khuyén cao:

DPoc kj huwéng dan siv dung trude khi diing

Dé xa tim tay tré em

Théng bdo ngay cho bdc si hodc dwoc sj nhitng tic dung khéng mong mudn gdp phdi khi sie
dung thubc

3. Thanh phan, ham lwong cia thube:

M®i vién chira 200 mg acetylcystein.

Ta duoc: citric acid khan, natri hydrogen carbonat, natri carbonat khan, mannitol, lactose khan,
ascorbic acid, natri citrat, saccharin natri, huong viét quéit “B” (c6 chira huong wildberry, huong
blackbery, vanillin, maltodextrin, mannitol, gluconolacton, sorbitol, magie carbonat, silica
colloidal khan).

4. M6 ta san phdm: Vién nén tron, mau trdng, khong 13i, mui viét quat, 6 thé\:\%u' sulfuric
nhe, mot mit c6 vach khéc. :

Dang bao ché: Vién nén sti bot

5. Quy cach déng goi: Hop 10 vi x 2 vién

6. Thubc diing cho bénh gi:

Diéu tri cac rdi loan vé tiét dich hd hép trong cac bénh phé quan — phdi cp va man tinh kém theo
suy giam chirc nang hé théng van chuyén chit nhiy.

7. Nén dung thubc nay nhw thé nao va liéu lwgng:

Liéu luwong:

Neoudi 16n va thiéu nién trén 14 tudi

1 vién x 2 — 3 lan/ngay (tuong duong 400-600 mg acetylcystein/ngay)

Tré em 6 — 14 tudi

1 vién x 2 lan/ngay (tuong duong 400 mg acetylcystein /ngay)
Cach ding

Hoa tan thube v6i mot cbe nude va udng sau khi an.

Thoi gian s dung:

Khdng nén sir dung acetyleystein qué 4 — 5 ngay néu khong c6 181 khuyén cia thiy thudc.
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Bénh viém phé quan man va tang tiét chét nhiy can ding acetylcystein véi thoi gian dai hon dé
dat tac dung phong ngira, chéng nhiém tring.
8. Khi nao khidng nén dung thude nay:
—  Man cam véi acetylcystein hodc bit ¢ thanh phan nao cta thuée
— Dang bi viém loét da day
—  Tré em dudi 2 tudi
9, T4c dung khéng mong mubn:
Viéc danh gia tic dung khéng mong mudn diroe dua trén cac thdng tin vé tin sb sau:
RA1 thudng gap: (2 1/10)
Thuong gap: (> 1/100 dén < 1/10)
it gap: (= 1/1,000 dén < 1/100)
Hiém gap: (= 1/10,000 dén < 1/1,000)
Rét hiém gip: (< 1/10,000)
Chuabiét:  (khong thé danh gia duoc dua trén dit lidu hién cé)

Réi 1oan hé mién dich

It gap: phan ting qua man

RAt hiém gap: Sac phan vé, phan (mg phan vé&/phin vé
Réi loan hé thén kinh

ft gip: dau day :

Roi loan tai %4 mé dao

it gap: tiéng v tai

R&i loan tim mach

it gdp: nhip tim nhanh

R4 loan mach mau

It géip: ha huyét ép
RAt hiém gap: xudt huyét

Rbi loan hd hip. ngue va trung thit

Hiém gap: kho the, co thit phé quéan

Réi loan hé tiéu hoa

ft gip: budn ndn, ndn, tiéu chay, dau bung

Hiém gdp: kho tiéu



Roi loan da va cac m6 dudi da

it gap: may day, phat ban, phtt mach, ngira, chiing phét ban

R&i loan chung va tai vi tri dung thude

t gap: sot

Chua biét: phii né mit

Sur giam két tép tiéu cau trong mau do su hién dién cua acetylcystein da duoc xac nhan bai nhidu
nghién ctru khac nhau. Cho dén nay méi lién quan t6i 14m sang van chua duoc 1am sang to.

10. Nén tréanh ding nhirng thude hoic thwe phdm gi khi dang sir dung thudc nay:

Dung dong thoi acetyleystein véi thude tri ho c6 thd gy tic nghén dich nhdy nghiém trong do
giam phan xa ho, vi vay phdi hop niy nén dua vao nhitng chin don diéu tri that cin than.

Céc b4o céo vé acetylcystein 1am mét hoat tinh cila khang sinh chi dua trén cac thir nghiém in
vitro trong d6 cac chét duge tron truc tiép. Tuy nhién, dé dam bao an toan, nén udng khang sinh
cich xa acetylcystein it nhét 1a 2 gio. Khong xudt hién tuong tac nhu vy déi véi cefixim va
loracarbef. .

Acetylcystein c6 thé 1am tang tac dung gidn mach cua nitroglycerin. Do d6 can than trQM}[]}'/SL’r
dung.

Twong ky:

Acetyleystein phan ing véi mot s6 kim loai, dac biét sit, niken, df’ing va v6i cao su. Can tranh
thudc tiép xGc véi céc chat d6. Khong duge ding cac may phun mi ¢6 cac thanh phén bing kim
loai hodc cao su.

Dung dich natri acetylcystein tuong ky vé Iy va/hodc héa hoc véi cac dung dich chira penicilin,
oxacilin, oleandomycin, amphotericin B, tetracyclin, erythromycin lactobionat, hodc natri
ampicilin. Khi dinh ding mét trong cac khang sinh dé & dang khi dung, thudc dé phai duoc phun
mu riéng.

Dung dich acetylcystein cling tuong ky vé 1y hoc véi dau iod, trypsin va hydrogen peroxyd.

11. Cén lam gi khi mjt ldn quén khong ding thude:

Khong ubng thém 1 lidu dé bu lai liéu da quén. Ding liéu tiép theo nhu liéu trinh dang c6.

12. Cén bao quén thude nay nhw thé nao: bao quan dudi 30°C

13. Nhirng dAu hiéu va triéu chirng khi dung thude qua lidu:



Triéu chimg ciia nhiém dge:

Khong quan sat thdy trudng hop qua liéu déc hai nao lién quan dén acetylcystein ding dudng
udng. Khong quan sat théy téc dung phy nghiém trong nao & nhitng ngudi tinh nguyén da diéu tri
vai lidu 11,69 acetyleystein/ngdy trén 3 thang. Liéu udng [én dén 500mg acetylcystein/kg cén
ning déu dugc dung nap ma khéng cé triéu chimg ctia nhiém doc.

Qud4 lidu c6 thé xay ra cac kich (ng dudng tiéu héa nhu budn ndn, ndn, ticu chay. Tré so sinh ¢é
nguy c¢o ting tiét nang hon.

Biéu trj nhiém ddc paracetamol & ngudi c6 thé ding acetyleystein dang tiém tinh mach véi lidu
t6i da hang ngdy lén dén 30 g acetyleystein.Viée tiém €inh mach véi néng do rat cao
acetylcystein da din dén phan ting phan vé khéng hdi phue, déic biét 1a khi tiém tinh mach nhanh.
14. Cin phii lam gi khi ding thude qué litu khuyén cdo:

Diéu trj tridu chiing néu can thiét.

15. Nhirng diéu cin than trong khi dung thude nay:

Can luu v dbi v6i cdc bénh nhan hen phé quan hotic ¢d cac tidn sir vé loét.

Viée st dung acetylcystein, dic biét 13 trong diéu tri sém c6 thé dén dén viée tao thanh chat léng
do d6 din dén ting thé tich cha cic chat tiét phé quan. Néu bénh nhan khéng thé khac (khac hoan
toan ra ngoai), can ap dung cic bién phap thich hop (nhu 13 hat dom hodic giam udng nuéce).

R4t hiém khi co bdo cdo v& tac dung phu nghiém trong & da nhur hdi chitng Stevens-Johnson va
Lyell’s lién quéh\qén viéc ding acetyleystein. Néu thdy gén day cé nhitng thay dbi ¢ da va niém
mac, hiy lap t(w@;m khao y kién béc s¥ va ngung stt dung acetylcystein.

Bénh nhén cin jién hé thiy thude trong trudng hop khéng dung nap mét sd loai dudmg.

Cén luu ¥ d6i v&i bénh nhan dang trong ché d kiém sodt natri vi méi vién chia 4,3 mmol (99
mg} natri.

Phu nit ¢6 thai

Khéng c6 du dir lidu vé diing acetyleystein cho phy nif ¢6 thai. Nghién ciru trén dong vét thi
nghiém khdng chi ra téc dung cé hai mét cach truc tiép hay gidn tiép trén viée mang thai, su phat
trién ctia phoi thai va that nhi, qua trinh sinh va phét trién sau sinh. Acetylcystein nén duge ding
trong thai ky sau khi dd dugc danh gia mét cach cén than ti 1 giffa nguy co va lgi ich.

Cho con b

Khéng cd thong tin v& sy bai tiét ctia acetylcystein vao siia me. Chi nén diing acetyleystein trong

thai ky sau khi d duoc danh gid mot cich cén than ti I¢ gifta nguy co va loi ich.



Negudi dang van hanh may méc. tau xe:

Chua ghi nhin dugc bio cdo phan g bat lgi v& anh hudng cta thude 18n kha ning van hanh
may moc, lai tau xe, nguoi lam viée trén cao va cac trudng hop khac.
16. Khi nao can tham van bac sy, dwge si:

Néu cén thém théng tin xin hoi y kién bac sy hodc duge si.

17. Han ding cia thube: 24 thang ké tir ngdy san xuét.

18. Tén va dia chi nha san xuit:

Hermes Arzneimittel GmbH

Hans-Urmiller-Ring 52, 82515 Wolfratshausen, Puc

Chiu trich nhiém xuit xwong:

Salutas Pharma GmbH

Otto-von-Guericke-Allee 1, 39179 Barleben, Blc

Ngay xem xét sira doi, cip nhit lai ndi dung hwéng din si dungw&
T& hudng dan str dung duge soan theo CDS v03 (05/2014)
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2. Thanh phin ciu tao cia thudc:
M&i vién chira 200 mg acetylcystein.

Té dugc: citric acid khan, natri hydrogen carbonat, natri carbonat khan, mannitol, lactose khan,

ascorbic acid, natri citrat, saccharin natri, huong viét quét “B” (c6 chira huong wian
blackbery, vanillin, maltodextrin, mannitol, gluconolacton, sorbitol, magie ca at, silica

colloidal khan).
3. Dang bao ché: vién nén sui bot (l .-‘_::
4. Cac dac tinh dwoc luc hoc, duge dong hoc:
4.1 Cac dac tinh duoe luc hoc:

Nhoém tri liéu: Thube tiéu chat nhiy

Mai ATC: ROSCBOI

Acetylcystein (N - acetylcystein) 1a dan chit N - acetyl ctia L - cystein, mdt amino - acid tu
nhién. Acetylcystein c6 tac dung tiéu chit nhay do sulhydryl tu do 1am giam do quanh cia dom &
phdi c6 mi hodc khong bang cach tach doi cAu ndi disulfua trong mucoprotein va tao thuan loi
dé téng dom ra ngoai bang ho, dan luu tu thé hodc bang phuong phép co hoc. Tac dung nay
manh nhéat ¢ pH 7 - 9 va khdng bi tac dong do DNA

Acetylcystein duoe diing lam thudce giai doc khi qua liéu paracetamol va co ché chinh xac cua
tdc dung bao vé cho gan chua dugc biét diy du. Nghién ciru in vitro va trén dong vat cho thdy
rdng mdt lugng paracetamol bi chuyén héa bai enzym cytochrom Pisp tao thanh chét chuyén héa
trung gian c¢6 doc tinh (N-acetyl-p-benzoquinoneimin, N-acetylimidoquinon, NAPQI) gdy hoai
tir té bao gan, cdc chit nay dugc tiép tuc dugc chuyén héa bing lién hop véi glutathion dé duoc
thai trir qua nuéce tiéu. Trong qua lidu paracetamol c6 thé gay ra thiéu hut glutathion va vi vay
giam su bét hoat cac chét chuyén hoa trung gian c¢6 doc tinh nay, ddng thoi dudng chuyén héa
bing lién hop acid glucuronic va acid sulfuric tré thanh bdo hoa. Acetylcystein c6 tac dung bao
vé gan boi da duy tri hodc khdi phuc ndng d6 glutathion clia gan 12 chét cén thiét dé 1am bat hoat
chét chuyén héa trung gian cia paracetamol gy doc cho gan hoic nhu mot chat nén déi véi su

lién hop cta cac chit chuyén héa trung gian ¢6 doc tinh. Acetyleystein ¢6 tic dung bao vé gan
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t6t nhit néu dung trong vong 8§ gio sau khi bj qua lidu paracctamol va cé thé ¢6 tac dung sau 24
gi¢r. Céc nghién cdu 14m sang cho thdy ring, khi ubng acetylcystein thi ndng dd thude & gan cao
hon so v6i khi tiém tinh mach nhung hay gy nén. Cé thé phai dung thude chdng ndn. Tiém tinh
mach cho ndng d huyét tuong cao hon ubng va c¢o thé ¢é tac dung ich loi ngoadi gan, nhung cé

thé gay phan tng phan vé.

Co ché chinh xédc acetyleystein ¢6 thé ngin dugc nhim doc thin do thube cin quang cdn chua
biét r5. C6 thé nhiém ddc than do thube can quang lién quan dén tzo thanh loai oxy gen cé hoat
tinh hodc lién quan dén giam hoat tinh cha chit khang oxy héa. Acetylcystein 13 mot chét khang
oxy hoa chira thiol nén ¢6 thé lam giam kha ning gay hai té bao cla céc gbe oxygen ty do phét
sinh. Thém véo d6, thubc lam ting tac dung sinh hoc clia nitrogen oxyd bing cach két hop véi
cac oxyd tao thanh S-nitrosothiol 13 médt chét c6 téc dung giin mach manh. Tuong tic giiia
acetylcystein v&i nitrogen oxyd cé thé han ché san xuat gbc peroxinitrat gdy ton hai vi
acetylcystein canh tranh v&i gbe superoxid d& chiém nitrogen oxyd. Tuy nhién, céc s liéu
nghiém ciu di ¢6 chua di dé& dua ra két luan chinh xac v& hidu qua clia acetylcystein trong chi
dinh phdng suy giam chirc ning than do sir dung chit can quang.

4.2 Céc dic tinh dwoc dong hoc:

Hép thu N

Sau khi dang dudng uéng, _hi Nhét acetylcystein dugc hép thu nhanh choéng va chuyén hoa & gan
thanh cystein, mét chit chu¥én héa ¢6 hoat tinh, c¢ling nhur diacetylcystin, cystin va céc hén hop
disulphid khac.

Phin bd

Do chuyén héa bude mdt manh, sinh khd dung dudng uéng clia acetylcystein el thép (xép X1
10%). O ngudi, ndng do tbi da trong huyét tuong dat dige sau 1-3 gid voi ndng d6 toi da trong
huyét tuong cta chit chuyén hoa cystein ndm trong khoang xip xi 2 pmol/l. Lién két giita
acetylcystein véi protein duge xac dinh vao khoang 50%.

Chuyvén héa

Acetylcystein va céc chét chuyén héa ciia né tbn tai dudi ba dang khéc nhau trong ndi tang: mot
phin ¢ dang ty do, mdt phin lién két vdi protein thdng qua lién két disulphid khéng bn dinh va
mdt phan dang amino acid két hop. Acetylcystein duoc bai tiét hdu hét & dang chat chuyén héa
khdng c6 hoat tinh (sulphat v6 co, diacetylcystein) thong qua thén. Théi gian ban thai trong

huyét tuong cfla acetylcystein xép xi | gid va chit yéu duge xé4c dinh bai sy chuyén héa nhanh
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chéng & gan. Do d6, & ngudi suy giam chiic ning gan, thoi gian ban thai trong huyét tuong c6
thé bi kéo dai 1én 8 gio.

Thai trir

Nghién ctru duoc dong hoc véi dudng tiém tinh mach cia acetylcystein cho biét thé tich phan b
1a 0,47 l/kg (tbng quat) hodc 0,59 I/kg (& ngudi 6m yéu); do thanh thai huyét tuong dugc xac
dinh tuong Gmg 12 0,11 I/h/kg (téng quat) va 0,84 1/h/kg (¢ ngudi 6m yéu).

Thoi gian ban thai sau khi tiém tinh mach 1a 30-40 phat khi duoc bai tiét theo dong hoc 3 pha
(alpha, beta, va pha cudi gamma).

Acetylcystein vuot qua hang rao nhau thai va duge tim thiy & mau cubng rén. Khéng cé théng

tin lién quan dén viéc bai tiét thudc vao sira me.

Khong c6 thong tin ndo vé viée anh hudng dén hanh vi clia acetylcystein téi hang rao méu no &
ngudoi.

5. Quy cach dong goi: Hop 10 vi x 2 vién

6. Chi dinh, liéu dung, cach dung, chong chi dinh:

6.1 Chi dinh:

Diéu trj cac rdi loan vé tiét dich ho hép trong cac bénh phé quan — phdi cap va man t&{%sml theo
suy giam chiic niing hé théng van chuyén chét nhay.

6.2 Liéu ding, cach ding:
Liéu lwong:

Neudi 16n va thiéu nién trén 14 tudi

1 vién x 2 — 3 l4n/ngay (tuong duong 400-600 mg acetylcystein/ngay)
Tré em 6 — 14 tudi

1 vién x 2 lan/ngay (tuong duong 400 mg acetylcystein /ngay)
Cdch ding:

Hoa tan thuc véi mdt cde nude va udng sau khi an.

Thoi gian sir dung:

Khéng nén sir dung acetylcystein qua 4 — 5 ngay néu khong c6 161 khuyén ctia thay thude.



Bénh viém phé quan man va ting tiét chét nhay can diing acetylcystein v6i thoi gian dai hon dé
dat tac dung phong ngira, chéng nhiém tring.
6.3 Chéng chi dinh:

— Man cam v&i acetylcystein hodc bét ¢l thanh phan nao ctia thube

— BDPang bi viém loét da day

—  Tré em dudi 2 tudi
7. Céc trwedmg hop thin trong khi diing thude:
Can luu v d6i v6i cac bénh nhan hen phé quan hoiic ¢b cac tién sir vé loét.
Viéc sir dung acetyicystein, dic biét 13 trong didu tri sém ¢d thé din dén viée tao thanh chét 1ong
do d6 din dén ting thé tich ctia cc chét tidt phé quan. Néu bénh nhan khéng thé khac (khac hoan
toan ra ngodi), can 4p dung céc bién phap thich hop (nhu 13 hit ddm hodc giam udng nuéc).
R4t hiém khi ¢6 bao céo vé tac dung phu nghiém trong & da nhir hdi ching Stevens-Johnson va
Lyell’s lién quan dén viéc ding acetylcystein. Néu thiy gin ddy c6 nhitng thay d6i & da va niém
mac, hiy lap tirc tham khao ¥ kién bac s§ va ngung s dung acetylcystein.
Bénh nhan cén lién hé thiy thubc trong trudng hop khéng dung nap mét sb loai dudng.
Cén luu y ddi vdi bénh nhan dang trong ché @6 kiém soat natri vi mdi vién chira 4,3 mmol
(99mg) natri,
Phu nit c6 thai
Khéng cé du dir lidu vé dhng\acetylcystein cho phu nir ¢6 thai. Nghién ciru trén dong vat thi
nghiém khoéng chi ra tadc dung cé\hai mdt cach trie tiép hay gian tiép trén viéc mang thai, su phét
trién cfia phdi thai va thai nhi.f'_af_:t’r;’}trinh sinh va phét trién sau sinh. Acetyleystein nén duge dung
trong thai ky sau khi da dugc dénh gid mét cach cin than ti 18 gilia nguy co va loi ich.
Cho con bu
Khong c¢6 théng tin vé su bai tiét clia acetyleystein vao sita me. Chi nén diing acetylcystein trong
thai k¥ sau khi dd dugc danh gid mdt cich can than ti 18 giita nguy co va loi ich.

Neudi dang van hanh may moc, {au xe:

Chua ghi nhdn dugc bdo cdo phan Ung bat l¢i v& anh hudng cta thude 18n kha ndng van hanh

may moc, lai tau xe, nguot lam vige trén cao va cac trudng hop khac.

8. Twong tac cia thuoc vai cdc thuoe khac va cac loai twong tic khic:



Diing dong thdi acetylcystein véi thude tri ho c6 thé giy tic nghén dich nhdy nghiém trong do
giam phan xa ho, vi vy phdi hop nay nén dua vao nhiing chén doan diéu tri that can than.

Céc bao céo vé acetylcystein 1am mét hoat tinh ca khang sinh chi dua trén cac thit nghiém in
vitro trong do cac chéit duoc tron truc tiép.Tuy nhién, d& dam béo an toan, nén uéng khang sinh
cach xa acetylcystein it nhat 12 2 gid. Khong xudt hién tuong tac nhu vy déi véi cefixim va
loracarbef.

Acetylcystein c6 thé lam tang tac dung gidn mach ciia nitroglycerin. Do d6 cin than trong khi st
dung.

Twong ky:

Acetylcystein phan Gng véi mot sb kim loai, dic biét sit, niken, démg va véi cao su. Can tranh
thudc tiép xtc véi cac chat d6. Khong dugce ding cac may phun mil ¢6 céc thanh phén bing kim
loai hoac cao su.

Dung dich natri acetylcystein tuong ky vé ly va/hodc héa hoc véi cac dung dich chira penicilin,
oxacilin, oleandomycin, amphotericin B, tetracyclin, erythromycin lactobionat, hodc natri

ampicilin. Khi dinh ding mdt trong cac khang sinh d6 & dang khi dung, thubc d6 phai duoc phun

mu riéng.
Dung dich acetylcystein ciing twong ky vé Iy hoc véi dau iod, trypsin va hydrogen peroxyd.

9. Tac dung khong mong mudn: | MIN

Viéc danh gi4 tac dung khéng mong mudn duge dua trén cac thong tin vé tin sb sa\l&/ x 2
Rét thudng gip: (> 1/10)

Thuong gap: (= 1/100 dén < 1/10)

it gap: (= 1/1,000 d&én < 1/100)

Hiém gap: (= 1/10,000 dén < 1/1,000)

Rét hiém gap: (< 1/10,000)

Chuabiét:  (khong thé danh gia duoc dua trén dir lidu hién c6)

R&i loan hé mién dich

it gap: phan tmg qua man
Rét hiém gap: Sdc phan vé, phan tng phan vé/phan vé

R&i loan hé than kinh

it gap: dau dau



Rdi loan tai va mé dao

It gép: tieng u Lai

Réi loan tim mach

it gap: nhip tim nhanh

Rdi loan mach mau

it gap: ha huyét ap
R4t hiém gap: xuét huyét

Rbi loan hd hip. ngue va trung thit

Hiém gap: khé thd, co thit phé quan

R&i loan hé tiéu hoa

{t gap: budn ndn, ndn, tiéu chay, dau bung
Hiém gip: kho tigu

R&i foan da va cac md dudi da

ft gdp: may day, phat ban, phi mach, ng@ra, ching phét ban

Rbi loan chung va tai vi tri dung thudc

it gap: s6t

Chura biét: phli nd miat

Sur giam két 1dp tiéu cau trong mau do sy hign dién ctia acetylcystein da duge xdc nhan bdi nhiéu
nghién ciru khic nhau. Cho dén nay mdi lién quan t&i 14m sang vén chua duge fam sang to.

Théng bdo cho bic si cde tdc dung khéng mong muén gdp phdi khi siv dung thudc

10. Qua lieu va cach xir tri;

Tri¢u chirng cua nhiem déc:

Khéng quan sét thiy trudng hop qaé lidu doc hai ndo lién quan dén acetylcystein dung dudng
udng. Khéng quan sat thiy tac damgphu nghiém trong nao & nhiing ngudi tinh nguyén da diéu tri
voi lidu 11,6 g acetylcysteiningéﬁrén 3 thang. Liéu udng 1én dén 500 mg acetyleystein/kg cén
nang déu duoc dung nap ma khong cé tridu chitng cua nhiém ddc. Qua lidu cb thé xay ra cac
kich tng dudng tiéu héa nhu budn nén, ndn, tidu chay. Tré so sinh c6 nguy co ting tiét ning

hon.

Diéu tri nhiém doc paracetamol & ngudi ¢ thé ding acetyleystein dang tiém tinh mach voéi lidu

t1 da hang ngay [&n dén 30 g acetylcystein.



Viéc tiém tinh mach véi nbng dd rat cao acetylcystein da din dén phan ng phan vé khong hbi

phuc, déc bi¢t la khi tiém tinh mach nhanh.
Diéu tri nhiém déc:

Diéu tri triéu chimg néu céan thiét.

11. Diéu Kién bio quén: Béo quan dudi 30°C

Han dung cia thudc: 24 thang ké tir ngay san xuit.

12. Tén va dia chi nha san xuét:

Hermes Arzneimittel GmbH

Hans-Urmiller-Ring 52, 82515 Wolfratshausen, Dirc
Chiu trach nhiém xuét xwéng:

Salutas Pharma GmbH

Otto-von-Guericke-Allee 1, 39179 Barleben, Puc

Ngay xem xét stra abi, cap nhat lai ni dung hwéng din sir dung tp@f/
Té& huéng dan sir dung duge soan theo CDS v03 (05/2014)

TUQ.CUC TRUONG
P.TRUONG PHONG

Pham by Vin Hank
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