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PHABALYSIN
100

Acetylcystein 100mg

30 cs 19

THUSS BITUENG

PHABALYSIN

100
Acetylcystein ..............c.c........ 100mg

M3i g6i chita: ACetylCyStein ........cceene 100mg

Chi dinh, Cich diing - Ligu diing,
Chéng chi dinh va cdic théng tin khae:
Xin doe trong ¥ hudng din sif dung.

Bao quan: Noi khd, dudi 30°C, tranh anh sang.
Tigu chudn: Tiéu chudn casd.
SBK/ Reg.N% VD-29857-18

SE XA TAM TAY CUA TRE EM.
DOC KY HUGNG DAN 50 DUNG TRUSC KHI DUNG.

HOP 30 GOI
Ha Noi, ngay 16 thang 03 ndm 2022

MAU NHAN HQP PHABALYSIN 100

PHABALYSIN

100

Acetylcystein 100mg
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PHABALYSIN

Each sachet contains:
Acatyleystein ...l 100mg

Indication, Contra - indi

ion, Dosage
and Administration, and other
informations:

Please see the leaflet insert.

Storage: Keep in dry place, below 30°C,
protect from light.
Spacification: Manufacturer's.

KEEP QUT QF THE REACH OF CHILDREN.
READ CAREFULLY THE INSTRUCTION BEFORE USE.
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HUONG DAN SU DUNG THUOC

BALYSIN 100 f}n
DUOC PHAM . i )
F&I}:W 2. k_)? huwong dan siv dung friwoe khi dung.

. . . ; £ x
ac'.gy- odc dwgc sy nhitng tic dung khong mong muon gap
7" phai khi stt dung thuéc

2. Thanh phin céng thire thude:
Mi géi thube bt Phabalysin 100 chira:
Thinh phén duge chit:
P37 5] T O — 100 mg.
Thanh phén td dugc:
Pudng tring, lactose 200 mesh, sucralose, sunset yellow, bdt mui cam........
3. Dang bao ché: |
Thube bot udng.

M0 ta: Bot mau tréng, kho toi, khong bi vén, 4m méc, mau sic df’ing nhét, vi ngot, mui cam
d& chiu, déng géi trong thi gidy/nhém/polyethylen han kin.

4. Chi dinh:
Tiéu chét nhdy trong céc bénh phé quan — phdi cip va mén tinh kém theo tang tiét chit nhay.

5. Cach ding, liéu ding:
Cich dimg: Cit gbi thudc theo dudng ké, d6 bot trong goi vao cbe. Bb nude vao cbe khudy
déu rdi udng.
Liéu dimg:
Tréem:2-17 tudi: 2 géi /an, ngay 2 lan.
Lén hon 7 tudi: 2 g6i/lin, ngay 3 1an.
Nguoi lén: Ubng mot lidu don 6 goﬂngay hodc ubng 2 g6i/lan x 3 1an/ngay.
6. Chéng chi dinh:
Tién st hen (nguy co phén tmg co thét phé quan véi tit ci cic dang thube chira
acetylcystein).
Qué mAn véi acetyleystein hogic bt cir thanh phén ndo ctia thude.
Tré em dudi 2 tudi véi chi dinh tiéu chét nhay.
Dang bi viém loét da day.
7. Cénh bdo va thin trong khi ding thudc:

Phai giam sét chit ché ngudi bénh ¢ nguy co phét hen néu diing acetylcystein cho nguoi c6
tién str di tmg; Néu co thit phé quan, phai ding thudc phun mi gidn phé quan nhu salbutamol
hodc ipratropium va phéi nglmg acetylcystein ngay.

Khi dleu tri bﬁng acetylcystem c6 thé xuft hién n}neu dom lodng & phé quén, cAn phai ht
dé lay ra néu ngudi bénh gidm kha ning ho. Séc phan vé dan t6i tir vong khi dung
acetylcystein da dugc bao cdo, thudmg x4y ra trong thoi gian 30 — 60 phut, can theo doi va
ngimg thudc néu phan tmg xay ra va xir tri kip thoi.
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9.

Néu c6 nén dit doi khi uéng thude thi can theo dai chdy méu da day hodc gidn thuc quan, loét
da day.

Nhimg bénh nhén c6 van d8 vé di truyen hiém giip khéng dung nap fructose, galactose, kém
hap hap thu glucose-galactose, thiéu hut sucrase-isomaltase va Lapp lactase khong nén ding
thude nay.

Twong tdc, twong ky ciia thude:

Acetyleystein 1a mot chat khir nén tuong ky héa hoc véi cac chét oxy héa.
Khoéng dung déng thoi cée thude ho khéc hodc bt cir thube nao lam giam tiét dich phé quan
trong thoi gian diéu tri bang acetylcystein.
Acetylcystem phéan Uing véi mot 36 kim loai, d3c biét sit, niken, ddng va véi cao su. Can
tranh thude txep xtc véi nhimg chét do.

Thudc khéng sinh: Céc bdo céo vé acetylcystein 1am mét hoat tinh cua khang sinh chi dua
trén céc thir nghiém in vitro trong d6 céc chét duge tron truce tiép. Tuy nhién, & dam bao an
todn, nén udng khang sinh cich xa acetylcystein it nhét 2 gi¢. Khong xut hién tuong téc nhu
vay ddi v6i cefixim va loracarbef.

Acetylcystein c¢6 thé lam ting tic dung gin mach ciia nitroglycerin. Do d6 cin than trong
khi sir dung.

Sir dung che phu ni¥ ¢6 thai va che con bi
Thoi ky mang thai:
Khéng c6 dit liéu vé anh hudng cia acetylcystein téi phu nit ¢6 thai.
Thoi ky cho con bu:

Thudc dung an toan véi nguoi cho con b

10. Anh hwéng ciia thube 1én kha niing l4i xe va vin hanh may méc

Khéng c6 phan tmg nao dugc biét dén anh hudng t6i kha ning 14i xe va didu khién may méc.

11. Tac dung khéng mong muén ciia thude:

Acetylcystein ¢6 giéi han an toan rong. Tuy hiém gip co thit p,hé quan rd rang trong lam
sang do acetylcystein, nhung van cé thé xay ra véi tat ca cac thube chira acetylcystein.

Thiweong gap, ADR > 1/100

Tiéu héa: Budn nén, ndn.

Tim mach: D¢ bing, pht, tim dip nhanh.

It gap, 1/1000 < ADR < 1/100

Thén kinh: Budn ngtl, nhirc dau, 1 tai.

H6 hap: Viém miéng, chay nuée miii nhidu, ran ngéy.
Da: Phéat ban, may day.

Hé mién dich: Tang trdm cam.

Ha huyét ap.

Hiém gap, 1/10000 < ADR < 1/1000

Toan than: Co thét phé quan kém phén tmg dang phéan vé toan than, sdt, rét run.
Tiéu hoa: Kho tiéu.

Rat hiém gap, < 1/10000

Xudt huyét
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12. Qu4 lidu va cich xt tri:

Triéu chimg: Khong quan sét thdy trudmg hop qua litu doc hai ndo lién quan dén
acetyleystein ding duong udng. Khong quan sat thay tdc dung phy nghiém trong nao ¢ nhitng
ngudi tinh nguyén da diéu tri véi lidu 11,6 g acetyleystein/ngdy trén 3 thang. Lidu udng lén
dén 500mg/kg cin ning déu dugc dung nap ma khéng c6 tridu chimg ctia nhiém déc.

Triéu chirng ciia nhidm dde: Qua lidu c6 thé xay ra cc kich {mg dudng tiéu héa (budn non,
nén, tiéu chay).
Xir Iy: Diéu tri theo triéu chimg néu cn thiét.
13. Pic tinh dwoe lwe hoc:
Ma ATC: R0O5CBO01, S01XA08, VO3AB23.

Acetylcystein 1a dén chit N-acetyl ciia L-cystein, mot acid amin tu nhién. Acetylcystein c6
tdc dung tiéu chét nhay do sulhydryl tu do 1am giam d6 quanh ctia dom & phdi c6 mu hogc
khﬁng bang cach tach d6i cdu ndi disulfua trong mucoprotein va tao didu kién tong dom ra
ngodi bang ho, dan luu tu thé hogc bing phwong phép co hoc.

14. Pic tinh dwge dong hoc:

Hép thu: Sau khi ding dudng udng, hiu hét acetylcystem duoc hip thu nhanh chéng va
chuyen hoéa & gan thanh cytein, mot chit chuyén hoéa c6 hoat tinh, cling nhu diacetylcystin, \
O

(‘vq'rm va cac hnn hrm dtqnln}'nd khic,

AN

I \'o
Phdn_bé: Do chuyen hoéa buéc mot qua gan manh, sinh kha dyng dwong udng cia %\
acetylcystem rét thip. O ngtrm nong d6 t6i da trong huyet thanh dat duge sau 0,5 — 1 gid khi
udng liéu 200 — 600mg. Thudc lién két véi protein huyét tuong khoang 83%.

Chuyén héa: Acetyleystein va céc chét chuyén hoa ciia né ton tai dudi ba dang khac nhau
trong ndi tang: mot phﬁn & dang tir do, mot phén lién két vGi protein huyét tu(mg va mdt
phén két hop v&i amino acid. Acetyleystein dugc bai tiét hau hét & dang chét chuyén hoa
khong con hoat tinh théng qua than. Thei gian béan thai clia acetylcystein x4Ap xi 1 gi¢r va chil
yéu dugc x4c dinh boi su chuyén hoa nhanh chéng & gan. Do d6 & nhiing ngudi suy giam
chirc ning gan, thoi gian ban thai ctia thube c6 thé kéo dai 1én 8 gio.

Thdi trie: DY thanh thai than c6 thé chiém 30% dd thanh thai toan than. Thé tich phén b 12
0,47 lit/kg.

15. Quy cach dong goi:
Hop 30 géi x 1,0 g thudc bdt ubng, kém theo t& huéng din sir dung thude.
16. Picu ki¢n bio quin, han ding, tiéu chuin chét lwong ciia thude:
Diéu kién bao quan: Béo quan noi khd, tranh sanh séng, nhiét d duéi 30°C.
Han ding: 24 thang ké tir ngay san xut.
Tiéu chudn chit lugng: TCCS PBC.RASPCFP286-00
17. Tén, dia chi ciia co s& san xuit thude:
Cong ty cd phan Dugc phdm Trung wong I — Pharbaco
160 Tén Ptrc Thing — Hang Bot — Péng Pa — Ha Noi — Viét Nam
“Harerc®
Sén xudt tai: Thach L3i — Thanh Xuin — Séc Son — Ha Noi — Viét Nam
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