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TO HUGNG DAN SU DUNG THUOC
1. TEN THUOC: LUMAN ACETYLCYSTEINE CAPS
2. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC

Dé xa tam tay tré em

Poc kp huong dan sir dung trieée khi ding
3. THANH PHAN CONG THUC THUOC
MJdi vién nang ctmg ¢6 chira:
Thanh phén hoat chat: Acetylcystein 200 mg
Thanh phan td duge: Microcrystalline cellulose 102, magnesi stearat, colloidal anhydrous
silica, vo nang cimg s6 1
4. DANG BAO CHE
Vién nang cimng
Mb ta: Vién nang cimg ngoc trai mau xanh - triing, ¢& nang sb 1, bén trong chira bét thude
mau gan nhu tring.
5. CHI PINH
a. Viém phé qudn man tinh
Trong trudmng hop viém phé quan man tinh (COPD - bénh phdi tic nghén man tinh) biéu hién
biing ho man tinh, c6 dom va khé the gdy ra boi nhiém tring dudng hé hap man tinh va mét
can biing oxy héa man tinh véi chirc ning phoi toi thiéu duy tri + 50% gié tri binh thuong, chi
dinh diéu tri acetylcystein trong thdi gian dai nhidm giam nguy co va mirc d6 nghiém trong
cua dot cép.
b. Uxo nang
Trong trudmg hop xo nang, viée didu tri bing dudmg uéng cd thé bd sung cho viée diéu tri
bang khi dung vi tinh linh hoat cao.
c. Rbi logn dwéng hé hip cap tinh
Acetyleystein duge coi nhu bién phép diéu trj triéu chimg dé lam loang dom va giam tiét dich
nhdy trong cic bénh vé dudng ho hdp trén va dudi.
6. CACH DUNG, LIEU DUNG
Cdch diing:
Udng ca vién nang cling nudc
Liéu diing
Viém phé quin man tinh
- Tré em 2-7 tudi: 400 mg (120-600 mg) chia thanh 2 hodc 3 lan/ngay. Vi dy, 1 vién 200 mg,
2 lan/ngay.



- Neudi 16n va tré em trén 7 tudi: 600 mg mdi ngay chia thanh 1-3 lan. Vi du, SiFX
nang 200 mg x 3 lan/ngay

U xo nang

- Tré em 2-6 tudi: 120-600 mg moi ngay
- Nguoi 1on va tré em trén 6 tudi: 600 mg/ngay. Vi dy, sir dung 1 vién 200 mg x 3 lan/ngay.
No6i chung lidu nén dugc diéu chinh dua trén tinh trang bénh nhéan. Thoi gian diu trj c6 thé
thay ddi tir mét vai tudn dén mot vai thang va c6 thé khong lién tuc trén cac doi tugng 6 thai
gian diéu tri phu thudc vao stc khoe tong thé.

Roi logn dwong hé hap cdp tinh

- Tré em 2-7 tudi: 400 mg (120-600 mg) mdi ngay chia thanh 2-3 lan. Vi du, sir dung 1 vién
200 mg x 2 lin/ngay.

- Nguori 16m va tré em trén 7 tudi: 400-600 mg mdi ngay chia thanh 1-3 1an. Vi du, sir dung 1
vién 200 mg x 2-3 lin/ngay.

7. CHONG CHI PINH

- Qué man véi acetylcystein hodc bét ky thanh phin nao cta thudc

- Khéng ding cho tré em dudi 2 tudi.

8. CANH BAO VA THAN TRONG KHI DUNG THUOC

Bénh nhan hen phé quan cén dugc theo ddi chit ché trong qua trinh didu tri. Néu xay ra co
thit phé quan, phai ngimg sir dung thudc ngay 1ap tirc va bit d4u didu tri bing céc bién phép
can thiét.

Cén than trong & nhimg bénh nhan c6 tién sir loét da day té trang hodc c6 nguy co xuét huyét
tiéu hoa (tién sir bénh loét da day ta trang, gidn tinh mach thyc quan), dic biét khi dung déng
thoi véi céc thube khac c6 tac dung kich tmg niém mac da day. Tuy nhién, cic nghién ciru
trén dong vat va kinh nghiém ddi véi acetylcystein khong cho thdy ting nguy co kich tng
niém mac da day vdi liéu 1én t&i 600 mg/ngay

Acetylcystein ¢é thé lam ting mirc d6 non. Viéc sir dung acetylcystein, dic biét khi bat dau
diéu trj c6 thé héa 1ong dich tiét phé quan va tang thé tich cta dich. Néu bénh nhan khong thé
ho ra, duomg hé hap phai dugc giit thng thoang bing din luu tur thé hodc bang cach hit dom.
Chit nhiy c6 thé giy tic ngh&n dudng hé hip & tré em dudi 2 tudi. Do dic diém sinh ly cia
dudng ho hdp & lra tudi ndy, viéc khac dom c6 thé bi han ché. Do d6, khong nén sir dung
thudc tiéu nhay cho tré em dudi 2 tudi.

Céc triéu chimg di tmg bao gém ndi mé day toan than di duoc bao cdo. Ngung sir dung thudc
néu céc triéu chimg khong dugc kiém soat.

9. SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU



Kha ndang sinh san
Khong c6 dir lidu vé tic dung cua acetylcystein ddi v6i kha nang sinh san\ény
nghién ctru trén dong vat cho thiy khong c6 tac dung cé hai trén kha ning sinh s3
liéu khuyén céo.
Phu nit ¢o thai
C6 rit it dit liéu vé viéc sir dung acetylcystein & phu nit mang thai. Cac nghién ctru trén dong
vat khong cho thdy bit ky tic dong c6 hai truc tiép hodic gian tiép nao dén sinh san. Tuy
nhién, giéng nhu tit ca cac loai thudc, khi ding trong thoi ki mang thai, can c6 sy gidm sat
chat ché cua bac si trén co s¢ cén nhic lgi ich vugt trdi nguy co. Nén tranh sir dung thude
trong thoi gian mang thai.

Phu nit cho con bu

Chua ¢6 di¥ lidu. Chi sir dung cho phu nir cho con bu khi da cin nhic loi ich, nguy co dbi véi
phu nir cho con b1 va tré bu me.

10. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Acetylcystein khong cé hodc cé anh huong khong dang ké dén kha ning lai xe va van hanh
may moc.

11. TUONG TAC, TUONG KY THUOC

Tuong tac thuée

Céc nghién clru tuong tac chi duge thuc hién ¢ ngudi Ién. Dung dong thoi nitroglycerin va
acetylcystein c6 thé din dén ha huyét ap va ¢6 thé giy gidn dong mach tam thoi. Néu ding
ddng thai nitroglycerin va acetylcystein, bénh nhan nén dugc theo doi huyét 4p va dwge canh
bdo ¢6 thé xuit hién dau dau.

Céc thude ho va acetylcystein khong nén diing dong thoi, vi giam phan xa ho c6 thé din dén
tich tu cac dich tiét phé quan.

Dung ddng thoi acetylcystein va carbamazepin c¢6 thé lam giam ndng d¢ carbamazepin trong
méu xubng dudi mirc diéu tri.

Acetylcystein ding dudng udng khong anh huong dén sinh kha dung cia amoxicillin,
erythromycin, doxycyclin, becampicillin, thiamphenicol, va amoxicillin két hop vdi acid
clavulanic. Sy két hop véi céc khang sinh khic khéng dugce ghi nhan. Tuy nhién, khuyén céo
khi uéng khéang sinh hay cac thudc khac khi cén thiét, nén udng 2 gi¢r trude hodc sau khi diing
acetylcystein hodc chgn dudong dung khdc.

Vi dic tinh tao phire, acetylcystein co thé lam giam sinh kha dung cua céc mudi kim loai

nang nhu vang, mudi canxi, mudi st. Trong trudmg hgp khong c6 di liéu cu thé vé dic tinh



nay, khuyén co nén tranh dimg déng thi acetylcystein véi cée thude ny ho?
dung khac.

Than hoat tinh ¢6 thé 1am giam tac dung cua acetylcystein.

anh huéng dén két qua xac dinh ceton trong nudc tiéu.

Twong ky ciia thudc

Céc nghién ciru trong 6ng nghiém da chi ra ring acetylcystein tac dng hodc e ché mét sb
loai khang sinh khi trén trgc tiép. Nhimg loai khang sinh nay bao gdm tobramycin,
netilmicin, piperacillin, ampicillin natri, erythromycin lactobionat, cefsulodin, ceftazidim,
imipenem. Do d6, khong nén hoa tan acetylcystein cung véi céc loai thude khac.

12. TAC DUNG KHONG MONG MUON CUA THUOC

Céc tic dung phu phd bién nht lién quan dén viéc udng acetylcystein 1 trén dudng tiéu hoa.
Cic phan {mg qué man bao gdm séc phan vé, phan tmg phan vé/gia phan vé, co that phé
quan, phit mach, phat ban va ngira it dugc bdo céo.

Ty 1& phan trim céc trudng hop c6 thé xdy ra cia mjt s6 tac dung khéng mong mubn; rit phd
bién: > 1/10; thwong gip: > 1/100, < 1/10; it gap: = 1/1000, < 1/100; hiém gap: > 1/10000, <
1/1000; rt hiém gap: < 1/10000 v chua r& (khong thé wde tinh tir di liéu hién c6).

Hg¢ co quan It gip Hi¢m giip Rit hiém gip Chwa ré
Hé thing mién | Qua man Soc phan vé, phan
dich ung phan v¢, phan

ing gia phan vé

Hé than kinh Dau dau
Tai va tai trong | U tai Chong mit
Tim mach Nhip tim nhanh
Mach mau Xuat huyét
Ho hép Viém xoang, tang | Co thit phé

tidt dich  phé | quan, khé ths

quan.

Tiéu hoa Non mtra, tiéu Kho tiéu
chay, viém
mi¢ng, dau bung,

buon nén




Hé co quan It gip Hi¢m giip Rét hiém gip

Da va md du6i da | Mé day, ban do, | Phat ban

phu mach, ngira

Tinh trang chung | S6t

Xét nghiém Giam huyét 4p

Trong mét sé truong hop rat hiém, cdc phan img da nghiém trong nhu héi chimg Stevens-
Johnson va hoi chimg Lyell di dugc bdo cdo 1a ¢6 lién quan dén thoi gian st dung
acetylcystein. Trong hdu hét cac truong hop, thudng xac dinh cé it nhit mét thude khac nghi
ngd duge ding ddng thoi. Do d6, khuyén céo ring néu xudt hién céc tri¢u chimg bat thuong
trén da hodc niém mac, can n gung sir dung thuéc va dén co s y té dé duogc tro giup.

Sur giam két tap tidu cau khi c6 acetylcystein da dugc x4c nhan trong mot s6 nghién ciru chua
¢6 y nghia 1dm sang.

Phai béo cdo céc phan tmg bét loi nghi ngd sau khi thude duoc cap phép luu hanh. Béng céch
ndy, sw can bing gifra lgi ich va ri ro cia thube c6 thé duge theo ddi lién tyc.

13. QUA LIEU VA CACH XU TRi

Déc tinh cuia acetylcystein thdp. Cac tinh nguyén vién khée manh dugc dung 11,2 g
acetylcystein mdi ngay trong ba thang ma khong xay ra tdc duyng phu nghiém trong no. Liéu
udng acetylcystein 1én tdi 500 mg/kg trong lugng co thé dugc dung nap ma khéng cé bét ky
triéu chirng ngd djc nao.

Triéu ching

Quié liéu c6 thé din dén c4c triéu chimg tiéu héa nhu budn non, non va tiéu chay.

Diéu trj

Khong c6 thude giai doc diic hiéu cho acetylcystein; diéu tri tridu chimg.

14. PAC TINH DUQC LUC HQC

Nhém thude: Thude long dom

M3i ATC: ROSCBO1

Co ché tic dung

Acetylcystein ¢d tic dung hda long chit nhdy théng qua quéd trinh khir polyme ciia
mucoprotein va cic dai phan tir acid nucleic. Tc dung nay la do nhém thiol pha v& céc lién
két disulfid va do d6 lam gidm d¢ nhét cia dich tiét. Do d6, acetylcystein c6 tic dung loai bd

cac chat nhay




két truc tiép véi nhom 4i dién tlr cia cée gbc oxy héa (oxy tyr do, anion superoxid va goc

hydroxyl). Do do6, acetylcystein bao vé al-antitripsin, mgt enzym irc ché elastase, khoi bi bit
hoat bai acid hypochlorous (HOCI), mdt chat oxy héa manh dugc tao ra bdi enzym
myeloperoxidase trong céc qué trinh thuc bao

Tae dung dwgc lre hoe

Nh¢ dic diém cdu tric phan tir, acetylcystein c¢6 thé dé dang di qua mang té bao. Trong té
bao, acetylcystein bi khir acetyl dé tao thanh L-cysteine, mdt acid amin dong vai trd quan
trong trong qué trinh tdng hop glutathion (GSH). Do d6, acetylcystein c6 téc dung chng oxy
héa théng qua vai trd la tién chit cia GSH. GSH 13 chit bao vé té bao chinh chéng lai cac
gbc oxy héa, ca ngoai sinh va ndi sinh, va chdng lai mot s6 tic nhan giy ddc té bao, bao gbm
ca paracetamol. Paracetamol c6 tic dyng gy doc té bao thong qua viéc lam giam GSH.
Acetyleystein 12 thudc giai d6c dac hidu cho nhiém doc paracetamol.

Piéu tri sém bing acetylcystein ngin ngira nhiém ddc gan, suy than va tir vong do ngd ddc
paracetamol. Co ché hoat déng vin chwra duge lam 13 hoan toan. Acetylcystein c6 thé duy tri
hozc khéi phuc ndng do glutathion bi méit do chit chuyén hoa ctia paracetamol. Bing cach
tao ra cystein va glutathion, acetylcystein thic diy qué trinh bai tiét cac chét chuyén héa doc
hai cuia paracetamol théng qua két hop véi cystein va glutathion.

Acetylcystein ciing s€ hoat djng nhu mqt sulfat két hop voi paracetamol va tang bai tiét.

15. PAC TiNH DUQC PONG HQC

Hip thu

O ngudi, acetylcystein dwgc hdp thu hoan toan sau khi uéng. Khéng cé su khic biét giita céc
dang bao ché khac nhau. Nong d¢ ti da trong huyét trong dat duge sau 1 gid, vao khoang
1,3 gio.

Phén b6

Acetylcystein phan bé trong co thé & ca dang khong chuyén héa (20%) va dang chuyén héa
(¢6 hoat tinh) (80%), chit yéu dén gan, than, phdi va dich tiét phé quan.

Acetyleystein duge tim thdy trong co thé & ba dang: dang tu do (22%), dang lién két véi
protein thong qua ciu ndi disulfid khong bén (16-22%) va dang lién két véi protein dudi dang
acid amin (58-64% ).

Ty 1& gin protein huyét twong cua thudc & chudt 1a 82% va & ché la 97%. Khéng c6 dir liéu



vé ty 1& nay & ngudi. Sau khi ubng 600 mg acetylcystein 3 gidy, ham lwong g
déng ké trong dung dich rira phé quan. Diéu nay chimg to rang mirc liéu nay g
sinh hoc déng ké.

Chuyén héa va thai trir

Acetylcystein duge chuyén héa boi céc esterase trong rudt (sau khi uéng) va gan thanh sulfat

v0 co, cystein, cystin va diacetylcystein.
Céc chat chuyén héa chi yéu duge thai trir qua nudce tiéu. Dudi 1% lidu ban déu dugc bai tiét
dudi dang khong doi.
Sau khi uéng, thoi gian ban thai cua acetylcystein tur do 12 60-90 phut va thdi gian ban thai
trung binh cia acetylcystein toan phan 13 6,25 gid (4,59 dén 10,6 gid). Thoi gian bén thai
twong (g ctia giai doanphén bd trung binh 12 0,12 gid v cua giai doan thai trir 1a 60 phut.
16. QUY CACH PONG GOI
Hop 2 vi x 10 vién nang cing (vi PVC/Alu, vi Alu/Alu), kém t& hudng dan sir dung thudc.
Hoép 5 vi x 10 vién nang cimg (vi PVC/Alu, vi Alu/Alu), kém t& huéng dén sir dung thude.
Hop 10 vi x 10 vién nang cimg (vi PVC/Alu, vi Alw/Alu), kém t& huéng dan sir dung thudc.
17. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG THUOC
- Piéu kién bio quan: Bio quan trong bao bi kin, noi khé rdo, tranh dnh séng, nhiét d§ khong
qua 30°C.
- Han ding: 36 théng ké tir ngay san xuét.
- Tiéu chuén chit lugng: Tiéu chuin co s&
18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
CONG TY CO PHAN DUQC - VAT TU Y TE THANH HOA
Dia chi: S& 04 dudng Quang Trung, phudng Ngoc Trao, thanh phd Thanh Héa, tinh Thanh
Hoéa
SDT: 0237 3737888 Hotline: 1800 8140

Luman® 13 nhin hiéu thuong mai da dang ky ctia Thephaco
thephoco  §§ 232 Tran Phi, Phurdng Lam Son, Thanh phd Thanh Héa, Tinh Thanh Héa.



