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Thanh phdn: M&i géi thude bt pha
hén dich uéng chija

Thudc bét pha hén dich udng

ACEMETIN

: Acetylcystein 200mg

Acetylcystein, 200mg
Té dugevd....... 1 goi
Chi dinh - Chéng chi dinh - Cach
ding- Liéu ding va céc théng tin
khie: Xem té hudng dan sir dung thudc
kém theo,

Bao quan: Noi khé, nhiét 46 dudi 30°C
Tiéu chudn ap dung: TCCS

D€ xa tim tay tré em.

Boc ki hudng din sif dung trude khi
ding

Sdn xudt tal:

CONG TY CP DUCTC PHAM HA TAY
SDK 7

S6l65X

HD

Hop30gdix1,0g

|GMP-WHO

Thuéc bét pha han dich uéng

ACEMETIN

Acetylcystein 200mg
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Compositions: Each sachet pi Q
for oral suspension contains:
Acetylcysteine..
Excipients g
Indications - Contraindications -
D ge-A A inictrath and
other information:
See the package insert inside.
Storage: Store in a dry place, below
309¢
Specifications: Manufacturer's
Keep out of reach of children.
Carefully read the accompanying
instructions before use.
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Powder for oral suspension

ACEMETIN

Acetylcystein 200mg

Manufactured by:

HATAY PHARMACEUTICAL J.5.C
Population groups No. 4 - La Khe - Ha
Dong - Ha Noi

Thanh phan: Mdi géi thuée bat pha
hén dich udng chua:

Acetylcystein. 200mg
Ta duge vd., gai
Chi dinh - Chéng chi dinh - Cach
ding - Liéu ding va céc théng tin
khéc: Xem t& hudng din s dung
thudc kém theo.

Béo quan: Nai khé, nhiét do dudi 30°C

Tiéu chudn ap dung: TCCS

Pé xa tdm tay tré em.

Poc kj hudng dan sl dung trudce khi
ding

San xuat tal:

CONG TY CP DUOC PHAM HA TAY
Té dan phd s6 4 - La Khé - Ha Dong -
Ha Néi

SPK (Reg.No)

548 16 5X (Lot.No)

Ngay SX (Mfg.Date) :

HD (Exp.Date)




HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

1. Tén thuéc: ACEMETIN
2. Thanh phan: M3di goi (1,0g) thanh phim chira:

Acetylcystein 200mg

Ta dugc vd 1 gbi Z5a00307 95N
(Td duwoc gom: Aspartam colloidal silicon dioxid, bt hwong cam, bot hfong da
3. Dang bao ché: Thubc bot pha hdn dich udng
4. Dic tinh dwgc lyce hoc, dm;'c dong hoc:
- Dwoge lwe hoe o
Acetylcystem (N - acetylcystein) 1a din chét N - acetyl cua L - cystein, nigt-a
nhién. Acetylcystem c6 tac dung lam tiéu chat nhay do sulhydryl tu do lam g d
cia dom ¢ phoi c6 mu hodc khong bﬁng céach tach doi cau noi disulfua trong mucoprotein
v tao thuan loi dé tong dom ra ngoai bing ho, din luu tu thé hodc bang phuong phap co
hoc.
- Dugc djng hoc
Hap thu: Sau khi udng, acetylcystein dugc hip thu nhanh & duong tidu héa va bi gan khir
acetyl thanh cystein va sau d6 dugc chuyén héa.
Phdn bé: Pat ndng do dinh huyét trong trong khoang 0,5 dén 1 gio sau khi uéng liéu 200
dén 600 mg. 83% thudc gén véi protein huyét trong. Thé tich phan bd Vd 12 0,47 lit/kg.
Chuyén héa: Chuyén héa trong gan thanh cystein (chit chuyén héa c6 hoat tinh dugc 1y),
diacetylcystein, cystein va disulphides hn hop.
Thdi trie: Acetylcystein dugc thai ra hau nhu chi fr dang céc chét chuyén héa khong hoat

acetylcystem khoang 1 gio va chu yéu dugc xac dinh boi sy chuyén/fida ¢-gan nhanh. Chirc
ning gan suy yéu dan dén thoi gian ban huy trong huyét twong keo dai 1én dén 8 giv. PO
thanh thai & than chiém 30% do thanh thai toan than.

5. Quy cédch déng go6i: Hop 30 géix 1 Og

6. Chi dinh, liéu ding, cich dung va chong chi dinh:

- Chi dinh: Pugc dung 1am thudc tiéu chit nhiy trong bénh nhay nhét (mucoviscidosis),
bénh ly ho hdp c6 dom nhay quanh nhu trong viém phé quan cdp va man tinh, viém miii,
viém thanh quén, viém xoang, viém tai gifra tiét dich.

- Cach ding va liéu dung

* Cach dung: Hoa tan goi thuoc trong ce da c6 sin nude dun soi dé nguoi, ubng thubce
ngay sau khi hoa tan. Phai uong thude ngay sau bira an vi acetylcystein co thé phan tng véi
mot s kim loai diic biét 1a sit, niken, dong. ..

* Liéu ding:

Ngueoi I6m va tré em trén 7 tuéi: Ubng 1 géi/lan x 3 lan/ngay.

Tré em 2- 7 tuéi: Ubng 1 goi/lan x 2 1an/ngay.

- Chong chi dinh:

Man cam v6i mot trong cac thanh phén ciia thude.

Tién st hen (nguy co phan tmg co thit phé quan véi tit ca céc dang thubc c6 chira
acetylcystein).

Tré em dudi 2 tudi.

7. Thén trong:

Phai gidm sat chat ch& ngudi bénh c6 nguy co phat hen, néu ding acetylcystein cho nguoi
¢6 tién str di ing; néu c6 co thit phé quan, phai ding thudc phun mu gidn phé quan nhu
salbutamol (thudc betas adrenergic chon loc, tic dung ngén) hoic ipratropium (thudc khang
muscarin) va phai nglrng acetylcystein ngay.

Khi diéu tri véi acetylcystein, c6 thé xuat hién nhidu dom lodng & phé quan, can phai hat dé
ldy ra néu ngudi bénh giam kha ning ho.



Séc phan vé din den tr vong khi dung acetylcystein da dugc béo céo, thudng xay ra trong
khoang 30-60 phiit, cén theo doi va ngimg thudc néu phan g xdy ra va xir Iy kip thoi.

Kiém sodt chit ché hon 601 v0i tré em va ngudi bénh c6 thé trong dudi 40kg.

Néu c6 non dir doi khi udng thudc thi cin theo doi chay mau da day hogc gian thyc quan,

loét da day.

- Sw dung thude cho phu nir ¢6 thai va cho con bii: Do chua c6 dir li¢u nghién ctru trén
ngudi nén chi sir dung thuéc cho phy nit ¢6 thai va cho con bu khi that can thiét theo su chi
dan cu thé cua thay thudc. -

- Sir dyng thudc cho ngudi 14i xe va vén hanh mdy méc: Do thube c6 cac tac dung khong
mong mudn: budn ngt, nhirc diu, 0 tai...véi tAn suét it gip, can than trong chenguoiddi xe
va van hanh may méc. “
8. Twong tac thudc:

- Acetylcystein 1a mét chat khir nén tuong tac véi céc chit oxy-hoa.
- Khong duoc ding dong thdi céc thude ho khéc hogc bat cir thube nio 1
quén trong thm glan dlCl.l tr1 bing acetylcystem

- Dung dich acetylcystein tuong ky vé ly hoc véi diu iod, trypsm va hydrogen peroxyd.
9. Tac dyng khong mong muén ciia thube: Acetylcystein c6 gidi han an toan rong.Tuy
hxem gip co thit phé quan trong lam sang do acetylcystein, nhung van c6 thé xay ra véi
thudc c6 chira acetylcystein.

Thuwong gap, ADR > 1/100

Tiéu hoa: Budn nén, nén

Tim mach: D6 birng, pha, tim dép nhanh

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

Thén kinh: Buén ngu, nhtrc déu, U tai.

H6 hip: Viém miéng, chay nuéc miii nhiéu, ran ngay.

Da: Phét ban, may day

Hiém gép, ADR> 1/1000

Toan than: Co thit phé quan kém phan g dang phan vé toan tha
* Hwémg dan cach xir tri ADR:

- Ding dung dich acetylcystein pha long ¢6 thé lam giam kha ning gdy non nhiéu do
thudc.

- Phai didu tri ngay phan ng phan v¢ bing tiém dudi da adrenalin, tho oxy 100%, dat ndi
khi quan néu can. Truyen dich tinh mach dé ting thé tich huyét twong, hit thudc chii vén
beta-adrenergic néu co thit phé quén, tiém tinh mach 500 mg hydrocortison hodc 125 mg
methylprednisolon.

- C6 thé (rc ché phan tmg qua min véi acetylcystein bao gdbm phat hong ban toan than,
ngtra, budn ndn, ndn, chéng mit bing ding khang histamin trudc.

10. Qua liéu va xir tri:

- Triéu chirg qua liéu: Qua liéu acetylcystein c6 triéu chimg twong tur nhu triéu chirng cuia
phan vé, nhung ning hon nhiéu: dic biét 1a giam huyét ap. Cac triéu chimg khac bao gbm
suy ho hip, tan méau, d6ng mau rai ric ndi mach va suy than.

- Cach xir tri: Khong c6 thude giai doc acetyleystein dic hiéu. Diéu tri qua liéu theo triéu
chung.

11. Khuyén cdo: Chua c6 bao céo

12. Piéu kién bao quén va han dung:

- Bdo quén: Noi kho, nhiét do dudi 30°C.

- Han ding: 24 thang tinh tir ngdy san xuit. Khong dung thudc da qua han sir dung. Khi
thdy bot thudc bi 4m mbe, vén cuc, chuyén mau, géi thudc rach, nhan thubc in s6 16 SX,
HD md...hay c6 cac biéu hién nghi ng khac phai dem thudc t6i tra lai noi ban hodc noi san
xuét theo dia chi trong don.




13. Tén, dia chi ciia co s san xuit:
Tén co sé sin xuit : CONG TY CO PHAN DUQC PHAM HA TAY
Pia chi: T dan phd s6 4 - La Khé - Ha Pong - TP. Ha Noi
PT: 04.33522203 FAX: 04.33522203
DT: 04.33824685 FAX: 04.33829054
14. Ngay xem xét sira ddi, cap nhit lai ni dung hwéng d i dung thude:
Ngay thang nim




HUOGNG DAN SU DUNG THUOC CHO NGUOI BENH

1. Tén thuée: ACEMETIN
2. Khuyén céo:
“Doc k¥ huéng dan sir dung trude khi dung”
“Pé xa tim tay tré em”
“Thong béao ngay cho bac sy hodic dugc si nhitng tic dung khong mong mudn gip phai khi
sir dung thudc”
3. Thanh phan, ham lwgng : M3i g6i (1,0g) thanh phém chira:

Acetylcystein 200mg

Té dugec vd . 1 géi
(Té dwge gom: Asparram colloidal silicon dioxid, bét h:rong cam, bot huongg
4. M6 ta sin pham: Bt thudc trong g6i déng nhét, mau tring hodc tring ./ :
toi, c6 mui thom nhe. 2
5 Quy cach déng géi: Hop 30 goi x 1,0g
6. Thuoc dung cho bt;nh gl"

¢6 dom nhdy quanh nhu trong viém phé quan cap va man tinh, viém mili, viem fhank uan,
viém xoang, viém tai giira tiét dich.

7. Nén diing thubc nay nhur thé nao va lidu lwgng?

- Cich diing: Hoa tan goi thube trong coc di c6 sin nude dun sbi dé ngudi, udng thudce
ngay sau khi hoa tan. Phai udng thudc xa bira an vi acetylcystein c6 thé phan tmg véi mot sé
kim loai dic biét 1a sét, niken, dong...

- Liéu ding:

Nguoi lon va tré em trén 7 tuoi: Uong 1 g6i/lan x 3 14n/ ngay.

Tré em 2- 7 tudi: Ubng 1 g6i/lan x 2 1an/ ngay.

8. Khi nao khong nén ding thude nay?

Ban min cam voi mot trong cac thanh phén ciia thudc.

Ban c6 tién sir hen (nguy co phan tmg co thit phé quan véi tit ca cac dang thube ¢6 chtra
acetylcystein).

Tré em dudi 2 tudi.

9. Tac dung khong mong mubn:

Acetylcystein c6 gidi han an toan rong.Tuy hiém gip co thit phé quan trong lam sang do
acetylcystein, nhung van c6 thé xay ra véi thudc c6 chira acetylcystein.

Thuong gap

Tiéu héa: Budn nén, ndén

Tim mach: D6 birng, phu, tim dép nhanh

It gdap

Than kinh: Budn ngu, nhirc dau, U tai. :

H6 hap: Viém miéng, chay nudc mili nhiéu, ran ngay.

Da: Phat ban, may day

Hiém gap

Toan than: Co thit phé quan kém phan tng dang phan v¢ toan than, s6t, rét run.

* Hwéng din cich xir tri ADR: ngirng dung thuoc

10. Nén tranh dung nhirng thudc hoic thye pham gi khi dang sir dung thudc nay?

- Acetylcystein 1a mot chit khir nén tuong tac vdi cac chit oxy-hoa.

- Khong dugce dung dong thori cac thude ho khac hodic bét cir thude nao 1am giam bai tiét phé
quén trong thoi gian diéu tri bing acetylcystein.

- Tranh dung acetylcystem cung v&i mot sO kim loai dédc biét 1a sit, niken, ddng va cao su va
tranh ding céc thue phim c6 chira céc kim loai ndy.

- Dung dich acetylcystein tuong ky vé ly hoc v&i ddu iod, trypsin va hydrogen peroxyd.

11. Cén lam gi khi mdt 1in quén khéng dung thude?



Ubng liéu da quén ngay khi ban nhd ra. Néu dén thoi gian udng liéu tiép theo thi bo qua liéu
da quen Khong nén dung liéu gap doi dé bu vao liéu da quén.

12, Can bio quin thubc nay nhw thé nao?

Dé xa tAm tay cta tré em. Bao quan thudc ¢ noi khé, nhiét do dudi 30°C.

13. Nhirng diu hiéu va triéu chirng khi diing thudc qua liéu?

Qua liéu acetylcystein c6 triéu chimg tuong ty nhu tri¢u ching cua phan v¢, nhung ning
hon nhiéu: dic biét 1a gidm huyét ap. Céc triéu chimg khic bao gébm suy ho hép, tan mau,
ddng mau réi rc ndi mach va suy thén.

14. Cén phai lam gi khi dung thudc qua lidu khuyén cf0?

Khong ¢c6 thude giai doc acetylcystein dic hidu. Ban phai dén co so y té dé d' Su-tri-hd tro va
diéu tri triéu chlmg N

15. Nhtmg dleu can than trqng khi diing thudc m‘ay"

sir di ung; néu c6 co thit phé quém phai dung thude phun mu gian phe fuan™

thuoc ngay. Khi diéu trj c6 thé xuit hién nhiéu dom lodng & phé quén, ?

ra néu ngudi bénh giam kha ndng ho. Thén trong khi diéu tri cho bénh nha

trang. Bénh nhén suy gan.

- Sir dung thudc cho phu nir c6 thai va cho con bii: Do chua cé dir liéu nghién ctru trén

ngudi nén chi sir dung thude cho phu nir ¢6 thai va cho con bu khi that can thiét theo sy chi

dan cu thé cta théy thude.

- Str dung thudc cho nguoi ldi xe va vin hanh may méc: Do thu AC tac dung khong

mong muon: budn ngu, nhirc dau, O tai...véi tan sudt it gip, cAn than tFong cho ngudi lai xe

va véan hanh may moc.

16. Khi nao cin tham van bac sy, duge si?

Khi cAn thém théong tin vé thude.

Khi thiy c6 nhirng tdc dung khong mong mubn gip phai khi sir dung thube.

Khi ding thudc ma thay triéu chirng cta bénh khong thuyén giam.

17. Han dung ciia thude:

- Han ding: 24 thang tinh tir ngay san Xuét. Khong dung thude da qua han sir dung. Khi

thiy bot thudc bi 4m méc, géi thude rach, nhin thudc in s6 16 SX, HD mo...hay c6 cac biéu

hién nghi ngo khac phai dem thudc t6i tra lai noi ban hodc noi san xuét theo dia chi

don.

18. Tén, dia chi, bleu twgng cia nha san Xuét:

Tén co' sé sin xuit : CONG TY CO PHAN DUGC PHAM HA TAY

Dia chi: T dan phé s 4 - La Khé - Ha Déng - TP. Ha Noi =
DT: 04.33522203. FAX: 04.33522203 p S Y Y
DT: 04.33824685 FAX: 04.33829054 ; Faa Y \

DUT

HATAPHAR

COMG TV CP DUGC PHAM

19. Ngay xem xét sira ddi, tAp nhét lai ndi dung hwéng din sir dung thudc:
Ngay thang nim

TUQ.CYC TRUONG
P.TRI JGNG PHONG
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