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Storage:
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e Pé xa tam tay tré em

1. Thanh phin céng thirc thude:
M&i géi thude bot udng;
- Thanh phén duge chit: AN om0 TR

- Thanh phén ta duge: Aspartam, Dextrose anhydrous, Bot mui cam, Mau sunset vellow lake,
Mui cam hat, Colloidal silicon dioxyd (Aerosil), Magnesi stearate.

2. Dang bao ché: Thude bot uéng.

M3 ti dang bao ché: Dang thudc bdt mau hfﬁng nhat, mii cam, vi ngot.

3. Chi dinh

HO tro lam loding chét nhay trong diéu tri rdi loan hé hip kém theo tang tiét chit nhdy nhét, dic.
4. Lidu lwgng va cich ding

Litu lwong:

Ngudi 16n va thanh thidu nién trén 12 tudi

200 mg (1 géi) 3 1an mdt ngay. Liéu khuyén cdo ti da hang ngay 600 mg/ngay.

Thei gian diéu tri phy thude véo tinh chit va mic d6 nghiém trong ctia bénh, va nén duoc quyét
dinh bai bac si diéu trj cho bénh nhan d6i véi ngudi 16n va thanh thiéu nién.

Thém véo lwgng nhiéu chit 1ong hd tro téc dung lam loang chét nhdy cia acetylcystein.
Cich dung:

Hoa tan hoan toan luong thube trong mét goi vao ly ¢6 chira mdt it nude ngay trude khi sir dung,
khudy khi cén bing thia ca phe.

5. Chong chi djnh
Khéng sir dung ACETYLCYSTEIN 200 MG khi:

» Qué mén véi hoat chét, chét twong tr v& mit héa hoe khéc (vi du nhu carbocistein, erdostein
hoiic mecystein) hodc voi bit ky t4 duge ndo ciia thude

» Phenylketon niéu, vi san phim nay c¢6 chita aspartam.
6. Canh bdo va thin trong

Bénh nhan hen phé quan cin duoc theo ddi chit ché trong qua trinh diéu tri; néu co thit phé
quan xay ra, nén ngimng didu tri bang ACETYLCYSTEIN 200 MG ngay lap tic.

1/6

https://trungtamthuoc.com/




Str dung acetylcystein, diic biét khi bat diu diéu tri, c6 thé héa long chét tiét phé quan va ddng
thoi lam ting thé tich cuia ching. Néu bénh nhan khéng thé long d&m higu qua, dé trdnh gitr lai
dich tiét, nén dén luu tu thé va hat khi quan.

Khéng c6 nghién ctu vé hiéu qua va do an toan cia acetylcystein 200 mg ba 1dn mdi ngay &
nhom doi tuong vi thanh nién. Tuy nhién, cdc phan Gng c6 hai tir nhe dén ndng da duoc bao cdo
khi str dung acetyleystein IV & ngudi 16m va thanh thidu nién.

Thude nay c6 chia aspartam, 12 m6t ngudn phenylalanin. Didu nay c6 thé gy hai cho nhitng
ngudi bi phenylketon niéu.

Thude nay ¢6 chira chit tao mau duge goi 12 sunset yellow (E110), c6 thé gdy phan ting di ting.
Acetyleystein co thé gy nhidu cho phwong phép xét nghiém so mau dé xéc dinh salicylat.
Acetylcystein c6 thé can thiép vio céc xét nghiém keton trong nude tidu,

Khi mé géi, bot ¢6 thé ¢d mii luu huynh (mui tring thdi). Py 1a mot dic tinh binh thudng cua
hoat chét. Khi thém nude, dung dich s& c6 mui cam quyt.

Canh bdo ta dirge

Thude cé chira aspartam, 1a mdt ngudn phenylalanin, ¢6 thé gay hai néu bi bénh phenyl keton
niéu (PKU). Mét rdi loan di truyén hiém giip, do co thé khong loai bo phenylalanin, géy tich Iy
phenylalanin. Chwa cé bang chimg phi ldm sang hay lam sang dé danh gid viéc si dung
aspartam cho tré dudi 12 tuan tudi.

Mau sunset yellow lake cé thé géy cdc phan g di img.
7. S dung thude cho phu ni# ¢6 thai va cho con bi

Sir dung thude cho phu nit ¢o thai

Céc nghién ciru trén dong vat khong chi ra téc hai truc tiép hosc gidn tiép dbi v6i doc tinh sinh
san (xem Dir li¢u an toan tién 1im sang). Nhu mot bién phép phong ngira, t6t nhét 1a tranh sir
dung ACETYLCYSTEIN 200 MG trong khi mang thai.

Str dung thude cho phu nit cho con bt

Khong c6 di thong tin vé su tiét acetylcystein vao stta me. Khéng thé loai trir rii ro déi véi tré
moi sinh/tre so sinh.

8. Anh hwéng ciia thude 1én kha ning lai xe, vin hanh may mée

Khéng ¢6 nghién cu ndo dugc thuc hién vé anh huéng cia thube dén kha niing 14i xe hodc sir
dung may moc. ACETYLCYSTEIN 200 MG chua duge biét vé sy anh huong dén kha niing 14i
xe va st dung may mac.

9. Twong tic, twong ky ciia thude

Tuong téc cua thude véi cac thude khac va cac loai trong tac khac

Khong nén ding dong thoi thude chéng ho va acetylcystein vi 1am giam phan xa ho c6 thé dén
dén tich tu dich tiét phé quan.

Than hoat ¢6 thé lam giam tac dung cia acetylcystein.
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Khong nén trén ACETYLCYSTEIN 200 MG v6i céc san phim thudc khéc.

Céc thir nghiém in vitro cho thiy khi trdn khang sinh cephalosporin va acetylcystein, cé mét
mie d lam mat hoat tinh cta khang sinh. Nén than trong khi khuyén ding khéng sinh udng it

nhiit hai gid trude hodc sau khi ding acetyleystein.

Sir dung dong thai nitroglycerin va acetyleystein géy ha huyét &p déng k&, din dén gian déng

mach thai duong va cé thé khoi phat dau déu,

Néu phai ding ddng thoi nitroglycerin va acetyleystein, bénh nhan cin duge theo dai va canh

béo vé tinh trang ha huyét ap co thé trim trong va kém theo dau du.

Twong ky cia thude

n F; *a - ; o A - ~ = A . s £
Do khéng ¢6 céc nghién ciru vé tinh tuong ky cua thude, khéng trén lan thude nay voi cac thuoc

khéc.

10. Tdc dung khéng mong mudn (ADR)

Céc phan g ¢6 hai duge liét ké dudi ddy, phén loai theo hé co quan va tin suit.

Phin loai theo

Tén suat/ Tac dung khéng mong mudn

bung, bu6én nén

hé co quan
It gap Hiém gap Rét hiém gip Chua dugc biét
(> 1/1.000 dén | (= 1/10.000 dén | (<1/10.000)
< 1/100) < 1/1.000)
R&i  loan hé | Qua min S6c phan vé,
mién dich phéan vé&/phan
ung phan vé

Réi loan hé | Nhic diu
than kinh
Réi loan tai va | U tai
dudng rbi trong
tai
Réilogntim | Nhip tim nhanh
Réi loan mach | Ha huyét ap Xuat huyét
mau
R6i loan hod Co thit phé
hip, nguc va quan, khoé tha
trung thét
R6i loan tiéu | Nén mua, tiéu | Kho tiéu
hoa chay, viém

miéng, dau

https://trungtamthuoc.com/

3/6

108
IN

iAR

=~
- |
(=

It



R6i logn da va | May day, phat

mo dudi da ban, phit mach,
ngura
Cic rbi loan | St Phil mit

chung va tinh
trang tai noi s
dyng thude

Sur xudt hién cua cac phan tng da nghiém trong nhu hdi ching Stevens-Johnson va hoai tir
thugng bi nhiém doc da duge bdo cdo ¢ lién quan dén thoi gian khi sir dung acetyleystein.
Trong hau hét céc truong hop nay, ft nhat mét loai thude khac dugce s dung cung lic, cd thé lam
tdng tic dung trén niém mac da duge md ta.

Trong trudmg hop t6n thuong da va niém mac téi phat, cin duoc tir vén y té ngay va ngimg sir
dung acetylcystein ngay lap tirc.

Giam két tip tiéu ciu trong mdu khi cé su hién di¢n cia acetylcystein @ duoc xdc nhén boi
nhiéu nghién ciru khac nhau. Sy lién quan vé mit lam sang van chua dwoc 1am 13 cho dén nay,
11. Qua liéu va cach xi tri

Qud lidu céip tinh acetylcystein c6 thé gay ra céc triéu chimg vé tiéu héa nhu budn nén, non va
tiéu chay.

Diéu tri qua lidu

Diéu trj qud liéu bao gdm didu tri tri¢u chirng va didu tri hd tro duoe chi dinh theo tinh trang 14m
sang cua bénh nhéan.

12. Pac tinh duwoe lue hoe
Nhom duge 1y: Thude lam lodng dom.
Ma ATC: ROSCBO1.

N-acetyl-L-cystein (NAC), thanh phin hoat chét trong ACETYLCYSTEIN 200 MG, thé hién
tac dong hoéa long - 1am loding dom manh mé trén céc chat tiét nhdy va nhét bing cach giai tring
hop cac phirc hop mucoproteic va cdc acid nucleic tao d nhét cho thiy tinh thé va thanh phén
mu ctia dom va cac chét tiét khac.

Hon nila, acetylcystein 6 tic dung chdng oxy héa truc tiép, c6 nhom 4i nhén thiol (- SH) tvr do
¢6 kha ning tuong tdc truc tiép voi cac nhém 4 dién tir clia céc gbc oxy héa. Phat hién gén day
dugc quan tdm dic biét la acetyleystein bdo vé enzym al-antitrypsin trc ché elastase khoi su bat
hoat boi acid hypochloro (HOCI), mét chét oxy hoa manh duwgc tao ra bdi enzym
myeloperoxidase cia cdc té bao thuc bao duge hoat héa. Do ciu tric phén tr cta no,
acetylcystein ¢6 thé d& dang di qua mang té bao. Bén trong & bao, NAC duoc deacetyl hoa
thanh L-cystein, mét acid amin thiét yéu dé tong hop glutathion (GSH).

GSH la mét tripeptid ¢6 hoat tinh cao duge tim thay phé bién trong cac md khac nhau cta dong
vat va rit cin thiét cho viée duy tri kha nang hoat ddng ciing nhu tinh toan ven vé hinh thai cia
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té bao. Pay 1a co ché bao vé& ndi bao quan trong nhét chdng lai cac gé)c oxy hoa, cad ngoai sinh va
ndi sinh, cfing nhu ddi véi nhidu chit doc té bao.

Nhimg dic diém nay 1am cho ACETYLCYSTEIN 200 MG dic biét thich hop dé didu tr cac
bénh cép tinh va man tinh ctia hé hd hép, dic trung boi chét tiét nhﬁy nhét va dac.

Khéng ¢d bing chimg vé hiéu qua va d an toan cha thubc 1am lofng chét nhy bao gbm
acetylcystein trong viém phé quan cép tinh,

13. Dic tinh dwge déng hoe

Hap thu

Sau khi ubng, acetyleystein duoc hdp thu nhanh chéng, gin nhu hoan toan v chuyén hoa & gan
thanh cystein (chét chuyén hoéa co hoat tinh duoc 1y), diacetylcystein, cystein va cac disulphid
hdn hgp khic.

Phén b

Do hiéu Gng vugt qua lin dau cao, sinh kha dung cua acetylcystein dimg duong udng 13 réit thap y
(khodng 10%). O ngudi, nbng dd tdi da trong huyét twong dat duge sau 1-3 gio voi néng a6 thi \
da trong huyét tuong cta chit chuyén hoa cystein nim trong khoang 2umol/l. Lién két véi M.
protein cla acetyleystein duge xdc dinh 1a khoang 50%. ,:\-f:
Chuyén héa

Acetylcystein va cdc chat chuyén héa ctia nd xudt hién & ba dang khéc nhau trong co thé sinh

vét: mot phin & dang tr do, mét phan lién két véi protein thong qua lién két disulphid khéng bén

va mdt phan dudi dang két hop acid amin. Acetylcystein dugce bai tiét hiu nhu chi duéi dang céc

chit chuyén hoa khong hoat tinh (sulphat vb co, diacetylcystein) qua thin. Thoi gian ban thai

clia acetylcystein 1 khoang 1 gi¢r va chi yéu duoc xé4c dinh bai su chuyén hoa nhanh chéng o

gan. Do d6, suy giam chirc ning gan dn dén kéo dai thoi gian bén thai huyét tuong dén 8 gio.

Thai trix

Cédc nghién ciru dwoe dong hoc ding acetyleystein dudng tinh mach cho thdy thé tich phan bé la

0,47 1/kg (tong cong) hodic 0,59 /kg (acetylcystein khir); do thanh thai huyét twong duoc xéc

dinh 1an luot la 0,11 Vh/kg (tbng cong) va 0,84 I/ivkg (giam acetylcystein). Thoi gian bén thai

sau khi ti€m tinh mach la 30-40 phit trong khi thai trir theo dong hoc ba pha (alpha, beta va pha

cubi gamma).

Acetyleystein di qua nhau thai va dugc phat hién trong mau cudng rén. Khéng co thong tin nao
lién quan dén su bai tiét qua sita me.

Khéng c6 dit liéu vé téc dong ctia acetylcystein tai hang rao méu nfo cia ngui.
14. Dir liéu an toan tién 1Am sang

Céc nghién ciu v& doe tinh cip trén chudt cbng va chudt nhat, bing dudng uéng, trong mang
bung va tiém tinh mach cho thiy acetylcystein ¢ dge tinh thép. Gia tri LD50 lén hon 7 glkg &
chudt nhit va 6 g/kg & chudt cong da duge bao cdo. Cac nghién ctru v& doc tinh man tinh véi
acetylcystein & chudt cong véi lidu 1én dén 2000 mg/kg/ngdy va & chéd véi lidu 1én dén 300
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mg/kg/ngay trong thoi gian 1én dén 52 tudn ching minh ring acetyleystein dwge dung nap tat,
ngay ca & lidu cao hon. Trong céc nghién ciru vé dc tinh sinh san & chudt cémg va tho, viée
ding duong udng v6i lidu 18n dén 2000 mg/kg/ngay khong cho thdy nhiing thay dbi vé kha niang
sinh san, tac dung gay quai thai hodc dde tinh chu sinh/sau sinh.

15. Quy cach dong goi: Hop chira 16 gbi bat thude.
16. Piéu kién bio quin: Noi kho thoang, tranh anh sang, nhiét d6 dudi 30°C.
17. Han ding ciia thude: 36 thang ké tir ngay san xuét,
18. Ti¢u chuan chit Iwgng cia thude: Tiéu chudn co so.
Tén, dia chi ciia ¢o’ s¢ san xuit thude:
CONG TY CO PHAN US PHARMA USA
Lo B1-10, Puong D2, Khu cong nghiép Ty Bic Cu Chi, &p Bau Tre 2, xi Tan An Hoi, Huyén
Cu Chi, Thanh phd H6 Chi Minh
Moyi thic mdie va théng tin chi tiét, xin lién h¢ s dién thoai 028-3 79:’.183:‘

o

US PHARMA USA
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