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BOt pha dung dich udng BBt thong in thus:

"y ACC"200

Acetylcystein 200mg

Giam do qudnh cia dom,
Giam Tiét Nhdy 0 Duong Thé

Vitamin C %
Huong CAM

Tai liéu g6m 02 trang - Thong tin chitiét san phdm xem trang 02
56 Gidy xac nhan ndi dung thong tin thuc cla BOY t&.... ANTT/... ., A Novartis
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Bot pha dung dich uéng

GPACC°200

Acetylcystein 200mg

THONG TIN SAN PHAM

TEN SAN PHAM: ACC 200. Bt pha dung dich udng.

Hoat chit: Acetylcystein. Mdi géi 3g bot pha dung dich uéng chia 200mg
acetylcystein. Ta dudic: Add ascorbic, saccharin, sucrose, bt huong cam.

Vet bénh nhdn ddi thdo duuding: Moi g6i chiia 0,23 don vi trao @i carbohydrat.

CHI DINH: Tiéu nhdy trong cc bénh phé quan - phdi cip va mén tinh kém theo ting
tiét cht nhdy.

LIEU LUONG & CACH DONG:

Néu khéng cé chi déin no khdc aia bcsy, liéu thong thuong nhu sau:

Diéu tri tiéu nhdy: Nquoi Ion va thiéu nién trén 14 tudi: 1 g6ix 2-3 1an/ngay (400-600
mg acetylcystein/ngay); tré em 6-14 tudi: 1 g6i x 2 lin/ngay (400 mg
acetylcystein/ngay); Tré em tit 2-5 tudi: 1/2 goi x 2-3 lan/ngay (200-300 mg
acetylcystein/ngay)

Bénh tang tiét chdt nhdy: Tré em trén 6 tudi: 1 gdi x 3 Idn /ngay (600 mg
acetylcystein/ngay); Tré em 2-5 tudi: 1 gdi x 2 1dn/ngay (400 mg aceytylcystein/ngay).
Bénh nihdn bi ting tiét chit nhdy cd trong luong co thé trén 30kg cé thé ding
iéu lén téi 800 mg/ ngay, néu cin thiét

PHUONG PHAP VA THO1 GIAN DONG THUGC:

Thusc 6 thé dugk hoa tanvao nuc, va udng sau cic bita an. Bénh viém phé quan man
va tang tiét chdt nhdy cdn diing ACC*200 vdi théfi gian dai hon d€ dat tac dung phong
ngita, chdng nhiém triing.

CHONG CH DINH: Khongsir dung ACC® 200 néu:

Man cdm vdi acetylcystein hoac bét c thanh phdn nao cila thudc. Khang diing thudc
cho tré em dudi 2 tudi vi khdng dii kinh nghiém diing thudc cho nhiing d6i tugng nay.
Dang bi viém loét da day.

THAN TRONG KHI DUNG ACC® 200:

Gn luu y khi ban ¢6 tién sir hodc dang bi hen phé quan hodc bi loét da day hodc ruét.
Vié sif dung acetylcystein, dac biét Ia trong diéu tri som c6 thé dan dén sutao thanh
chét 1onq do 86 dan dén tang thé tich cla cac chit tiét phé quan. Néu bénh nhan
khdng biét khac (khac hoan toan ra ngoai), can dp dung cac bién phép thich hap (nhu
1a hit dom hodc giam udng nudc). Rét hiém khi c5 bdo cdo vé tac dung phu nghiém
trong & da nhu hdi ching Stevens-Johnson va Lyell’s lién quan @hn viéc ding
acetylcystein. Néu thay gan Ay 6 nhilng thay 8 & da va niém mac, hay l3p tic tham
khdo ¥ kién bac sj va nqung st dung acetylcystein.

TUONG TACTHUOC:

Hay thong bdo cho béc s hodc dugc s cac thudc ma ban d3, dang hodc mdi ding gén
day ké c nhilng thudckhdng ké dan.

Thudc ho: Dung ddng thaii ACC®200 véi thudc tri ho cd thé gay tic nghén dich nhay
nghiém trong do giam phan xa ho, vi vay kiéu két hap diéu tri nay nén dugc dija vao
nhiing chi dinh diéu tri thét chinh xac.

Thudc khdng sinh: Cac béo cdo vé acetylcystein lam mét hoat tinh cGa khdng sinh chi
dya trén céc thi nghiém invitro trong 86 cic chéit dugc trdn tructiép. Tuy nhién, 3€ dam
bdo an toan, nén udng khang sinh cach xa acetylcystein it nhat la 2 gid. Khong xudt
hién tuong tac nhu vay d0i vai cefixim va loracarbef. Acetylcystein ¢6 thé 1am ting tac
dung gian mach aia nitroglycerin. Do 6 can than trong khi sir dung.

PHU N0 €O THAI VA CHO CON BU:

Phy nir cd thai:Khdng ¢6 i dil liéu vé ding acetylcystein cho phu nircd thai. Nghién au
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trén dong vt thi nghiém khing ch ra tac dung a5 hai mét cich truc tiép hay gidn tiép
trén viéc mang thai, su phat trién ala phdi thai va thai nhi. Acetylcystein nén dugc
duing trong sudt thai ky sau khi 8 duoc dnh gid mét cich can than i lé giila nguy co
va ldi ich. Cho con bi: Khong ¢ théng tin vé suf bai tiét ca acetylcystein vao siia me.
Acetylcystein nén dugc diing trong sudt thai ky chi sau khi da dugc dénh gid mit Gich
can than ti 1€ gitia nguy co va laf ich.

TAC DUNG KHONG MONG MUGN:

Viéc danh gid tac dung khong mong mudn dugc dia trén cac thong tin vé tan 6 sau:
Rét thudng gap: (= 1/10)

Thuong gap: (= 1/100dén < 1/10)

ft gp: (= 111,000 8én < 1/100)

Hiém gap: (= 1/10,000 dén < 1/1,000)

Rt hiém gap: (< 1/10,000)

Chuia biét: (khéng thé danh gid duoc dua trén difliéu hién ¢6)

- Rdi loan hé mién dich: |t gap: Tang man cm. Rat hiém gap: S3¢ phan vé, phan (ing
phan vé/phan vé

-Rdilogn hé thin kinh: t gap: Bau ddu

- Réi foan tai va mé dao: [t gap: Tiéng U tai

- Réi loan tim mack: ft g3p: Nhip tim nhanh

- Réi loan mach mdu: {t gap: Ha huyét ap. Rat hiém qap: Xudt huyét

- Rdi loan ho hdp, ngurc v trung thdt: Hiém gap: Khd thd, co thdt phé qudn

- Réilogn hé tiéu ha: It gap: Budn ndn, nén, tiéu chay, dau bung. Hiém gap: Khé tiéu
-Rdi loan da va cdc mé dudi da: [t g3p: May day, phat ban, phil mach, nguia, ching
phét ban

- Rdi loan chung va tai vi tri diing thude: ft gap: St Chua biét: Phil né mat
Sugiam két tap tiéu ciu trong mdu do suhién dién cla acetylcystein 8 dugc xacnhdn
bdi nhiéu nghién ciu khdc nhau. Cho dén nay moi lién quan tdi lam sang van chua
duoclam singtd.

Thong bde cho bdc s nhitng tdc dung khéng mong muén gap phdi khi sir
dung thuéc.

QUALIEU VA CACHXU TRE:

Khdng quan sét thdy truting hop qud liéu doc hai naolién quan dén acetylcystein diing
duong udng. Khdng quan st thdy tc dung phu nghiém trong nao & nhiing ngui tinh
nguyén da diéu tri vdi liéu 11,69 acetykcystein/ngay trén 3 thang. Liéu udng Ién dén
500mg acetylcystein/kg can nang déu dugc dung nap ma khang ¢6 triéu chiing cia
nhiém dc. Triéu chiing cla nhiém d6c Qud liéu ¢6 thé xdy ra cic kich (ing dubng tiéu
héa (budn ndn, ndn, tiéu chdy). Tré sa sinh 6 nguy co ting tiét ndng hon. Diéu tri
nhiém déc: Diéu tri triéu dhiing néu cin thiét.

BAO QUAN: Khéng bao quan trén 30°C

Déxa tdm tay tré em. Doc kyj huéng dan sif dung trudc khi ding.

HAN DONG: 24 théng ké tif ngay san yuat.

Khéng diing thuécda qud han st dungin trénvo hop thudc.

NHA SAN XUAT: Lindopharm GmbH

Neustrasse 82, 40721 Hilden, Diic

Chiu trach nhiém xudt xuéng: Salutas Pharma GmbH

Otto-von-Guericke-Allee 1, 39179 Barleben, iic.
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