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THONG TIN SAN PHAM
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(*) THONG TIN SAN PHAM

TEN SAN PHAM: ACC® 200. Bt pha dung dich udng. Hoat chét: acetylcystein. Mi g6i 3g bot pha dung dich uéng chita 200mg
acetylcystein. Ta dwoc: acid ascorbic, saccharin, sucrose, bot huong cam. Vi bénh nhdn ddi thdo dutng: Moi goi chifa 0,23 don vi trao
di carbohydrat. CHi DINH: Tiéu nhéy trong cac bénh phé quén - phdi cip va man tinh kem theo tang tiét cht nhdy. LIEU LUONG &
CACH DUNG: Néu khéng c6 chi dan nao khac cia béc sj, liéu thong thung nhu sau: Diéu tri tiéu nhdy: Ngudsi Idn va thiéu nién trén
T4 tudi: 1gdi x 2-3 lan/ngay (400-600 mg acetylcystein/ngay); tré em 6-14 tudi: 1 gdi x 2 1dn/ngay (400 mg acetylcystein/ngay); Tré
em tlr 2-5 tudi:1/2 goi x 2-3 ldn/ngay (200-300 mgq acetylcystein/ngay). Bénh tang tiét chat nhdy: Tré em trén 6 tudi: 1 g6i x 3 l4n
/ngay (600 mg acetylcystein/ngay); Tré em 2-5 tudi: 1 goi x 2 1dn/ngay (400 mg aceytylcystein/ngay). Bénh nhdn bj ting tiét chdt
nhdy cé trong long co thé trén 30kg cd thé ding liéu Ién téi 800 mg/ ngay, néu cdn thiét. PHUGNG PHAP VA THOI GIAN
DUNG THUGC: Thudc co thé duoc hoa tan vao nudc, va uéng sau cac bifa @n. Bénh viém phé quan mén va tang tiét chit nhay cin
duing ACC®200 vi thoi gian dai hon dé dat tac dung phong ngtra, chong nhiém triing. CHONG CHi DINH: Khéng sit dung ACC® 200
néu: Man cam vdi acetylcystein hodc bdt cit thanh phan nao cla thudc. Khong diing thudc cho tré em dudi 2 tudi vi khéng dd kinh
nghiém diing thudc cho nhiing d6i tugng nay. Dang bi viém loét da day. THAN TRONG KHI DUNG ACC® 200: Can luu ¥ khi ban 6
tién st hoac dang bi hen phé quan hodc bi loét da day hodc rugt. Viéc st dung acetylcystein, dac biét Ia trong diéu tri sém c6 thé dan
dén sy tao thanh chét Iong do d6 dan dén tang thé tich clia cac chat tiét phé quan. Néu bénh nhan khdng biét khac (khac hoan toan
ra ngoai), can ap dung cac bién phap thich hgp (nhu Ia hit dom hodc gidm udng nudc). Rat hiém khi ¢ bdo cdo vé tac dung phu
nghiém trong & da nhu hoi chiing Stevens-Johnson va Lyell’s lién quan dén viéc diing acetylcystein. Néu thdy gan déy cd nhiing thay
d6i & da va niém mac, hdy I4p tiic tham khao y kién bc s va ngung sif dung acetylcystein. TUONG TACTHUGC: Hay thong béo cho
bac s§ hodc dugc sy cac thudc ma ban da, dang hoac mdi diing gén day ké ca nhiing thudc khong ké don. Thudc ho: Diing déng thdi
ACC®200 vdi thudc tri ho 6 thé gdy tac nghén dich nhdy nghiém trong do gidm phan xa ho, vi vay kiéu két hap diéu tri nay nén duoc
dua vao nhiing chi dinh diéu trj tht chinh xac. Thudc khdng sinh: Cac bao cdo vé acetylcystein lam mat hoat tinh ctia khang sinh chi
dua trén cdc thi nghiém invitro trong d6 cac chat dugc tron truc tiép. Tuy nhién, dé dam bdo an toan, nén uéng khang sinh cach xa
acetylcystein it nhat la 2 gio. Khong xudt hién tuang tac nhu vy dai véi cefixim va loracarbef. Acetylcystein c6 thé lam téng tac dung
gian mach cta nitroglycerin. Do d6 can than trong khi stt dung. PHU NU'CO THAI VA CHO CON BU: Phu nif ¢6 thai: Khong c6 di di
liéu vé duing acetylcystein cho phu nif ¢6 thai. Nghién ctu trén dong vt thi nghiém khdng chi ra téc dung c6 hai mét cach truc tiép
hay gian tiép trén viéc mang thai, su phat trién cla phoi thai va thai nhi. Acetylcystein nén dugc diing trong suét thai ky sau khi da
dugc danh gid mot céch can than ti I& giita nguy co va loi ich. Cho con bd: Khong ¢ théng tin vé sur bai tiét ciia acetylcystein vao sifa
me. Acetylcystein nén dugc diing trong sudt thai ky chi sau khi da dugc danh gia mdt cach can than ti 18 giita nquy co va lgi ich. TAC
DUNG KHONG MONG MUGN: Viéc danh gid tac dung khong mong mudn duoc dua trén cac thong tin vé tan s6 sau: Rét thudng gap:
(> 1/10); Thuong gap: (> 1/100 dén < 1/10); It gap: (= 1/1,000 dén < 1/100); Hiém gap: (= 1/10,000 dén < 1/1,000); R4t hiém
gap: (< 1/10,000) Chua biét: (khong thé danh gia dugc dya trén dit liéu hién cd): Rdi loan hé mién dich: It gap: Tang man cdm. R4t
hiém gap: Soc phan vé, phan ting phan vé/phan vé; Rdi loan hé thdn kinh: [t gap: Dau dau; RG] loan tai va mé dao: It gap: Tiéng U tai;
Rdi loan tim mach: [t gap: Nhip tim nhanh; Rdi loan mach mdu: It gip: Ha huyét ap. Rt hiém gép: Xudt huyét; Réi loan hé hdp, nguc
va trung thdt: Hiém gap: Kho thd, co that phé quan; Rdi loan hé tiéu héa: [t gdp: Budn nén, nén, tiéu chay, dau bung. Hiém gap: Kho
tiéu; Rdiloan da va cdcmé dudi da: [t gap: May day, phét ban, phi mach, ngda, chiing phét ban; R6i loan chung va tai vi tri diing thuéc:
[t gap: St. Chua biét: Phi né mét; Su gidm két tap tiéu cau trong méau do s hién dién clia acetylcystein da dugc xc nhan béi nhiéu
nghién cdu khdc nhau. Cho dén nay mai lién quan tdi Idm sang van chua dugc lam séng to. Théng bdo cho bdc sy nhiing tdc dung
khéng mong mudn gdp phdi khi st dung thugc. QUA LIEU VA CACH XU TRI: Khong quan sat thdy truiing hop qua liéu doc hai
nao lién quan dén acetylcystein ding duong udng. Khdng quan sat thdy tac dung phu nghiém trong nao & nhitng nquai tinh nquyén
da diéu tri vai liéu 11,69 acetylcystein/ngay trén 3 thang. Liéu udng Ién dén 500mg acetylcystein/kg can nang déu dugc dung nap
ma khong ¢d triéu chiing cla nhiém ddc. Triéu chiing cdia nhiém doc: Qua liéu cd thé xdy ra cic kich ting dudng tiéu hda (budn nén,
ndn, tiéu chy). Tré so'sinh cd nguy cd tang tiét ndng hon. Diéu tri nhiém doc: Diéu tri triéu ching néu can thiét. BAO QUAN: Khong
bao quan trén 30°C. Déxa tam tay tré em. Doc kj hudng dan sit dung trudc khi ding. HAN DUNG: 24 théng ké tir ngay san xuat.
Khéng diing thuéc dd qud han sit dung in trén vé hép thuéc. NHA SAN XUAT: Lindopharm GmbH Neustrasse 82, 40721 Hilden,
Buc. Chiu trach nhiém xuat xuéng: Salutas Pharma GmbH Otto-von-Guericke-Allee 1,39179 Barleben, Diic.
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