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ACETYLCYSTEIN SOHA 200 SACHET

Dé xa tam tay tré em.
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K Lol DPoc kj hudng din siv dung trude khi ding.
Théng bdo ngay cho bdc sy hodc dwgc sj nhitng phin g cé hai gip phii khi sir dung thuéc.
1. THANH PHAN CONG THUC THUOC
Maéi 1 goi 1 g chita: Acetylcysteine 200,0 mg.
Thanh phan ta duge: Sucralose, Ascorbic acid, Sunset yellow, Orange flavor, Mannitol.
2. DANG BAO CHE
Thude cém pha dung dich uéng.
M6 ta: Cém thude kho toi, mau tréng hdng t6i vang cam, mui thom.
3. CHI PINH
Piéu tri bd sung cho céc r6i loan ho héip v6i tinh trang ting tiét chét nhiy, nhu viém phé quan
cap tinh, viém phé quan man tinh va cic dot cAp cua viém phé quan man, bénh khi phé thiing,
bénh xo nang va gian phé quan.
4. CACH DUNG, LIEU DUNG
Cach dung:
Thubc dugc ding theo duong udng.
Hoa tan thu6c com trong nuée, udng ngay sau khi pha.
Ubng nhiéu nuée hd trg tac dung tiéu chit nhiy cia Acetyleystein.
Chua c6 bao cdo vé twong téc cia Acetylcysteine véi thirc in va khéng co khuyén cdo nén
dung truéc hay sau bira 4n.
Liéu diing:
Nguoi Ién va tré em tir 14 tuéi tro lén: 1 goi/ lin x 2 - 3 1an/ ngay (tuong duong 400 - 600
mg acetylcysteine mdi ngay)
Diéu tri nén duge bat ddu véi liéu lugng nhé hon.
Theoi gian diéu tri & bénh cép tinh 12 5 - 10 ngay, truong hop diu tri bénh man tinh c6 thé 12
vai thang theo chi dinh cta béac si. Trong bénh xo nang (mucoviscidosis), bénh nhén cén phai
dung thudc long dom trong subt cude doi.
5. CHONG CHI PINH
e Bénh nhin qua min vdi acetylcysteine hodc bat cit thanh phin nao ciia thube.
e Acetylcystein SOHA 200 sachet c6 ham lugng acetylcysteine cao nén khong dung cho tré

em duédi 14 tubi.
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6 OANH BAO VA THAN TRONG KHI DUNG THUOC
fTac dung long ‘dcin cua Acetylcysteine xuét hién trong vong vai gid. Tinh trang 1dm sing sé

\ &uac ¢ai thién vé/o ngdy thtt hai hodc thi ba khi dich tiét duong ho hp lodng hon. Can canh
"bao benlh nhan ho va nhd chét nhay ra ngoai (dé tranh tich tu trong phdi). Su phén bd khi
trong ph01 thay ddi va cac thong s6 chirc nang hd hap ciing c6 thé x4u di. Trong nhiing trudng
hop nhur viy, phai doi lidu tiép theo cho dén khi ho ra dom va phuc hbi tinh trang ban dau.
Bénh nhan hen phé quan cin duoc theo ddi chit ché trong qua trinh didu tri bfmg
Acetylcysteine, néu xuat hién co that phé quan, nén ngimg diéu tri ngay lap tic.

Than trong vdi bénh nhén co tién sir loét hodc c6 céc tinh trang dé dan dén xuét huyét tiéu
hoéa, ching han nhu gifn tinh mach thuc quén, loét da day t4 trang, dic biét khi dung dong
thdi voi cac thube khac co tac dung kich tng da biét trén niém mac da day, chi dung thudc
khi can nhic ky ludng giita loi ich va nguy co. Tuy nhién, céc thi nghiém trén déng vat va
kinh nghiém st dung thuéc Acetylcysteine khéng cho thdy nguy co cao bi kich g niém mac
da day khi ding Acetylcysteine 1én dén lidu 600 mg/ ngay.

Acetylcysteine c6 thé 1am ting cudng dd nén mira.

Diu tri bing acetylcysteine c6 thé lam long va ting dich tiét phé quin, dic biét khi méi bt
dAu diéu tri. Néu bénh nhan gip kho khin trong viéc ho, nén lam sach duong thé bang din
lwu tur thé hogic hit néu cin thiét,

Khéng nén dung Acetylcysteine df")ng thoi v6i thude giam ho khéc.

Vi acetylcysteine cé thé anh hwéng vira phai dén qua trinh chuyén hoa histamine, nén thén
trong khi dung thubc diéu trj 1au dai ¢ nhirg bénh nhan khong dung nap histamine, vi c¢6 thé
xdy ra cAc tridu chimg khéng dung nap histamine (dau dau, viém miii vin mach, ngira).

Tré em dudi 2 tudi: Pdi twong nay khé co kha ning khac dom cha dong, c6 thé gdy tic nghén
duong thd nén khéng sir dung thude cho dbi twong nay.

Céc phan (ing da nghiém trong nhu hoi chimg Stevens - Johnson va Lyell rat hiém khi duoc
béo cdo khi sir dung acetylcysteine. Trong hau hét cic truong hop, nhing phan Umg nay co
thé dugc giai thich do bénh 1y ¢6 tir trudc ctia bénh nhan vi/hoic viée st dung ddng thai mét
phuong phap diéu tri khac. Trong trudng hop c6 nhimng thay d6i ¢ da hodc niém mac mdi xuét
hién, can phai kiém tra y té ngay lap tirc va ngimg sir dung acetylcysteine.

Thube ¢6 thé c6 mui lwu huynh nhe, day khong phai dau hiéu cho thy su thay déi cua san
pham ma 1a mui dic trung cia acetylcysteine.

Ta dugc

San pham c6 chira sunset yellow ¢ thé gdy cac phan Gng di tng.
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[ {t\. SU'TI’)W THUOC CHO PHU NU' CO THAI VA CHO CON BU

o Phymii e khT
| : _ Dir lleu Vé viéc sir dung acetylcysteine ¢ phu nir mang thai con han ché. Cac nghién ciru dugc
‘:.:"'E.'t]luchlcn frén dong vat khong cho thiy bét ky doc tinh sinh san nao.

Acetylcysteine di qua hang rao nhau thai. D li¢u hién ¢6 khong cho thay bat ky rui ro nao
cho tré.

Néu cén thiét, viée sir dung Acetylcysteine c¢é thé duge can nhic trong thdi ky mang thai, phéi
can nhic ky ludng giira loi ich va nguy co.

Phu nit cho con bi

Chua c0 tai li¢u ghi nhan bai tiét acetylcysteine qua sita me. Mac du vay, khong thé loai trur
nguy co ddi voi tré so sinh/tré bi me. Sir dung acetylcysteine trong thoi ky cho con bl phai
duoc can nhic k¥ ludng giira loi ich va rui ro.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua c6 bing chimg vé dnh huéng cua thudc 1én kha ning 14i xe va van hanh may moéc.

9. TUONG TAC, TUONG KY CUA THUOC

9.1. Twong tac thude

Nén sir dung khang sinh dwong uéng (din xudt penicillin, cephalosporin, tetracycline,
aminoglycoside, macrolide va amphotericin B) riéng biét véi cic ché pham c6 chia
acetylcysteine, sau it nhét 2 gio, ngoai trir loracarbef. Cho dén nay, sy bat hoat ctia mot s6
loai khang sinh chi dugc phat hién trong diéu kién in vitro trong d6 céc chét lién quan dugc
trén truc tiép.

Khong nén ding déng thai thude chéng ho va thudc 1am lodng chét nhiy nhu acetylcysteine
vi viéc giam phan xa ho ¢6 thé din dén tich tu dich tiét phé quan.

Than hoat tinh c6 thé 1am giam hiéu qua cta acetyleysteine.

Str dung ddng thoi voi nitroglycerin va acetylcysteine gy ha huyét 4p déang ké va lam tang
khd ning gidn dong mach thai dwong. Néu viéc sa dung dong thoi nitroglycerin va
acetylcysteine 1a cn thiét trong qua trinh diéu tri, bénh nhan cin dugce theo ddi kha nang xay
ra ha huyét ap, vi n6 c6 thé nghiém trong va can chii ¥ dén kha ning xay ra dau dau.

Str dung ddng thoi acetylcysteine va carbamazepine cd thé din dén néng dé carbamazepine
dud¢i ngudng diéu tri.

Anh hudng dén két qua xét nghiém: Acetylcysteine cé thé anh hudng dén phuong phap do
mau ding dé do salicylate, két qué x€t nghiém ketone trong nudc tiéu.

Céc nghién ctru vé tuong téc chi duge thuc hién & ngudi 16n.
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/<7 B8N Tu*mlgd:}\cua thude

| 3, Mé;}yicysunh do thé 1am giam kha dung sinh hoc cta mudi kim loai ning nhu mudi vang,

| \ G va' Sat da kha nang tao phic chelat. Trong trLrOfng hop khong ¢ dir li¢u chinh xéc diéu
'::i;\n@)?,;?uﬁn-su dung riéng biét acetylcysteine voi cdc mudi kim loai ning hodc chon mot duong

dﬁﬁg khéc.

D6i voi mot sb loai khang sinh, su bt hoat clia khéng sinh d3 dugc mb ta khi tron 13n vdéi

acetylcysteine hodc cac chat lam tan chat nhay khéac trong diéu kién in vitro.

Khéng nén hoa tan cic ché phém c6 chira acetylcystein trong cung dung dich véi cac loai

thudc khéc.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Tém tét cic phan tmg c6 hai

Tan sudt cia cac phan (mg c6 hai duge phan loai nhu sau: rat thuong gip (> 1/10), thuong
gap (= 1/100 dén < 1/10), it gap (= 1/1.000 d&én < 1/100), hiém gap (= 1/10.000 dén < 1/1.000),
rat hiém gip (< 1/10.000), chura biét (khéng thé wéc tinh tir dit lidu sén o).

H¢ thong co . i 5 .
it gap Hiém gip Rat hiém gip Chura biét
quan

Séc phan vé,
Qué man phdn ung phan
vé

Hg théng mién
dich

Hé thén kinh Pau diu

Tai va mé dao | U tai Chéng mat
Tim Nhip tim nhanh
Mach mau Xuat huyét

Chay nudc mii,

Hé hé hap, nguc | _ & .| Co thit phé Tic nghén phé
. 5 taing tiét phé ) s o2 )
va trung that ) quan, kho tho quan.
quan
Non mira, tiéu
chay, viém .
HE tiéu hoa g Kho tidu
miéng, dau
bung, budn nén
L .| May day, ban
Da va mo duoi | | . ’
d d6, phu mach, | Phéat ban Phu mat
a
ngira
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Két qua xét
nghiém, kiém | Gidm huyét ip
tra

Giam két tap

tiéu ciu

Trong nhimg trudong hop rat hiém gdp, phan Ung da nghiém trong, chfmg han nhu Héi chirng
Stevens-Johnson va hdi chimg Lyell d& dwoc béo cdo. Phin 16n cac trudng hop nay da xac
dinh c6 it nhit mét loai thudc khac duge ding ddng thdi véi acetyleysteine, diéu ndy cé thé
lam ting cic kha ning tic dung phu trén da va niém mac. Vi vdy, cin théng bio ngay cho bac
sT néu co bat ky rdi loan niao & da hodc niém mac va phai ngirng sir dung acetylcysteine ngay
lap turc.

Nhiéu nghién ctru khéc nhau da xéc nhan sy giam két tap tiéu cdu khi c6 mit acetylcysteine,
mdi lién quan 14m sang cha didu nay vn chua duoc ching minh.

Acetylcysteine co thé co tac dung phu trén niém mac da day cua bénh nhan mac bénh loét da
day hoic co tién sir bénh loét da day.

Béo céo céc téc dung khdng mong muén

Viéc bdo céo céc tic dung khong mong mudn sau khi thude duoc phé duyét 14 rit quan trong.
Dicu nay cho phép tiép tuc theo ddi d4nh gid loi ich/rii ro cua thube. Cac chuyén gia chim
soc stre khoe dugce yéu cau bao cdo bét ky tac dung khong mong mudn nao téi:

Trung tim DI & ADR Quéc gia, 13 - 15 Lé Thanh Téong - Hoan Kiém - Ha Ndi.

Website: http://canhgiacduoc.org.vn/

11. QUA LIEU VA CACH XU TRIi

Khéng ¢6 tac dung phu nghiém trong nao x4y ra khi tinh nguyén vién duogc diéu tri bang 11,2

g acetylcystein méi ngay trong 3 thang.

Ngay ca vigc udng 500 mg/ kg thé trong ciing khéng c6 triéu chimng ngd doc.

Triéu ching ngd doc: Qué lidu cé thé gay ra cac vin dé vé duomg tiéu hoa nhu budn non, nén
va tiéu chay.

Xir tri: Khong co thude giai doc ddc hiéu, chi diéu tri triéu chimg va hd tro. Tich cuc theo ddi
dé c6 bién phap xir tri kip thoi.

12. QUY CACH DONG GOI

Hop 30 goi, mang nhom ghép gidy.
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LlS,,DlE\UKIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG THUOC
|f “/ cidli Kign bao quan: Noi kho réo, nhigt dg khong qua 30°C, tranh énh séng.

| | mi

S Handung 24 thang ké tir ngdy san xuét.
N Tiéuchudn chdt heong: TCCS,
" 14. TEN, PIA CHi CUA CO SO SAN XUAT THUOC
Tén co 56 san xudt: CONG TY CO PHAN DUQC PHAM SOHA VIMEX
Dia chi: Puong N1-Khu céng nghiép Yén My II, Thi trdn Yén My, Huyén Yén My, Tinh
Hung Yén, Viét Nam.

6/6



