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ACETYLCYSTEIN SOHA ZO}MG/ML

4\ DUJC PHAM || Dé xa tim tay tré em.
SOHA VIMEX

cO PHAN,

Poc kj hwéng din sic dung trude khi ding.

hibd6 ngay cho bdc sy hodc dwge sj nhivng phin teng cd hai gap phdi khi si dung thubc.
Khéng duoc tiém,
1. THANH PHAN CONG THU'C THUOC

Mbi 1 ml dung dich chira:

Thanh pha”;n hoat chat: Acetylcysteine 20,0 mg (2%)
Thanh phan td dugc: Saccharin sodium, Hypromellose 2910 (HPMC 15¢ps), Methylparaben,
Propylparaben, Huong chudi, Sodium hydroxide, Disodium edetate, Propylene glycol, Nudc
tinh khiét.

2. DANG BAO CHE

Dung dich udng.

Mo ta: Dung dich uéng trong sut, mui thom.
3. CHI PINH

AcetylCystein SOHA 20mg/ml la thudc tiéu chit nhiy duge dung trong cic bénh phé quan
phéi cép va man tinh nhu viém phé quan (cAp va man tinh), bénh phéi tic nghén man tinh,
giin phé quan, viém phoi.
AcetylCystein SOHA 20mg/ml dugc dung diéu tri céc bénhl lién quan dén hinh thanh va vén
chuyén chat nhiy bt thudng & nguoi 16n, thanh thicu nién va tré em trén 2 tudi (Vi du: viém
xoang man tinh, viém tai giita, bénh xo nang).
4. CACH DUNG, LIEU DUNG

Cach dung:

Thudc duoc ding theo duong udng, udng sau bira an. Udng nhiéu nudce s& ho tro tic dung
long dom cua Acetylcysteine.
Khong nén sir dung thuéc qué 4 — 5 ngay néu khéng c6 tu van tir nhan vién y té.
Li¢u ding:
Déi voi bénh nhén tén thuong gan ning. ton thwong than ning: C6 thé can phai gidm licu.

Neudi cao tudi: Khong can diéu chinh liéu.

Quy céach éng 5 ml:
Neudi 16n va tré em trén 14 tudi: 10 ml (2 bng) x 2 - 3 1an/ ngay (twong duong 400 — 600 mg

acetylcysteine mdi ngay)
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g acetylcysteine mdi ngay)
5 tudi: 5 ml (1 éng) x 2 - 3 lan/ ngay (twong dwong 200 — 300 mg
Ingay)

frva tré em trén 14 tudi: 10 ml (1 éng) x 2 - 3 lan/ ngay (twong duong 400 — 600 mg

acetylcysteine méi ngay)

Tré em tir 6 dén 14 tubi: 10 ml (1 dng) x 2 1an/ ngay (twong duong 300 — 400 mg acetylcysteine

mdi ngay)
Quy cich lg 60 ml, o 90 ml kém cbe chia liéu ¢6 vach chﬁa 5 ml, 10 ml:

Neudi 16n va tré em trén 14 tudi: 10 ml x 2 - 3 1an/ ngdy (tuong duong 400 — 600 mg

acetylcysteine moi ngay)

Tré em tir 6 dén 14 tudi: 5 ml x 3 14n/ ngay hodc 10 ml x 2 13n/ ngay (twong dwong 300 — 400

mg acetylcysteine moi ngay)

Tré em tir 2 dén 5 tudi: 5 ml x 2 - 3 14n/ ngdy (twong dwong 200 — 300 mg acetylcysteine moi

ngay).

5. CHONG CHI PINH
e Bénh nhin qud man véi acetylcysteine hoc bét cir thanh phén nao cua thube.
Tré em dudi 2 tudi.
6. CANH BAO VA THAN TRONG KHI DUNG THUOC
Céc phan @rmg da nghiém trong nhu bénh Stevens-Johnson va hdi ching Lyell rt hiém khi
duoc béo céo khi sir dung acetylcysteine. Trong truong hop ¢ nhiing thay doi ¢ da hoédc niém

mac méi xudt hién, cin phai kiém tra y t& ngay 14p tirc va ngimg sir dung acetylcysteine.

Nén thén trong khi su dung thudc cho bénh nhan bi hen jphé quén, vi viéc diéu tri bang
Acetylcysteine 6 thé lam khai phat cac con hen hogc tic nghén duong thd 1am ting tic nghén
duong the & nhimg bénh nhén dugc coi 1a c6 dép img qua mirc voi thude (hyperresponsive).
Trong truong hop co thit phé quan, nén ngirng diéu tri ngay|lap tuc.

Nén than trong khi sir dyng Acetylcysteine cho bénh nhén c6 tién sir loét.

Trong trudmg hop bénh nhan cé céc tinh trang d& dén dén xuét huyét tiéu hoa, chang han nhu
gian tinh mach thuc quan, loét da day té trang (vi nén do acetylcysteine 1am tdng nguy co
chay méu), chi co thé dung thudc sau khi can nhic k§ ludng gitta loi ich/ nguy co.

Can thén trong hon & nhimg bénh nhéan khong dung nap histamine. Nén tranh st dung thudc
dai ngay o nhiing bénh nhan nay vi acetylcysteine anh huong dén qua trinh chuyén héa
histamine va diéu ndy c6 thé gy ra cac triéu ching khﬁn% dung nap histamine (vi du nhu

nhtc dau, s6 mii, ngira).
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tudi: Thude tiéu chat nhiy c6 thé gy tic nghfn dudng tho 6 tré dudi 2 tudi do

g\ cua duong thd va kha nang ho ra chit nhay han ché nén khéng sir dung thude

lung dich.

Néu tré dudi 5 tudi, hoi ¥ kién bac st hodic duge T truée khi cho tré ding thude, nhat 1a khi

tré dugce cho ding céc thube khac cé chia propylene glycol!

Thudc ndy ¢ chira dudi 1 mmol (23 mg) natri trong mbi ml, vé co ban dugc xem nhu “khéng

y

7.SU DUNG THUOC CHO PHU NU’ CO THAI VA CHO CON BU

Chua c6 dit lidu ddy du vé sir dung thudc trén phu nit ¢6 thai va cho con bi, khong khuyén
|

chira natri®.
Thubc nay co chira 1,8 mg methylparaben va 0,2 mg propylparaben méi ml, c6 thé gy ra

phan ung di (mg.

c4o sir dung thudc nay trong thoi gian mang thai va cho con
Trong céc thi nghiém trén dong vat (tho, chudt céng), acetyl
gdy quai thai va khong lam giam kha ning sinh san.

8. ANH HUONG CUA THUOC LEN KHA NANG LAl

Chua cé bang chimg vé anh huéng cta thude 1én kha nang 1

bu.
cysteine khong cho thay tac dung

XE, VAN HANH MAY MOC

41 xe va van hanh may mac.

Thudc co tac dung khéng mong mudn it gip 1a U tai, nén thén trong st dung thude khi 1ai xe
va van hanh mdy moc.
9. TUONG TAC, TUONG KY CUA THUOC

9.1. Twong tic thude

Thuéc chéng ho gay trc ché phan xa ho, khi ding cung acetylcysteine co thé lam tang tich ty
Vi chi dinh didu tri két hop nay.

:

Than hoat tinh duoc st dung voi lidu luong cao (lam thude giai doc) ¢6 thé lam giam hiéu

chét nhdy, gay nguy hiém. Do do, cin dic biét can thin doi
St dung ddng thoi véi nitroglycerin: Sir dung dong thoi acetylcystein ¢6 thé lam ting kha

nang khang tiéu cau cua glycerol trinitrate (nitroglycerin).

qua cua acetylcystein.

Anh hudng dén két qua do céc théng s trong phong thi nghigm: Trong trudng hop xét nghiém

nude tiéu, acetyleysteine ¢ thé anh huéng dén két qua do k
9.2. Twong ky cia thude

Péi véi mét sb loai khang sinh, sw bét hoat cia khang sinh
acetylcysteine hodic céc chit lam tan cht nhay khéc trong

ctone.

| d3 dwoc mo ta khi tron 1an voi
diéu kién in vitro. Nén st dung

khang sinh dudng udng riéng biét voi cac ché pham c6 chita acetylcysteine va sau it nhat 2

gio, ngoai trir cefixime va loracarbef. Tinh twong ki trong di
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icillin ban tong hop, tetracycline, cephalosporin va aminoglycoside. Nén su
(,:kl‘ e clorua riéng biét véi cac ché pham co chira acetylcystein va sau it nhat 2
: cdo vé sur twong ky gifta amoxicillin, doxycycline, erythromycin, thiamphenicol
hodc cefuroxime.
Khéng nén hoa tan céc ché pham c6 chira acetylcysteine trong cung dung dich véi cac loai
thuoc khéc.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Tém tét cic phan (g co hai

Tén suét cia céc phan tng c6 hai duge phan loai nhu sau: |rat thuong gap (> 1/10), thuong
giip (> 1/100 dén < 1/10), it gap (> 1/1.000 dén < 1/100), hiém gép (> 1/10.000 dén < 1/1.000),
khong biét (khong thé udc tinh tr dit liéu san cd).

Phan {me toan thin va tai chd dung thudc

ft giip: nhirc dau, sbt, phan tmg di Gng (ngua, ndi may day, phat ban, co cing phé quan, phu
mach, nhip tim nhanh va ha huyét ap). '

Rét hiém: phan tmg phan vé, bao gdm sbe. ‘

Tai va co quan cim nhéan thing bing ‘
t gip: 0 tai

Hé hip, nguc va trung that

Hiém giip: kho thd, co thit phé quan - chu yéu & bénh nhan ¢6 hé théng phé quan qua mén
cam do hen phé quan.
Hé tiéu hoa

it gédp: viém miéng, dau nguc, tiéu chay, nén mura, o néng vi budn nén.

Da va mé dudi da

Trong mdt nghién ctru, cdc phan (mg da nghiém trong, vi dy: Hoi ching Stevens-Johnson va
hoai tir biéu bi nhidm dc da dugc quan sat thiy dong thoi voi viée sir dung acetylcysteine.
Néu rbi loan da va niém mac phat trién, bénh nhan nén tham khao y kién bac singay 1ap tic

va nglrng dung acetylcysteine.

Ngoai ra, lién quan dén viée sir dung acetylcysteine, trong cac phan ng qué man, rit hiém
khi xay ra xuét huyét. Nhidu nghién ctru khac nhau da xéc nhén sy giam két tap tiéu cau khi
c6 mit acetylcysteine, mi lién quan 1dm sang cia diéu nay vin chwa duge ching minh.

Bio cdo cac tic dung khong mong muén

Viée bdo cao cac tac dung khong mong muén sau khi thudc lru hanh 1a rat quan trong. Diéu
nay cho phép tiép tuc theo ddi danh gia lgi ich/rti ro cta ﬂtuf)c. Cin théng béo cho bac sy,
duge sy dbi v6i cac phan ung co hai gip phai khi sir dung tl udc hodc béo cao cac phan ung
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g acetylcystein mbi ngay trong 3 théng.

Ngay ca viéc udng 500 mg/ kg thé trong ciing khong co trié
Triéu chirng ngd doc: Qua licu co thé gy ra cac van dé vé d
va tiéu chay. C6 nguy co ting tiét & tré so sinh.

Xt tri: Khong o thude giai doc dic hidu, chi diéu trj tridu cl
dé c6 bién phap xi tri ki thoi.

va Theo ddi phan ing co hai cua

51 cac dang thude udng.

Sthc ch,lng phu nghiém trong néo xdy ra khi tinh nguyén vién dugc didu tri bing 11,6

1 chirng ngd doc.

rong tiéu hoa nhu budn nén, nén

himg va hé trg. Tich cuc theo doi

Co dir liéu trén ngudi vé viée sir dung acetyleysteine duong tiém tinh mach véi lidu toi da

hang ngay la 30 gam dugc su dung trong diéu tri ngd doc

| A i) =
Paracetamol. Viéc su dung tiém

finh mach ndng do acetylcysteine rét cao cé thé din dén phan tng "sdc phan vé" khong hoi

phuc, dic biét la trong trudng hop tiém nhanh.

Co giat gdy tir vong va phu ndo da dugc bdo céo trong mo
lidu.

12. QUY CACH PONG GOI

trudong hop tiém tinh mach qua

Hdp 01 lo 60 ml, lo thuy tinh tron nau, nip HDPE, kém 1 cbe chia liéu.

Hop 1 1o 90 ml, lo thuy tinh tron nau, nip HDPE, kém 1 cdc chia liéu.

Hép 30 éng 5 ml, mang PVC/PE.
Hop 30 éng 10 ml, mang PVC/PE.

13. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHU;
Diéu kién bao quan: Noi khd, nhiét d6 khong qua 30°C, trén

Han dimg: Hop 1 1o 60 ml: 24 thang ké tir ngay san xuat; 5

Hép 1 lo 90 ml: 24 thang ké tir ngay san xuat; 5 1
Hop 30 éng 5 ml; Hop 30 ng 10 ml: 24 théng ké

Tiéu chudn chét heong: TCCS.
16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC

Tén co 56 san xudt: CONG TY CO PHAN DUQC PHAM

Dia chi: Duomg N1-Khu cong nghiép Yén My II, Thi trin
Hung Yén, Viét Nam.

545

AN CHAT LUONG THUOC
th anh sang.

ngdy sau khi m& nip lo.

gdy sau khi mé nép lo.

tir ngdy san xuat..

SOHA VIMEX
Yén My, Huyén Yén MJ, Tinh
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