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1/ Nhan g6i Qbixomuc 100mg

Acetylcystei 100 mg
BT (| SES————— ||

* QUi 10n v rb em i 7 . UGng 2 goiAén, ngay 3 tn.
* Tré em it 2 0n 7 i Ung 2 goiddn, ngay 2 tin.

- Céch ding: Hoé tan thuGc trong nila ly nudc, sU dung ngay
sau khi pha thudc.

Chi dinh, chdng chi dinh va cdc thong tin khic:

¥in doc trong 1 hung dén sif dung.

S3168X:
Ngay SX
HD:

Gd 5 sdo st
CONG TY CP DUGC PHAM QUANG BINH
S 46, dudng Hu Nghi, P. Bic Ly, TP. Déng Hai, Tinh Quing Binh
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BAD QUAN: Ndi kno rao, trinh &nh sdng, nhiét 80
Khong qua 30°C.

STORAGE: In a dry place, protected from light, at
a temperature not more than 30°C.

‘of XA TAM TAY TRE EM. SOC KT HUONG DA S DUNG
TRUOC K DUNG

KEEP QUT OF REACH OF CHILDREN. READ CAREFULLY THE
INSTRUCTIONS BEFORE USE

100 mg
03¢

| O, LIEU DUNG & CACH DUNG, CHONG
| CHi BINH VA NHONG OIEU CAN LUU Y:
| Xn doc trong 10 huong din su durg

CONTRAINDICATIONS AND OTHER INFORMATIONS |
Read the package insert
SOK/Reg Ho: 000 0
Tiéu chude: 1CCS
- Marutacturer's specification 56 16 SX (Batch No):
' Nody SX (Mfg Date)
HD (Exp.Date):

Manfactuted by
QUAPHARCO
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GMP - WHO

Thuéc cém QBIXOMUC 100

1. Tén thude: QBIXOMUC 100.
2. Céc khuyén cdo dic biét:
Dé xa tAm tay tré em.
Boc ky huéng dan sir dung truée khi ding,
Néu can thém théng tin xin héi y kién béc si.
Théng béo cho béc si nhing tac dung khéng mong muén gip phai khi st dung thuéc.
3. Thanh phin, ham lwong ciia thube: Mbi g6i thudc cdm chira:
Thanh phan duoc chét: ACELYICYSIEING ..covuernnercrrrerssessmssssmssions 100 mg
Thanh phén t4 dugc (Puong tréng; Aspartam; Quinolein yellow; Erythrosin; Huong bgt cam)
vira da 1 g6i 0,9 g.
4. Dang bao ché, tinh chit thanh phim: Thubc cém dang hat, toi, kho roi, cém mau cam héng, thom mui
huong cam, ¢6 vi ngot d& chiu.
5. Chi dinh:
Tiéu chét nhdy trong bénh nhay nhét (mucoviscidosis) (xo nang tuyén tuy), bénh ly ho hip c6 dom nhdy quénh
nhu trong viém phé quan cdp va man, lam sach thudong quy trong md khi quan.
6. Liéu diing, cich ding:
Ubng thuéc ngay sau khi in
* Ngwoilon va tré em trén 7 tubi: Ubng 2 g6i/lan, ngay 3 lan.
* Iré em tir 2 dén 7 tudi: Ubng 2 g6i/lan, ngay 2 1an.
- Cach dung: Hoa tan thuéc trong nita ly nudc, sir dung ngay sau khi pha thubc.
7. Chéng chi dinh:
- Tién str hen (nguy co phén ting co thit véi tit ca céc dang thudc chira acetylcysteine).
- Qué man véi acetylcysteine hoic bét ctr thanh phin nao cta thubc.
- Tré em <2 tudi.
8. Canh bdo va than trong khi dung thudc nay:
- Phai gidm st chit ch& nguoi bénh c6 nguy co phét hen néu dung acetylcysteine cho ngudi ¢6 tién sir dij ung.
Néu c6 co thét phé quan phai dung thubc phun mi gién phé quan nhu sabutamol hodc ipratropium va phai ngung
acetylcysteine ngay.
- Khi diéu trj véi acetylcysteine, c6 thé xudt hi¢n nhiéu dom loaing & phé quan, cin phéi hit dé 14y ra néu nguoi
bénh gidm kha ning ho.
- Sbc phan vé din dén tor vong khi dung acetylcysteine da dugc bao céo, thudng xay ra trong thoi gian 30 - 60
pht, cin theo d&i va nglng thudc néu phén tmg x4y ra va xr tri kip thoi.
- Néu ¢6 nén dit déi khi ubng thubc thi cin theo dsi chay méu da day hodc gian thuc quan, loét da day.
- Ngudi bi phenylceton- niéu va ngudi phai han ché luong phenylalanin dua vao co thé nén than trong khi ding
ché phim Qbixomuc 100 vi chira aspartam.
- Thanh phén t4 duoc ¢6 dudng tring nén khéng dung thude nay cho bénh nhén khéng dung nap fructose hoic
kém hép thu glucose - galactose.
9. Sir dung thudc cho phu nit mang thai va cho con bi:
- Thoi ky mang thai: Céc két qua nghién ctu trén dong vat thi nghiém cho théy r& thudc khong gay quéi thai.
Tuy nhién, cac dir liéu liéu ndy khong cho phép suy rfng ra trén nguoi.
- Thoi ky cho con ba: Thube dung an toan cho ngudi cho con b,
10. Anh huéng ciia thuéc 1én kha ning ldi xe va vin hanh may méc:
Can than trong khi 14i xe va v4n hanh mdy méc vi thubc ¢6 thé gy nhirc diu, ha huyét 4p, u tai, anh huéng dén
14i xe va van hanh méy moc.
11. Twong tic, twong ky ciia thube:
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- Acetylcysteine 1a mot chat khir nén tuong ki hod hoc véi c4c chét oxy hoa. o _—
- Khéng dugc ding ddng thdi véi cac thube chéng ho khac hodc bét ctr thu6c nao 1am gidm bai tiét phé quan ‘\/\3‘\)‘-5"02,5>
trong thoi gian diéu trj bing acetylcysteine vi lam gidm phan xa ho c6 thé dan dén tich tu dich ti€t trong phé “ONGTY '*

quan. 0 PHAN

- Than hoat c6 thé 1am giam tac dung cuia acetylcysteine. ‘0C PHAM
- Khdng nén tron thube cdm Qbixomuc 100 véi cac san pham thudc khac. ANG BINH
- Acetylcysteine c6 thé 1am gidm sinh kha dung ctia mudi ciia mot sé kim loai nhu vang, canxi va sit (do tic —— \‘é
dung chelat héa c6 thé xay ra). Trong trudng hop nay, nén udng thudc cac lidu cich nhau it nhét 2 gio. i_;}}}ﬁ

2 . . A . £ 1R 1A A ’ |
- Céc thir nghiém in vitro cho thiy khi tron khéng sinh cephalosporin va acetylcysteine, c6 thé 1am mat hoat tinh

cta khang sinh. Nén than trong khi khuyén ding khéng sinh udng it nhit 2 gio trudc hodc sau khi ding
acetylcysteine.
- Str dung ddng thoi nitroglycerin va acetylcysteine gay ha huyét ap dang ké, din dén gian dong mach thai duong
va c6 thé khoi phat dau diu.
- Néu phai dung déng thoi nitroglycerin va acetylcysteine, bénh nhan cin dugc theo doi va canh béo vé tinh
trang ha huyét &p c6 thé trm trong va kém theo dau diu.

12. Tdc dung khong mong muén ciia thudc:
Acetyleysteine ¢6 gi¢i han an toan rong. Tuy hiém gip co thit phé quén trong 14m sang do acetylcysteine nhung
van c6 thé xay ra véi tht ca cac dang thubc chira acetylcysteine.

Céc phan tng c6 hai dugc liét ké dudi ddy, theo phan loai cac co quan va theo trinh tur tan sudt giam dan.

it gap Hiém gip R4t hiém gip =

1/1000< ADR < 1/100 1/10.000 < ADR < 1/1000 ADR < 1/10.000

Roi loan hg théng mién dich

Phan (mg qua min Séc phan vé, phan vé /

phan g phan vé

Réi loan h¢ thin kinh
Pau dau | ' l

Réi loan tai va mé dao

U tai I l '
Roi loan tim

Nhip tim nhanh | | |

Réi loan mach
Ha huyét ap I IXuét huyét l
Réi loan ho hé‘;p, l("ing nguc va trung thit

|Co thét phé quan, kn6 the ] l

Roi loan tiéu héa

Non mira, tiéu chay, viém miéng,

dau bung, budn nén Chimg &n khs tiéu

Roi loan da va cic mé duéi da

M@ day, phat ban, phit mach, ngira

I3 Ko
Ciéc roi loan chung

Sét

Phu mat
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Cic tac dung khéng mong mudn khic: ) )
- Su xuét hién ca cac phan ng da nghiém trong nhu hdi chimg Stevens-Johnson va hoai tir biéu bi nhiém doc

nhét mot loai thuéc khac duoc sir dung ciing ltc, c6 thé 1am tdng tac dung trén da dugc mo ta.

acetylcysteine.

da dugc bio céo c6 lién quan tam thoi véi viée sir dung acetylcysteine. Trong hdu hét cac truong hop nay, it
- Trong trudng hop tén thuong da va niém mac t4i phat, cdn duoc tu van y té ngay 14p tic va nglmg st dung|

- Giam két tap tiéu cdu trong mau khi c6 acetylcysteine da dugc xdc nhan béi cac nghién ctru khéc nhau. Sy lién|:

=7

\ A
NG/,

quan vé mit 1am sang van chua dugc 1am & cho dén nay.

* Cdch xik tri ADR: Dung dung dich acetylcysteine pha loing c6 thé giam kha ndng gy nén nhiéu do thudc.
Phai diéu tri ngay phan tng phan vé bang tiém duéi da adrenalin (0,3-0,5 ml dung dich 1/1000), thé oxy 100%,
dat n¢i khi quan néu cin, truyén dich tinh mach d tiang thé tich huyét twong, hit thuée chu vén beta-adrenergic
néu co thit phé quan, tiém tinh mach 500 mg hydrocortisone hodc 125 mg methylprednisolon.

Cé thé tic ché phan g qué man véi acetylcysteine (bao gdm phat hdng ban toan than, ngtra, budn nén, non)
bing dung khang histamin truéc, vi phan ng qué man da xay ra t6i 3% s6 ngudi tiém tinh mach acetylcysteine
dé diéu tri qué liu paracetamol, nén c4c thdy thudc can chii y ding khang histamin dé phong phan ting do.

13. Qué lidu va cach xi tri:

- Triéu ching: Qu4 lidu acetylcysteine c6 triéu chimg tuong tu nhu triéu chimg cta phan vé nhung ndng hon
nhiéu, dic biét 1a ha huyét ap. Céc triu chimg khac bao gbm suy hé hép, tan mau, déng mau réi rac néi mach va
suy than. T vong dd xdy ra & ngudi bénh bi qui lidu acetylcysteine trong khi dang diéu tri nhidm doc
paracetamol.

- Xr tri: Néu qu4 lidu acetylcysteine, nén diéu trj triéu chiing va hé tro hodc héi ¥ kién ctia béc si.

14. D3c tinh dwgre lyc hoc:

- Nhom dwge ly: Thudc tiéu chit nhady; Ma ATC: RO5C B01; S01X A08; V03A B23.

Acetylcysteine 13 dan chit N- acetyl cua L-cystein, mot acid amin ty nhién. Acetylcysteine c6 téc dung tiéu
chy nhy do sulhydryl tw do lam giam do quanh ciia ddm & phdi 6 mi hoic khong bang cach tach d6i cAu néi
disulfua trong mucoprotein va tao thuan loi dé téng dom ra ngoai bang ho, dan luu tu thé hodc bing phuong
phép co hoc. Tac dung nay manh nhét & PH 7 - 9 va khéng bi tic dong bdi DNA. Acetylcysteine 1a mot chét
khéng oxy hod chira thiol nén c6 thé 1am gidm kha ning giy hai t& bao cua céc gbc oxygen tu do phat sinh.
Ngoai ra thuc con lam tang tac dung sinh hoc cua nitrogen oxyd bang c4ch két hop véi oxyd tao thanh S-
nitrosothiol 12 mét chét c6 tac dung gidn mach manh. Tuong tac gitra acetylcysteine véi nitrogen oxyd c6 thé han
ché san xuit gdc peroxinitrat gdy ton hai vi acetylcysteine canh tranh véi géc superoxyd dé chiém nitrogen oxyd.

15. Dic tinh dwge dong hoc:

Sau khi udng, acetylcysteine dugc hdp thu nhanh & dudng tiéu hod va dat ndng do dinh trong huyét tuong
khoéng 0,5 - 1 gi& khi ubng lidu 200 - 600mg, bi gan khir acetyl thinh cystein va sau d6 duoc chuyén ho4. Sinh
kha dung khi udng thip va c6 thé chuyén hoa trong thanh rudt va chuyén ho4 buéc diu trong gan. 83% thuéc
gén v6i protein huyét twong, D6 thanh thai thén c6 thé chiém 30% d6 thanh thai toan than.

16. Quy cich dong géi: Hop 25 goi x 0,9 g

17. Piéu kién bao quén, han ding va tiéu chudn chit lwgng ciia thude:

* Diéu kign bio quan: Dé noi kho rdo, tranh dnh sang, nhiét d6 khong qua 30°C.

*Hgn ding: 36 thang ké tir ngdy san xuét.

* Tiéu chudn chit legng ciia thuée: TCCS,
18. Tén, dia chi ciia co's& sén xufit: Cong ty CP Duge phim Quang Binh

86 46, Pudng Hitu Nghi, Phuong Béc ly, TP. Pdng Héi, Tinh Quang Binh.
Ngay 15 thang 11 nim 2023
CONG TY CP Dugc phim Quing Binh
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