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HUONG DAN SU DUNG THUOC

Pharbacetyl

2. Cic ddu hiéu lru ¥ va khuyén cdo khi ding thubce

Pé xa tam tay tré em.

Poc k§ hudng din sir dung trude khi ding

Néu cén thém théng tin, xin hoi y kién ciia Bac sy

Khéng ding khi thube da bién mau, hét han sit dung,...

3. Thanh phén cong thire thube

Thanh phén duge chit: AcetyleyStein..........ccvweerierceniiiiiicscisisinninnien, 200 mg.

Thanh phf:in ta duge: Dudmg tring, lactose 200 mesh, sucralose, sunset yellow, bt mui cam
4. Dang bao ché: Thube bdt pha dung dich ubng
M5 ta dang bao ché: Bt mau tring, kho toi, khéng bi vén, 4m mébe, mau sic dong nhat, vi
ngot, miii cam d& chju, déng goi trong tii gidy/nhém/polyethylen han kin.

5. Chi dinh

Thubc hd tro tiéu chit nhiy trong didu tri cde rdi loan hd hip lién quan dén ting tiét chét nhiy
dac, nhat.

6. Li¢u dang, cich ding

Liéu diing:

Ngudi 16n va tré em trén 12 tudi:

- Udng 200 mg (1 goi) 3 1An mot ngay. Liéu ti da khuyén céo hang ngay 1a 600 mg/ngay.

- Thoi gian diéu tri phu thude vao tinh chét va mirc d nghiém trong cta bénh

- Uéng nhiéu nuée dé h trg tic dung tiéu chit nhay ciia acetylcystein

Cich ding:

Cét g6i thudc theo dudmg ké, dé bt trong goi vao cbe. DS nude vao cbe khudy déu rdi uong.
7. Chéng chi dinh

Qué min cam voi acetyleystein, chat tuong tu v& mit hoa hoc (vi du carbocisteine, erdosteine
hodic mecysteine) hoidic véi bit ki thanh phédn nao cta thube

8. Ciinh bio va thin trong khi dung thude

Bénh nhan hen phé quan cin dugce theo ddi chit ché trong qua trinh diéu tri: néu xay ra co that

phé quan, nén ngirng diéu tri ngay lap tic.

Khi str dung acetylcystein, dic biét khi bat dau diéu tr, c6 thé lam long dich tiét phé quan,
dong thoi lam tang thé tich dich dom loding & phé quan. Néu bénh nhan khong thé khac dom
céin phai hut dom.

Khong ¢6 nghién ciru vé hiéu qua va do an toan cua acetylcystein 200mg ¢ (ré em. Tuy nhién,
cac phan img bat lgi tir nhe dén ning di duoc bao céo khi sir dung acetyleystein tiém tinh
mach & nguoi 1on va ré em.

Nhitng bénh nhin c6 vén d& vé di truyén hiém gap khong dung nap fructose, galactose, kém
hip thu glucose-galactose, thiéu hut sucrase-isomaltase va Lapp lactase khong nén diing thuée
nay.
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9. Sir dung cho phu nit ¢6 thai va cho con b

Phu nit cé thai:Céc nghién ciru trén déng vat khong phat hién djc tinh nao trén sinh san. Tuy

nhién nén tranh sir dung Acetylcystein uong thoi ky mang thai.

Phu nit_cho con bii: Khong cé div liéu vé bai tiét acetylcystein vao stra m¢ nén chua thé loai
trir 4nh huéng cia thude 1én (ré bt me.

10. Anh hwéng ciia thude 1én khi niing ldi xe va vin hanh mdy méce

Khong c6 phan (mg nao duoc biét dén anh hudng t6i kha nang li xe va diéu khién may moc.

11. Twong tdc, twong ky caa thude

Tiong tic thubce

Thude chong ho va acetylcystcm khoéng nén ding ddng thai vi lam gidm phan xa ho c6 thé
din dén tich tu dich tiét phé quan.

Than hoat tinh c6 thé lam giam tac dung cua acetylcystein.

Khéng nén ding ddng thoi Pharbacety! véi cédc san phém thudc khéc.

Cde thir nghiém in vitro cho thiy khi dung cling khang sinh cephalosporin va af.etylcystcm
cé thé gdy mét hoat tinh khéng sinh. Cén thén trong khi ding khang sinh duong ubng it nhat
hai gi¢ trude hotic sau khi ding Pharbacetyl

Sir dung ddng thdi nitroglycerin va acetylcystein g&y ha huyét ap manh va din dén gian
dong mach thai duong co thé giy dau dau. Néu can sir dung dong, thei nitroglycerin va
Pharbacetyl, bénh nhén can duogc theo déi va canh béo vé tinh trang ha huyét dp cé thé
nghiém trong va kém theo dau déu.

Twong ky:

Do khong co céc nghién ciru vé tinh twong ky cta thude, khong trdn 1an thube nay véi céc
thude khac

12. Tac dung khéng mong mubdn

Céc phan Gng bt lgi duoc liét ké duéi diy, theo loai co quan va tAn sudt ctia hé thong.

vé/dang phan vé

Lép co quan hé TAn suét / Phin émg bit lgi
thing B Khong phf‘) bién Hiém R4t hiém Khong N
(>1/1.000, <1/100) | (=1/10.000,<1/1.000) | (< 1/10.000) xac dinh
R6i loan hé th(‘)ng Qué man Sé¢  phén -vé,
mién dich phan tng phan

R61 loan hé thén | Dau diu

chay, viém miéng,
dau byng, budn

non

kinh

RS loan tai va tién | U tai

dinh

R loan tim Nhip tim nhanh |
R&i loan mach mau | Huyét ép thép Xudt huyét

RS loan hd  hép, Co that phé quan,

ngue va trung thét kkhé ther

R&i loan tiéu hoa Nén  mira, tiéu | Kho tiéu
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Koa " a A
ROi loan da va mo | Mé day, phat ban,
dudi da phu mach, ngira

R6i loan chung va | SOt Phir mat
I3 . &
tac dung phu tai cho

Su xuit hién cée phan tmg da nghiém trong nhu hi chimg Stevens-Johnson va hoai tir biéu bi
nhidm doc da duoe béo cdo ¢6 lien quan tam thoi vai vige sir dung acetyleystein. Trong hau
hét cac truomg hop nay, it nhit mot loai thube khac duoe st dung cling lte, diéu nay cé thé
lam ting tac dung trén da niém mac duge md ta.
Trong truong hop tén thuong da va niém mac tai phat, céin tr vin y t& ngay lap tirc va ngimg
sir dung acetylcystein ngay lap tue.
Su giam két tdp tiéu cdu trong mau khi cé mit acetylcystein da duge xdac nhén bai nhiéu
nghién ctu khdc nhau. Sy lién quan lam sing van chua duge lam ro.
Huwéng din xiv tri ADR
Ddi véi dang uf‘mg. pha lodng dung dich acetylcysteine ¢o thé gitp lam giam phan (mg gdy
non
Truong hop xudt hién hode nghi ngér phan tmg phan vé: Ngimg thude va diéu tri cdp ctu phan
ve
Théng bdo ngay cho bic sy hogic dwoe st khi gip cdc tic dung khong mong mudn mhir trén
khi siv dung thube hodic bdo cio cde phin trng ¢d hai ciia th ude vé Trung tam Théng tin
thude va Theo dii phin ieng 6 hai ciia thuie (ADR) Quéc Gia. Dia chiz 13 - 15 L& Thdanh
Téng - Hoan Kiém - Ha Nji. Dién thogi: 024.3.9335.618; Fux: 024.3.9335642;
Email: di.pveenteriginail.com
13. Qua lidu va cdch xir tri
Tri¢u chitng: Qua liéu cip tinh cia acetyleystein ¢6 thé gy ra cac triéu ching tiéu héa nhu
budn ndn, ndn va tiéu chay.
Xir tri: Diéu tri qua lidu 12 diéu trj triéu chimg va ho trg thy theo tinh trang lam sing cua bénh
nhén.
14. Dic tinh dwge lwe hoe:
Nhom thuée: Thude tiéu nhdy
Ma ATC: ROSCBO1.
N-acetyl-L-cysteine (NAC) c6 tac dung lam tan chét nhiy manh dbi voi dich tiét nhdy va mi
béng cach khir polyme céie phitc hgp mucoproteic va acid nucleic tao d6 nhét cho thiy tinh
thé va thanh phdn cé mu ctia dom va céc chat tiét khac,
Acetyleystein ¢o tac dung chong oxy héa trye tiép do ¢6 nhom nucleophilic thiol (-SH) ty do
¢6 kha niing tuong tac truc tiép voi cic nhém gbe oxy héa ai dién tr. Phat hién gén day cho
thdy acetylcystein bao vé enzyme al-antitrypsin tre ché elastase khoi bi bt hoat béi acid
hypochlorous (HOCI), m{t téc nhdn oxy héa manh duge tao ra boi enzyme myeloperoxidase
coa thyc bao da hoat héa. Do cdu triic phin tr clia né, acetyleystein c6 thé d& dang xuyén qua
mang té bao. Bén trong (& bao, NAC bj khir acetyl thanh L-cysteine, mot loai acid amin cin
thiét cho qué trinh tr‘mg hop glutathione (GSH).
GSH 1a mt tripeptide ¢6 kha ndng phan img manh duogc tim thdy & khéip noi trong cac md
khac nhau cia dong vét va véit cAn thiét cho viée duy tri chic néng cfing nhu tinh toan ven
hinh thai t& bao. Day la co ché bao vé ndi bdo quan trong nhét chdng lai cac gde oxy héa, ca
ngoai sinh va ndi sinh, cling nhu chéng lai nhiéu chét gy doc té bao.
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Nhitng diic diém nay lam cho acetylcystein dic biét thich hep dé diéu tri cac bénh cap tinh va
man tinh cua h¢ ho hép, dic trung boi dich tiét nhiy va nh?iy dac, nhét.

Khéng c6 bing chimg vé hiéu qua va d6 an toan cia thube tiéu chit nhiy bao goém
acetylcystein trong viém phé quan cap tinh.

15. Piie tinh dwge djng hoc:

Hdp thu: Sau khi ding duong uéng, hau hét acetyleystein duge hdp thu nhanh chéng va
chuyén héa & gan thanh cytein, mot chéit chuyén hoéa c6 hoat tinh, ciing nhu diacetyleystin,
cystin va cac hon hop disulphid khéc.

Phédn_bé: Do Lhuycn héa budc mot qua gan manh, sinh kha dung dudng ubng cua
acetylcystein rét thap. O ngudi, ndng do t6i di trong huyét thanh dat duge sau | — 3 gio.
Thube lién két v6i protein huyét twong khoang 50%.

Chuyén héa: Acetylcystein va céc chit chuyén hoéa cua né tdn tai dudi ba dang khéc nhau
in huyét tuong va mot phan
J.,hat chuyén héa khnnb

trong ndi tang: mot phan & dang tr do, mot phﬁn lién két véi pro

két hop véi amino acid. Acetyleystein duge bai tiét hdu hét ¢
con hoat tinh théng qua than. Thoi gian ban thai cua aca(y!cystcu ip xi 1 gid va chu yéu
duoc xéc dinh béi sy chuyén héa nhanh chong & gan. Do d6 & H‘l;

nang gan, thoi gian ban thai cua thude cé thé kéo dai 1én 8 gio.

ngudi suy giam chic
Thdi triv: Cac nghién ciru duge dong hoc tiém tinh mach acetyleyst€in cho thay thé tich phan
bd 1a 0,47 Vkg (thng cong) hodc 0,59 I/kg (gidm acetyleystein); d6 thanh thai huyét twong
duoc xdc dinh 1an lwot 12 0,11 Vh/kg (tong cdng) va 0,84 I/h/kg (gidam acetyleystein). Thoi
gian ban huy sau khi tiém tinh mach la 30-40 phut trong khi qué trinh bai tiét theo dong hoc
ba pha.
Acetyleystein di qua nhau thai va dugce phét hién trong méau day ron. Khéng ¢6 thong tin vé su
bai tiét qua sita me.
16. Quy cdach déng goi
Hop 30 gdi x 2,0 g, kém theo (& hudng dén str dung thudc.
17. Piéu kién bio quén, han ding, tiéu chuin chit lwgng thude
Diéu kién béo quan: Noi khd, dudi 30°C, tranh sénh sing.
Han dung: 24 thang ké tir ngay san xudt.
Tiéu chuén chat lugng: TCCS.
18. Tén, dia chi ctia co’ s sin xudt thube
Céng ty ¢b phian Dwge pham Pharbaco Thai Binh
@ L6 CNOI — Cum ¢6ng nghi¢p An Ninh, Xa Tién Hai, Tinh Hung Yén, Viét Nam
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