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PHABALYSIN 600

1. Tén thube: Phabalysin 600
Dé xu tim fay tré em
Doc kit laedng din st dung triede ki ding
2. Thinh phin cong thive thude:
Mbi g6i thude bdt Phabalysin 600 chira:
Thiinh phan duge chat: Acetvleystein sy e e ot 000 T
Thinh phin 1 duge: Vitamin C. duong tring, lactose 200 mesh, sucralose, sunset yellow, bat mii
CAM vrmereierns e e riann s sttt eees WITA O T g

3. Dang hio chi:
Thude bit udng.
Bt mau tring dén triing hong. kh 10i, khang bi von, dm mée, mau sic déng nhdt, vi ngot. mii cam
dé chiu, dong goi trong ti gidy/nham fpelyethylen hin kin.

4. Chidinh: k. \
Tiéu chét nhily trong bénh nhay nhot (mucoviscidosis) (xo nang tuyén wy), bénh 1¥ ho hip ¢o dom !
nhiy quanh nhu trong viém phé quan cip v man, khi thiing (emphysema) va gidn phé quan. Thude
chi duge dimg cho ngwoi lén.

5. Cich ding, liéu ding:
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Lién ditng: ) ) (V

Nguoi Iom v tr¢ em trén 14 udi: Uong mat licu dom | 26i Phabalysin 600/ngay.

Tréemur2 = 14 _qu:i: Sir dung thude co ham lugng thich hop. . .

Tre em dudi 2 tadi: Acetyleystein 600mg chéng chi dinh véi té em dudi 2 wii.

Ciicl ditng: ) ) ) o

Ciit g6i thude theo duimg ké. dé bot trong goi véo coe. Dé nude vio cée khudy déu rdi udng.
6. Chéng chi dinh:

Tién sit hen (nguy co phin img co thit phé quan vai 1t ca cde dang thude chira acetyleystein). i
Qud min vai acetyleystein hode bat el thinh phin nio cia thude. '*i.

Tré em dudi 2 woi vai chi dinh tiéu chit nhay.
Bang bi viém lodt da day.
7. Cinh bio va thin trong khi diing thude:
Phai gidm sit chit che ngudi bénh ¢6 nguy co phit hen néu ding acetyleystein cho ngui ¢6 tién sir
di img; Néu co thit phé quan, phai ding thude phun ma gidn phé quan nhir salbutamol hoge
ipratropium va phai ngimg acetyleyvsiein ngay.
Khi diéu tri biing acetyleystein, ¢6 thé xuit hién nhidu dom lodng & phé quan, cin phai hit dé 1y ra
néu ngudi bénh giam khd nding ho. So¢ phan vé diin 16i tir vong khi ding acetyleystein da duge bio
clio. thudmg xay ra trong thoi gian 30 — 60 phie, cén theo ddi vi ngimg thube néu phan tng xiy ra
v xir tri kip thot.
Néu c6 nén dir doi khi udng thude thi cén theo di chay niiu da day hoje gidin thye quan, loét da
day. |
Nhimg bénh nhin ¢o vin dé vé di truyén hiém gap khong dung nap fructose, galactose, kém hip
hap thu glucosc-pilactose, thiéu hut sucrase-isomaliase vi Lapp lactase khéng nén ding thuéde nay,
3. .‘a'l'ri:lulég: thuie cho phy nir ¢6 thai va cho con bi:
Thai by meeng rhai.
Khong ed dir li¢u vé anh huémg e acetvleystein i phy nir cé thai,
Thei E‘I.' iy con b
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Thude ding an todn vai ngudi cho con b,

9. Anh huong cia thudce lén kha ning Lii xe, vin hanh mdy mac:
Khong ¢6 phén img ndo duge biét dén anh huong 11 kha nang I4i xe va didu khién may moc.

10. Twong tic, twong Ky, cia thude:
Acetyleystein 1d mét chédt khir nén twong ky héa hoc vdi cde chit oxy hoa.
Khéng ding dong thi cdc thude ho khic hode bit eir thude ndo lam gidm tiét dich phé quan trong
théi gian diéu tri bing acetyleystein.
Acetyleystein phin tmg vai mdt so kim loai, dic bigt sit, niken, ddng va voi cao su. Cin trinh
thude tiép xiic véi nhimg chit dé.
Thude khang sinh: Cée bio cdo vé acetyleystein Fim mat hoat tinh cia khding sinh chi dya 1rén cde
thir nghi¢m in vitro wong dé cic chit duge 1dn trye tiép. Tuy nhién, dé dam bio an todn, nén udng
khang sinh cich xa acetyleystein it nht 2 gio. Khong xudt hign wong tic nhir vy déi véi cefixim
vi loracarbel,
Acetyleystein ¢o thé lim tang tac dung gidn mach cia nitroglveerin. Do dé ¢én thin trong khi sir
dung.

11. Tie dyng khéng mong mudn cia thude:

Acetyleysiein €6 gii han an todn rong. Tuy hiém gap co thit phé quan 13 ring trong lam sing do T-?J‘,,\
acetyleystein, nhamg vin ¢6 thé xdy ra voi (it ed cde thude chira acetyleysiein, BTN
Thneimg gap, ADR 2 1100 L, ::- f: Er-

Tiéu hoa: Budn nén, nin.

Tim mach: Do bimg, ph. tim dip nhanh.

It gdp. 171000 < ADR < 1/100

Thin kinh: Budn ngi. nhire diu. i tai,

Ho bip: Viem miéng. chiv nuée mii nhidu, ran ngay.
Da: Phat ban, miy day.

Hé mién dich: Tang tram cam.
Ha huyét dp. (\01/

Hiém gap. 1710000 < ADR < 171000

Todn thin: Co thit phé quan kém phin img dang phdn v toan thin, sét, rét run.

Tiéu hoa: Khd tiéu.

Ret hidm gap, < 110000

Xuat huyér,

Thong béo ngay che bde 7 vé duge s nhiog phin g ¢6 hoi £ap phei khi ste dung thude.

Heeinrg divee o tei ADR:

Dt dung dich acetyleystein pha loding ¢ thé gism ki ndng giy nén nhicéu do thude,

Phai didu 1 ngay pham dng phin v bamge tiém dudi daadrenalin (0.3 - 0.5 ml dung dich 1710060,
thir oxy 100%, dat ndi khi quan néu cin, truyén dich tnh mach dé tng the tich huyét wong. hit
thude ehu viin beta-adrenergic néu co thit phé quan, iém tinh much $00myg hydrocortisen hode
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1 25mg methylprednisolon.
C thé e ché phan g qud man v acetyleystein bao gom phit hdng ban toin thin, ngim, budn
ndn. ndn. chong mae bing ding khing histamin wade, C6 ¥ kién cho ring qud mdn 1 do co ché iz
di g teén e s giai phang histamin hon K do nguyén nhin mign dich. Vi phiin dmg quid man da
Ky £ 16 3% 50 ngudi tiém tidm tinh mach aceryleystein 3é didu 1 qud lidu paracetamol, nén e
thay thuoe e chin ¥ dang khing histinin d¢ phiong phan tmg dé.

12. Qui liéu vit cich xir tri:
Tri¢u chimg: Khng quan st thiy trudng hop qud lidu dje hai nio lién quan dén acetyleystein ding
duimg uéng. Khong quan sit thiy tic dung phy nghiém trong ndo & nhimg ngwdi tinh nguyén da
diéu tri voi liéu 11.6 g acetyleystein/ngdy trén 3 thing. Liu udng 1én dén 500mg/kp cin ning déu
dwroe dung nap mi khong €6 tricu chimg eta nhiém die.
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Tri¢u chimg ctia nhiém doc: Qua lidu 6 thé xay ra cie kich img duimg tiéu hoa (budn nén, nén,
tidu chiy).
Xir ¥ Diéu trj theo triéu chimg néu ¢in thicr,

13. Bic tinh dwge lye hge
Acetylevstein 1a din chit N-acetyl et L-cystein, mot acid amin tr nhién. Acetyleystein cé the dung
tiéu chit nhiy do sulhydryl tr do lim giam d¢ quanh cia dom & phdi cé mu hojc khong biing cich
tich doi cau noi disulfua trong mucoprotein va tao didu kién tong dinm ra ngodi bang ho, dan luu wr

th¢ hoge bang phuomg phap cor hoe.

I4. Die tinh duge dong hoe:
Hip thu: Sau khi ding duomg uéng, hiu hét acetyleystein duge hép thu nhanh chong vi chuyén hoa
a gan thanh cytein. mét chat chuyén héa o6 hoat tinh, cling nhur diacetyleystin, cystin va cic hin
hgp disulphid khie,
Phén bo: Do chuyén héa bude mot qua gan mank, sinh kha dyng dutmyg udng cla acetylevstein il
thip. O nguoi, nong do toi da trong huyét thanh dat duge sau 05 — | gt khi udng liéu 200 -
600mg. Thude lién két vai protein huyét wrong khoing 83%.
Clanyén hig: Acetyleystein va edc ehit chuyén héa eda nd on ti dudi ba dang khdce nhau trong ni
tang: mt phin & dang tw do, mt phan lién két voi protein huyét womg va mét phin két hop véi
amino acid. Acetyleystein duge bii tiét hiu hét & dang chdt chuyén héa khéng con hoat tinh thing
qua thin. Thii gian bin thii cia acetyleystein xﬁp xi 1 gidr vi chu yéu duoe vée dinh b s chuyén
hoa nhanh chong & gan, Do dé & nhimg ngui suy giam chire néng gan. thi gian bin thai cia thude
¢ thé kéo dai 1én § gion,
Fhai trie: D6 thanh thai thian ¢6 thé chiém 30% ¢ thanh thai tedn than, Thé tich phin bo la 0.47
livkg.

15, Quy cich ding goi:
Hp 30 géi x 2.0 gram, kém theo & huémg din si dyng thude,

16. Diéu kién bio quin, han dimg, tiéu chudn chit lwgng cua thube:
Diéu kién bao quin: Bao quan noi khd, trinh sanh sing, nhidt 5 dudi 30°C.
Han ding: 24 théng ké tir ngéy san xuét,
Tiéu chuan chat leong: Tiéu chudn co so.

17. Tén, dia chi, bitu trgng eiia co si sin xuit:
Céng ty ¢ phin Duge phim Trung uong 1 - Pharbaco %’/
@ 160 Ton Bire Thing - Ha Ngi - Viét Nam %
Banare® Dign thogi: 024- 38454561; 024- 38454562 Fax: 024-18237460 |
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