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HUONG DAN SU DUNG THUOC

PHABALYSIN 600

1. Tén thuéc: Phabalysin 600
Dé xa tam tay tré em
Doc ki hudng din sir dun g triwde khi diing

2. Thanh phin céng thive thude:
MOoi g6i thube bot Phabalysin 600 chira:
Thanh phan dugc chat: Acetyleystein ........ A0 AR s S R SRR SR SRS SRS SR 600 mg
Thanh phan ta dugc: Vitamin C, dudng trang, lactose 200 mesh, sucralose, sunset yellow, bot mui
T i o B TS AT A Bt e ' e R S S R vira di 1 goi
3. Dang bao ché:
Thude bdt uéng.
Bot mau tring dén trang [15ng. kho toi, khong bi von, am mébe, mau sic dong nhit, vi ngot, mui cam
dé chiu, dong goi trong t0i gidy/nhém /polyethylen han kin.
4. Chi dinh:
Tiéu chat nhay trong bénh nhay nhét (mucoviscidosis) (xo nang tuyén tuy), bénh 1y hd hép cé dom
nhdy quanh nhu trong viém phé quan “ap va man. khi thiing (emphysema) va gidn phé quan. Thudc
chi duge ding cho ngudi 16n.
5. Cich dung, liéu dung:

Liéu ditng:
Nguaoi [én va tre em trén 14 tuéi: Udng mot lidu don 1 61 Phabalysin 600/ngay. q/
Tré em tr 2 — 14 tuéi: St dung thude cé ham luong thich hop.
Tré em dudi 2 tudi: Acetyleystein 600mg chong chi dinh véi tré em dudi 2 tudi,
Cach ding:
Cit goi thude theo dudmg ké, do bot trong g6i vao cde. DBé nude vao coe khudy déu roi ubng.
6. Chéng chi dinh:
Tién sur hen (nguy co phan Gng co thit phé quan véi tit ca cac dang thude chira acetylcystein).
Qua man véi acetyleystein hoic bét ¢t thanh phén nao ciia thubc.
Tré em dudi 2 tudi véi chi dinh tiéu chat nhay.
Pang bi viém loét da day.
7. Cinh bio va thin trong khi dung thude:
Phai gidm sat chit ch& nguoi bénh ¢6 nguy co phat hen néu ding acetylcystein cho ngudi co tién sir
di ung; Néu co thit phé quan, phai ding thudéc phun mu gian phé quan nhu salbutamol hoéc
ipratropium va phai ngimg acetylcystein ngay.
Khi diéu tri bing acetyleystein, ¢6 thé xuat hién nhiéu dom lodng & phé quan, can phai hat dé lay ra
néu ngudi bénh giam kha nang ho. Séc phan vé dan t6i tir vong khi dung acetylcystein da duoc bao
cao, thuong xay ra trong thoi gian 30 — 60 phiit, cn theo déi va ngimg thude néu phan (g xay ra
va Xt tri k] p thoi.
Néu co nfm dir doi khi uéng thudc thi can theo doi chdy mau da day hodc gian thuc quan, loét da
day.
Nhimg bénh nhin ¢6 vén dé vé di truyén hiém 2dp khong dung nap fructose, galactose, kém hip
hap thu glucose-galactose, thiéu hut sucrase-isomaltase va Lapp lactase khong nén dung thudc nay.
8. Su dl,nig thubc cho phu nir ¢6 thai va cho con ba:
Thoi ky m;m-rg thai:
Khong cé'dir lidu vé anh huong cua acetylcystein (61 phu ntt ¢6 thai.

Thai ky cho con bii:
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Thudce dung an toan véi nguoi cho con bu.

9. Anh huéng ciia thude 1én kha nz‘ing lai xe, van hanh may méc:
Khéng ¢6 phan img nao duge biét dén anh huong 161 kha nang l4i xe va diéu khién may moc.
10. Twong tic, twong Ky cia thube:
Acetylcystein 1a mét chét khir nén tuong ky héa hoc véi céc chat oxy hoa.
Khéng ding déng thoi cac thube ho khac hodc bat ctr thube nao lam giam tiét dich phé quéan trong

thoi gian diéu tri bing acetylcvsteln
Acewlcystem phan {mg v&i mot s kim loai, ddc biét sit, niken, dong va véi cao su. Can trénh

thude tiép xuc voi nhimg chat dé.
Thude khang sinh: Céc bao cdo vé acetylcystein lam mat hoat tinh cta khang sinh chi dua trén cac
thir nghiém in viiro trong d6 céc chat duoc trén truc tiép. Tuy nhién, dé dam bao an toan, nén udng
khang sinh cach xa acetylcystein it nhét 2 gid. Khong xuét hién tuong téc nhu vy dbi véi cefixim
va loracarbet.
Acetylcystein ¢6 thé lam tang tac dung gidn mach cta nitroglycerin. Do dé can than trong khi su
dung.

11. Tdc dung khéng mong mudn cua thude:

Acetylcystein cé gioi han an toan rong. Tuy hiém gap co thét phé quan rd rang trong lam sang do 29030

acetylcystein, nhung van co thé xay ra voi tit ca cac thube chira acetylcystein. 16 TY

Thirong gap, :4 DR > 1/100 :ij *‘D' 32&

Tiéu héa: Buon nén, non. : UONG

Tim mach: Do bimg, phu, tim dap nhanh. ' RIAC O

Ir gap. 1/1000 < ADR < 1/100 5

Théan kinh: Budn ngl. nhue dau, 0 tai. ===

H6 hap: Vién miéng. chay nude mii nhiéu, ran ngay.

Da: Phat ban, may day.

Hé mién dich: Tang tram cam. )

Ha huyét ap. %/

Hiém gdp, 1/10000 < ADR < 1/1000

Toan than: Co that phé quan kém phan g dang phan vé toan than, sét, rét run.

Tiéu hoéa: Kho tiéu. 8%

Rat hiém gap, < 1/10000 i
ot

Xudt huyét.
Thong bao ngay cho bac sy va dicoe sp nhitng phan ting c6 hai £ap phai khi s dung thuéc.
Hiuwong din xii tri ADR:
Dung dung dich acetyleystein pha lodng ¢6 thé giim kha ning gy ndn nhiéu do thude.
Phai di¢u (i ngay phan ang phan ve hanu uém dudi da adrenalin (0.3 — 0,5 ml dung dich 1/1000),
tho oxy 100%. dit ndi khi quan néu cin, lum.n dich tinh mach dé tang thé tich huyét tuong. hit
thude chu vin beta-adrenery rgic néu co thit phu. quan, tiém tinh mgch 500mg hydrocortison hodic
125mg methylprednisolon.
C6 thé te ché phan ung qui man vai acetyleystein bao gom phiit honu ban toan than, ngtra, budn
non. non. chong mat. bang dung khing histamin trude. Co y kién cho mn” qua man la do co (.hL gia
di (g wén co 50 gidl phong histamin hon 1a do nguyén nhan mién dich. Vi phan (mg qua man di
Xdy ri 101 3% O nguodi tiém (iém (inh mach acetyleystein dé didu i qua licu paracetamol, nén céc
thiy thude ¢an chu ¥ dimg khang histamin dé phong phan tng do.

12. Qua li¢u va cach xi tri:
Triéu chuns Khéng quan sat thiy trudng hop qua liéu doc hai nao lién quan dén acetylcystein diing
dudng uéng. Khong quan sat thay tac dung phu nghiém trong nao o nhimg ngudi tinh nguyén da
diéu tr voi liéu 11,6 g acetylcystein/ngay trén 3 thang. Liéu udng lén dén 500mg g/kg can niang déu

duoce dung nap ma khong c6 triéu chimg cia nhiém déc.
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Triéu chimg cta nhiém déc: Qua lidu ¢6 thé xay ra cac kich tg duong tiéu héa (budn nén, nén.
ticu chay).
Xir ly: Diéu trj theo triéu chimg néu can thiét.
13. Dic tinh duge Ire hoe
Acetyleystein 1a dan chat N-acetyl cua L-cystein, mét acid amin tu nhién. Acetylcystein ¢6 tac dung
tiéu chat nhay do sulhydryl tu do lam gidam do quanh cta dom & phoi ¢6 mu hodic khong bang cach
tich doi cau néi disulfua trong mucoprotein va tao diéu kién tong dom ra ngoai bing ho, dan luu tu
thé hodic bang phuong phap co hoc.
14. Dic tinh dwge dong hoe:
Hap thu: Sau khi ding dudng uéng, hau hét acetylcystein duge hip thu nhanh chéng va chuyén héa
& gan thanh cytein, mot chat chuyén hoa cé hoat tinh, cling nhu diacetylcystin, cystin va cac hdn
hop disulphid khac.
Phdn bé: Do chuyén héa bude mot qua gan manh, sinh kha dung duong udng cua acetylcystein rat
thap. O ngudi, nong do t6i da trong huyét thanh dat dugc sau 0.5 — 1 gio khi udng liéu 200 -
600mg. Thude lién két véi protein huyét tuong khoang 83%.
Chuyén héa: Acetyleystein va cdc chét chuyén hoa cia né ton tai dudi ba dang khéc nhau trong néi
tang: mot phin o dang tu do, mét phan lién két véi protein huyét twong va mét phan két hop véi
amino acid. Acetyleystein duoc bai tiét hau hét & dang chét chuyén hoa khong con hoat tinh théng
qua than. Thoi gian ban thai cua acetyleystein xap xi 1 gior va chu yéu duge xdc dinh boi su chuyén
hoa nhanh chong & gan. Do d6 & nhimg ngudi suy giam chirc nang gan. thoi gian ban thai cia thude
c6 thé kéo dai lén 8 gid.
That rir: D thanh thai than e6 thé chiém 30% d thanh thii toan than. Thé tich phan bé 13 0,47
lit/kg.
15. Quy cich dong goi:
Hop 30 goi x 2,0 gram, kém theo & hudng ci%n str dung thude. )
16. Diéu kién bao quan, han dung, tiéu chuin chit lwgng cuaa thude:
Diéu kién bao quan: Bao quan noi kho, tranh sanh sang, nhiét dé duai 30°C.
Han dung: 24 thang ké tir ngay san XUAt.
Tiéu chuén chat lugng: Tiéu chuan co so.
17. Tén, dia chi, biéu twong clia co' s¢' san xuit: /
Cong ty ¢ phn Duoc phdm Trung wong | - Pharbaco %’/
160 Tén Dire Thang - Ha Noi - Viét Nam 3
amanc® Dién thpai: 024- 3845456]5 024- _?8454562 Fe}x: 024-38237460 i
San xuat tai: THANH XUAN - SOC SON - HA 50 105 ) '
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