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TG HUGNG DAN SU DUNG THUOC

Vién nang ciing
FRACE 200
Poc kj hwdng din sie dung trude khi ditng
Dé xa tam tay tré em

Vién nang cung FRACE 200 chiza:
Thanh phén duge chéit: AcetyleySteing ....o.ovverrvversseeesseeese 200 mg
Thanh phin td dUge ......ov.eveeevereeee e eeieeieneseeeniensens vira dui 1 vién

Mannitol, Ddu géc, Colloidal Silicon Dioxide (Aeroperl 300), Magnesi stearat, Nang s6 2 (Gelatin,
Silicon dioxyd, Natri lauryl sulfat, Methylparaben, Propylparaben, Glycerin, Acid acetic, Titan
dioxyd/ Candurin® silver fine, Polyethylen glycol 4000, Acetylated monoglycerides, Sucrose fatty
acid esters, td4 duwgc mau (Brilliant blue, Allura red, Carmoisine, Tartrazine, Quinoline yellow,
Erythrosine, Sunset yellow, Green S, Patent blue V))

2. Dang bao ché
Dang bao ché: Vién nang cing

Mo ta: Vién nang cting s6 2, thin mau xanh, ndp mau xanh, bén trong chita bdt mau do cam dén vang.

3. Chidinh

Didu tri tiéu dom trong cdc bénh Iy dudmg hd hdp nhur viém thanh quén, viém xoang cAp va man tinh,
viém tai giira, giam con ho.

Pidu tri cdc bénh 1y dudmg hé hip cAp va man tinh kém theo ri loan qué trinh hinh thanh va vén
chuyén chat nhdy nhu viém phé quan cép, viém phé quan hen, dot cdp ciia bénh viém phé quan phdi
man tinh, gidin phé quan, xo nang, hen phé quan.

4. Liéu ding, cich ding

Cich dung

Thube duge ding qua dudmg udng.

Uéng sau bira an.

Liéu ding

Trir khi ¢6 chi dinh khac cta béc si, lidu ding thong thuong la:

Tubi Tfmg liéu ding hiing ngay
Khong dung ché phim dudng
ubng c6 ndng do acetylcysteine
I6m hon 100 mg cho tré em dudi
2 tudi

Nén st dung san pham c6 ham
lugng thich hop

Tré em dudi 2 tudi

Tré em dudi 6 tudi

1/5



https://trungtamthuoc.com/

Tudi Thng lidu ding hing ngay

N 44 i .t £ ; 1 vién x 2 lan/ngay
6 dén 12 tudi va thanh thiéu nién tir 12 dén 14 tudi (o daong 400 155)

1 vién x 2 - 3 lan/ngay
(tfrong duong 400 - 600 mg)

53¥5u chiing trd nén trdm trong hon hogc khong cai thién sau 4 - 5 ngay, vui long lién hé véi

X&a thanh thiéu nién trén 14 tudi
y.

Trong viém phé quan man tinh va xo nang, cin phai diéu tri lau dai dé phong ngira.

5. Chong chi dinh

Qua mAn véi acetylcysteine hay bét ky thanh phan ta duge nio clia thube,

Viém loét da day ta trang.

Khéng ding ché phﬁm dudmg uéng c6 ndng do acetyleysteine lén hon 100 mg cho tré em dudi 2 tudi.

6. Canh bdo va thin trong khi ding thude

Cén than trong khi sir dung acetylcysteine & bénh nhan hen phé quan hozc bénh nhén ¢6 loét di dugc
chimg minh ldm sang.

Viée sir dung acetylcysteine, dic biét 1a trong giai doan dau diéu tri, c6 thé din dén hoa long va lam
tang thé tich dich tiét phé quan. Néu bénh nhan khéng thé khac dom (hogc khac khong du), can dp
dung céc bién phép thich hop (nhu din Iuu hodc hat).

Phan mg da nghiém trong nhu hoi chimg Stevens-Johnson va hoi chimg Lyell dd dugce bao cdo rit
hiém khi lién quan dén viéc sir dyng acetylcysteine. Néu c6 thay dbi & da hodc niém mac, ban nén
tham khao ¥ kién béc sT ngay l4p tic va nén ngimg sir dung acetylcysteine.

7. Sir dung thubc cho phu nir ¢6 thai va cho con bi

Phu nit co thai

Khdng c6 dit lidu ddy di vé viée sir dung acetylcysteine & phu nit mang thai. Céc nghién ciru trén
dong vét khong chi ra tac hai truc tiép hodc gian t:iép lién quan dén thai ky, su phét trién cua phoi
thai/thai nhi, qué trinh sinh n& hodic sy phét trién sau sinh. Acetylcysteine chi nén duge sir dung trong
thai ky sau khi danh gia dy du vé loi ich — nguy co khi sir dung.

Phu nit cho con bu

Khdng co du thdng tin v& sy bai tiét acetylcysteine vao stta me. Acetylcysteine chi nén duoc sir dung
trong thoi ky cho con b sau khi ddnh gi4 ddy du vé loi fch — nguy co khi stz dung.

8. Anh hwing ciia thubc 1én khi ning ldi xe, vin hanh miy méc

Chua c6 bing chimg v& anh hudng ctia thude 1én kha niing l4i xe, vin hanh mdy moc.

9. Tuwong tic, twong ky ciia thude

Twong tic ciia thubc

Thubc chdng ho va acetylcysteine khong nén ding dong thoi vi lam gidm phan xa ho 6 thé dén dén
tich tu dich tiét phé quan.

2/5



https://trun tamthuoc com/

Q{‘ 1—)} do an toan nén dung khang sinh duomg ubng it nhat ha1 gi¢ trude hodce sau acetylcysteme
IQREY khong ap dung cho céc san phim c6 chira hoat chét cefixime hodc loracarbef.

10. Téc dung khong mong mudn ciia thude

Béng tém tit céc phan (ng c6 hai: dugc phin nhoém theo tin sudt: rit thuong gip (ADR > 1/10),
thuémg giip (1/100 < ADR < 1/10), it gip (1/1000 < ADR < 1/100), hiém gip (1/1000 < ADR <
1/10000), rat hiém gip (ADR < 1/10000) va khéng xéc dinh (khdng thé udc tinh tin suat tir dit lidu
c6 sén)

R loan hé thdng mién dich:

ft gap: qua min

Rét hiém gip: séc phan v&, phan tmg phan v&, phan img giéng phan vé
Réi loan hé than kinh:

ft gap: dau du

Roi loan tai va mé dao:
ft gap: u tai

Rdi loan tim:

[t gdp: nhip tim nhanh

Réi loan mach mdu.

ft gap: tut huyét ap
R4t hiém gap: xuft huyét
R6i loan hé hdp, ngue va trung thét:

Hiém giip: kho thé, co thit phé quan

R3i loan hé tiéu hod:

it gap: budn ndn, ndn, tidu chay, dau bung
Hiém gap: khé tiéu

Réi loan da va mé duwdi da:

ft gip: may day, phat ban, phti mach, ngira

R6i loan chung va tinh trang tai chd dimg thuéc:

it gap: sbt

Khéng xéc dinh: phi mat

Su giam két tap tidu cAu khi cé mat acetylcysteine da dwoc xdc nhan béi nhiéu nghién ciru khéc nhau.
Sur lién quan v& mit 14m sang vin chua duoc lam 18 cho dén nay.

Thong bdo ngay cho bdc sy hodc dwoc st khi gdp cdc tic dung khong mong mudn nhw trén khi sic
dung thude hodc bdo cdo cdc phin ting cé hai ciia thubc vé Trung tim Thong tin thubc va Theo
dai phan g cé hai ciia thuée (ADR) Quéc Gia. Dia chi: 13 - 15 Lé Thinh Téng - Hoan Kiém -
Ha Npi. Pién thogi: 024.3.9335.618; Fax: 024.3.9335642; Email: di.pvcenter@gmail.com.
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trudmg hop qué lidu ndo duge ghi nhdn véi cde dang udng acetylcysteine. Nhimg ngudi
&n duoc diéu tri bing acetylcysteine 11,6 g/ngdy trong 3 thang ma khong c6 bét ky téc dung

Triéu chimg ngd ddc nhr budn nén, ndén mira va tiéu chay. Tré so sinh co thé bi tang tiét dich.
Piéu tri

Piéu tri triéu chimg.

12. Pic tinh duge lre hoc
Nhém duwoe Ip: Thube tiéu chit nhay.
Mi ATC: RO5CBO1

Acetylcysteine 12 mot din xuét cia acid amin cysteine. Acetylcysteine c6 téc dung tiéu tiét va vén
chuyén chit nhdy & dudmg hd hip. N6 phd v& céc ciu ndi disulfide trong chudi mucopolysaccharide
va c6 tic dung trén chudi DNA (trong chit nhay). Do cédc co ché nay, dd nhét ciia chit nhay giam.
Mot co ché hoat ddng thay thé ctia acetylcysteine dua trén kha niing ciia nhém sulfhydryl lién két cac
gbe tur do va giai doc theo cach nay.

Acetylcysteine 1am tang tdng hop glutathione, do @ c¢6 thé ding trong truomg hop ngd doc
paracetamol cép tinh. Téc dung bao vé dbi véi tan sudt va mirc dd nghiém trong ctia tinh trang phét
trién qua mitc cia vi khudn — khi acetylcysteine duge ding dé du phong — di dugc md ta & nhitng
bénh nhan bi viém phé quan man tinh/xo nang.

13. Pic tinh dwgc dgng hoc

Sau khi ubng, acetylcysteine dugce hip thu nhanh chéng va hoan toan, chuyén héa & gan thanh cysteine
(chét chuyén héa c6 hoat tinh dugc ly), diacetylcystine, cystine va cdc disulfide hdn hop khéc.

O ngudi, acetylcysteine va céc chét chuyén héa ctia né t6n tai & ba dang khéc nhau trong co thé: mot
phin & dang ty do, mét phén lién két v6i protein huyét tuong (thdng qua lién két disulfide khong bén)
va mjt phin dudi dang acid amin két hop. Acetyleysteine duge bai tiét qua than, hiu nhu chi dudi
dang chét chuyén héa khong hoat dong (sulfat vo co, diacetylcysteine).

Theo céc nghién ctru duge ding hoc, ndng do tdi da trong huyét twomg dat téng cong 120 pmol/l sau
khi tiém tinh mach 200 mg acetylcysteine, 75 pmol/l déi v6i dang khit, 0,47 l/kg (tdng cong) va 0,59
I/kg (giam acetylcysteine) d6i vi thé tich phan bé. D¢ thanh thai trong huyét twong duoc xac dinh 13
0,11 /h/kg (tdng cong) va 0,84 I/h/kg (giam acetylcysteine). Theri gian bén hiy sau khi tiém tinh
mach 12 30-40 phat trong khi qua trinh bai tiét dién ra theo déng hoc ba pha (pha alpha, beta va giai
doan gamma cudi).

Suy giam chire ndng gan din dén thoi gian ban thai kéo dai. Thoi gian nay 1én dén 8 gidr sau khi ubng.
Sau khi uéng, acetylcysteine lién két voi protein huyét tuong khodng 50%.

Acetylcysteine di qua nhau thai & chudt va duge phét hién trong nuée 6i. Sau khi uéng acetylcysteine
100 mg/kg thé trong, sau 0,5, 1, 2 va 8 gid, ndng d6 chét chuyén héa L-cysteine & nhau thai va thai
nhi cao hon so v6i ndng do trong huyét twong ctia me.

Acetylcysteine di qua phau thai va duge tim thdy trong mueée 8i. Nguoi ta khong biét lidu

acetylcysteine c¢6 dugce bai tiét vao sita me hay khéng.
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dit liéu lién quan dén hoat d6ng ctia acetylcysteine & hing rao mau ndo & nguoi.

2 ouoc PHAM |3, i
«\ LA TERH®yye¢ich dong géi: Hop 5 vi Alu/PVC x 10 vién nang clmg, kém té huéng dan sir dung.

Diéu kién bdo qudn: Noi khé rdo, tranh nh sdng, nhiét d6 khong qua 30°C.
Han ding ciia thude: 24 thiang ké tir ngdy san xuét.
Tiéu chudn chat lwong: TCCS.

16. Tén, dia chi cia co s¢ sin xuit thude:

Tén co s& san xudt thuée: CONG TY TNHH MTV DUQC PHAM LA TERRE FRANCE
Bia chi: L6 B3-1, goc dudomg D4-N1, khu cdng nghiép Hyu Thanh, Xa Hyu Thanh, Huyén Dic Hoa,
Tinh Long An
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