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TRACH NHIFM TRON VEX

CONG TY CP DUGC PHAM SAVI (SaWipharme J.5.C) TUFSINE 200 cap
Ld Z.01-02-03a KCN/KCX Tan Thuén, Q. 7, Tp.HCM (chai 100 vién nang)
DT: (08) 37700142 - 143 - 144 Fax: (08) 37700145

M3&u nhan chai

THANH PHAN : M&i vién nang chia :
N-Acetyl-L-Cysteine ..........cccccervenvannens 200 mg

X - Ta duge vIa dull ......coovveeeeieniinesinnennnes 1 vién nang

u S J lta 2 00 c A P CHI BINH - CHONG CHI DINH - LIEU LUNG -

_ CACH DUNG - THAN TRONG - TAC DUNG PHY :

N-Acetyl-L-Cysteine 200:mg Xin doc trong td hudng din st dyng.

BAD QUAN : Nai kho, nhigt do khdng qua 30°C.
Tranh anh sdng.

TIEU CHUAN : TCCS /SBK :

S0'10 SX, Ngay SX,
Han ding :
j hai.
(____I;—?? S%n <t tai 2 Xem dudi déy chai. sls35036 48
s PLZE1S)  CONG TY CP DUGC PHAM SA VI Ao RS e S Sy
e caWipharm J.5.C) Dé xatam'tay,cuatré.em

L6 Z.01-02-03a KCN/KCX Tan Thuén, Sy in su.ding truac khi ding
Q.7, Tp.Hé Chi Minh =5 s .

TRACT XIIEN TGN VEX

BO Y TE
CUC QUAN LY DUGC
PA PHE DUYET TP. Hd Chi Minh, ng&y 40 thing .0 ndm 20..)

KT. Téng Gidm Péc
Phé Téng Gidm I?ﬁlcnﬂ(ﬂ-CN) &C’

Lan dau:.,4. /ﬂ/ A
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TO HUONG DAN SU DUNG THUOC

Vién nang cimg

TUFSINE 200 cap
THANH PHAN
- Acetylcystein ........c.ccccrienneeeer.. 200 mg
= T4 GUTC VIR QU ..o.omiisrieeesmmssismsiuinsssesassiarormateaas 1 vién

(microcrystalline cellulose 102, acid stearic, colloidal silicon
dioxide, nang so I xanh ld - nga).

DANG BAO CHE
Vién nang cimg

DUQC LYC HQC

- Acetylcystein (N - Acetylcystein) 1a din chdt N - acetyl cia L -
cystein, mjt amino - acid ty nhién. Acetylcystein duge ding lam
thubc tidu chat nhdy va thudc giai djc khi qué lidu paracetamol.
Thudc 1am gidm 49 quéanh ciia dom & phdi c6 mu hojc khdng bing
cach tach dbi cdu néi disulfua trong mucoprotein va tao thudn lgi dé
tdng dom ra ngoai bing ho, dn luu tr thé hoac bing phuong phip co
hoe.

- Acetylcystein ciing dugc ding tai chd dé diéu trj khong cé nude
mat. Acetylcystein diing dé bao vé chéng gdy doc cho gan do qud liéu
paracetamol, biing cach duy trl hofic khdi phuc ndng d§ glutathion
ciia gan Ia chdt can thiét dé 1am bét hoat chét chuyén héa trung gian
ctia paracetamol gdy djc cho gan. Trong qua lidu paracetamol, mft
lugng Ién chit chuyén héa ndy dugc tao ra vi dudng chuyén héa
chinh (lién hgp glucuronid va sulfat) tré thinh blo hoa. Acetylcystein
chuyén héa thanh cystein kich thich gan tdng hgp glutathion va do
do, Acetylcystein co thé bao vé duge gan néu bat diu diéu trj trong
vong 12 gitr sau qua liéu paracetamol. BAt diu ditu trj cAng sém cang
tot.

DUQC DONG HQC

- Sau khi hit qua miéng hofic nho thude vao khi qudn, phin 16n thude
tham gia vao phan (mg sulfhydryl - disulfid, s6 con lai duge biéu mé
phdi hip thu. Sau khi udng, Acetylcystein duge hap thu nhanh &
dudng tiéu héa va bj gan khir acetyl thanh cystein va sau dé dugc
chuyén héa. Dat ndng d9 dinh huyét tuong trong khoéng 0,5 dén 1
gity sau khi udng liéu 200 dén 600 mg. Kha dyng sinh hoc khi uéng
thip va c6 thé do chuyén héa trong thanh rugt va chuyén hoéa bude
diu trong gan. D§ thanh thai than c6 thé chiém 30% dd thanh thai
toan than.

- Sau khi tiém tinh mach, ntra dosi cudi trung binh 12 1,95 va 5,58 git
tuong img vdi Acetylcystein khir va Acetylcystein toan phin; sau khi
udng, nira doi cudi cia Acetylcystein toan phin 14 6,25 giv.

CHI DJNH DPIEU TR]

- Pugc ding lam thudc tiéu chit nhdy trong bénh nhdy nhot
(mucoviscidosis) (xo nang tuyén tuy), bénh ly hd hip c6 dom nhdy
quanh nhu trong viém phé quan cap va man, va [am sach thudng quy
trong mé khi quén.

- Bugc ding lam thudc gidi djc trong qué liéu paracetamol.

LIEU LUQNG VA CACH DUNG

Ciéch ding;
- Ding duong uéng
Liéu lugmg:
- Thudc tiéu chit nhdy :

o Ngudi 16n : Udng 200 mg/14n, ba lin méi ngdy.

o Tré em tir 2 dén 6 tudi : ubng 200 mg/ln, hai lan méi ngdy.
- Thuéc gidi ddc trong qu4 lidu paracetamol ; Khi c6 chén doén qué
lidu paracetamol, phai cho bénh nhin ding N - Acetylcystein ngay
14p tic néu chua dén 36 givr ké tir khi udng paracetamol. Didu trj véi
N - Acetylcystein c6 hidu qua hon khi cho thudc trong théi gian dudi
10 gi&r sau khi udng paracetamol. Liéu diing va thdi gian ding thudc
cho timg trudng hop cu thé theo chi dinh ca Bic si diéu trj. Liéu
dung thdng thuéng nhur sau: cho bénh nhin udng N - Acetylcystein
v6i lidu diu tién 12 140 mg/kg, sau d6 cho tiép 17 lidu nita, mdi lieu
70 mg/kg céch nhau 4 gity mot 1dn. Chém dut didu trj néu xét nghiém
paracetamol trong huyrﬁ tuong cho thdy nguy co ddc hai gan lh?p.

CHONG CHI DJNH
- Tién str hen (nguy co phén (mg co thit phé quan véi tat ca cic dang
thudc chira Acetylcystein).

- Qué min vdi Acetylcystein.
- Tré <2 wdi

THAN TRONG

- Phai gidm sét chit ch& ngudi bénh c6 nguy co phét hen, néu ding
Acetylcystein cho ngudi c6 tién sur dj tmg; néu c6 co thit phé quan,
phéi ding thubc phun mu gidn phé quan nhu salbutamol (thudc beta - 2
adrenergic chon loc, tac dyng ngén) hofic ipratropium (thudc khéng
musca.ring va phdi ngimg Acetylcystein ngay.

- Khi didu trj vdi Acetylcystein, c6 thé xudt hién nhiéu dom loang &
phé quén, cin phai hat dé Idy ra néu ngudi bénh gidm kha ning ho.

TUONG TAC THUOC

- Acetylcystein 12 mot chit khar nén khong phit hop véi c4c chit oxy
- héa.

- Khong duge diing ddng thdi céc thube ho khéc hodc bét cir thude
ndo lam giam bai tiét phé quan trong théi gian diéu trj bing
Acetylcystein.

TRUONG HQP CO THAI VA CHO CON BU

Thoi ky mang thai ;

- Ditu trj qua litu paracetamol bing Acetylcystein & nguti mang
thai c6 hiéu qua va an todn, va c6 kha nang ngin chiin dugc djc tinh
cho gan @ thai nhi ciing nhu & ngudi me.

Thai ky cho con bu

- Thudc ding an toan cho ngudi cho con bu.

TAC DUNG BOI VOI KHA NANG LAI XE VA VAN HANH
MAY MOC;

Do c6 thé xdy ra budn ngu, nhirc ddu, U tai khi ding thubc nén cin
than trong khi 14i xe hogc diéu khién may méc.

TAC DUNG KHONG MONG MUON (ADR)

- Acetylcystein c6 giéi han an todn rong. Tuy hiém gap co thét phé
quén d rang trong lim sang do acetylcystein, nhung vén c6 thé xay
ra véi tét ca céc dang thudc chira Acetylcystein.

Thuong gdp, ADR > 1/100

- Buédn ndn, nén,

It gap, 1/1000 < ADR < 1/100

- Buédn ngg, nhirc déu, U tai,

- Viém miéng, chay nu6e mili nhiéu.

- Phét ban, may day.

Hiém, ADR < 1/1000

- Co thiit phé quin kém phan img dang phén vé toan thin,

- Sét, rét run,

Théng bdo cho Bdc st nhitng tic dung khdng mong mudn
g{p phai khi sir dung thude

Huémg diin chich xir trf ADR .

- Ding dung dich Acetylcystein pha lodng co thé giam kha ning gdy
ndn nhiéu do thudc. .

- Phi didu trj ngay phan img phin v¢ bing tiém dudi da adrenalin (0,3
- 0,5 ml dung dich 1/1000 ) thé oxy 100%, diit ndi khi quén néu cén,
truyén dich tinh mach d& tng thé tich huyét tuong, hit thudc chil vin
beta - adrenergic néu co thit phé quén, tiém tinh mach 500 mg
hydrocortison hofic 125 mg methylprednisolon.

- C6 thd (e ché phan img qua man véi Acetyleystein bao gdm phit
hdng ban toan than, ngira, budn ndn, ndn, chéng mit, bing ding khang
histamin truéc. Cé ¥ kién cho ring qua min 1 do co ché gia dj img trén
co s& gidi phéng histamin hon 13 do nguyén nhén mién dich. Vi phan
{mg qua mén d2 xdy ra tdi 3% sb ngudi tiém tinh mach Acetylcystein
dd didu trj qua litu paracetamol, nén cic thiy thubc cn chd y dung
khéng histamin dé phong phén img d6.

QUA LIEU

- Qué liéu Acetylcystein ¢6 trigu chimg tuong ty nhur triéu chimg cia
phén v¢, nhimg ngng hon nhicu: Djic biét 14 gidm huyét 4p. Céc trigu
chimg khic bao gdm suy hd hap, tan mau, déng méu rai ric ndi mach
v suy thn, Tir vong d4 xdy ra & ngudi bénh bj qué lidu Acetylcystein
trong khi dang diéu tri nhiém doc paracetamol. Qué lidu Acetylcystein
xdy ra khi tiém truyén qué nhanh va véi liu qua cao, Diu trj qué liu
theo tri¢u chimg.

PONG GOI:
Hgp 10 vix 10 vién.
Chai 100 vién,
BAO QUAN:
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Noi kh, nhi¢t d¢ khdng qué 30°C. Tranh 4dnh sdng i) =
Xa tam tay cia tré em.

st CI.{ UAN AEDUNG: Dyc kj Iucéng dlin sir dung tricde khi ditng.
Tiéu chudn co sd. Néu cdn thém théng tin, xin héi y kién Bic sF.
HAN DUNG: Sin xudlt tai: !
Y e : CTY CO PHAN DUGC PHAM SA VI (Sawipharm J.5.C)
36 thang ke tir ngdy san xuat, L6 Z.01-02-03a KCN/KCX Tén Thudn, Q.7, TP.HCM
Dién thoai : (84.8) 37700142-143-144
Fax : (84.8) 37700145
na.icnmt.'u IN VEN
Tp. HCM, ngay./§...thang @4 nim 2014
KT.TONG GIAM POC

G GIAM POC . )(/,/”

PHO CUC TRUONG

AN Vit Sy




