.tu;tpsi//trunétamthuoc.com/

>

TRACE resEb TRON PEN

cONG TY CP DUYC PHAM SAVI (Sawipharm J.8.C)

LS Z.01-02-03a KCN/KCX T&n Thuén, Q. 7, Tp.HCM

BT: (08) 37700142 - 143 - 144

Méu hép

Fax: (08) 37700145

BO Y TE
CUC QUAN LY DUGQC

PA PHE DUYET
Lan dﬁn:..ﬂ.J...Ol.J...m

T o

sine 100

y

Boxof20sachetsx1g |

18958

MAUIN HANEDIAIN GRKSY

TUFSINE 100

refully the leallet before use

at tsmperature below 30°C, Protect from light,

INDICATIONS - CONTRAINDICATIONS
DOSAGE - ADMINISTRATION - PRECAUTIONS -
SIDE EFFECTS : See enclosed leaflet.
STORAGE : Keep In & dry place,

SPECIFICATION : Manufecturer's
Keep out of ") It

EXCIDIONS 8. fOF .cocsvcrsssesrssnssssssssioes

COMPOBITION : Each sache! containe

J‘

S8 16 SX / Batch No, :

—
.- ég
3 ﬁ |
g8 =S
x 2 ©
2 8
" &
2 I

am lay cua fré em

cAcH bOwa - THAN TRONG - TAC DUNE PHY) :
Xin doc 19 hudng diin s dyng thude.
BAD QUAN : Noi kho, nhigt 48 dudl 30°C.

THANH PRIN ; M pdi chua

B 1 N
il BN - crling ol Biln - LIEY LUDNG -
Trinh dnh eéng.
néu cme : Toos

TP. H Chi Minh,

|

KT.T
Phé6 Tong Gidm Déc (KH-CN)

e



Nos=—2uf

==

=
5
1 g
Sun
g3
® 3 53
’k . L
2 Tufsine 100 83
Xl o 220
D M. Acetylcysteine 100 mg .mT. =
] W.K.a“
b1 = =
- O A
~“Q
o H
@ =
W
T L
U _ — B =
@ - THANH PHAN ; M3 g6i ehita n THUGC )T 501 COMPOSITION : Each sachst contains 5 EFFERVESCENT ORAL POWDE
AcetyloyBlaing ............co.cicciiie Acelylcyatelne . .
P () Excplonts .6 01 v Se | (oo
| BN - ChlNg chi BINK - LiE - _
ho DN - THAN TROKG - TG DUNS P : B RN i

Xin doc 10 hudng dlin s& dung thude N‘ . SIDE EFFECTS : See onciosed leeflet. 4
ako 00 ek, o . irujsine 100 e 100
QUAN : Noi kho, nhigt @ duél 30°C i L o STORABE : Koop in a dry place, ! .
7 Acetylcysteine 100 mg

Trdnh énh séng.

L at tamperature below 30°C. Protect from light.
Tieu chulln : Tcos SRy, 300ty |
— SPECIFICATION : Manufacturer'a
Feg. No. [ SBK :
; .xuﬁhhu&u—m “ Box of 24 sachetsx 1g

_ St =i X _ L _ acnens o ; D

COMG TY CP DU PikM 3A 1 ) AW PHARMACEUTICAL 1 5.Ca. { SaWipiarns 15.C) L
i S%Ei;.ﬂ.ﬂ _Erlr.“. NI ToR i Lot We 2.0%-02-03, Tes Themn Dist. 7. Mo Chi Minh Cly T ey i

__ _ — _ o _____ ] s e - E - = _ A EEEEERRRRRR—

S48 16 SX / Batch No.

144 Fax: (08) 37700145

Ngay SX / Mig. Date
Han ding / Exp. Date

Jn

_.__u_—._ 15 o’

TRACH NHIEM TRON VEN

CONG TY CP DUYC PHAM SAVI (Sawipharm J.S.C)

Méu hép

L6 Z.01-02-03a KCN/KCX Té&n Thuén, Q. 7, Tp.HCM
143 -

DT: (08) 37700142 -




—

:o:a::r Hnwc PHKM SAVI (Sawspharm J.S.C) Rﬂﬁ@ mm m

Ld Z.01-02-03a KCN/KCX Tan Thuén, Q. 7, Tp.HCM TUFSINE 100
DT: (08) 37700142 - 143 - 144 Fax: (08) 37700145

Méu gol
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Muyc C:  Don xin ding ky, miu nhin, théng tin ké don

TO HUONG DAN SU DUNG THUOC

TUFSINE 100
Thube byt udng - Géi 1,0 g

CONG THUC :
= ACBYleYstRINg .. cvmaiia i i, 100 mg
-~ Tadwgeviadd ... | gam/goi

(ascorbic acid, aspartam, wtti frutti flavor (FL/25436),
saccharose. sorbitol powder, colloidal silicon dioxide 200)

DANG BAO CHE :
Thudc bét udng.

DUQC LYC HQC

- Acetylcysteine (N - acetylcysteine) 1a ddn chdt N - acetyl cua L -
cysteine, mét amino - acid ty nhién. Acetyleysteine dugc ding lam
thudc tidu chat nhay va thubc giai doc khi qua liéu paracetamol,
Thudc lam giam do quinh coa dom & phéi c6 mu hodc khong bang
cach tach doi cau néi‘disulﬁdc trong mucoprotein va tao thudn lgi dé
tong dom ra ngodi bang ho, dn luu tu thé hodc bing phuong phap
<o hoc.

- Acetylcysteine duge dung dé bao vé chdng giy doc cho gan do qua
liu paracetamol, bang cach duy tri hoac khai phuc néng do
glutathione cuia gan 1a chét can thiét dé lam bét hoat chit chuyén hoa
trung gian cia paracetamol gdy ddc cho gan. Trong qua lidu
paracetamal,' mot luong lén chit chuyén hoa nay dugc tao ra vi
dutng chuyén héa chinh (lién hop glucuronide va sulfate) trg thanh
bdo hoa. Acetylcysteine chuyén hoéa thanh cysteine kich thich gan
tong hop glutathione va do dé, acetylcysteine cé thé bao vé dugc gan
néu bat dau diéu tri trong vong 12 gitr sau qua liéu paracetamol. Bit
déu diéu tri cang som cang tét.

puQc DONG HOC

- Sau khi udng, acetylcysteine dugc hép thu nhanh & duting tiéu hoa
va bi gan khir acetyl thanh cysteine va sau do dugc chuyén héa. Dat
nong do dinh huyet twong trong khoang 0,5 dén 1 gior sau khi ubng
liéu 200 dén 600 mg, Kha dung sinh hoc khi udng thép va co thé do
chuyén héa trong thanh rudt va chuyén hoa bude diu trong gan. Bo
thanh thai th?l\ co thé chiém 30% do thanh thai toan thén.

- Sau khi udng, nira doi cudi cua acetylcysteine todn phin la 6,25

giO.

DU LIEU AN TOAN TIEN LAM SANG
Khéng co dit ligu mdi.

CHI DINH DIEU TR|

- Dugc ding lam thubc tiéu chit nhiy trong bénh nhdy nhét
(mucoviscidosis) trong bénh xo nang tuyén tuy, bénh ly hé hép c6
dom nhdy quanh nhu trong viém phé quan cép va man.
- Dugc ding lam thube giai dc trong qua liéu paracetamol.
LIEL LUQNG VA CACH DUNG
Cdch ding:
Ding dubing udng.
_Lié"u i’wpng:

- Thudc tiéu chit nhy :

o Ngudi lon : Udng 200 mg/ldn, ba lan mdi ngay.

o Tré em tir 2 dén 6 tudi : udng 200 mg/lén, hai 1dn mdi ngay.
- Thubc giai doc trong qué lidu paracetamol : Khi ¢6 chdn doan qua
liéu paracetamol, phai cho bénh nhan ding N - acetylcysteine ngay
I3p tirc néu chua dén 36 gitr ké tir khi uéng paracetamol. Diéu trj véi
N - acetyleysteine ¢o hiéu qua hon khi cho thudc trong thai gian dudi
10 gitr sau khi udng paracetamol. Liéu ding va thoi gian ding thude
cho timg trutmg hop cu thé theo chi dinh cia béc si diéu tri. Lidu
ding théng thuong nhy sau: cho bénh nhan uéng N - acetylcysteine
vai lidu dau tién 13 140 mg/kg, sau do cho tiép 17 lidu nira, mdi liéu
70 mg/kg cach nhau 4 gir mot lan. Chim dint diéu tri néu xét nghiém
paracetamol trong huyél tuong cho thay nguy co doc hai gan thap.

CHONG CHI PINH

- Loét da day ta trang tién trién L
- Tién sir hen (nguy co phan tmg co thét phé quan véi tht ca cac
dang thudc co chira hoat chat acetylcysteine).

- Qua mdn voi acetylcysteine hodic cac thanh phan khac cua thude.
- Ngubi an kiéng mudi, kiéng dutng
- Khéng dung cho tré em dudi 2 woi

CANH BAO VA THAN TRONG KHI SU DUNG

Phai gidm st chat ch& nguti bénh co nguy co phat hen, néu ding
acetylcysteine cho ngudi c6 tién sir dj émg; néu c6 co thit phé quén,
phai dung thude phun mi gian phé quan nhu salbutamol (thudc beta -
2 adrenergic chon loc, tac dung ngén) hoic ipratropium (thudc khang
muscarine ) vi phai ngimeg acetylcysteine ngay. )

Khi diéu tri voi acetylcysteine, co the xudt hién nhiéu dom lodng &
phé quan, do do cin phai hit dé ldy ra, néu ngudi bénh gidm kha
nang ho.

TUONG TAC VOI CAC THUOC KHAC, CAC DANG TUONG

TAC KHAC:

Acetylcysteine 1a mot chét khir nén khong phéi hop véi céc chat oxy
- héa. Khang duge dimg ddng théi cac thude ho khac hoZc bal cir
thude ndo lam giam bai tiét phé quan trong thoi gian diéu tri bing
acetylcysteine.

TRUONG HQP CO THAI VA CHO CON BI:

Thai ky: mang thai

Ditu 1ri qua liéu paracetamol bang acclyleysteine o ngudi mang thai
¢6 hiéu qua va an toan, va co kha nang ngan chan duge dde tinh cho
gan @ thai nhi cing nhu ¢ nguti me.

Thai ky cho con bi

Nghién ciru & ngudi mg ding paracetamol sau khi dé cho con bo,
khdng thiy c6 tic dung khéng mong mudn & tré nhé b me.

TAC DUNG POI VOI KHA NANG LAI XE VA VAN HANH
MAY MOC
Khéng co tac dong.

Théng bdo cho Bdc st nhimng tic dung khing mong nudn
gdp phdi kli sir dung thuoc

TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

Acetylcysteine co gidi han an toan rong. Tuy hiém gap co thét phi
quan rd rang trong lam sing do acetylcysteine, nhumg van co thé xay,
ra véi tdt ca cac dang thudc chira acetylcysteine,

Thugng gap, ADR > 1/100
Budn nén, nan.

it gdp. 1/1000 < ADR < 1/100
- Budn ngu, nhirc dau, 0 tai. )
- Viém mig€ng, chdy nurdc mii nhiéu.
- Phdt ban, may day.

Hiém, ADR < 1/1000

- Co that phé quan kém phan img dang phan vé toan than.
- Sét, rét run,

Huréng dén cich xit Iy ADR ) o
Diing acetylcysteine pha loang thanh dung dich cé thé han ché trigu
chimg gdy budn non, nén. . A
Phai dicu tri ngay phan img phéan v¢ bang tiém dudi da adrem!me‘ 9 /‘
(0,3 - 0,5 ml dung djch 1/1000 ) va th& oxy I(JO%‘, dat ndi khi quangz “
néu can, truyén dich tinh mach dé tang thé tich huyét tuong, hit muﬁh‘-/(
chii vin beta - adrenergic néu co thit phé quin, tiém tinh mach 5004 AN

mg hydrocortisone hoic 125 mg methylprednisolone. .

Co thé dc ché phan img qué man vai acetylcysteine bao gom phat

héng ban toan than, ngira, budn ndn, non, chéng mat, bang cach qiar!g

khdng histamine truéc. Co y kién cho rang qua man 13 do co ché gia

di img trén co s& giai phong histamine hon 1a do nguy2n nhin mién

djch.

QUA LIEU o
Qua liéu acetylcysteine co tridu chimg tuong W nhu tricu chlung cuia
phan vé, nhumg nang hon nhiéu: Dac bigt 1 giam huyét ap. Cac tnéu
chimg khac bao gém suy hd hép, tan mau, dong mau ral rac noi mach
va suy than. To vong d3 xdy ra 0 ngubi bénh bi qua licu acct,ﬁu\'{x-
teine trong khi dang diZu tri nhiém djc paracelamol, Qua héw



acetylcysteine xay ra khi tiém truyén qua nhanh va v6i lidu qui cao.

Diu tri qué liéu theo trigu chimg.

PONG GOI :

Hop 20 g6i, hop 24 goi — Goi 1,0g

BAO QUAN :

Noi khd, nhiét 6 du6i 30°C. Tranh 4nh séng
TIEU CHUAN AP DUNG :

Tiéu chudn co so.

HAN DUING :

24 thang ké 1ir ngay san xudt,

: UC TRUONG

Nuayin Vim Ghank

ERAT B NEAE A IR g,

DéE xu tdm tay ciin tré em.
Doc kp hueéng diin sir dung trirde khi ding.
Néu cin thém théng tin, xin hoi p kién Bic s,

Sin xuft tai:

CTY CO PHAN DUGC PHAM SA VI (SaWipharm J.5.C)
L6 Z.01-02-03a KCN/KCX Tén Thuan, Q.7, TP.HCM

Dign thoai : (84.8) 37700142-143-144

Fax : (84.8) 37700145

Tp. HCM, ngay 24 thang 4 nam 2012
KT. TONG GIAM POC
PHO TONG GIAM POC (KH ~ CN)




