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

Lo Z.01-02-03a KCN/KCX Tan Thuén, Q. 7, Tp.HCM

TUFSINE 200

DT: (08) 37700142 - 143 - 144 Fax: (0B) 37700145
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MAURN HANTDAYN GIKsTe

CONG TY CP DUGC PHAM SAVI (SaWipharm J.5.C)

L6 2.01-02-03a KCN/KCX Tan Thuan, Q. 7, Tp.HCM

DT: (08) 37700142 - 143

TUFSINE 200 - hdp 24 géi

144 Fax: (08) 37700145

q:»z:n:»z«zm__o&%%
Acelylcysleing ... 200 mg

T4 duge vira dd 7 1g

CHI BINH - CHONG CHI BINH - LIEU LUGNG -
CACH DUNG - THAN TRONG - TAC DUNG PHY :
Xin doc 1 hudng ddn si dyng thudc

BAO QUAN : Nai kha, nhigt da duéi 30°C
Tréanh énh adng

TIEU CHUAN : TCCS

DE XA TAM TAY CUA TRE EM
DQC KY HUGNG DAN SU DUNG TRUOC KHI DUNG

Reg. No. /SOK :

AVl | SaWipharm ) 5.0}
L Tan Thuan

M4u hép

V./w. PN\ \

Tufsine 200

Acetylcysteine 200 mg

COMPOSITION : Each sachet conlaints
Acetylcysteine ... 200 mg
Excipienls q.s for " w—
INDICATIONS - CONTRAINDICATIONS

DOSAGE - ADMINISTRATION - PRECAUTIONS -
SIDE EFFECTS : See enclosed leafie!

STORAGE : Keep in a dry place, at temperature
below 30°C Pratect from light

SPECIFICATION : Manutacturer's

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE LEAFLET BEFORE USE
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Boxof 24 sachetsx 1g

84 16 SX / Batch No. -
Ngay SX / Mfg. Date ©
Han dung / Exp. Date :

Lk

_n_.:uam




https://trungtamthuoc.com/

CONG TY CP DUQC PHAM SAVI (SaWipharm J.S.C)

L6 Z.01-02-03a KCN/KCX Tan Thuan, Q. 7, Tp.HCM
DT: (08) 37700142 - 143 - 144 Fax: (08) 37700145

IMAURN HIANTDANN GIKsYY

TUFSINE 200

Miu goi
Thanh phén : Mdi géi chda o T
Acetylcysteine .............. .. 200 mg Thudc bét sui
Té dugc vira du ...... 1g

Chi dinh - Chéng chl dnh - Liu lugng - Céch ding -
Thén trong - Tdc dyng phy :
Xin doc 10 huéng ddn s dung thubc

Béo quén : Ndi khd, nhiét a9 dudi 30°C. Trénh dnh séng

DE XA TAM TAY CUA TRE EM _
DQC KY HUONG DAN SU DUNG TRUOC KHI DUNG

San xuat ta

CONG TY CP DUQC PHAM SA V| | SaWVipharm ). 5.C)
Lo Z.01-02-03a KCN/KCX Tan Thuan. Q.7. Tp.H6 Chi Minh

Tléu chufn : TCCS SE16SX :
SPK : Han ding :

Tufsine 200

Acetylcysteine 200 mg

'GMP-WHO

TP. H) Chi Minh, ngdy 24. thang (2.2 nam 2011
KT. Tong Gidm Dic
Phé Téng Gidm Déc (KH-CN)
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Muc C: Don xin ding ky, miu nhin, thong tin ké don

TO HUONG DAN SU DUNG THUOC

TUFSINE 200
Thude bjt sii — G6i 1,0 g

CONG THUC :
- Acetyleysteine ... 200 mg
- Té duge vira du S I gam/goi

(mannitol powder, sorbitol powder, effer soda, saccharose,
citric acid anhydrous, PVP K30, sodium carbonate anhydrous,
aspartame, ascorbic acid, colloidal silica dioxide 200, i
Jrutti flavor (FL/25436)).
DANG BAO CHE :
Thude bt sui, ding dé uéng,
DUQC LYC HQC
- Acetylcysteine (N - acetylcysteine) 14 ddn chét N - acetyl coa L -
cysteine, mot amino - acid tu nhién. Acetylcysteine duge ding lam
thudc tiéu chat nhay va thude giai doc khi qua lidu paracetamol.
Thubc lam gidm do quanh cua dom & phdi cé ma hoac khong bing
cach tach ddi ciu ndi disulfide trong mucoprotein va tao thuan lgi dé
16ng dom ra ngoai bang ho, din luu tu thé hoac bing phuong phap
o hoe.
- Acetylcysteine duge ding dé bao vé chéng gdy doc cho gan do qua
lieu paracetamol, bing ‘cér.:h- duy tri hosc khoi phuc néng do
glutathione cta gan 1a chat gdn thiét dé lam bat hoat chét chuyén hoa
trung gian cua paracetamol gdy doc cho gan. Trong qua liéu
paracetamol, mét lugng 16n chét chuyén héa ndy dugc tao ra vi
dudmg chuyén hoa chinh (lién hop glucuronide va sulfate) tré thanh
bdo hoa. Acetylcysteine chuyén hoa thanh cysteine kich thich gan
tong I]op glutathione va do do, acetylcysteine co thé bao vé duac gan
neu bat dau digu trj trong vong 12 gitr sau qud liéu paracetamol. Bt
dau diéu trl cang som cang tot,
DUQC PONG HQC
- Sau khi udng, acetylcysteine dugc hép thu nhanh ¢ dudmg tiéu hea
va bj gan khur acetyl thanh cysteine va sau d6 duge chuyén hoa. Dat
nong do dinh huyét wong trong khoang 0,5 dén | gitr sau khi udng
liéu 200 dén 600 mg. Kha dung sinh hoc khi ubng thip va co thé do
chuyén héa trong thanh rudt va chuyén hoa bute ddu trong gan, Do
thanh thai thin c6 thé chiém 30% o thanh thai toan than.
- Sau khi ubng, nia doi cubi cia acetylcysteine toan phin 14 625
gir
DI/ LIEU AN TOAN TIEN LAM SANG
Khong co dir lidu mai.

CHi DINH DIEU TR}

Puge ding lam thude tidu chit nhdy trong bénh nhdy nhét
(mucoviscidosis) trong bénh xo nang tuyén tuy, bénh Iy ho hip co
dom nhiy quanh nhu trong viém phé quan cip va man.

- Pugc dimg 1am thude giai dge trong qua liéu paracetamol.

LIEU LUQNG VA CACH DUNG

Cdch ding:
- Hoa tan lugng bét sii trong mot goi vao mét lugng vira di nudc
uong da dun sdi dé ngudi,
- Uong sau khi thudc 1an hoan toan.
Liéw hrong:
- Thudc tidu chit nhiy ;
o Ngudi I6n : Ubng 200 mg (1 g6i)/Ian, ba 1in mdi ngay.
o Tré em tir 2 dén 6 wdi : ubng 200 mg (1 goi)lan, hai lin mdi
ngay.
- ‘Thuéc gidi djc trong qua lidu paracetamol - Khi c6 chin dodn qua
liéu paracetamol, phai cho bénh nhan ding N - acetylcysteine ngay
Ip tirc néu chua dén 36 gitr ké tir khi uéng paracetamol. Diéu tri voi
N - acetyleysteine ¢6 higu qua hon khi cho thude trong thai gian dudi
10 gio sau khi udng paracetamol. Liéu dung va thoi gian ding thude
cho timg trurding hop cu thé theo chi dinh cia bac si diéu tri. Liéu
ding thong thuong nhu sau: cho bénh nhan uéng N - acetylcysteine
voi lieu dau tién 1a 140 mg/kg, sau do cho tiép 17 liéu nira, mdi lidu
70 mg/kg cach nhau 4 gig mdt lan. Cham dut diéu tri néu xét nghigm
paracetamol trong huyét tuong cho thy nguy co dic hai gan thap.

CHONG CHI DINH

- Loét da day ta trang tién trién )

- Tién s hen (nguy co phan img co tht phé quan véi tét ca cac
dang thudc c6 chira hoat chat acetylcysteine). '

- Qua man vai acetylcysteine hodc cac thanh phin khac cua thudc.
- Ngwéi &n kiéng mudi, kiéng duang

- Khdng ding cho tré em duei 2 wdi

CANH BAO VA THAN TRONG KHI SUDUNG

Phéi gidm sat chat ché ngudi bénh co nguy ca phat hen, néu ding
acetylcysteine cho ngudi ¢6 tién st di img; néu ¢6 co tht p}_ué quén,
phai diing thude phun mu gian phé quan nhu salbutamol (thudc beta -
2 adrenergic chon loc, tac dung ngin) hoac ipratropium (thude khang
muscarine ) va phai ngimg acetylcysteine ngay

Khi diéu trj vai acetylcysteine, co thé xudl hién nhiéu dom loang @
phé quan, do d6 cin phai hit dé Idy ra, ndu ngudi bénh giam kha
nang ho.

TUONG TAC VOI CAC THUOC KHAC, CAC DANG TUONG
TAC KHAC:
Acetylcysteine 12 mét chét khir nén khong phdi hgp véi cac chit oxy
- héa. Khong duge ding dong thai céc thude ho khac hodc bit cir
thube nao lam giam bai tiét phé quan trong thi gian diéu tri bing
acetylcysleine.

TRUQNG HQP CO THAI VA CHO CON B\
Thai ky mang thai

Diéu trj qua liéu paracetamol bing acelylcysteine & ngudri mang thai
¢ hiGu qua va an toan, co kha nang ngan chan dugc dc tinh cho gan
¢ thai nhi ciing nhu @ nguai me.
Thei ky cho con b

Nghién ciu @ nguoi me ding paracetamol sau khi dé cho con b
khdng thiy c6 tac dung khong mong mudn @ tré nho ba me

TAC DUNG POI VOI KHA NANG LAI XE VA VAN HANH
MAY MOC
Khong cb tic djng.

Théng bdo cho Bic si nhitng tdc dung khdng mong mubn
gdip phai khi sir dung thuoc

TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

Acelylcysteine co gidi han an toan rong. Tuy hiém gip co thit phé
quan rd rang trong 1am sang do acetylcysteine, nhung van c6 thé xay
ra vai tal ca cac dang thuoc chira acetyleysteine.

Thuong gap, ADR > 1/100
- Budn ndn, nén.
It gap, 111000 < ADR < 1/100
- Budn ngu, nhirc dau, U tai. y
- Viém miéng, chay nudc mii nhigu.
- Phat ban, may day.
Hiém, ADR < 171000
- Co thit phé quan kém phan tmg dang phan vé toan than
- SOt rét run

Huéng din cdich xi Iy ADR ] ]
Dung acetylcysteine pha loang thanh dung dich ¢6 thé han ché tricu
chimg gy budn nén, non. .

Phai diéu tri ngay phan img phin v¢ bang Liém duéi da adrenaline
(0,3 - 0,5 ml dung dich 1/1000 ) va thé oxy IOD%’_ dat ndi khi quan
néu céin, truyén dich tinh mach dé tang thé tich huyét wong, hit thuée
cht vin beta - adrenergic néu co thil phé quan, tiém tinh mach 500
mg hydrocortisone hodic 125 mg methylprednisolone.

C6 thé irc ché phan img qua min voi acetylcysteine bao gbm phit
héng ban toan thin, ngira, budn ndn, ndn, chong mat, bang cich ding
khéng histamine tneée. C6o ¥ kién cho ring qua mén 13 do co ché gia
di (mg trén ca s& giai phong histamine hon 1a do nguyén nhan mién
dich

QUA LIEU .
Qua lidu acetylcysteine co trigu chimg twong L nhu triéu chimg cua
phan vé, nhung ning hon nhieu: Dac biét 1a giam huyét ap. Cac tniéu

b T
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chimg khdc bao gdm suy ho hép, tan mé, déng mau rai rac ngi mach
va suy than. Tir vong da Xay ra 6 ngudi bénh bj qua lidu acetyleys-
teine trong khi dang diéu tri nhiém déc paracetamol. Qua liu
acqulcysteinc_xay ra khi tiém truyén qua nhanh va vgi liéu qua cao.
Diéu trj qua liéu theo triéu chimg,

PONG GOI :

Hop 10 goi, hép 24 goi ~ Goi 1,0g

BAO QUAN :

Noi kh6, nhiét do dwei 30°C Trénh 4nh séng

TIEU CHUAN AP DYNG :
Tiéu chuén co sg.

HAN DUNG : .
24 thang ké tir ngdy san xust.

FELALND NP VL ER R L,

Dé xa tim tay ciia tré em.
Boc j}' hiréng din sir dung triée khi ding.
Néu cin thém thong tin, xin héi § kién Bdc si.

San xuft tai:

CTY CO PHAN DUQC PHAM SA VI (SaWspharm J.5.C)
L& Z.01-02-03a KCN/KCX Tén Thudn, Q.7, TP.HCM

Dién thoai : (84.8) 37700142-143-144

Fax : (84.8) 37700145

Tp. HCM, ngay 23 thang & nam 2012
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