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Box of 20 powder sachets
Content of the sachet: 3 g powder

N1

PARATRIAM 200 mg Powder

Acetylcysteine

COMPOSITION:

Aclive Ingredient: each sachet contains:

200 mg Acetylcysteins,

Exciplents: Sucrose, Silica colloldal anhydrous, Sodium chioride,
Tartaric acid, Orange flavour.

Indications, contra-indications, dosage and
administration; side-effects...: please see package insert.

Bao quan dwéi
30°C. Bao quan
trong bao bi gbc
a8 trénh énh séng.

Dé xa tAm tay
tré em. k§
hiréng din si»
dyng triréc khi
dimg.
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Cover of box of 20 sachets
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PARATRIAM 200 mg Powder

Acetylcysteine

THANH PHAN:

Hoat chét: mdi géi chiza 200 mg Acetylcysteine

Té durge: Sucrose, Silica colloldal anhydrous, Sodium chloride,
Tartaric acid, Orange flavour.

Chl dinh, chéng chi dinh, lidu ding, céch ding,
tac dung phy va céc thdng tin khéc:
xin dgc trong t& hiréng dan si¥ dung kém theo.

G

SBK/ Reg.no:

Nha sdn xubl | Manufacturer Chil s hiru gidy phép luu hiinh:
LINDOPHARM GmbH T:“ TY THAH RIHH VT BUC
Naustrassa 2, 40721 Hiiden, it """'D'n i
Garmany | Bire Q. Tl B, Tp, M Cl i, Vidt M

Nha nhap khiu / Importsr;

Store below 30°C.
Store in the
original package
in order to protect
from light.

Keep out of the
reach of children.
Read carefully
package insert
before use.

PARATRIAM 200 mg Powder

Acetylcysteine

S4 16 SX / Batch no.:
NSX / Mfg. date:
HD / Exp. date:
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Box of 50 powder sachets

N1
Content of the sachet: 3 g powder

Béo quan duoi
PARATRIAM 200 mg Powder 30°C. Bdo quan
Acetyicysteine &mﬁmﬁhﬁw
' COMPOSITION:

Actlve Ingredient: each sachet contalns: ﬁ ::Ia"' w{F
mD_n'pAa!ylcyswne. : hum £ =
Excipients: Sucrose, Silica colloidal anhydrous, Sodium chioride, 9 khi
Tartaric acid, Orange flavour. :z:g trurée

Indications, contra-indications, dosage and
administration; side-effects...: please see package insert.
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Cover of box of 50 sachets

Color: (] PANTONE366 . . . .. ...
[l PANTONE Process Blue C
O

Size:

Software: Corel Draw
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Hop 50 goi bt N1
Ham luwgng cla mét goi: 3 g bt
Store pelcw 3a0°C.

PARATRIAM 200 mg Powder Sosintre

: nal pac
Acetylcysmma in order to protect
THANH PHAN: from tight.
Hoat chat: m8l géi chira 200 mg Acatylcysteine
Ta dugc: Sucrose, Silica colloidal anhydrous, Sodlum chloride, mzﬂc‘:ﬂlmn.
Tartaric acid, Orange flavour. Read carefully
Chi dinh, chéng chi djnh, lidu dung, cach ding, pESIgs Mt
tac dung phy va céc théng tin khéc: '
xin dgc trong t&r huéing dn sir dung kém theo.
SPK | Reg.no:
Nha aidn xult / Manufacturer: cgawmummn:‘n:g
LINDOPHARM GmbH CONGTE THHHIR MY
Nausirasas 82, 40721 Hilden, y gt mmm;h o
Germany | Birc © T Binh, Ty, 8 CHI Mink, Vidt Nam

Nhé nhdp khiu | Importer:

PARATRIAM 200 mg Powder

Acetylcysteine

S4 16 SX / Batch no.:
NSX [ Mfg. date:
HOD / Exp. date:

il




lapmod bw 00z WYIRILVYVd

trungtamthuoc.com

auisisAojf1@oy |

Box of 100 powder sachets

Content of the sachet: 3 g powder N1

PARATRIAM 200 mg Powder

Acetylcysteine

COMPOSITION:
Active Ingredient: each sachet contains:
200 mg Acetylcysteins.

Excipients: Sucrose, Silica colloldal anhydrous, Sodium chloride,

Tartaric acld, Orange flavour.

Indications, contra-indications, dosage and
administration; side-effects...: please see package insert.

Béo quan dudi
30°C. Bao quan
trong bao bl gbc
d8 trdnh 4nh sang.

Dé xa thm tay
tré em. Doc kY

hiwréng diin sir
dung trurdrc khi

ding,
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PARATRIAM 200mg Powder

Cover of box of 100 sachets

Color: [] PANTONE 366
8 PANTONE Pmc.eu Blue c

O

Size:

Software: Corel Draw

BIVID_LINDOPHARM/23-06-2014 Contract Nr.:

Hdp 100 goi bt N1
Ham lrgng cua mdt goi: 3 g bt

Store below 30°C.

PARATRIAM 200 mg Powder Sore e
nal age
Acetylcysteine In order to protect
THAHH‘PHAN. from light.
Hoat chét: m8i gél chira 200 mg Acetylcysteine
Té duge: Sucrose, Silica colloidal anhydrous, Sodium chloride, :.:cgl':fncflmn.
Tartaric acid, Orange flavour. \ Read carefully
Chi dinh, chéng chi dinh, lbu diing, céch diing, \ el
tdc dyng phy va céc thbnz tin khac: >
xin doc trong t& hwrding dén sir dung kém theo.
SBK/ Reg.no:
Nha sdn xubt / Manutacturer cgn s hora gliy |;Mn iy uﬂwé
G TY TNHH B B

LINDOPHARM GmbH A
Germany | Bc T BT D O e e

Nha nhdp khdu / importer:

PARATRIAM 200 mg Powder

Acetylcysteine

s4 16 SX / Batch no.:
NSX ! Mfg. date:
HD / Exp. date:
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PARATRIAM 200mg Powder

Label in sachets

Color: [] PANTONE 366

B PANTONE Process Blue C

O

Size: 80 x 50mm

Software: Corel Draw

BIVID_LINDOPHARM/ 23-06-2014 Contract Nr.:

e/ CONG TY \
> (TRACH NHIEM Hmf HAN):

——
PARATRIAM 200mg PARATRIAM 200mg
Acatylcysteine  Powder Acetyicysteine  Powder
Bio quin duer 30°C, Hogt chit:
B i
Dl xa then tay tré am. 1,96l 3 g bt o8 chim 200 mg
Boe kf hurémg diln air dyng G v
trurdrc ichi ding.
Active Ingredient:
Storm below 30°C.
Stors in the originel packags Aceryicywisinn
in order tn protect from lght. 1 sachat with 3 g
Kaap oul of te reach of contains 200 mg
children. Rasd
packags Inssrt badors use.
Wik sdn madt | Marasfactunr .
LINDOPHARM GmbH W 5415, NSX, HD: xem irén beo bi
Neustraese B2, 40721 Hilden, Batch No., MFG, EXP dats:
Garmary | Exrc see on
B ooy piorume
= el A T
a’ um'hu-
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Hurong din sir dung thudc
Doc kj hwong din sir dung triede khi ditng

THUOC BOT PARATRIAM 200 mg
Acetylcystein 200 mg

TEN SAN PHAM
Thubc bt PARATRIAM 200 mg

THANH PHAN
Hoat chat: 7

Moi goi chira: 200 mg Acetylcystein r
T4 duogc: Sucrose, Silica colloidal anhydrous, Tartaric atid; gdium chloride, Orange flavouring.
DANG BAO CHE: thudc bot, dung dudng udng

CHI PINH ,
Lam 16ng chét nhay gitip dé khac dam ra khoi phé quén lién quan t6i cam lanh thong thuong.

LIEU LUQNG VA CACH DUNG

Trir khi dwgc ké toa, nhimg lidu sau day ciia thudc bot PARATRIAM 200 mg dugce khuyén céo:
Ngudi 16n va tré em > 6 tudi: 1 goi x 3 1an/ ngay.

Tré em 2-6 tudi: 1 g6i x 2 14n/ ngay. ,

Khi sir dung thuéc bgt PARATRIAM 200 mg lau hon 4 — 5 ngay nén tham khao y kién cua bac
sy.

PARATRIAM 200 mg bt duoc pha trong 1 ly nuréc va ubng sau bira 4n.

CHONG CHI PINH

Thudc bt PARATRIAM 200 mg khong dugc dung trong trudng hop qua mén véi acetylcystein
hay bét cir t dugc nao cia thudce.

Thudc bt PARATRIAM 200 mg khong dugc ding trong truomg hop tré duéi 2 tudi.

Bénh nhan c6 tién sir hen.

THAN TRONG VA CANH BAO

Dé tranh diing thém chét c6 nitrogen, thudc bot PARATRIAM 200 mg khong nén ding & bénh
nhén suy gan hay suy thén.

R4t hiém trudng hop, di c6 bao cdo phan tmg da trAm trong nhu héi chimg Stevens-Johnson va
Lyell trong thoi gian sir dung acetylcystein.

Néu bj ndi mé day, ngimg sir dung acetylcystein va dén kham bac sy ngay.

Phai thén trong trong khi sir dung cho bénh nhan hen phé quan va bénh nhén c6 tién sir loét da
day.

Phél giam sat chat ché& nguoi bénh c6 nguy co phat hen, néu ding acetylcystein cho nguoi co
tién sir dj img; néu c6 co thit phé quan, phai dung thudc phun mi gizn phe quan nhu salbutamol
(thudc beta — 2 adrenergic chon loc, tic dung ngén) hojc ipratropium (thudc khang muscarin) va
phai nglmg acetylcystein ngay.

Khi di€u tri v6i acetylcystein, c6 thé xuét hién nhiéu dom loang ¢ phe quén, cin phai hat ¢é lay
ra néu ngudi bénh giam kha néang ho.

Bénh nhén véi di truyén khong dung nap fructose, hdp thu kém glucose-galactose hay thiéu
sucrase — isomaltase khong nén dung PARATRIAM 200 mg.
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TUONG TAC THUOC , ' i
Khdng duoce dung d("‘n}g thoi cac thudc ho khac hoic bat cir thube ndo lam gidm bai tiét phé
quan trong thdi gian diéu tri bing acetylcystein.

Béo céo cho dén nay viée lam mét hoat tinh khéng sinh (tetracyclin, alpinoglycosid, penipillin)
do acetylcystein chi trong nghién ctr trong dng nghiém trong dé cac chat dugc tron tryc tiép.
Tuy nhién, vi Iy do an toan, phai uéng khéng sinh riéng ra vdi khoang cach t6i thiéu 2 gid. Dicu
nay khéng ap dung cho cefixim va loracarbef.

PHU NU'CO THAI VA CHO CONBU AV

Khéng cé nhimg sd liéu 14m sang chinh xéc vé phy nir c6 diai-bi phoi nhidm v6i acetylcystein.
Nhimg nghién ciru trén dong vét khong c6 chi ra truc tiép hay gian tiép tac dung co hai trén phu
nit mang thai, sy phét trién phéi / bao thai, qué trinh sinh con va sy phét trién tré so sinh.

Khéng cé théng tin nao trong su bai tiét thube vio trong sita me. '

Acetylcystein chi ding trong thdi ky mang thai va cho con bt chi khi cin nhic thén trong giffa
lgi ich va nguy co.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Khong duogc biét

TAC DUNG PHY

Danh gia tac dung phu dugc dira trén nhitng qui wéc vé tin sb:

Rit thudmg gip (> 1/10)

Thudmg gap (> 1/100 t6i < 1/10)

it gap (> 1/1000 t&i < 1/100)

Hiém gip (> 1710000 t6i < 1/1000)

Rét it gép (< 1/10000)

Nhiing roi loan chung va tinh trang tai vi tri st dung:

It giip:

Nhirc ddu, sét, dj tmg: Ngira, may day, ngoai ban, ban, co thit phé quén, phu mach, nhip tim
nhanh va tut huyét ap.

Rdt it gap:

Phan tmg phan vé v&i shock manh.

Réi loan hd hép, nguc va trung thit:

Hiém gdp: khé th, co thit phé quan — chi yéu & bénh nhén c6 ting phan tmg toan than phé
quan trong trudmg hop hen phé quan.

Réi loan hé tiéu hoa:

It gdp: viém miéng, dau bung, budn nén, ndn va tiéu chay.

Thém vao d6, rét it gip nhimg bdo cdo chay méu lidn quan tdi viéc udng acetylcystein, trong
mot vai trudomg hop phan tmg quéd min. Su giam két tip tidu ciu khi c¢6 su hién dién cia
acetylcystein di dugce x4c nhén bai nhimg nghién ciru khéc nhau. Nhimng lién quan 14m sang cia
didu nay vén chua dwoc lam 13.

QUA LIEU

Cho dén nay khéng c6 bao céo trudmg hgp doc tinh qua lidu khi ubng acetylcystein. Nhitng
ngudi tinh nguyén d dugc diéu tri voi lidu 11,6 g acetylcystein trong 3 thang ma van khong
thay phan img phu nghiém trong nao. Liéu udng cho dén 500 meg/ke acetylcystein dwroc dung
nap ma khéng c¢6 dau hiéu nhiém doc.

a) Trigu chimg nhiém dge:

Qua liu c6 thé din téi tridu ching tiéu héa nhye budn ndn, nén va tiéu chay. Cé nguy co ting
tiét & tré em.

b) Phuong phép diéu tri trong truong hop qua lidu:

Néu thich hop, ap dung diéu trj triéu chimg.

33031
SONI
CH NHIE
NH VI

M T
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Tir acetylcystein tiém tinh mach diéu tri nhiém doc paracetamol & ngudi, c6 kinh nghiém lidu téi
da hang ngay cho dén 30 g acetylcystein. Tiém tinh mach acetylcystein ndng d¢ that cao da dan
téi phan umg phan vé (mot vai trrong hop khong thé dao nguoc dugc), dic biét sau khi tiém
nhanh.

CAC PAC TiNH DUQC HQC

Dic tinh dwgc lyc hoc:

Nhém duge 1y diéu tri: Thudce tiéu chit nhay

ATC code: RO5C B0l ..

Acetylcystein la din xuét cia amino acid cystein. e ,
Acetylcystein 6 tac dung bai tiét va van tiét trong ving cubngphéi. N6 doi héi phai bé gay mbi
lién két cau disulphid gitta chudi mucopolysaccharid va & ip d dung téc dung giai trung hop trén soi
DNA (trong djch nhay nhu c6 mii). Do két qua ciia co ché nay d6 nhét cia mang nhay dugce thay
giam.

Mot co ché khac cia acetylcystein dugc xem nhu la do kha ning anh huéng cia nhém SH aé
lién két gbc hoa hoc, va do d6 khir doc chung

Thém vao do, acetylcystein dong gop vao viée tang tdng hop glutathion, c6 vai trd quan trong
cho viéc khir doc chét gy hai. Diéu nay giai thich tac dung ctia né nhur 1a chét gidi doc trong
trudmg hgp ngd ddc paracetamol.

Téc dyng c6 tinh bao vé da dugc m6 ta cho sir dung du phong acetylcystein dé chéng lai su
thudng xuyén va trdm trong ctia bdi nhiém & bénh nhén viém phé quan man tinh / xo nang.

Pic tinh du'o'c dong hoc:
Sau khi udng, acetylcystem duoc hép thu nhanh va hoan toan va duoc chuyén héa trong gan
thanh cystein, chit chuyén héa c6 hoat tinh dwoc lwc hoc, va diacetylcystin, cystin va hén hop
disulphid khac.
Do chuyén hoa & thanh rudt va hi¢u ing vuot qua l4n d4u & gan, sinh kha dung cia acetylcystein
udng thép (xﬁp xi 10%). Dinh nong do huyét twong dat dugc & ngm‘n sau 1 — 3 gid; nong do
dinh trong huyét twong cia chit chuyén héa cystein trong khoang xap xi 2 pmol/l. Lién két
protein ctia acetylcystein duoc xac dinh x4p xi 50%.
Acetylcystein va chit chuyén hoa ciia n6 xay ra trong co thé voi 3 dang khac nhau: Mt phén
dang tu do, mét phén lién két vdi protein qua cdu néi khong bén vitng disulphid, va mét phan
hop chit amino acid. Sy bai tiét xay ra hiu nhr & dang chat chuyén héa khong hoat tinh (sulphat
v0 co, diacetylcystin) qua than. Thoi gian ban hiy huyet firong cia acetylcystein xép xi 1 gio, va
duqc xé4c dinh cha yéu béi su bién ddi sinh hoc nhanh chéng & gan. Do d6 sur thiéu nang gan s&
dan t6i kéo dai thoi gian ban hiy trong huyét twong cho dén 8 gio.
Nht‘mg nghién ctru dugc dong hoc acetylcystein tiém tinh mach cho thdy thé tich phan bd 0,47
kg (tdng cong) va 0,59 I/kg (da khir); D6 thanh thai huyét twong dugc xé4c dinh 13 0,11 /gidrkg
(tbng cong) va 0,84 I/giovkg (da khir). Thoi gian bén thai sau khi tlem tinh mach 1a 30 — 40 phat,
v6i sy bai tiét theo sau 3 pha dong hoc (alpha, beta va giai doan cudi gamma).

N-acetylcystein di qua nhau thai va dugc tim thdy trong mau day rén. Khong co tai liéu vé su
bai tiét vao sira me.
Lién quan t&i sir dung cho ngudi, khong c6 thong tin vé hoat dong cua acetylcystein trong hang
rdo mau néo.

HAN DUNG ,
36 thang ké tir ngay san xudt
Khéng sir dung thudc sau ngay hét han

PIEU KIEN BAO QUAN -~ o
Béo quan dusi 30°C _
Bao quan trong bao bi gbc dé tranh 4nh sang.
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QUI CACH PONG GOI

G6i3,00 g

Hop gidy chira goi bot:

20 g6i bot (N1), 50 géi bot (N2), 100 géi bot (N3).

Thong bdo cho bdc st cdc tdc dung khong mong muén gap phdi khi sir dung thuéc.
Dé xa tam tay tré em!

NHA SAN XUAT: 2
Lindopharm GmbH

Neustrasse 82, 40721 Hilden

Puc

CHU SO HUU GIAY PHEP LUU HANH:
CONG TY TNHH BINH VIET BUC (BIVID Co., LTD)
62/36 Truong Cong Dinh, Phudmng 14, Quén Tén Binh, Tp hi Minh, Viét Nam

TUQ. CUC TRUONG
P.TRUGNG PHONG

Nyuyén Huy Hiing
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