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HOP 1 TUYP 24 VIEN

Nhin trung gian:

Nén @iy tri ngdn han trong vai ngdy
Ngusi B UBng 2 - 6 visn/ngdy, chia
Wm 2-3n Tré em: Ding theo sy
chi diin cla thy thudc

CHONG CHI PINH, THAN TRONG
LiC DUNG, TAC DUNG KHiNG
MONG MUGN, TUONG TAC THUGC
Xin yem 19 hudag ddn sur dyng hude

THUGC NEN DUNG NGAN HAN

SOK..
Tidu chufn dp dung. TCCS

KHONG DONG QuUA LIEU cHi BN

cdna TY ob PHAN Duge PHAN cilu LonG
180 dusng 146 - Prwdng 5 - TPVL - Tha Vinh Long
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HOP 1 CHAI x 24 ViEh

NANG CUNE
/Y

l THANK PHAN: M| vign nang chia
Qumemazin Nydrociorid luong dng vai

Quomemazin 1,66 mg
Guatengsin... BImg
Paracetamol. ... ..333mQ
Natri benzoal e 233 Mg
T4 duoc vira 00 1 wién

CHi BINH: BMu Iri tridu ching ho khan,
64c bidt ho nhiu vd d&m (ho dj dng va
kich dng)

‘ BAO QUAN: Neh khd mat, nhigt 4§ dudi
30 C. trdnh dnh sdng
84 xa thm fay 11 em
Boc kj hudng din st
diing

S8 168X

trude khi
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CUU LONG K
" CHAI 24 VIEN

Nhin true tép trén don vi déng géi nhd nhat

\ CACH DUNG & UEU DUNG: THANH PHAN: M3i vign nang chis

Nén didu tri ngdn han trong vai ngdy nomemazin mydrociorid twng ung wi
i B = i munernam S 1,65 mg
| Noudi idn: Uing 2 - 6 vign/ngdy, chia s
1am 2 -3 ln Trd em: Ding theo sy z & ‘m-am
chl diin cla thiy thulic MMW "m'amu
| Tadwewiadd . 1 vidn
: CHONG CHI DINH, THAN TRONG cHl BINH: Bid tr 11w chiing ho khan,

| LOc DONG, TAC DUNG KHONG Chai 24 vién

) i
| MONG MUGN. TUONG TAC THUOC nang cung Kich dng).

ddc bidt ha nhifu vl d&m (Mo dj dng va

Xin xem 1 hudog odn si dyng Budc \ 8A0 QUAN: Ngi kb mdt, ohigt &9 duth
. , tednh &nh séng
THUBC NEN DUNG NGAN HAN . N D4 xa tim tay i om
I T /,‘- Buwmﬁndrmmuu
| d =
SBK . )
1 Tiu chufin 4p dung: TCCS = & VF’C s‘“’s"

- LU Ny sx
a cONG TY 6 PHAN DUGC PHAN cUU LoNG
l (DRI f50aung 14 - Phubng 5. TPYL-Thh Vi Long  HO

Vinh Long, ngay 16 thang 12 ndm 2011

Th S Nguyén Hitu Trung
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HOP 5 Vi x 24 VIEN

Nhan trung gian:

3 "V\‘ melond nong (g vol Somemazin o 1,85 mg
= 333 mg
Papat: R 333 oy
'wa\hm‘.’ 1 vt

CHT BN m.mnuenmqmm mumm-&mmmumuma&m
— CACH QNG VA LIEU DUNG: Wén diéu ) npfn ban, wong val ngdy

a Ngubi 1on. Udng 2 - 8 vidn/ ngdy, chia m 2 - 3 Mn

aTrd em: Dimg Beo = hutng odn cls By thufc

" Yopra Isi

BAD QUAN: Na ko mat nhigt 4 duti 30 €,
trénh dnh sdng

B¢ xa tim tay tré em

Boc & hutng din s dung trutc khi ding
SBK

Tiu chudn 4p dung

cHling cHl BINH, THAN TRONG LOC
KHONG MONG MUGN, TUONG TAC
Xin zem 13 hudng diln 50 dyng thudk

o THUBC NEN DUNG NGAN HAN

5414 5X
N N b ¢
cona Ty cd piekn buge PHAM CUU LoNG ay
150 Guttrg 148 - Fruteg 5 - TEVL - Tt Vish Long HD

a

Trang: 1/1
Mi sd: NCD.006.00
S6:03.04.11

Vinh Long, ngay 16 thing 12 ndam 2011
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CO PHAN DUGC PHAM MAU NHAN THUOC M 50 NCD.006.00
cUU LONG S5+ 03.04.11

s - <% iw HOP 10 Vi x 24 VIEN

Nhin trung gian:

m:hrdmuthg\dl&mmmm - .en1,65 mg

NS : ..B3mg
\‘-'*}”[v;v -,T. : 33 mg
N :_—'nﬁn’m . 333mg

T4 duse via b e vidn

CHi BINH: amu.mdnnurnlmn dummmuam:mumwumw
CACH DUNG VA LIEU DUNG: Nén difu trj ngdn han, trong vai ngdy e ——
« Nguti ldn’ Ung 2 - 6 wén/ ngly, chia Bm 2 - 3 1in

«Tré em: Diag theo sy hutng din cla thiy thufo

Topralsin’

GMP-WHO
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BAO QUAN: Na knd mat, nhigt 0 dudi 30 C, CHONG Coi O, THAN TRONG LUC DONG, Tll:‘wns o i
trdnh dnh sdng KHONG MONG MU, TUGNG TAC THUOE :
D xa tdm tay 18 am Xin rem 18 hudng din si dung thude.
Boc kj huang ddn s gung trude khi ding
SDK THUGC NEN DUNG NGAN HAN
Titu chudn dp dung: TCCS
5616 SX
Ngdy SX
GONG T ©6 PHAN DUDC PHAM CLULONG 0

‘ 150 dudng 14/9 - Phudng 5 - TPVL - Tinh Vinh Lang

Vinh Long, ngay ()6 thang 12 ndm 2011

Th.S. Nguyén Hitu Trung
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cUu LONG ( X ) 86+ 03.04.11
SR TS HUGNG DAN SU DUNG THUOC

Topralsin® GMPWHO

VIEN NANG CUNG
THANH PHAN: M5i vién nang chia:

Oxomemazin hydroclorid tuong Ung vOi DXOMEBMAZIN. .........cooveeiirerricereeecrn v eeseeessereseieneens 1,68 MG
Guaifenesin.............cococeeeieiniin e = e ..n33,3 mg
Paracatamol.. ..o S B AT e AT SRR s AT
Natri benzoat .. e e P e g e e e s s i e B Sy B E
T4 dugc vira du g R R SRR ] YN

(Ta duge gdm: Tmh bot mi rnagnesn stearat)

DANG BAD CHE: Vién nang cing.

QUY CACH BONG GOI: Hap 1 tuyp x 24 vién, hop 5 vi, 10 v x 24 vign.

| cHI BINH: Bidu tri triéu chiing ho khan, dic biét ho nhidu vé dém (ho do di dng va kich dng)

CACH DUNG VA LIEU DUNG: N&n diéu tri ngdn han, trong vai ngay. 2

- Ngubi l6n: USng 2 — 6 vién/ ngay, chia lam 2 - 3 lan.

- Tré em: Diing theo sy hudng din clia thiy thubc. Hodce theo s hudng din cia thiy thude.

CHONG CHI BINH: B&nh nhan suy hd hip, suy gan.

Thén trong khi ding thude: Khdng vdng rugu trong thai gian didu tri

Nguéi mang thai: Chua c6 bio cdo an todn vé thuSc khi sif dung cho phu nil mang thai. Nén khdng ding

cho phy ni cd thai,

Ngudi cho con bi: Chua xic dinh d& an todn cla thudc diing cho me trong thdi gian cho con bi

Nén khdng dugc ding khi dang cho con bl

Tac d@ng cia thude khi 14i xe va van hanh may médc: Thuc o thé giy chéng mit va ngl git.

Can tranh ding cho ngudi dang I3i xe hodc diéu khién may méc

TUONG TAC THUOC:

-Khéing diing thubc vai zidovudin, levodopa, guanethidin va cic chét cling ho.

-Than trong khi ding thuSc véi mudi, oxyd, va hydroxyd clia Mg, Al, Ca

-Mdt s6 phdi hop khic cling cdn lu i Cac thuSc ha huy8t &p, atropin va cic chdt cé tic

dung atropinic, cac thufic gdy trdm cam hé thdn kinh.
/’,u——-—__TﬂC DUNG KHONG MONG MUON:

02 OPS@Mmazln

Thugrng_gdp: Budn ngl. Ting d8 quanh chét tiét ph& quin, khd miéng, tdo ban, bi tifu.
CA N Chéng mat, ban do.
: Chén &n, bubn ndn, 6i mia, tidu chay.
@p: Loan van ddng mudn do sir dung kéo dai thudc khang histamin thudc nhdm phenothiazin,

giam bach cdu va mat bach cdu hat, hién tugng kich thich @ tré em va tré con bl.

: Nhip tim nhanh, loan nhip tim (bao gm rung nhi, nhip nhanh trén thdt v ngoi tdm thu) &
nhiing b&nh nh&n nhay cam.

~=“Zlt gdp: Ban. Budn ndn, nén. Loan tao méau (gidm bach cdu trung tinh, gidm todn thé huy€t cdu, gidm bach
cdu), thi€u mau. B&nh than, ddc tinh than khi lam dung dai ngay.
- Hiém gdp: Phin ing qud min
Théng bae cho badc sy nhiing tic dung khéng mong mudn gdp phai khi sir dyng thudc.
DUgC LUC Hoc:
-Oxomemazin: |3 din chit clia phenothiazin nhém dimethyllaminpropyl, cé tic dung khang histamin vi
an thdn manh. Ciing nhy cic thuSc khang histamin H1, oxomemazin tranh chip véi histamin & céc vi tri
clia thy thé H1 trén cdc t& bao tac ddng, nhung khdng ngan cdn gidi phang histamin, do dé thulc chi
ngdn chan nhilng phdn (ng do histamin tao ra bao gdm: may day, min ngia. Oxomemazin d8i khang
hodn toan vdi histamin tai co tron khi quan, tiéu héa gdy gidn céc co ndy va ddi khdng m6t phdn trén tim
mach gy gidm tinh thim mao mach. Oxomemazin khdng Gc ché sy tiét dich vi. Oxomemazin gay ha
huy&t ap tu thé diing & b&nh nhan nhay cam véi thudc. O li€u difu tri, thulic c6 thé kich thich hojc ic
ch& mat cich nghich thuing hé thdn kinh trung uong. T4c dung kich thich hé thin kinh trung wing bifu
hién biing bén chén, néng ndy, khd ngll. Téic dung (¢ ché thin kinh trung vong bi€u hién bing gidm sy
nhanh nhen, chdm thdi gian phan {ng, budn ngl.
- Guaifenesin: Sat trung dudng hé hip.
- Paracetamol: L4 thuSc gidm dau, ha s6t. Lam gidm than nhiét  ngutsi b&nh sft, hi€m 1am gidm than
nhiét & ngudi binh thudng. Thude tac dong !8n ving dudi di giy ha nhiét, tda nhiét ting do gidn mach
vad ting luu lugng méu ngoai bién. Khi ding quéd lifu paracetamol mét chdt chuyén héa la
N-acetyl-benzoguinonimin gy dfc nidng cho gan. Natri benzoat: Kich thich su bai tiét & ph& quan.
pUGC DONG HOC: Paracetamol hip thu nhanh va hoan toan qua dubng tiéu hda. Phin b8 déng déu trong
phdn I6n cic md clia cd thé, 25% paracetamol trong mau k&t hdp véi protein huy&t tudng. Thai trif 90 -
5 . 100% thuSc qua nuéc ti€u ngay thir nhat, chii y&u sau khi lién hop trong gan véi acid glucuronic (khodng
VL, ngay 16 thang 12 ndm 2011 = 60%), acid sutfuric (khodng 35%). hojic cystein (khoang 3%) cing phat hign mdt lugng nhd nhiing chit
i S & chuy8n héa hydroxyl héa va khir acetyl.
Cd sc"i Xin dang ky Qué lidu va xi tri: Trigu ching qua liéu: O tré em: Hung phin véi kich dong, do gidc, mia vin, co giat.
Déng tlf cf dinh va gidn ra, da mit dd bitng va sBt cao. Sau ciing cd thé xay ra hdn mé ning véi truy
tim mach, tli vong cd thé xay ra trong 2 dén 98 gid. O ngudi 16n: Trdm cam va hon mé c6 thé xay ra
trudc giai doan kich déng va co giat
Cach xit fri: Diéu tri tridu ching, c6 thé trg hd hip, hd hip nhin tao, ding thubc chéng co giat
BAO QUAN: BE thubc noi khd mat, nhiét do dudi 30°C, tranh anh séng.
DE thudc xa tdm tay tré em
HAN DUNG: 36 théng ké tif ngay sén xudt.
TIEU CHUAN AP DUNG: Tigu chuin co sb
Doc ki hudng dan trude khi ding
Néu can thém théng lin, xin hdi § kién cia bic sy
Théng bao che bac sy nhifng tdc dung khéng mong mudn gdp phai khi sif dyng thude.

CONG TY ¢8O PHAN DUOC PHAM cUJU LONG
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