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MAU HOP & NHAN CHAI: CAPSAL®0,1%,
Hop 1 chai 15 ml (nhd mi)
S6 16 san xudt, ngay san xudt & han dung dugc in phun trén hdp va nhin chai
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Hop 1 chal 15 ml Liéu dang - Cach ding: Hop 1 chai 15 mI =
Thanh phén: Ngl‘.ﬂl 16n, tré emlrén.12 II.I§i
- Xylometazolin hydrociorid nhd 2 - 3 giot véo mbi 16 mii,

158 THUGC NHO MUI | 2 - 3 140 mdi ngay, 16 da THUGC NHO M1
trong 7 ngay.

-Tdduge........ viiadl 15 ml .
Théng tin chi tiét xem trong

Chi dinh: E ! 18 hudng ddn si dung thude
Diéu tri nghet mii, viem mi kém theo

cdp vd man tinh (bao gém dj Luu §:

mg), vitm xcang 0,1 Yo | Chaithusic khong dung qua 28 0,1 %

Chéng chi dinh va céc thing 5
tin khc: Xem trong th hugng | XyDmetazslin hydrchiorid 0.1% :g:y“ia;::én s

din sl dung thudic kem theo. Noi kho, nhigt d khang qud

30°C.
s Tiéu chudn: TCCS.
KHONG DUNG CHO
[y e

Xylometazolin hydrochiorid 0,1%

KHONG BUGC UdNG

BE xa tim tay tré em
Boc ki hudng din
sif dyng tnidc khi diing

007

8934589 GMP.WHO
Gk
TY C6 PRAN DUTIC PHAM Tw 25
£ Toie, 15,04, TEHCU, WET Al
SBK: R

o
[ “‘-__—//
Lifs ding, cich ging THUSE NHO M1 Thioh phin: _
Ngubi n, ré em win 12 i nha 2 - 3 = Xylomatazulin hydrociorid —15mg
piot vao mBi 18 mi, 2- 3 tin mbi ngay. 51 0f Tidwc ..o 1S ML
T Capsal 14 R

i ot sem rong 198U A5 ¥ytometszolin hydrochiorid 0,1% Y2 man teh (530 gSm & ing), viém

b sém than TG,

Blogsix: 0 Chig chi djah va ed¢ théap kin khde: Xem
Hoi ki, nhift 8 Khing qud 30'C. | RPN g v g dlnci dueg e kim
Tiw ehudo TCCS. e,
KHONG DUGE UiNG sBK
04 xa tm tay i em LSX:
gt kf hadag din sd dyng MSX:

tréde khi danp
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S8 16 sén xudt, ngay sén xuat & han dung dugc in phun trén hdp va nhan chai
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THUGC XIT MOI

Capsal

Xylometazolin hydrochlorid 0,1%

GMP-WHO

c0 PHAN DUGC PHAM TW 25
4 Thinh, .18, G4, TRHOM, WIET NAM

Thanh phén:
- Xylometazolin hydroclorid

- Tadugc ..... viia dli 15 ml
Chi dinh:

Diéu tri nghet mii, viém
mii c&p va man tinh (bao
g6m dij {ing), viém xoang.
Ligu ding-Cach ding:
Ngudi I6n, tré em trén 12
tudi: 1 nhat xit vao méi 18
mii, 1 -3 dn mdi ngay, t6i
da 7 ngay.

Théng tin chi tiét xem
trong 0 hudng din si
dung thudc kém theo.

Luu §:

Chai thuc khong diing qua
28 ngay sau l4n md nip
dautién.

KHONG DUNG CHO
TRE EM DUGI 12 TUOI

Xyometazolin hydroc
m

Bdo guda Mo khd. nhigt 9O
ndngqua30C
Tida ehudfa: TCCS

KHGNG DUGC UGNG

86 xa m tay irk om

Boe b hwdng ddo 3§ dyng
trede khi ding

i Capsal'01%

Chai 15 mi

Lidfn gitng - Cdeh gy THUGC XIT MO Thaah phin:
Ngbi K, tri em win 12 tufi 1 Xylometazolin hydrockerid .15 mg
| abits ﬂﬂoniiﬁnml Jtn T dise v &S
a7

Chi dieh: Difu ¥j nohet mli, viém
mii cip va man tinh (b0 gim &
ng), vm xoang.

Chiing chi dinh va ¢3e hdag in il
Xem #ong B hubng din =i dung
e ki theo

hiorid 0, 1%

Hop 1 chai 15 ml

THUGC XIT MOI

Capsgl

Xylometazolin hydrochlorid 0,1%

GMP-WHO

PHAN DUGC PHAM TW 25
hanh, P18, G4, TPHOM, VIET NAM

Chong chi dinh va céc
thong tin khdc:
Xem trong t& hubng din st
dung thuic kam theo.
Béo quan:
Nai kho, nhigt d khéng qua
30°C.
Tiéu chugn: TCCS.

Pé xa tdm tay tré em

Boc ki hutng dan
sif dung trudc khi ding

KHONG PUGC UGNG

L

5891009

333

SBK:
LSX:
NSX:
HD :
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cO PHAN
pUgC PHAM
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MAU NHAN DANG KY THUOC: TO HUGNG DAN SU DUNG
THUGC NHO MOI, XIT MOI : CAPSAL®0,1% CHAI 15 mi

Capsal’o,1%

Thudc nhé mdi, xit madi

E XA TAM TAY TRE EM
BOC KV HUGNG DAN SU DUNG TRUGC KHI DUNG

1. Thanhphdncong thitc thufc

- Thanh phén dugc chét:

XSl matazolin IGIoN ... o e mmusnmmmnamssssnnsiessasaansas 1O Mg
- Thanh phin t4 dugc:

Natri dihydrophesphat, dinatri hydrophosphat, benzalkonium clorid, natri clorid, nuSc tinh

2. Dang bao ché
- Dang baoché: Thudc nhd mi, xit mdi.
- M0t san phdm: Dung dich trong, khng mau.
3. Chidjnh
Diéu tri nghet mi, viém mili c4p vA man tinh (bao gém di img), viém xoang.
4. Liéu ding, cachdiing
* Liéu ding
- Dang dung dich nhd mii;
Noudi I6n va tré em trén 12 tudi: Nhé 2 - 3 giot vo m&i I8 mili, 2 - 3 1n mdi ngay, tdi da
trong 7 ngdy.
- Dang dung dich xit mdi:
Nouti I6n va tré em trén 12 tudi: 1 nhat xit vao mi 18 mi, 1 - 314n mdi ngdy, t6i da7 ngay
* Cdch si dyng chai nhd mii:
1. Lam sach mii.
. Théo np bio vé.
. Nghi&ng d4u clia ban ra sau thodi méi cng xa cng tt hodc nim trén giudng, nghiéng
déu qua mBt bén.
. Khéng dé &ng nhd giot cham vio mlii, nhd céc giot thuc vio mBi 1§ mii va gilr du
nghi&ng ra sau trong mdt thai gian ngdn dé cAc giot lan rong ra khip mii.

B WM

5. Néumét giot thudic trugt hoan toan ra khdi mii, nhd lai mét giot.
6. Néu bt ky ph&n n2o clia mdt giot thuic dd vio trong mili, khdng nhé lai mdt giot nifa.
7. Lap lai v6i 1§ mi kia.
8. Lam sach va lau khd g nhb giot truc khi dt nd lai vio trong chai ngay sau khi ding.
9. Bé tranh 4y lan nhifm khudn c6 thd o4, chai thudic chi nén diing bdi mot ngudi.
* Céch sif dung chai xit:
1. Ldm sach mii.
2. Théondp blo vé.
3. Trubc khi st dung I4n ddu, m8i bom bing c&ch xit vai i4n cho dén khi mét man suong

min thodt vio khong khi, & c4c I4n sau bom xit s& s&n sang d sir dung ngay, cdn thin
khdng xit vio mit hodc miéng.
. Gilrchai thubic & thé thing dimg vbi ngdn c4i & dudi ddy v 8ng phundgilia hai ngén tay.
. Cli nhe vé phia tniic va dua ng phun vio I8 mii.
. Xit v thd nhe nhang qua mii ciing mot lic.
. Lap lai véi 18 mii kia.
. Lam sach va lau khd sau khi ding.
Bé trénh &y lan nhifm khudn c6 thé cs, chai thuc chi nén diing b3i mét ngudi.
5. Chdng chidinh
- Mén cim véi bét ky thanh phdn ndo clia thudc.
- Bénh nhén cAt bd tuy&n y&n hodc phiu thuat ngoai mang cing.
- Khéng dugc sit dung chotré sasinh hodc tré em dutsi 12 tui.
6. Cdnh bdo va than trong khi diing thudc
- Bénh nhin dugc khuyén khdng nén ding Capsal® 0,1% trong hon 7 ngay lién tuc, nfu céc
trigu ching vAn can cén tham khio ¥ kién bdc sT Gi6ng nhu cc thudc cudng giao cam khéc,
Capsal® 0,1% nén si dung thn trong & nhiing b&nh nhan c6 biéu hign qu4 nhay cdm wi
céc tc nhan adrenergic, bifu hién qua cdc diu higu nhe m&t ngdl, chéng mét, v.v.
Thén trong & bénh nhan ting huyEt &p, b&nh tim mach, cudng gidp, ting nhan 4p gdc hep
hodc déi thdo dudng. Tham khio ¥ ki€n bdc sTtrudc khi sirdung.
Khding ding qué liéu quy dinh.
Phy nif trong thai ki mang thai hodc ding c4c loai thufc khdc hodc dang dudi sy chim séc
clia béc s7, hdy tham khdo ¥ ki€n bac sTtrude khi st dung.
Vil do v& sinh, chi sir dung chai ndy trong hon 28 ngay sau khi md 14n du tién

oSN O

- Khéng slf dyng néu philu thuit thn kinh gén day.

- M0t s bénh nhan c6 dudng mii nhay cAm cd thé cdm th&y mét 6 khé chiu cuc b khi ding
thufc.

- C4c téc dyng phu khdc nhu dénh tréng ngye, buin nén va dau ddu o6 thé xdy ra nhung rit
hiém.

7. Sitdyng thudc cho phy nif cd thai va cho con bi

- Khéng cb nghién ctu ddc tinh trén bao thai hodc dnh huing 18n kha ndng sinh sdn clia
Xylometazolin & dong vit Do cé thé od t4c dong co mach todn thin, khdng nén st dung
thudc trong thai ki mang thai.

- Nfu ban dang mang thai hoac ding bt ky loai thudc ndo khic, hodc dang duoc béc T diéu
tri, hdy tham khdo ¥ kién bac sTtruic khi slf dung.

- Khéng c6 bing chimng vé bAt ky téc dung phu nao ddi véi tré dang bl sfa me. Tuy nhign, Vi
chua biét Xylometazolin ¢6 bi tiét qua sita me hay khong, do d6 trong thdi ki cho con bl nén
thén trong khi st dung Capsal®0, 1% va chi nén sir dung duti sy huting diin clia bac sT

8. Anh hudng ciia thudic Ién kha ndng 14i xe, vin hanh may méc
Chua od cing b dnh huling clia thudc ddi vii ngudi 14i xe va vin hanh méy méc

9. Tuong téc, twdng ky cila thulc
Tudng téc: Nhu t4t cA cdc thufc cudng giao cdm khdc, tic dung toan thén clia Xylometazolin
¢6 thé tng cudng khi sif dung déing thai c4c thuSic e ch& MAD, thudc chéing trm cAm ba
vdng hoic bén vdng, déc biét trong trudng hop qué liéu.
Tudng ky: Do khdng cb céc nghién ciu vé tinh tugng ky chia thudic, khong trén 1n thufc nay
vli cc thulc khac.

10. Tdcdyng khdng mong mudn cia thudc
C4c tic dung phu sau ddy déi khi o6 thd gdp phai: Cim gidc néng rt & mii v cf hong, kich
thich tai chB, buSn ndn, dau d4u va khd niém mac mi.
Phn (tng tim mach todn than cd thé x3y ra, do d6 cén lwu ¥ khi st dung Capsal®0,1% &
nhiing ngudi m&c bénh tim mach. Trang nhiing trudng hop c4 biét c6 thé xudt hién phin
{mg di dng todn than va rfi loan thi gidc tho4ng qua.

11. Qud liéu va céch xif tri
Trong nhiing trudng hap hi€m gap khi ngd doc & tré em, céc ddu hiéu 1Am sdng dugc ghi
nhan chd y8u nhy mach nhanh va b&t thudng, huyét 4p ting va doi khi mé sing.
Do khéng o8 diéutri ddc hiéu, cAnti€n hdnh c4c bién phap hd trg thich hop.

12. Bdctinh duge lyc hoc, duge déng hoe
Duyge Iye hoe
Nhém duge Iy: Thulic thang miii va céc ché phdm dudng miii ding tai chd, thulc giao cim,
don thanh phén.
Ma ATC: RO1AAO7
Xylometazolin thudc nhém cudng giao c&m téc dung trén cAc thy thé alpha-adrenergic, va
duvc ding cho dudng mii. Thudc 1am co mach mdu & mii, qua dd 1am gidm phd né & niém
mac mii va c4c ving xung quanh héu hong. Difu ndy gilp viéc thd qua mii d& dang hon i
bénh nhan nghet mi. Téc dung clia thuSc xit mii, nhd mii dinh cho ngudi I6n Capsal®0, 1%
bt d4u trong véng vai phat va kéo dai dén 10 gid. Thudc xit mii, nhd mii ddnh cho ngudi
16n Capsal® 0,1% thudng dugc dung nap t6t va khdng lam suy gidm chifc ndng clia Ing
chuyén & niém mac.
Trang mot nghién citu mi doi, kifm so4t béng dung dich mudi sinh Iy & nhiing b&nh nh&n bi
cam lanh thdng thudng, tac dung thdng miii clia Xylometazolin wugt trdi c6 ¢ nghia (p
<0,0001) so vdi dung dich nu6c musii bing c&ch do khi 4p mii trong 1 gidy sau khi diing thubc
nghién ciu.
Duyge dang hoe
Hép thu toan than o6 thé xAy ra sau khi st dung dung dich Xylometazolin hydroclorid & mii.
Thuc khdng dugc st dung theo duding todn than.

13. Quy céach déng gdi
Thuc nhé mii: Hop 1 chai 15 ml.
Thudc xit mii: Hop 1 chai 15 ml.

14. Diéu kién bdo quan, han ding va tiéu chufn chat ligng cia thudc

Di€u kign bado qudn: Noi khd, nhiét do khéng qué 30°C.

Han ddng:36 thing ké tir ngay san xuit, 28 ngdy sau khi mé ndp 14n d4u tién.

- Tiéu chuéin chat ugng: TCCS.
15. Co'sd san it

"

CONG TY €8 PHAN DUQC PHAM TW 25
4488 Nouyén T2 Thinh, P.18, Q.4, TP.HCM, VIET NAM
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