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NOVOPHARM

- NHA MAY

Nalysa baby 0.05 spray
Xylometazolin hydroclorid 0,05% (kl/tt)

ch ky h:rd‘ng ddin str dung truce khi dimg
1. Thanh phén céng thire thudc

Mai lo chita:

Théanh phén hoat chét:

Xylometazolin hydroclorid: 0,05% (kl/tt)
Théanh phan 1d duoe: Natri dihydrogen phosphat dihydrat, natri phosphat dibasic chhydrat dinatri
edetat, hypromellose, benzalkonium clorid, sorbitol, dexpanthenol, nuée tinh khiét.

2. Dang bao ché

Dung dich xit mii.

Dung dich trong subt, khéng mau dén vang nhat.

pH: 5,0-75

3. Chi dinh

Giam triéu chimg nghet mili lién quan dén cam lanh théng thudng, viém miii dj (mg va tai phat
(ké ca cam mao), viém xoang.

4. Cich dung, lidéu diung

Nguai 16n va nguoi 16n tudi: Khéng ap dung.

Chébng chi dinh diing Nalysa baby 0.05 spray cho tré dudi 6 tudi.

Tré em tir 6 tubi dén 12 tudi (cho tt ca céc chi dinh):

1 - 2 lan xit vao mdi bén miii, 1 hogc 2 1in mdi ngay.

Khong nén ding Nalysa baby 0.05 spray qua 5 ngay ma khong co tu van clia bac si. Cha me
hodac ngu'bl chiim séc tré nén dén co s¢ y té néu tinh trang cia tré x4u di trong qu4 trinh didu tri.
Khong nén ding nhiéu hon 2 lidu trong vong 24 gid.

Puong dung: xit miii

Khong diing qué liéu chi dinh

Khuyén cao nén dung lan cudi ngay trurde khi di ngu.

Cén than khdng xit vao mit

Céch sur dung lo xit:

V& sinh miii that sach (xi miii) trude khi sir dung.

7 I
@ Md ndp trdng

Lic déu lo xit trude khi sir dung, xit ra ngoai vai 1an téi khi c6
lan suong min

Déu hai chi vé phia trude, dat ddu xit vao mai, bdm nhanh
manh vao nut bam, hit vao nhe nhang ciing vdi dong téc xijt

Rut d4u xit ra, ddu hoi ngilia ra say, hit thd nhe nhang
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I.am sach va lau khé dau xit. Ddy nip ngay sau khi dung.

Dé tranh lay nhiém chéo, mdi lo thude chi nén sir dung cho mdt ngudi.

5. Chéng chi dinh

- Qué man v6i xylometazolin hodc véi bit ky thanh phén ta duge nao cta thude

- Sir dung ddng thoi véi thube théng mili dang cudmg giao cam

- Bénh tim mach ké ca tiang huyét ép

- Bénh dai thao dudmg

- Bénh u tuy thugng than

- Bénh cuong giap

- Bénh tang nhan ap (Glaucoma) géc déng.

- Bénh nhén dang ding chét (¢ ché monoamin oxidase (chét trc ché MAO) hodc da dimg diéu tri
voi chét te ché MAO trong vong 14 ngay vira qua

- Bénh nhén dang ding thuc nhém chen beta

- Viém da va‘hoac niém mac cuia tién dinh mii

- Bénh nhén phéu thuit cit bo tuyén yén qua xwong buém hodc phiu thuit ngoai mang cimg

- Bénh nhéan bi viém miii khé hodc viém mili teo

- Tré duéi 6 tudi

6. Cinh béo va thin trong khi ding thude ‘

Khéng nén ding Nalysa baby 0.05 spray nhidu hon 5 ngay lién tiép. Gidng nhu céc thube khic
cung nhém hoat chat, xylometazolm nén dugc sir dung mdt cach than trong trén bénh nhén qua
nhay cam vai cdc thude cuong giao cam, biéu hién qua céc triéu chimg mit ngu, chéng mat, run,
roi loan nhip tim hﬂi;’tc tang huyéet ap.

—
——

Bénh phi dai tuyén tién liét. 08¢
- Khong dung qua licu chi dinh. CONC
- Khong dung cing voi thude tri ho va cam khéc. ‘&;i
- Khong dung tiép tuc nhiéu hon 5 ngay lién t1ep vi ding kéo dai hodc qua mirc ¢6 the gay xung NHA §
huyét hoi img va/hodc teo niém mac mii. Néu triéu chimg bénh con dai dang, hdy dén gap bic ‘ Qair.»u
si. PCP
- Néu con ctia ban dang udng thudc hodc dang duoc béc si cham séc, hdy hoi y kién béc si trudc z

g —

khi dung Nalysa baby 0.05 spray.

- Mot s0 bgnh nhén nhay cam duong mii co thé cam thiy kho chju khi xit mii.

- Box khi tré em nho tudi ¢ thé bi khé ngh hay rdi loan gidc ngi khi ding xylometazolin. Néu
diéu nay xay ra thi nén ngung dung Nalysa baby 0.05 spray.

- Phu nit ¢6 thai nén hoi y kien béc si trude khi dung Nalysa baby 0.05 spray.

Ta dwoe:

Thude nay cé chira benzalkonium clorid. Benzalkonium clorid c6 thé gdy kich mg hodc phu bén
trong mili, dac biét khi ding thudc trong thoi gian dai. L

7. Sir dung thude cho phy nir ¢6 thai va cho con bii

Sit dung thubc cho phu nir c6 thai:

Do ¢6 thé c6 tac dung co mach toan than nén khong ding xylometazolin trong thoi ky mang thai.
Sir dung thudc cho phu nit cho con bii:

Khong 6 bing chimg vé bit ky tdc dung bét lgi ndo dbi véi tré dang b sita me. Tuy nhién, chua
5 xylometazolin ¢6 bai tiét vao sita me hay khong, do d6 nén thén trong khi sir dung



https://trungtamthuoc.com/

xylometazolin trong thdi ky cho con bu va chi nén sir dung dudi sy huéng din ctia nhén vién y
te.

8. Anh hwémg ciia thudc 1én khi niing l4i xe, vin hanh miy méc

Xylometazolin khéng anh huong hodc anh huong khéng dang ké dén kha nang 14i xe va vén
hanh mdy moc.

9. Twong tac, twong Ky cia thude

Tuong tac:

Thube ttc ché MAO: xylometazolin ¢6 thé lam ting téac dung cta thudc we ché MAO va c6 thé
gdy ting huyét ap. Khong duoc ding xylometazolin & nhitng bénh nhan dang dugc diéu tri hodc
da dung thubc trc ché MAO trong vong 14 ngay gén day.

Thube chéng trAm cam ba vong va bén vong: Sir dung ddng thdi thude chdng trim cim ba hoiic
bén vong véi thude cudmg giao cam c6 thé lam tang tac dung cuomg giao cam cia xylometazolin,
Do d6 khong khuyén céo sir dung dong thoi.

Tuong ky:

Do khéng ¢ cac nghién ctru vé tinh twong ky ciia thude, khong tron 1an thube nay véi cde thude
khéc.

10. Tdc dung khong mong muén ciia thude

Céc tac dung khéng mong mudn dudi diy duge phén loai theo hé co quan va tin sudt. TAn suét
dwoc quy ude nhur sau: Rét thudng gip (>1/10), Thudng gip (>1/100 dén <1/10), it gap
(>1/1.000 dén <1/100), Hiém giip (>1/10.000 dén <1/1.000), R4t hiém gap (<1/10.000). Trong
moi nhém tin sudt, cée tée dung khéng mong mudn duge trinh bay theo thir ty gidm dan mirc do
nghiém trong.

HE co quan Tan suat - Phan img

Réi loan hé mién dich Rat hiém ggp: Phan tmg qud méan (phii mach, phat ban,
ngua)

R&i loan hé than kinh Thuomg gdp: Pau dau

Roi loan thi gidc Rat hiém giip: Suy giam thi luc thoang qua

R6i loan tim mach Rét hiém gap: Nhip tim bét thuomg, nhip tim ting, ting
huyét ép, loan nhip tim.

R&i loan hé hd hip, 16ng nguc | Thuong gdp: Khd miii, cam gidc kho chiu & mii, cam gide

va trung thit nong rat, viém mii do thude.
Rdt hiém gap: Ngimg thér & tré nho va tré so sinh

Roi loan tiéu hoa Thuong gdp: Buon non

R6i loan toan than va tai chd | Thuong gap: Cam giéc bong rat tai chd ding thudc

dung thude

Théng bdo cho bdc st hodc dwoc st khi gdp cdc tac dung khong mong muén nhw trén khi sir dung
thuée hodc bdo cdo cdc phan g ¢6 hai ciia thuée vé Trung tam Théng tin thuée va Theo doi
phén img ¢6 hai cia thuée (ADR) Quéc gia.

11. Qui liéu va edch xir tri

Duing qu4 lidu tai chd hodc vé tinh nudt phai xylometazolin ¢6 thé giy ra cdc téc dung tre ché
thén kinh giao cam, bao gdm trc ché than kinh trung wong (nhwr budn nga, hén mé), tang huyét dp
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hodc ha huyét 4p, ciing nhu nhip tim nhanh hozic chim. Céc tridu chimg vé dudng tiéu héa nhu
budn nén va nén ciling ¢6 thé xdy ra. Céc triéu chimg khac bao gdm xanh xao, d6 md hdi qua
nhiu, ha thin nhiét, co ddng tir, suy ho hdp, mit diéu hoa va kich déng.
Khong c6 triéu chimg nghiém trong nao duge quan sét thdy sau khi v tinh tiép xic.
(5 tré nho, liéu ding 1én t6i 0.5 mg/kg trong luong co thé khong giy ra bit ky tri¢u chimg lam
sang déng ké nao. Do thiéu dir liéu, khong thé loai trir cdc tri¢u chimg nghiém trong sau khi ding
quéa 0,5 mg/kg trong lugng co thé. Trong nhitng trudmg hop nhur véy, sau khi tham khao y kién
clia béc sT 14m sang c6 kinh nghiém hodc trung tim théng tin vé doc chét hoc, cin phai c6 su
giam sat y té va uéng mot lidu than hoat tinh. Khong c¢6 thudce giai doc dic higu. Xir tri bang cach
didu tri triéu chimg; nhip tim chim c6 thé duge diéu trj bing atropin.
12. Pic tinh dwge Ire hoe
Nhém duoc 1y: Thude xit théng miii ding tai chd, cuomg giao cam
Ma ATC: RO1AAO7
Xylometazolin 1a thude cuomg giao cam tac dong 1én thu thé alpha-adrenergic & niém mac mili.
Thude 1am co mach mau & miii, qua &6 1am giam phu né & niém mac mii va cic ving xung
quanh hong, gitip bénh nhén thé qua mii dé dang hon.
Nalysa baby 0.05 spray con chira ta duge (sorbitol, hypromellose) gitip ngdn ngira tinh trang
niém mac mii bi kho.
Téc dung ciia xylometazolin xuét hién trong vong vai phit va kéo dai tai 10 gio.
Xylometazolin dung nap tdt va khéng anh huémg dén chirc ning cta biéu mé ¢6 16ng rung.
13. Pic tinh dwge djng hoe
Hiip thu 1
Nong do xylometazolin trong huyét tuong sau khi xit miii la rét thip va gin giéi han phat hi
P6i khi diing qua dudng miii, lwgng thude hép thu co thé du dé gy ra cac tac dung to
nhur 1én hé thin kinh trung uong va hé tim mach.
Phan bé
Khéng cé dir ligu.
Chuyén hod
Khong ¢6 dir ligu.
Thai trie
Khéng ¢6 dir liéu.
14. Quy cich dong géi
Hop 1 lo. Lo 5ml, 8 ml, 10 ml, 15 ml, 20 ml
15. Piéu ki¢n bido quin: Bao quan ¢ nhiét d§ dudi 30°C
16. Han dung: 24 thang ké tir ngay san xuét. 28 ngdy sau mo nip lan dau.
17. Tiéu chuéin chét lwgng ciia thude: TCCS
18. Tén, dja chi cia co sé san xuéit thube:

CONG TY CO PHAN NOVOPHARM - NHA MAY GMP DUQC PHAM
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