Hudng dan st dung

‘NALYSA

BABY® spray

Xylometazolin hydroclorid 0,05% (kl/tt)

DE xa tdm tay tré em
Doc ky hudng dan s dung trudc khi ding

1. THANH PHAN CONG THUC THUOC

Méi lo chifa:

Thanh phan hoat chat:

Xylometazolin hydroclorid: 0,05% (kl/tt)

Thanh phan td dudc: Natri dihydrogen phosphat dihydrat, natri phosphat dibasic
dihydrat, dinatri edetat, hypromellose, benzalkonium clorid, sorbitol, dexpan-
thenol, nudc tinh khiét.

2. DANG BAO CHE

Dung dich xit mdi.

Dung dich trong sudt, khéng mau dén vang nhat.

pH:50-75

3. CHi BINH

Gidm triéu chiing nghet miii lién quan d&n cdm lanh théng thudng, viém miii di
Ung va tdi phat (k& ca cdm mao), viém xoang.

4. CACH DUNG, LIEU DUNG

- Ngusi l8n va ngudi L8n tubi: Khéng dp dung.

- Chéng chi dinh dung Nalysa baby 0.05 spray cho tré dudi 6 tudi.

- Tré em tlr 6 tudi dén 12 tudi (cho tt ca céc chi dinh):

1 - 2 l4n xit vdo mbi bén mdi, 1 hodc 2 l4n mbi ngay.

Khéng nén duing Nalysa baby 0.05 spray qué 5 ngady ma khéng cé tu van cta
bdc si. Cha me hodc ngudi chdm sdc tré nén dén cd sé y té néu tinh trang cla tré
x&u di trong qua trinh diéu tri.

Khéng nén dung nhiéu han 2 liéu trong vong 24 gis.

Pudng dung: xit mii.

Khéng dung qud liéu chi dinh.

Khuyén cdo nén dung lan cudi ngay trudc khi di ngu.

C&n than khdng xit vao mét.

Céch s dung lo xit:

V& sinh mii that sach (xi mi) trudc khi st dung.

P

Mé& ndp trang.

L&c déu lo xit trudc khi st dung, xit ra ngoai vai lan téi khi cé
lan suong min.

Pau hai cli vé phia trudc, dat dau xit vao mai, b&m nhanh
manh vao nut bam, hit vao nhe nhang cling véi déng tac xit.

Rut dau xit ra, dau hoi ngla ra sau, hit thé nhe nhang.

A\

Lam sach va lau kh6 dau xit. Day ndp ngay sau khi dung.

Dé& trdnh L4y nhiém chéo, méi lo thudc chi nén st dung cho mét ngudi.

5. CHONG CHi BINH

- Qud man vdi xylometazolin hodc vdi bat ky thanh phan td dudc nao clia thuéc
- S dung déng thsi véi thudc théng miii dang cudng giao cdm

- Bénh tim mach ké ca ting huyét dp

- Bénh dai thdo dudng

- Bénh u tuy thugng than

- Bénh cudng gidp

- Bénh tang nhan ap (Glaucoma) gdc déng.

- Bénh nhan dang dluing chit tc ché monoamin oxidase (chat c ché MAO) hodc
d3 diing diéu tri véi chat (c ché MAO trong vong 14 ngay vifa qua

- Bénh nhan dang dung thudc nhdm chen beta

- Viém da va/hodc niém mac cla tién dinh mdi

- Bénh nhan phau thuit cit bd tuyén yén qua xudng budm hodc phau thut
ngoai mang cling

- Bénh nhan bj viém mi kho hodc viém mdi teo

- Tré dudi 6 tusi

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Khéng nén dung Nalysa baby 0.05 spray nhiéu hon 5 ngay lién tiép. Giéng nhu
cac thudc khdc cling nhdm hoat chat, xylometazolin nén dugc st dung mét cach
thén trong trén bénh nhan qud nhay cdm vdi cac thuéc cudng giao cdm, biéu hién
qua cdc triéu chitng mat ngd, chéng mét, run, rdi loan nhip tim hodc tdng huyét
ap.

Bénh phi dai tuyén tién liét.

- Khéng duing qud Lliéu chi dinh.

- Khéng dling cling vdi thuéc tri ho va cdm khac.

- Khéng dung tiép tuc nhiéu hon 5 ngay Lién tiép vi dung kéo dai hodc qud muc
c6 thé gay xung huyét héi ing va/hodc teo niém mac mdi. Néu triéu chiing bénh
con dai dang, hay dén gdp bdc si.

- Néu con ctia ban dang uéng thudc hodc dang dugc béc si chdm sdéc, hay héiy
kién bdc si trudc khi dung Nalysa baby 0.05 spray.

- M6t s6 bénh nhan nhay cdm dudng mii cé thé cdm thay khd chiu khi xit mii.

- Doi khi tré em nhd tudi cé thé bi khé ngt hay réi loan gidc ngd khi dung
xylometazolin. Néu diéu nay xay ra thi nén ngung dung Nalysa baby 0.05 spray.
- Phu ni cé thai nén hoi y kién bdc si trudc khi dung Nalysa baby 0.05 spray.
Té dugc:

Thuéc nay cé chira benzalkonium clorid. Benzalkonium clorid cé thé gay kich tng
hodc phu bén trong miii, d3c biét khi dung thudc trong thdi gian dai.

7. SU DUNG THUOC CHO PHU NU €O THAI VA CHO CON BU

St dung thuéc cho phu nit ¢6 thai:

Do ¢4 thé cd tdc dung co mach toan than nén khéng dung xylometazolin trong
thdi ky mang thai.

St dung thuéc cho phu nit cho con bu:

Khéng cé bang chiing vé bat ky téc dung bat Lgi nao déi vdi tré dang bu sita me.
Tuy nhién, chua rd xylometazolin cé bai tiét vao sita me hay khéng, do dé nén
thén trong khi sif dung xylometazolin trong thdi ky cho con bu va chi nén sir
dung dudi su hudng dan clia nhan vién y té.

8. ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Xylometazolin khdng anh hudng hodc anh hudng khéng déng ké dén kha ndng
L&i xe va van hanh mdy mdc.

9. TUGNG TAC, TUGNG KY CUA THUOC

Tuong tac:

Thuéc tc ché MAO: xylometazolin cd thé lam ting tdc dung cua thudc Uc ché
MAO va cé thé gay ting huyét dp. Khong dudc dung xylometazolin 8 nhiing
bénh nh&n dang dudc diéu tri hodc da dung thudc Uc ché MAO trong vong 14
ngay gan day.

Thu8c chéng trdm cdm ba vong va bén vong: S dung déng thdi thudc chéng
trdm cdm ba hodc b&n vong vdi thubc cudng giao cdm cd thé lam tdng tac dung
cudng giao cdm clia xylometazolin. Do d6 khéng khuyén cdo sit dung déng thdi.
Tuong ky:

Do khéng cé céc nghién ctu vé tinh tudng ky ctia thuéc, khdng trén lan thudc nay
vdi cdc thudc khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Céc tdc dung khéng mong muén dudi ddy dudc phan loai theo hé cd quan va tan
sudt. Tan suét dudc quy udc nhu sau: Rt thudng gdp (=1/10), Thudng gédp (=
1/100 dén <1/10), it gip (=1/1.000 dén <1/100), Hiém g3p (=1/10.000 dén
<1/1.000), Rat hiém gdp (<1/10.000). Trong mbéi nhédm tan suét, cac tdc dung
khéng mong muén dudc trinh bay theo thif tu gidm dan mic d6 nghiém trong.

Hé cd quan Tan suat - Phan (ng

R&i loan hé mién dich | R4t hiém g&p: Phan Ung qua man (phu mach, phat
ban, ngua)

R&i loan hé than kinh | Thudng gdp: Dau dau

R&i loan thi gidc R4t hiém gdp: Suy gidm thi luc thodng qua

R&i loan tim mach R4t hiém gdp: Nhip tim b4t thudng, nhip tim tdng,

ting huyét ap, loan nhip tim

R&i loan hé hé héap, | Thudng gdp: Khé mii, cdm gidc khd chiu & miii,
16ng nguc va trung | cdm gidc néng rat, viém mii do thudc.

that R4t hiém gdp: Ngiing thd & tré nhd va tré sd sinh
RG&i loan tiéu hdéa Thudng gép: Bubén ndn

R&i loan toan than va | Thudng gdp: Cam gidc bdng rat tai chd dung
tai chd dung thuéc thudc

Théng bdo cho bac si hodc dudc si khi gdp cdc tdc dung khéng mong muén nhu
trén khi s dung thuéc hodc bdo cdo cdc phan Ung cd hai cta thuéc vé Trung tdm
Théng tin thudc va Theo déi phan (ing ¢ hai cia thudc (ADR) Quéc gia.

11. QUA LIEU VA CACH XU TRi

Dung qua liéu tai chd hodc vo tinh nuét phai xylometazolin cé thé gay ra cdc tac
dung Uc ché& than kinh giao cdm, bao gém Uc ché than kinh trung udng (nhu buén
ngu, hén mé), tdng huyét dp hodc ha huyét ép, cling nhu nhip tim nhanh hodc
cham. C4c triéu chiing vé dudng tiéu héa nhu budn nén va nén cling cd thé xay
ra. Céc triéu ching khéc bao gém xanh xao, d6 mé hoi qua nhiéu, ha than nhiét,
co déng tl, suy ho hdp, mat diéu hoa va kich dong.

Khéng cé triéu chiing nghiém trong ndo dugc quan sdt thay sau khi vé tinh tiép
xuc.

& tré nho, lidu dung (én tdi 0,5 mg/kg trong ludng cd thé khéng gdy ra bat ky
triéu chiing lAm sang dang ké nao. Do thiéu di liéu, khdng thé loai trir cdc triéu
chiing nghiém trong sau khi dung qud 0,5 mg/kg trong lugng cd thé. Trong
nhiing trudng hdp nhu vay, sau khi tham khao y kién cta bdc si ldm sang cé kinh
nghiém hodc trung tAm théng tin vé doc chat hoc, cin phai cd su gidm sty t& va
udng mét liéu than hoat tinh. Khéng cd thudc giai doc ddc hiéu. XU tri bdng cdch
diéu tri triéu ching; nhip tim chdm cd thé dudc diéu tri bdng atropin.

12. DAC TINH DUGC LUC HOC

Nhém dudc ly: Thudc xit théng miii dung tai chd, cudng giao cdm

Ma ATC: RO1AAQ7

Xylometazolin la thu8c cudng giao cdm tdc dong lén thu thé alpha-adrenergic &
niém mac mii. Thudc lam co mach mau & mii, qua d6 lam gidm phu né & niém
mac miii va cdc vling xung quanh hong, giip bénh nhan thd qua mii dé dang
haon.

Nalysa baby 0.05 spray con chifa td dudc (sorbitol, hypromellose) gilp ngan
ngla tinh trang niém mac mii bi khé.

T4c dung cla xylometazolin xuat hién trong vong vai phut va kéo dai tdi 10 gid.
Xylometazolin dung nap t&t va khéng dnh hudng dén chiic ndng ctia biéu mé cé
l6ng rung.

13. DAC TiNH DUGC BONG HOC

Hap thu:

Néng d6 xylometazolin trong huyét tusng sau khi xit mii & rat thap va gan gidi
han phét hién.

Déi khi dung qua dudng mii, lugng thudc hdp thu cé thé di dé gay ra cdc téc
dung toan than, nhu l&n hé than kinh trung udng va hé tim mach.

Phan bé: Khéng cé dif liéu.

Chuyén hod: Khong cé dit liéu.

Thai trir: Khong 6 dir liéu.

14. QUY CACH DONG GOI

Hép 1 lo. Lo 5ml, 8 ml, 10 mL, 15 m(, 20 mlL

15. BIEU KIEN BAO QUAN: Bio quan & nhiét d6 dudi 30°C

16. HAN DUNG: 24 thang ké tif ngay sadn xudt. 28 ngay sau md nip lan dau.
17. TIEU CHUAN CHAT LUGNG CUA THUOC: TCCS

Tén, dia chi clia cd s& sdn xuat thudc:
CONG TY CO PHAN NOVOPHARM- NHA MAY GMP DUGC PHAM
NOVO L6 CNO5, Khu céng nghiép hé trg Déng Van lll, Phudng Duy Ha,

PHARM Tinh Ninh Binh, Viét Nam
T1-29095-1-170926

NC197-D00008



