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THUOC X/T MUI CO PHAN LIEU 

Jazxylo 
BABY & KID SPRAY 

Xylometazolin hydroclorid 0,05% 

&Gidm nghet mii 

&Gidam sung huyét 

3 meracine 

HOP 1LO X 10ML 

CONG THUC: 
MGi lo 10ml chita: 
Xylometazolin hydroclorid..........0,05% 

Chat béo quan: Benzalkonium clorid 

Ta duge vie d 
CHI DINH 
Nghet mdi do nhiéu nguyén nhan 
khac nhau. 
Tro gidp thai cac dich tiét khi bi ton 
thuong ving xoang. 
H6 tro digu tri sung huyét mii 
hong trong viém tai gitva. 

Tao diéu kién ndi soi mii dé dang. 

CACH DUNG, CHONG CHi DINH 
VA CAC THONG TIN KHAC: 
xem trong ta huéng dan str dung 
thudc kém theo. 

TIEU CHUAN: TCCS 

BAo Quan: 
Noi khd, nhiét d6 duéi 30°C. 

HAN DUNG: 
24 thang ké tu NSX. Sau khi da mo. 
nap, str dung ché pham trong vong 
1 thang. 

BE XA TAM TAY TRE EM 
BOC KY HUONG DAN 

SU DUNG TRUGC KHI DUNG 

HIEN CUU VA 
HAM MERACINE 

GMP-WHO 

METERED DOSE NASAL SPRAY 

Jazxylo 
BABY & KID SPRAY 

Xylometazoline hydrochloride 0.05% 

® Reduce symptom Stuffy nose 

® Reduce congestion 

x meracine 

BOX 1 BOTTLE X 10 ML 

COMPOSITION: 
Each bottle 10ml contains: 
Xylometazoline hydrochloride...0.05% 
Preservative: Benzalkonium chloride 

0.01% 
. 10m Excipients q. 

INDICATIONS: 
Nasal congestion caused by 

various conditions. 
Support to remove nasal 
secretions when having injury in 

sinus. 
Support to treatment of nasal 

congestion in otitis media. 

Help to procedure nasal 
endoscopy easier. 

ADMINISTRATION, CONTRAINDI- 
CATIONS AND OTHER 
INFORMATION: see in the leaflet. 

STANDARD: Manufacturer's 

STORAGE: 
In dry place, below 30°C 

SHELF-LIFE: 
24 months from Mfg.date. After 
the container is opened for the 
first time: 1 month. 

‘SDK/REG.NO.: 

$616 SX/Lot No. 

NSX/Mfg.Date 

HD/Exp. Date: 
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Huong din sir dung thudc GMP - WHO 

Thudc xit mai cé phan lieu 

JAZXYLO BABY & KID SPRAY 

(Xylometazolin hydroclorid 0,05%) 

DE XA TAM TAY TRE EM 

DOC KY HUONG DAN SU DUNG TRUOC KHI DUNG 

THANH PHAN CONG THUC THUOC: 

Méi lo 10ml chita: 

Thanh phan hoat chat: Xylometazolin hydroclorid........scssessseeeeeeeeseeeses 0,05% 

Mot Jan xit tir lo xit dinh liéu (= 0,07 ml) tuong tng vdi 0,035mg xylometazolin 

hydroclorid. 

Thanh phan té dugc: Natri dihydro phosphat dihydrat, dinatri hydro phosphat 

dodecahydrat, dinatri edetat, hydroxypropyl methylcellulose, natri clorid, sorbitol 70%, 

nude tinh khiét. 

Chdt bao quan: Benzalkonium clorid 0,01%. 

DANG BAO CHE: Thuéc xit mii cé phan liéu. 

M6 ta san pham: Dung dich trong, khéng mau. 

CHi DINH: 

Neghet mii do nhiéu nguyén nhan khac nhau. 

Tro gitp thai cdc dich tiét khi bi ton thuong ving xoang. 

H6 tro diéu tri sung huyét moi hong trong viém tai gifra. 

Tao diéu kién ndi soi mii dé dang. 

CACH DUNG, LIEU DUNG 

Tré em duéi 1 tuéi: Khong nén ding san pham nay. 

Tré em tiy 1 dén 2 tuéi: Ding theo sw ké don ctia bac si. 

Tré em tir 2 tudi dén 11 tudi: Ding dudéi su gidm sat cla ngudi lon. 

Liéu thong thudng: 1 1An xit vao mdi 16 mili, 1-2 lan méi ngay. Khéng nén vuot qua 

3 lan xit trong | ngay. 

LAn xit cudi cing trong ngay tét nhat nén thyc hién ngay true khi di ngu. 

Khong nén str dung thuédc qua | tuan vi six dung kéo dai cé thé din dén viém mii do 

thuéc. 
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Cach ding: 

Lam sach mii k¥ luéng (bang cach xi moi) 

Thao nap bao vé 

Truéc khi str dung lan dau, méi bom bang cach xit khoang 4 lan. G cac lan sau, 

lo xit dinh liéu sé sain sang dé sir dung ngay. Néu 6ng phun chay ra khéng hoan 

toan sau khi xit, vi du: sau mét thoi gian ngung sw dung, phai méi bom lai bang 

cach xit khoang 4 lan. 

Dua 6ng phun vao 16 mfii. Xit va yéu cau tré tha nhe nhang qua mii cling mét 

luc. 

Lap lai voi 16 mai bén kia. 

Lam sach va lau khé éng phun truéc khi day n&p lai ngay sau khi str dung. 

CHONG CHi DINH 

Khong sw dung thudc trong cdc trudng hgp sau: 

Bénh nhan phau thuat cat bé tuyén yén qua xuong budém hoae phau thuat ngoai 

mang cing. 

Bénh nhan bi viém mii khé hoac viém mii teo. 

Bénh nhan tang nhan ap glaucom géc dong 

Qué man véi xylometazolin hoac bat ky thanh phan nao cua thuéc. 

CANH BAO VA THAN TRONG KHI DUNG THUOC 

Phai than trong khi dung thuéc trong trudng hop: 

e Negudi cao huyét ap hoac mic cdc bénh tim mach. Bénh nhan mac hdi 

ching kéo dai khoang QT khi diéu tri bang xylometazolin cé thé tang 

nguy co réi loan nhip that nghiém trong. 

e Cuong gidp hodc bénh déi thdo dudng, bénh u tuy thuong than 

(pheochromocytoma). 

e Bénh phi dai tién liét tuyén. 

e Pang ding chat tre ché monoamine oxidase (chat tre ché MAO) hodc da 

ding chat tre ché MAO trong vong hai tuan qua. 

e Neudi cé biéu hiéu qua nhay cam véi céc hoat chat adrenergic, biéu hién 

qua cdc dau hiéu nhu mat ngii, chong mit... 

Nhu cdc thudc co mach tai ché khac, kh6ng nén stv dung Jazxylo Baby & Kcid 

Spray hon | tuan lién tuc vi str dyng lau dai hoac st dung qua mute co thé xuat 

hién sung huyét niém mac mfii va/hoac viém mii, cdc trigu chung giéng voi cam 

lanh.
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- Liéu ding khéng duoc vuot qua so véi liu ding khuyén cao, dac biét & tré em 

va ngudi cao tudi. 

- Kh6ng nén st dyng Jazxylo Baby & Kid Spray cho tré dui 1 tudi. 

- Tréem tir 1 dén 2 tuéi: Ding theo sy ké don cia bac si. 

- Tréem tir2 dén 11 tudi: Ding dudi su gidm sat cha ngudi 1én. 

- Benzalkonium clorid cé thé gay kich ting hoac sung niém mac mii, dac biét 1a 

khi su dung kéo dai. 

sU’' DUNG THUOC CHO PHY NU CO THAI VA CHO CON BU 

St dung thuéc cho phu nit cé thai 

Do cé thé cé tac dung co mach toan than, khéng nén st: dung Jazxylo Baby & Kid 

Spray trong thoi ky mang thai. 

St dung thuéc cho phu nit cho con bi 

Viéc xylometazolin cd duge bai tiét qua stta me hay khéng chua duge biét dén. Jazxylo 

Baby & Kid Spray chi nén dugc str dung cho phy nf cho con bu dudi sy tu van cla 

nhan vién y té. 

Kha nang sinh san 

Khong cé dit ligu day dt vé anh huéng cia xylometazolin trén kha nang sinh san déng 

thdi khéng cé sin céc nghién citu kiém soat trén dong vat. Hap thu toan than cia 

xylometazolin hydrochlorid 1a rat thap, do dé anh huéng trén kha nang sinh san rat khé 

xay fa. 

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY 

MOC 

Trong truong hgp str dyng Xylometazolin trong thoi gian dai hoac liéu cao hon khuyén 

cao, khéng thé loai try kha nang gay tac dung toan than va anh hung tim mach. 

TUONG TAC, TUONG KY CUA THUOC 

Twong tdc cia thudc 

- Chat tre ché MAO: xylometazolin cd thé lam ting tac dung cia chat tre ché MAO 

va cé thé gay con tang huyét 4p. Khéng duge ding xylometazolin & nhting bénh 

nhan dang hoac da ding tre ché MAO trong vong 14 ngay qua. 

- Thudc chéng tram cam 3, 4 vong: khong duge ding déng thoi xylometazolin véi 

thudc chéng tram cam ba hoc bén vong va cdc thudc cwong giao cam do cé thé dan 

dén ting tac dung cong giao cam cia xylometazolin.
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Tuwong ky ctia thuéc 

Do khéng cé cac nghién ctu vé tinh tuong ky ctia thudc, khéng tr6n lan thudc nay véi 

cc thuéc khac. 

TAC DUNG KHONG MONG MUON CUA THUOC 

Cac phan tng khéng mong muén duoc phan nhom theo loai co quan va tain suat. Cac 

tuan sudt duoc xdc dinh nhu sau: Rat thuong gap, (ADR 1/10), thudng gap (1/100 < 

ADR < 1/10), it gp (1/1000 < ADR < 1/100), hiém gap (1/10000 < ADR < 1/1000), 

rat hiém gap (ADR < 1/10000) va khong duge biét (khong thé wée tinh tir dit ligu 6 

sin). Trong méi nhom tan suat, cdc tac dung khéng mong muén duge sap xép theo thir 

tw mirc dé nghiém trong gidm dan. 

- Rdi loan hé théng mién dich: 

+ Rat hiém: Phan tng qué man (phu mach, phét ban, ngtra). 

- R6i loan hé than kinh: 

+ Thuong gap: nhire dau. 

- R6i loan mat: 

+ Rat hiém: Rdi loan thi gidc thodng qua. 

- R6éi loan tim mach: 

+ R&t hiém gap: nhip tim khéng déu, ting nhip tim, tang huyét dp, réi loan nhip tim. 

- Réi loan hé h6 hap: 

+ Thuong gap: khé niém mac mii, khé chiu 6 mii, cam gidc nong rat, viém mii do 

thuédc. 

- Réi loan da day — ruét: 

+ Thuong gap: buén nén. 

- R6i loan toan than va tai vi tri dung thuéc: 

+ Thuong gap: cam gidc nong rat tai ché ding théc 

Théng bdo ngay cho bac s§ hodc dugc sf nhitng phan tng cé hai gdp phai khi st 

dung thudc.
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QUA LIEU VA CACH XU TRI 

Oud liéu 

Ding qua liéu hoac v6 tinh nuét phai xylometazolin cé thé gay tac dung giao cam, bao 

gom: 

- Ue ché than kinh trung ong (nhw buén ngu, hén mé), tang huyét 4p hoac ha 

huyét 4p, cling nhu nhip tim nhanh hoac nhip tim cham. 

- Cac triéu ching tiéu héa nhu budn nén va nén ciing co thé xay ra. 

- Céc triéu ching khdc: xanh xao, dé md héi, ha than nhiét, co déng tir, suy hé 

hap, hon mé va co git. 

- Kh6ng quan sat thay cdc tri¢u ching nghiém trong sau khi vé tinh tiép xtic 

xylometazolin. 

- Otré nhd, ding liéu 0,5 mg/kg thé trong kh6ng gay ra bat ky triéu ching lam 

sang nao. Tuy nhién do thiéu dit liéu, khéng thé loai triv cdc triéu chang nghiém 

trong sau khi ding ligu >0,5 mg/kg trong luong co thé. 

Xit tri 

Nén tién hanh cdc bién php hé tro thich hop trén tat ca cac bénh nhan bi nghi ngo 

qua liéu va chi dinh diéu tr triéu ching khan c4p dudi sy giam sat y té. 

Khéng cé thuéc giai déc dic hiéu. Cé thé sty dung than hoat trong trudng hop v6 

tinh nuét phai xylometazolin. Diéu tri tri¢u chimg: nhip tim cham c6 thé duoc diéu 

tri bang atropin. 

DAC TINH DUQC LUC HOC 

Ma ATC : ROIAA07 

Nhém dugce ly : Thuéc théng moi ding tai ch6, cudng giao cam 

Xylometazolin hydrochlorid 1a mét chat cudng giao cam hoat déng trén cdc thu thé 

alpha-adrenergic 6 niém mac mii. Khi xit vao mii, thuédc lam co mach mau 6 mii, qua 

dé lam giam phu né 6 niém mac mii va cac ving xung quanh hau hong. Diéu nay gitip 

cho viéc thé qua mili dugc dé dang trong cdc trudng hop nghet mii. 

Jazxylo Baby & Kid Spray cdn chia ta duge (sorbitol va hydroxypropyl 

methylcellulose) nham muc dich ngin ngia niém mac mii bi khé. 

Tac dung cua thuéc bat dau trong vong vai phut va cé thé kéo dai dén 12 gid. Jazxylo 

Baby & Kid Spray khéng anh huong dén chitc nang cla biéu mé cé léng.
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DAC TINH DUOC DONG HOC 

Néng dé xylometazolin trong huyét tuong sau khi str dung tai ché 1a rat thap. 

QUY CACH DONG GOI: Hép 1 lo x 10ml, lo xit dinh liéu, kém to hung din sit 

dung thuéc, 

DIEU KIEN BAO QUAN: Noi khé, nhiét 46 dudi 30°C. 

HAN DUNG CUA THUOC : 24 thang ké tv ngay san xuat. Sau khi di mo nap, str 

dung ché pham trong vong 1 thang 

TIEU CHUAN CHAT LUQNG CUA THUOC: TCCS 

Co sé san xuat: CONG TY CO PHAN NGHIEN CUU 
wk VA SAN XUAT DUQC PHAM MERACINE 

4 Dia chi: Duong YP6, Khu céng nghiép Yén Phong, x4 Dong 
meracine Phong, huyén Yén Phong, tinh Bac Ninh, Viét Nam. 

Dién thoai: 02223.699285 * Website: meracinemfg.com 


