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Ha Néi, ngay 0Sthdng J nam 2024

VAN BAN THONG BAO CAP NHAT
Théng tin trong ho so cong b di diéu kién san xuit trang thiét b y té
Cdp nhat lan: 04

Kinh giri: S& Y t& Thanh phb Ha Noi

1. S6 cong bd: 210001337/PCBA-HN ngay 24/8/2021

2. Tén trang thiét bi y t&: Dung dich vé sinh tai, miii, hong LIVESPO® NAVAX
(Chung loai: LIVESPO® NAVAX chuyén dung)

3. Thong tin cép nhat:

CONG HOA XA HOI CHU NGHIA VIET NAM

STT

Noi dung da cong bd

Noi dung cip nhat

1

Thanh phan ciu tao:
Mbi dng c6 chira 5 ty bao tir loi
khuan Bacillus clausii va Bacillus

| subtilis, NaCl 9g/L (w/v) va nudc

cét vira dd SmL

Thanh phén ciu tao:

Chtra Bacillus clausii va Bacillus
subtilis v6i ndng do 1 x 10° CFU/mL,
NaCl 0,9%L (w/v) va nudc vira da thé
tich

| Co 02 dang quy cach dong goi:
| Trong 06ng kin (kém chai xit) hodc

bao tir loi khudn dung trong binh
nh()m/nhuavvéi céac dai theé tich khac
nhau, cu th¢ la:

- Sén pham déng trong binh véi dai
the tich: (05ml/binh x 01 binh)/Hop,

(10ml/binh X 01binh)/Hop,
(20ml/binh  x 01  binh)/Hop,
(30ml/binh  x 01  binh)/Hop,
(40ml/binh  x 01  binh)/Hop,
(50ml/binh  x 01  binh)/Hop,
(60ml/binh x 01 binh)/Hop,
(70ml/binh  x © 01  binh)/Hop,
(80ml/binh x 01  binh)/Hop,
(90ml/binh  x 01  binh)/Hop,

(1000ml/binh x 01 binh)/Hop
- Sén Ehém dong trong 6ng nhua voi
dai the tich: (5ml/ong x 1 6ng)/Hop,

2 Giéy chirng nhéan ISO 13485: 2016 Giéy chiing nhén ISO 13485: 2016 hi¢u
hiéu luc to ngay 17/8/2021- | luc tir ngay 26/12/2023-25/12/2026
25/12/2023

3 | Quy céach dong goi: Quy cach dong goi:

C6 02 dang quy cach dong gobi: Trong
6ng kin (kém chai xit) hodc bao tir 1oi
khuin dyng trong binh nhém/nhua véi
cac dai thé tich khac nhau, cu thé 1a:

- Sén phém déng trong binh nhom/nhua
v6i sO lugng 01 binh/Hop & cac dai t
tich: 05ml, 10ml, 20ml, 30ml, 40 ]§
50ml, 60ml, 70ml, 80ml, 90ml, 1000mp

- San pham dong trong 6ng nhua 4
hogc 5ml v&i s6 lugng trong mdi hop
(kém binh xit) nhu sau: 01 ong, 02 Ong,
03 ong, 04 6 ong, 050 ong, 06 & ong, 076 ong,
08 ong, 09 6ng, 10 6ng, 15 6ng, 20 Ong.
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STT Noi dung da cong bd N¢i dung cip nhit

(5ml/bng x 2 6ng)/Hop, (5ml/6ng x
3 dng)/Hop, (5ml/éng x 4 6ng)/Hop,
(5ml/bng x 5 6ng)/Hop, (5ml/éng x
6 6ng)/Hop, (5ml/éng x 7 éng)/Hop,
(5ml/éng x 8 6ng)/Hop, (5ml/6ng x
9 6ng)/Hop, (5ml/bng x 10
bng)/Hop, (5Sml/éng x 15 éng)/Hop.

4. Tai li¢u lién quan:
- Tiéu chuén co s& c4p nhat thanh phan cdu tao va quy cach déng goi.

- Tai liéu m6 ta tém tat k¥ thuat trang thiét bj y t& cap nhat thanh phin c4u tao va
quy cach déng gobi

- Gidly chig nhan ISO 13485: 2016 hiéu luc tir ngay 26/12/2023-25/12/2026

- B0 sung quy cach miu nhan san phim quy cach déng goi: Hop 10 dng x 4ml
kém 01 binh xit va hudng dan sir dung.

Co sé xin cam két:
Chip hanh nghiém chinh cac quy dinh cuia phap luat Viét Nam;
Chiu trach nhiém trude phép ludt vé tinh chinh x4c cta ndi dung hd so cip nht

Nguwoi dai dién hop phép ciia co sé
CHU TICH

210G 2




LiveSpo
NAVAX

THANH PHAN:

M&i 6ng c6 chiia 4 ty bao t lgi khuan
Bacillus subtilis, Bacillus clausii, NaCl 0,9%
(w/v) va nudc vura du 4mL.

CONG DUNG:

V& sinh tai, mai, hong.

* Gilip gidam nguy co viém tai, mdi, hong,
viém xoang.

* B sungbao ti Igi khuan, bao vé va phuc
héi niém mac mai.

POI TUGNG DUNG:

* Ngudi bi viém hodc c6 nguy co bj viem
tai, mdi, hong, viém xoang.

« Ngudi tiép xtic véi méi trudng bui ban.
* Nguai dang ding khang sinh.

*San phdm dung dugc cho moi lia tudi,
tré em, phu nit mang thai va dang cho

con bu.

CACH DUNG:

Lac ky 6ng réi chuyén bao ti loi khuan tir
6ng nhya vao binh xit réi dung nhu sau:

Giup Giam Nguy Cd Viém
Budng Tai, Mii, Hong

4 Ty Bao TU Ldi Khuan
Pa Chung / éng

* Ngudi dang bi viém: Xjt 2-3 nhat truc tiép vao
méi héc mii hodc hong hodc tai 2-3 gid/ lan.

* Ngudi c6 nguy co bi viém hodac tiép xuc véi
moi trudng bui ban: Xit 2-3 nhat tryc tiép vao
mé&i hdc mai hodc hong hodc tai 2-3 lan/ ngay
st dung hang ngay hoac theo dot 1-3 thang
tuy tinh trang.

LUUY PACBIET:

o L&c déu hén dich trugc khi dung.

* San pham cé thé cé mui dic trung ca bao bi.

BAO QUAN:

Nai khé rao, thodng mat, nhiét dé phong
(khodng 30°C).

Sau khi cho hén dich LiveSpo Navax vao

binh xit, nén dé vao ngdn mat tu lanh, t6t nhat
nén sir dung trong 7-10 ngay, néu dé &

nhiét do thudng nén st dung trudc 7 ngay.
Dé xa tdm tay tré em.

SO DKSP: 210001337/PCBA-HN
TIEU CHUAN: Nha san xudt

BAO Bi NAVAX CD 10 ONG

Kich thudéc 120 x 95 x 33 (mm)

« Gidy Ilvory 300

CHAM SOC KHACH HANG

1800 088808

(mién phi cuéc goi)

@ www.LiveSpo.vn

9 CSelivespo.com

Process Printing
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Spot Printing

Rong: 120mm x Cao: 95mm x Sau: 33mm

Dung Dich V@ Sinh Tai, Miii, Hong

Giup Giam Nguy CG Viém

'

UK San Pham

1. Chuyén Dung
/\ 4Ty Bao TU Ldi Khudn

/ Pa Chung /Ong

Hoép 10 8ng x 4mL

va 1binh xjt

Tai, Mili, He

8 938540

717374

61 SAN PHAM:

CHIUTRACH NHIEM VE

CHAT LUGNG VA PHAN PH

CONGTY TNHH LIVESPO PHARMA

S8 22,167, 8 Khu db thi Van Khé, Phudng La Khé, Quan Ha Dong,

Thanh phé Ha Noi, Viét Nam.

NHA SAN XUAT:

S6 43, Dudng Quyét Thang, Cum Cong nghiép Yén Nghia,
Phudng Yén Nghia, Quan Ha Déng, Thanh phd Ha Noi, Viét Nam.

NHA MAY SO 2 - CONG TY LIVESPO PHARMA

Gilp Giam Nguy Cd Viém
Budng Tai, Mii, Hong



IVeSpo NAVAX

4ty bdo i khudn Bacillus subtilis, Bacillus clausii, NaCl 0.9%/4mL

NSX: LIVESPO PHARMA
S6 DKSP: 210001337/PCBA-HN
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KT: 110x220mm

KT: 110x220mm

Bao tir loi khudn giup gigm nguy co viém duéng tai, mii, hong

LiveSpo® NAVAX Ia sdn phdm xit mii chia bao tir Igi khudn déu tién trén

thé gidi dugc kiém chung ldm sang theo tiéu chudn qudc té. Viéc xit

probiotic LiveSpo® NAVAX vdi liéu 3 Idn/ngay gilp: Rat ngén thsi gian

diéu tri, s6m hon 1-2 ngdy; gidm néng dd vi rat cum (417 1an) va vi rat hgp

bdo hd hdp RSV (630 lén) chi sau 2-3 ngdy st dung, mang lai hiéu quda

gdp 26-50 lan so véi nuéc mudi sinh ly.

Thi nghiém Iém sang thuc hién tai Bénh vién Nhi Trung uong, dugc Vién

Nghién ciu Siuc khée Hoa Ky cong bé két qud trén chuyén trang

Clinicaltrials.gov theo mé& nghién ciu NCT05164692 va NCT05378022,

céng bd khoa hoc trén cdc tap chiy té uy tin hang ddu trong nudc va

qudc té: Tap chi Nhi khoa Viét Nam, Scientific Reports — Nature.

Bdo cdo nghién cuu khoa hoc vé sdn phdm LiveSpo® NAVAX cuia LiveSpo

Pharma (dai dién duy nhdt tu Viét Nam) dé dugc cdng bé tai Héi nghi Vi

sinh Quéc t& 2022 (ASM Microbe 2022).

Thanh phdan:

Mbi 8ng cé chua 4 ty bdo tur Isi khudn Bacillus subitilis, Bacillus clausii,

NaCl 0.9% (w/v) va nudc via du 4mL.

Céng dung:

» Vé sinh tai, mai, hong.

+ Gilp gidm nguy co viém tai, mai, hong, viém xoang.

+ BS sung bdo t Igi khudn, bdo vé va phuc héi niém mac mii.

Péi tugng dung:

» Ngugi bi viém hodc c6 nguy ca bi viém tai, mdi, hong, viém xoang.

* Ngudsi tiép xtc méi trusng bui bdn.

* Ngusi dang dung khdng sinh.

* S&n phdm dung dugc cho moi lia tudi, tré em, phu nir mang thai va
dang cho con bu.

Cdch dung:

Léc ky 8ng réi chuyé&n hén dich ti 6ng nhua vao binh xit réi dung nhu

sau:

+ Ngusi dang bi viém: Xit 2-3 nhat truc tiép vaio mdi hée mii/hong/tai,
2-3 gis/lan.

« Ngusi cé nguy ca bi viém hodic ti€p xtic méi trudng bui bdn: Xit 2-3 nhat
truc tiép vao mdi héc mii/hong/tai, 2-3 1dn/ngdy.

* Sirdung hang ngdy hodc theo dgt 1-3 thang (tuy tinh trang) dé dat hiéu
qud tét. Dung khan/gidy vé sinh ddu xit ngay sau khi st dung.

Bdo quan:

Nai khé rdo, thodng mdt, nhiét dé dudi 30°C. D& xa tdm tay tré em.

Han dung: 2 n&dm ké tir ngdy sdn xudt.
S8 DKSP: 210001337/PCBA-HN [m]3ci5[m]
Tiéu chudn: Nha sdn xudt. aT. .

Ear, nose and throat cleaning solution

LiveSpo
NAVAX

Probiotics spores help reduce the risk of ear, nose, throat infections

LiveSpo® NAVAX is the world's first nasal-spraying Bacillus probiotic
spores that has been clinically proven to international standards.
Nasal-spraying administration of LiveSpo® NAVAX at the dosage of 3
times/day helps: Shortening the recovery period and overall treatment by
1-2 days; reducing viral load of influenza virus by 417 folds and Respiratory
Syncytial Virus (RSV) by 630 folds after only 2-3 days of treatment, which
is 26 and 50-fold more effective than physiological saline, respectively.

The clinical trial conducted at the Vietnam National Children’s Hospital
was approved by the American National Institutes of Health under
registration No. NCT05164692 and NCT 05378022 on Clinicaltrials.gov, and
its results were published in prestigious national and international scientific
journals: Vietnam Pediatric Journal and Scientific Reports-Nature.

The scientific research reports on the product named LiveSpo® NAVAX
of LiveSpo Pharma (as the exclusive representative from Vietnam) was
presented at the American Society of Microbiology's Conference 2022
(ASM Microbe 2022).

Ingredients:
Each ampoule contains 4 billion probiotic spores of Bacillus subtilis,
Bacillus clausii, NaCl 0.9% (w/v) and water up to 4mL.

Benefits:

« Ear, nose and throat cleaning.

* Help reducing the risk of ear-nose-throat infections and sinusitis.

* Supplying probiotic spores to protect and recover the nasal mucosa.

Indications:

* People with infection or at risk of ear-nose-throat infections and sinusitis.

* People exposed to dusty environment.

» People undergoing antibiotic therapy.

* Product is suitable for all ages, including children, pregnant and
breast-feeding women.

Usage:

Shake the ampoule well before transfering to the sprayer and use as follows:

» For people with infections: Spray 2-3 sprays directly into each nasal
cavity/throat/ear at 2-3 hours interval.

« For people at risk of infections or exposed to dusty environment: Spray 2-3
sprays directly into nasal cavity/throat/ear, 2-3 times a day.

+ Use daily or 1-3 months in stage (depending on physical condition) for
optimal results. Use the handkerchief or tissue to clean the spray nozzle
immediately after use.

Storage:
In cool and dry place, temperature below 30°C. Keep out of the
reach of children.

Shelf life: 2 years from manufacture date.
Registration Number: 210001337/PCBA-HN
Standard: Manufacturer.
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