BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

Doc lap - Tu do - Hanh phuc

S6: 170001580/PCBA-HCM Tp H6 Chi Minh, ngay30 thang06 nim 2020

PHIEU TIEP NHAN
Piéu chinh hd so cong bd
tiéu chuan ap dung ciia trang thiét bi y té thudc loai A
Diéu chinh lan: 1

1. Phiéu tiép nhan ho so cong bd tiéu chuan ap dung trang thiét bi y té loai A dugc cap lan dau sb:
170001580/PCBA-HCM, ngay 14/09/2017
2. Thong tin da dang ky:
Tén co s6 cong bb: VAN PHONG DAI DIEN KKC CORPORATION CO., LTD TAI THANH
PHO HO CHf MINH
bia chi: Phong 701A, Tang 7, Toa nha Capital Place, S0 6, Puong Thai Van Lung, Phuong Bén
Nghé, Quan 1, Thanh phd Ho Chi Minh
3. Trang thiét bi y té thudc loai A
Tén trang thiét bi y té: Dung dich v¢ sinh miii giam tri¢u chiing cdm lanh SINOMARIN
Tén co so san xuat: Gerolymatos International S.A

Chuing loai/mi san phim: Sinomarin Cold & Flu Relief 30 ml nasal spray; Sinomarin® 2,3%
Cold & Flu Relief 100 ml.
Dbia chi co sé san xuét: 13, Asklipiou str., 145 68 Kryoneri Attikis, Greece

Quy céach dong géi(néu co):
4. Thong tin vé chu so hitu trang thiét bi y té :
Tén chu s& hitu: Gerolymatos International S.A
Dia chi chu s¢ hitu: 13, Asklipiou str., 145 68 Kryoneri Attikis, Greece
Pé nghi dwoc diéu chinh
1. N6i dung xin diéu chinh:
- Thay d6i nhan, thay doi huéng dan str dung nhung khong thay doi chi dinh.

2. Ly do xin diéu chinh:
Nha san xut thay doi nhan trén toan cau
3. Théng tin can cip nhat:
- Thong tin mau nhan, huéng dan st dung: Theo phu luc mau nhan dinh kém



NGUOI TIEP NHAN HO SO

(Ky tén, ghi ho tén day du, chirc danh)
Ky béi: Pham Thi Thanh
Huyén
Email:
ptthuyen.syt@tphcm.gov.
vn
Co quan: S& Y té, Thanh
phé Ho Chi Minh
Ngay ky: 29-06-2020
18:10:48 +07:00

Pham Thi Thanh Huyén



THU THONG BAO THAY POI NHAN (KHONG THAY DPOI CHi PINH)
Kinh giri: S&' Y té TP. H6 Chi Minh

Chiing t6i , VAN PHONG DAI DIEN KKC CORPORATION CO., LTD TAI THANH PHO
HO CHI MINH

Dia chi: phong 701A, tang 7, Toa nha Capital Place, S6 6, Puong Théi Vian Lung, Phuong
Bén Nghé, Quén 1, Thanh phd Hb Chi Minh.

La chu s& hitu s6 luu hanh trang thiét bi y té loai A tai Viét Nam:
Tén trang thiét bj y té: Dung dich v¢ sinh miii gidm tri¢u chitrng cim lanh SINOMARIN
Phiéu tiép nhén s6: 170001580/PCBA-HCM ngay 13/09/2017

Chuing loai/ma san phim: Sinomarin Cold & Flu Relief 30ml nasal spray; Sinomarin® 2,3%
Cold & Flu Relief 100ml

Tén co s& san xuit: Gerolymatos International S.A

Dia chi co sé san xuét: 13, Asklipiou str., 145 68 Kryoneri Attikis, Greece
Tiéu chuan 4p dung: Directive 93/42/EEC

Tén chu s& hiru: Gerolymatos International S.A

Dia chi chu s¢ hitu: 13, Asklipiou str., 145 68 Kryoneri Attikis, Greece

Chuing t6i kinh xin phép S& Y té TP H Chi Minh cho chung t6i dugc thay ddi sang nhan méi
ctia thiét bi y té & trén (khong thay dbi chi dinh cta san phim)

Chiing t6i xin dinh kém céc hd so sau:

e Bang so sanh nhén cii va nhin méi
e Nhéin méi
e Nhan cii da nop + Phiéu tiép nhan

Ngay 03/06/2020
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BANG SO SANH



BANG SO SANH NHAN cU VA NHAN MO
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1. Sinomarin Cold & Flu Relief 30ml nasal spray: /;7/1 . FHOI‘;—Q\O\\\
A. Nhan hép: ', g.o/ earvEn . \3)
Nhén da dwoc duyét: Nhan mé\b"\\T.u nol-:j,ln MIN 07
@ N r _’(\/
Mat so 2: Mat so 2: N v _#

RELIEVES NASAL AND SINUS
SYMPTOMS OF THE COLD & FLU
HELPS PREVENT MICROBIAL
INFECTIONS

RELIEVES NASAL SYMPTOMS
OF THE COLD & FLU

HELPS ELIMINATE INFECTIOUS
AGENTS

Mzt sb 4:

EN Sinomarin® Cold & Flu Relief is a
100% natural

product for the relief of
symptoms associated

with the common cold and flu. It
combines the decongestant action of
hypertonic sea water (2.3% NaCl)

with the anti-inflammatory & anti-microbial
properties of plant essential oils and
extracts. Description: 30 ml

nasal pump spray bottle. Metered-dose
spray, for adults

and children over 12 years. For use in
children between 6 and 12 years
consult your physician. Composition:
Sea water, purified water, plant-derived
essential oils & extracts, glycerin,
propanediol. 100% Natural.
Recommended Dosage: 1 to 2 sprays in
each nostril, 2 to 3 times daily up to 7
days, or as per physician'sinstructions.
Do not wuse during pregnancy,
breastfeeding or if sensitive to any of
the components.

See enclosed insert for more information
prior to use.

nasal

2500
Store condition: 0ocd

Mat sb 4:

EN Sinomarin® Cold & Flu Relief
is a 100% natural

product for the relief of nasal
symptoms associated

with the common cold and flu. It
combines the decongestant action of
hypertonic sea water (2.3%

NaCl) with the well-documented
properties —beneficial to the nasal
mucosa- of plant essential oils and
extracts. Description: 30 ml nasal
pump spray, for adults and
children over 6 years.
Composition: Sea water, purified
water, plant-derived essential oils &
extracts, glycerin, propanediol. 100%
natural.

Recommended Dosage: 1 to 2
sprays in each nostril, 2 to 3 times
daily for 7 days or more. Do not use
during pregnhancy or
breastfeeding. Do not use in
cases of sensitivity or if allergic to
any of the components.
See enclosed insert
information prior to use.

for more

3

Store condition: 13 7!

. Nhan chai:

Nhan da dwoc duyét:

Nhan méi

EN Description: 30 ml nasal spray bottle
for adults and children over 12 years.
Composition & Recommended Dosage:

EN Description: 30 ml nasal spray for
adults and children over 6 years.
Composition & Recommended dosage: |
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to any of the components. For nasal use

Do not use past expiry date. Keep out of
reach of children.

200
Store condition: 0°C*f

See enclosed insert. Do not use during | See enclosed insert. Do not |
pregnancy, breastfeeding or if sensitive | pregnancy or breastfeedmg .
in cases of sensitivity or if\
only. Do not use on more than one | any of the components. For\Q
individuals. only. Do not NIy~
use on more than one individuals. Do-nof |
use past expiry date. Keep out of reach of
children.

Store condition: 15C4
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2. Sinomarin® 2,3% Cold & Flu Relief 100ml

A. Nhan hop:
Nhan da dwoc duyét: Nhan méi
Mt s6 2: Mt s6 2:

HELPS PREVENT MICROBIAL
INFECTIONS

HELPS ELIMINATE INFECTIOUS
AGENTS

Mt sb 4:

EN Sinomarin® Cold & Flu Relief is a
100% natural product

for the relief of nasal symptoms
associated with the common

cold and flu. lts unique formulation
combines the natural decongestant action
(via osmosis) of hypertonic sea water
(2.3% NaCl) with the anti-inflammatory &
anti-microbial properties of Eucalyptus &
Spearmint essential oils and Thyme
extract.

Description: 100 ml nasal spray bottle.
Normal stream spray for adults and
children over 12 years. For use in
children between 6 and 12 years
consult your physician.

Composition: Sea water, purified water,
plant-derived essential oils & extracts,
glycerin, propanediol. Preservative-free.
Drug-free. Chemical additives-free. 100%
natural. Inert propellant gas (nitrogen),
not in contact with solution.
Recommended Dosage: 1 to 2 sprays in
each nostril, 2 to 3 times daily up to 7
days, or as per physician’s instructions.
Do not use during
pregnancy.breastfeeding or if
sensitive to any of the components.
See enclosed insert for more information

prior to use.

Mat sb 4:

EN Sinomarin® Cold & Flu Relief
is a 100% natural productfor the
relief of nasal symptoms
associated with the common cold
and flu. It combines the natural
decongestant action (via osmosis) of
hypertonic sea water (2.3% NaCl)
with the well-documented properties
-beneficial to the nasal mucosaof
Eucalyptus & Spearmint essential
oils and Thyme extract.

Description: 100 ml nasal spray
bottle. Normal spray for adults and
children over 12 years. For use in
children between 6 and 12 years
consult your physician.
Composition: Sea water, purified
water, plant-derived essential oils

& extracts, glycerin, propanediol.
Preservative-free. Drug-free.
Chemical  additives-free. 100%
natural.

Recommended dosage: 1 to 2
sprays in each nostril, 2 to 3 times
daily for 7 days or more, or as per
physician’s instructions.

Do not use during pregnancy or
breastfeeding. Do not use in

cases of sensitivity or if allergic to
any of the components.

See enclosed insert for more




(2S°C
Store condition: %

information prior to use.
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Store condition: 19°C 7!

. Nhan chai:

Nhéan da dwoc duyét:

Nhan maoi

EN Sinomarin Cold & Flu Relief is a 100%
natural solution for the relief of nasal &
symptoms associated with the common
cold and flu. Description: 100 ml nasal spray
bottle. Normal stream spray for adults and
children over 12 years. For use in children
between 6 and 12 years consult your
physician. Composition: Sea water, purified
water, plant-derived essential oils & extracts,
glycerin, propanediol. 100% natural.
Recommended Dosage: 1 to 2 sprays in each
nostril, 2 to 3 times daily up to 7 days, or as per
physician’s instructions.

Do not use during pregnancy, breastfeeding
or if sensitive to any of the components.

For nasal use only. Do not use same nasal
applicator on more than one individuals.

Do not use past expiry date. Keep out of reach
of children.

IZSOC

Store condition: 0oC

EN Sinomarin Cold & Flu Relief is a
100% natural product for the relief of
nasal symptoms associated with the
common cold and flu.

Description: 100 ml nasal spray bottle.
Normal spray for adults and children
over 12 years. For use in children
between 6 and 12 years consult your
physician.

Composition: Sea water, purified
water, plant-derived essential oils &
extracts, glycerin, propanediol. 100%
natural. Recommended dosage: 1 to
2 sprays in each nostril, 2 to 3 times
daily for 7 days or more, or as per
physician’s instructions.

Do not use during pregnancy or
breastfeeding. Do not use in cases
of sensitivity or if allergic to any of
the components. For nasal use only.
Do not use same nasal applicator on
more than one individuals. Do not use
past expiry date. Keep out of reach of
children.

BC

Store condition: 15C%
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( NOSE CARE

DECONGESTIONNANT
NASAL NATUREL

SOLUTION D'EAU DE MER
HYPERTONIQUE

Cold & Flu

Relief

( NOSE CARE

NATURAL NASAL
DECONGESTANT
HYPERTONIC
SEA WATER SOLUTION
with Eucalyptus
Spearmint & Thyme

 RELIEVES NASAL SYMPTOMS
OF THE COLD & FLU
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Item reference code

BOX Sinomarin Cold & Flu 30ml 6y+ Eng-Fr-Gr

Item Description

2137798

Latest update of code/ date

23/4/2020

Version date & time

28/04/2020 11:29

Approval by Gl Regulatory/
date, name & signature

Approval by Gl Marketing/
date, name & signature

Comments
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&, % 5 EN Description: 30 ml nasal spray for adults and children over 6 years. Compn}l(l y A
) % ) 28 Recommended dosage: See enclosed insert. Do not use during pregnancy or breast(eedmg%é» fm ”-’1//0 f
Slnomann@ 43 nol use in cases of sensitivity or lfallergn: to any of the components. For rmluue Do not ‘/0’:_‘/:"
< 8 use on more than one individuals. Do not use past expiry date. Keep out of reach o .dfc — ‘r) )
% g ur adultes et enfants de plus de 6 ans. Combosiﬁonl-'

= FR Desaiption: Pompe spr
€ Dosage recommandé: \orr la e. Ne pas utiliser pendant [a grossesse ou l'allaitement.
Ne pas utiliser en cas de sensibilité ou d' allergie a 'un des composants. Pour usage nasal
seulement, Ne pas partager le méme applicateur nasal avec un autre indvidu. Ne pas utiliser apres |3
date de péremption indiquée. Tenir hors de portée des enfants

BR Neprypopri: Prvikd spray v kY cvnhxzq Kat nowid dve vwv 6 erdv, Eivieon &

NATURAL NASAL DECONGESTANT Nporevopevo Soaoloykd oxripa: Aiwfaote 1o sowxheiato Ukho odnywav. No pn xpnoyonoteitat katd
g v eyxupootivn i to BnAaops. No pn xpnmponotmm ot nepumaoe evaloBnoiog f alepyiog oe
gm%ﬂ%:rANT xdnoto ané 1a ouoranixd. Movo yia pivikn xprion. No pn xpnoiponoleitol and 6\ aropo. Mn
XPNOWONOIEITE 10 NPoidv pErd v ovaypogapevn nuepopnvia AMEng. No guAdooetol pokpid ond nodid
OYIIKO PINIKO T
ATOEYM®OPHTIKO _{Z¥ Gerolymatos International i ¢® [:Ti] C€E |
& < — — 15°C /¢
30 ml 2137818 To Sinomanin Suvepero omv ENdba ané mv lepohupdrog International AE B www.sinomarin.com '

Item reference code LABEL Sinomarin Cold & Flu 30ml 6y+ Eng-Fr-Gr

Item Description 213781B

Latest update of code/ date 23/4/2020

Version date & time 27/4/2020 17:03

Approval by Gl Regulatory/
date, name & signature

Approval by Gl Marketing/
date, name & signature

Comments
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Sinomarin®

LN

( NOSE CARE

NATURAL NASAL DECONGESTANT
HYPERTONIC SEA WATER SOLUTION

with Eucalyptus, Spearmint & Thyme

- RELIEVES NASAL SYMPTOMS OF THE COLD & FLU

» HELPS ELIMINATE INFECTIOUS AGENTS

DECONGESTIONNANT NASAL NATUREL
SOLUTION D'EAU DE MER HYPERTONIQUE

avec Eucalyptus, Menthe verte & Thym

» SOULAGE LES SYMPTOMES NASAUX DU RHUME ET DE LA GRIPPE
» AIDE A ELIMINER LES AGENTS INFECTIEUX

®YZIKO PINIKO ANMOLYM®OPHTIKO
YMEPTONO AIAAYMA BAAAIZINOY NEPOY
pe Euxdlunto, Audape & Bupdp:
# ANAKOY®IZEI ANO TA PINIKA IYMITTOMATA
TOY KPYOAOHMATOE KAI THE MPINHE
»~ BOHBAEI ITHN ANOMAKPYNIH MASOIONAN NAPAIONTON
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sunlight and sources of heat. Do not expose o tlemperatures above 50 °C.
0 Lo
Deppdntog. No pow extifen ot Deppoxpaoies, peyohdienes and 50 °C. Maw tpunnogie A ks tn giiAn. oxdin xiav chan 6dew.
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Conserver en-dessous de 25 *C. Ricipent sous pression, Protéger du sole et des sources de chaleur. Ne pas exposer 3 des
uAdooETo oF BEppoKpOoia ppetEpn T 25

lempératures supbneures & 50 “C. Ne pas perforer ou incinérer le contenanl. méme lorsqu'il est vide.

Store below 25 C. Pressurzed container, Protect from
Do not puncture or ncinerale contaimer even when

213820A

associated with the common cold and flu.
Description: 100 mi nasal spray botile. Normal spray for adults
12 years. For use in children between 6 and 12 years consult
Compasition: Sea water. purified water. plant-derived essential ols
propanediol. 100% natural. Recommended dosage: | to 2 sprays in each
2110 3times daily for 7 days or more. or as per physician’s instructions. =~
Do not use during pregnancy or not use in cases of sensitivity or if
allergic to any of the companents. For nasal use only. Do not us= same nasal applicator
on more than one individuals. Do not use past expiry date. Keep out of reach of children.

FR  Sinomarin Cold & Flu Relief est un produit 100% naturel pour le soulagement
des nasaux associés au rhume et 3 a grippe.
Description: Spray nasal fiacon 100 ml Spray jet normal pour adulles et enfants de plus
de 12 ans. Consulter votre médecin avant d'utiliser chez les enfants de 63 12 ans.
Composition: Eau de mer, eau purifiée. hulles essentielles et exiraits de planles, glycérine,
propznediol. 100X naturel Dosage recommandeé: | & 2 pulvérisations dans chaque narine
23 3 fois par jour pendant 7 jours ou plus, ou selon les instructions du médean. Ne pas
uliliser pendant (a grossesse ou ['allaitement. Ne pas utiliser en cas de sensibilité ou
d allergie 3 l'un des composants. Pour usage nasal seulement Ne pas leméme
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applicateur nasal avec un autre indivdu. Ne pas utiliser aprés (3 date de péremplion indiquée
Tenir hors de portéde des enfants.
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TV PIVIKLIV nou oxeifoviol pe xoum ypinn.
TMeptypop: Pvikd spray oe geadn 100 mi kavovinric extdteuonc, yio evihies Kot nodid
dvw wav 12 eviv. o xprion o nowud

LivBeon: Bokooovd vepd. kexad Udwp. punko aBépo Ehawo ko somAouoTo
yhuxzplvn. nponovediddn. 100% guoikd npoidy. Mperevépeve oxfpa:
1-2 exoapol oz xdBe pouBolv. 2-3 opés T nuépo, o Budomya 7 npeptv £ ko
NEMOSSTERQ. 1 OUKHUVD KE TG £ 1ou Bepdnoviog 1atpod. Na pn

xatd mv eykugootvn A to Na pn xpnoyionociton ge nepumwoeg
cumoBnaiog A iog oz Kdnoto ané Ta augtanxd. Mévo yio puaxr xprian. No pn
xpnaonoteital To Bio plyxog o G\ topo. Mn Xpnoisonoteite 1o npoldy petd tv

avaypopdpevn nuepopmia MEne. No guldooeto poxpd ond nodkd.
International SA.
d 13 Askiipiou SL, Kryoneri 145 68, Attiki, Greece

éﬁf Gerolymatos International
g 17 C
4302103500800 _— 5% € 0653
To Sinomarin Sovéueral oy EANGSa and mv Mepolupitog International AEB.E.

Item reference code

LABEL Sinomarin Cold & Flu 100ml Eng-Fr-Gr NEW

Item Description 213820A
Latest update of code/ date 23/4/2020
Version date & time 27/4/2020 17:05

Approval by Gl Regulatory/
date, name & signature

Approval by Gl Marketing/
date, name & signature
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SO Y TE TP HO CHi MINH CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phic

S5 :170001580/PCBA-HCM Tp H6 Chi Minh, ngay 13 thang 09 ndm 2017

PHIEU TIEP NHAN

Hob so céng bo tiéu chuén dp dung cia trang thiét bi y té thude logi A

1. Tén co s& cong bd: VAN PHONG DAI DIEN KKC CORPORATION CO., LTD TAI THANH
PHOHO CHIMINH , ’
2. Pia chi: Phong 701A, Tang 7, Toa nha Capital Place, So6 6, Puong Thai Vin Lung, Phuong Ben
Nghé, Quan 1, Thanh phé H6 Chi Minh

3. S6 van ban @ nghi cta co so : 08092/CBA-KKC Ngay: 08/09/2017

4. Trang thiét bi y té thugc loai A

Tén trang thiét bi y té: Dung dich vé sinh miii giam tri¢u chimg cam lanh SINOMARIN

Chung loai/ma san pham: Sinomarin Cold & Flu Relief 30 ml nasal spray; Sinomarin® 2,3% Cold
& Flu Relief 100 ml.
Tén co so san xuat: Gerolymatos International S.A

Dia chi co 8¢ san xuat: 13, Asklipiou str., 145 68 Kryoneri Attikis, Greece
Tiéu chuan ap dung: Directive 93/42/EEC

5. Thong tin vé chu s hiru trang thiét bi y té :

Tén chu s¢ hiru: Gerolymatos International S.A

Dia chi chu s& hiru: 13, Asklipiou str., 145 68 Kryoneri Attikis, Greece

6. Thong tin vé co s& bao hanh:

7. Thanh phan ho so:

1 | Van ban cong bd tiéu chuén ap dung cua trang thiét bi y té thude loai A

Gidy chimg nhén dat tiéu chuén quan ly chat lugng

Phu luc chi tiét trang thiét bi y té

2

3

4 | Ban phén loai trang thiét bi y té

5 | Phiéu tiép nhan hg‘“> so cong bd du diéu kién san xuat trang thiét bi y té hodc Gidy chimng
nhan dat tiéu' chuén quan ly chat lugng con hi¢u luc tai thoi diém ndp ho so cong bo doi
véi trang thiét bi y té nhap khau.

6 | Gidy ty quyén cua chu so hitu trang thiét bi y té

7 | Gidy xéac nhan du diéu kién bao hanh

8 | Tai lidu md ta tom tat k¥ thudt trang thiét bi y té




Gidy chimg nhan hop chuan hodc Ban tiéu chuan ma chu so hiru trang thiét bi y té cong

9 ,
bo ap dung
10 | Tai liéu huéng din sir dung cua trang thiét bi y té
11 | MAu nhén sé& sir dung khi luu hanh tai Viét Nam cua trang thiét bi y té

NGUOI TIEP NHAN HO SO

Pham Thi Thanh Huyén
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