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VPPD HCP HEALTHCARE ASIA CONG HOA XA HOI CHU NGHIA VIET NAM
PTE. LTD. TAI TP. HO CHI MINI Péc lap - Tw do - Hanh phiic
S6: 11/2022/HCP-VNQR Thanh phé Ho Chi Minh, ngay 25 thdng 03 nam 2022.
VAN BAN CONG BO

Tiéu chuén ap dung cia trang thiét bj y té thudc loai A
Kinh giri: S¢ Y Té Thanh phé Hé Chi Minh

1. Tén co sé cong bé: VAN PHONG PAI DIEN HCP HEALTHCARE ASIA PTE. LTD. TAI TP.
HO CHIi MINH

M sb thué hodc S6 gidy phép thanh 1ap Vin phong dai dién: 0311890852

Dia chi: Lau 10, S6 201-203, Pudong Cach Mang Thang Tam, Phuong 4, Quéan 3, Thanh phd Ho Chi
Minh

Dién thoai ¢ dinh: 02838329982

Email: ntk.oanh@vn.urgo.com

2. Nguoi dai dién hop phap cia co sé:

Ho va tén: Nguyén Bach Hoa

S6 CMND/Pinh danh/H6 chiéu: 024669874 ngay cap: 16/03/2007 noi cip: Cong an TP. HO6 Chi Minh
Dién thoai c¢b dinh: 02838239982

3. Trang thiét bi y té thudc loai A:

Tén trang thiét bi y té: Dung dich xit miii

Tén thuong mai:

Mi Global Medical Device Nomenclature - GMDN (néu cd):

Chung loai: Humer Decongestionnant Rhume

M3 san pham (néu cé):

Quy céch dong goi (néu cé): Hop 1 lo 20ml.

Muc dich str dung: Humer Decongestionnant Rhume c6 tdc dung hd tro diéu tri bénh lién quan dudng
ho6 hap vdi triéu ching 1am sang 1a tang tiét chat nhay, nhu cam lanh va viém miii - bao gém ci viém
mili di ing va viém miii cap tinh hodc mén tinh.

Tén co so san xuat: S.LLT. S.r.l.

Dia chi co s& san xuit: Via Ludovico Ariosto, 50/60 — IT 20090 TREZZANO SUL NAVIGLIO (MI) -
Y

Tiéu chuan 4p dung: Tiéu chuin nha san xuat.

4. Doi v6i trang thiét bi y té chira chit ma tiy, tién chat:

Tén chat ma tiy, tién chét: Tén khoa hoc:

Ma thong tin CAS:

Nong d6, ham luong chit ma tay, tién chat:

Tong ham luong chat ma tay, tién chat trong mot don vi dong gbi nho nhét:

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

Tén chu s¢ htru: S.I.IT. S.R.L.

bia chi chu s¢ hiru: Via Ariosto 50/60 — 20090 Trezzano sul Naviglio (MI) - Y



6. Thong tin vé co s& biao hanh (néu co):
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bién thoai ¢d dinh: ..ovoveveveeeeeen Dién thoai di dOng: ........cccvvevvennennne.

Cong bd tiéu chuin ap dung ciia trang thiét bi y té loai A
Hb so kém theo gom:
1. | Gidy chung nhan dat tiéu chuan quan 1y chat luong ISO 13485

Gidy Uy quyén cua chii s¢ hiru trang thiét bi y té

2
3. | Gidy x4c nhan du diéu kién bao hanh

4. | Tai liéu mo ta tom tat ky thuat trang thiét bi y té bang tiéng Viét
5

Tai liéu k¥ thuat mo ta chirc ning, théng so ki thuat cia trang thiét bi y té do chu
s& hitu trang thiét b y t& ban hanh

Tai liu k¥ thuat bang tiéng Viét kém theo tai liéu vé nguyén vat liéu, vé an toan
ctia san pham, quy trinh san xudt, cic bio cdo nghién ctru 1am sang va tién 1am
sang bao gém bao cdo do 6n dinh d6i v6i thube thir, chat hiéu chuén, vat lidu
kiém soét in vitro.

7. | Ban tiéu chuan ma chu sé hitu trang thiét bi y té cong bo ap dung X

R R R R R

8. | Gidy ching nhan hop chuan

Doi v6i trang thiét bi y té san xuat trong nude: két qua danh gia cac thong s6 hoa,
1y, vi sinh va cac thong s6 khac do co s¢ du diéu kién theo quy dinh ctia phap luat
9. |vé danh gia sy phu hop cép hodc Gidy ching nhan danh gia chat luong do co
quan c6 thim quyén cua Viét Nam cap ddi voi trang thiét bi y té chan doan in
vitro

Tai liéu hudng dan sir dung cua trang thiét bi y té bang tiéng Viét; doi voi trang
10. | thiét bi y té nhap khau kém theo ban gbc bang tiéng Anh do chu s¢ hitu trang | X
thiét bi y té ban hanh
11. | Mau nhan trang thiét bi y té X
12. | Gidy ching nhan luu hanh ty do doi véi trang thiét bi y té nhap khau X

Co so cong bo tiéu chuan ap dung cam két:

1. Noi dung thong tin cong bé 1a chinh xac, hop phép va theo ding quy dinh. Néu c6 su gia mao, khong
dung su that co s¢ xin chiu hoan toan trach nhiém va s€ bi xu 1y theo quy dinh cua phép luat.

2. Bao dam chét lugng va luu hanh trang thiét bi y té theo dung hd so di cong bd.

3. Cap nhat cac thay doi lién quan dén ho so cong bd tiéu chudn ap dung theo quy dinh.

Nguwoi dai dién hop phap cia co sé
Ky tén (Ghi ho tén day i, chirc danh)
Xdc nhdn bang ddu hodc chit ky s6

TRUONG VPBD HCP HEALTHCARE
ASIA PTE, LTDFALLP. HO CHI MINH

VAN PHONG N2 |
(~OALDIEN D\ )
| TAL THANH PHD' Jheedf
A MO CHI MINH /¢
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. BO Y TE
TONG VU THIET BI Y TE VA DICH VU DUQC PHAM - PHONG 3

DGDMF/3/P/1.5.1.¢.1/2021/899
Ciin ci Chi thi 93/42/EEC lién quan dén cac thiét bj y té;
Ciin cit Nghi dinh s 46/97va céc stra d6i nham thyc hién Chi thi 93/42/EEC;

Cin cir don dé nghi s6 33565-A-07/05/2021 cta Céng ty S.LLT. S.R.L. c6 tru so tai Via
Ariosto 50/60 - 20090 Trezzano sul Naviglio (MI) Italia - ma s6 thué 00820090157;

Xét thiy Cong ty da thanh toan céc khoan phi theo Nghi dinh cap Bo ngay 16/01/2019;
Cin ¢ cac van ban chinh thuc;
CHUNG NHAN RANG

Theo Chi thi 93/42/EEC, Céng ty S.LLT. S.R.L. c6 tru so tai Via Ariosto 50/60 - 20090
Trezzano sul Naviglio (MI) Italia 1a nha san xuét va da dang ky thuong hiéu Chau Au CE dbi
Vi cac san pham trang thiét bi y té sau day:

Humer Decongestionnant Rhume.

Theo Diéu 4 cua Chi thi 93/42/EEC, c4c san phim néu trén c6 thé dugc tu do luu hanh trén thi
truomg Italia va trén toan lanh thd Lién minh Chau Au.

Vin ban nay chi duge cap duy nhét 01 ban gbc theo yéu chu ctia nha san xudt nhim xuét khau
céc thiét bi y té sang VIET NAM.
Khong duogc phép lam lai hodc in lai van ban nay dudi dang gidy, in 4n, dua lén co so dir ligu

dién tir hodc trang web. Chi dugc phep xuat trinh hodc gui di, trén co so yéu cau ctia Hai quan
hodc Co quan chirc nang co Tham quyén vé Y té ctia nudc nhap khau.

TRUONG PHONG
Marco Musella

DDP (Da ky tén, dong ddu)
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CO QUAN DPAI DIEN CHINH PHU TAI MILANO
CHU NG THU C CHU KY
(Can cir Diéu 33, Chi thi s6 445 ngay 28/12/2000)

Chumg thuc chir ky cua dng Marco Musella, voi tu cach la Truéng phong,
thudc Tdng vu Thiét bi Y té va Dich vu Dugc pham, B0 Y té.
Milano, ngay 07/07/2021
Vién chirc duoe iy quyén
Claudia Barbieri
(Dd ky tén, dong ddu)

PAI SU QUAN
Cong hoa XHCN Viét Nam tai Cong hoa Italia
CHUNG NHAN

Ban dich chinh xéac, phtt hgp véi ndi dung van ban tiéng Anh va tiéng Italia dinh kém.

Roma, ngay 13 thang 07 ndm 2021
TL. PAISU
Bi thu thir nhat
.
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DIREZIONE GENERALE DEI DISPOSITIVI MEDICI E DEL SERVIZIO
FARMACEUTICO - UFFICIO 3

DGDMF/3/P/1.5.1.e.1/2021/899

VISTA la direttiva 93/42/CEE concernente i dispositivi medici;

HAVING REGARD to Directive 93/42/EEC concerning medical devices:

VISTO il Decreto Legislativo n.46/97 e successive modifiche recante il recepimento della direttiva
93/42/CEE;

HAVING REGARD to the Legislative Decree n.46/97 and its following amendments implementing
Directive 93/42/EEC;

VISTA la richiesta con numero di prot. 33565-A-07/05/2021 presentata dalla ditta S.LLL.T. S.R.L.
con sede in Via Ariosto 50/60 - 20090 Trezzano sul Naviglio (MI) Italia - P.I. 00820090157:
HAVING REGARD to the request with reference n. 33565-A-07/05/2021 submitted by the
Company S.I.L.T. S.R.L. located in Via Ariosto 50/60 - 20090 Trezzano sul Naviglio (MI) ltaly -
Vat No. 00820090157,

CONSIDERATO che la ditta richiedente ha effettuato i versamenti richiesti dal D.M. 16 gennaio
2019;

WHEREAS this Company paid the fees required by Ministerial Decree (D.M.) January 16, 2019,
VISTI gli atti d’ufficio;

HAVING REGARD to the official deeds;

SI ATTESTA
IT IS ATTESTED

Che la ditta S.LLT. S.R.L. con sede in Via Ariosto 50/60 - 20090 Trezzano sul Naviglio (MI) Italia ;
A,

¢ 1l fabbricante e ha marcato CE come d15p051t1v0 mcdlco secondo le procedure previste dalla .
direttiva 93/42/CEE il prodotto: 2
That, according to Directive 93/42/EEC, the CompanySI LT. S.R.L. located in Via Ariosto 50/60 - ~
20090 Trezzano sul Naviglio (MI) Italy is the manufacturer and has marked CE as medical device

the following product;
umer Decongestionnant Rhume.

Tale prodotto, in base all’art. 4 della Direttiva 93/42/ECC. & di libera circolazione e pud essere
messo in commercio in Italia e in tutto il territorio dell’Unione Europea.

Questo documento ¢ rilasciato in unico originale a richiesta del fabbricante ai fini di esportazione di
dispositivi medici in Vietnam.

The above mentioned product, according to the art. 4 of Directive 93/42/EEC, can fireely circulate
and can be placed on the market in Italy and all over the European Union.

This document has been issued in a unique original version upon request of the manufacturer in
order to export medical devices to Vietnam.
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Non & consentita la sua riproduzione o pubblicazione su carta, stampa, supporti elettronici o siti
internet. :

Ne & consentita la sola esibizione o consegna alle Autoritda Doganali o Sanitarie del paese di
importazione.

It is not allowed any reproduction or publication of this document by paper, press, electronic base
or websites. It is only allowed to show or to delivery it, upon request of the Customs or Health
competent Authorities of the importing country.

. Il Dirigente
The Executive Manager
Dr. Marco Musella

wnct YV iy

DDP

PREFETTURA-U.R.G. DI MILANO
LEGALIZZAZIONE Di FIRNME um?mrm ., 448§
VISTO per 'autenticith dels firma
08} it L 1 7A
nella sua qualith oy %‘M ' G

P2PRR2222082280 )J\"J Tarn dPQ%Wlbsgﬁﬂu U 6 ¥
Milane, i :.é/TLUG Sy
3 : o

119 157197 043 2

) 2



Non ¢ consentita la su
internet.

Ne ¢ consentita la sol
importazione.

It is not allowed any re
or websites. It is only .
competent Authorities o,

DDP

CHUN NHANmob PHAP HOA LANH SU
cgNsm,AR AUTHENTICATION

1. Qudc gia VIETNAM
Gify to, tai ligu ndy
This public document

2. doOng(Ba):.‘...C[M'ﬂ/...(éafféf\!ht; e Xy
?v?cﬁcddm:.ﬁ&eﬁ‘c&fc..diléc.xqu‘f&?,...‘.......
e o guan.dlo s i phi e Miaa

Bears the seel/stamp of

Pugc chimg nhén/hop phap hoa lanh swr -
CERTIFIED

5.tai: ROMA 6. ngay: 13....F...2021

At Rome the (dd/mm.yyyy)

ip: DAISU UAN VIET NAM TAIITALIA
7‘chm® B‘ E?hsayaf Vietnam in lialy

gy. sé:. 26T F.m

:

e iy

N \ T AN

£ cxpgas o LB FADS sl o

Ptk St
FICRTID < Briutseisnizs

PREFETTURA-

U.%G. DI MILANO
LEGALIZZAZIONE DI FIRME Wrta3 D.PR.28,12.3000, #, 445)

VISTO per I'aptenticith dells firms

86 SiGummmmmn L DL L A 3 7A

nella sua qualits dy —ﬁly’ | N W s

T~
ERRIRR2RRIRIIES rn‘nr‘ ﬂulépa% g ot mnlu;§ ...._‘_‘,'_"_‘_"j‘ -
Milang, B iz LLUG 1 -

k)



VPDD HCP HEALTHCARE ASIA PTE. CONG HOA XA HOI CHU NGHIA VIET NAM
LTD. TAI TP. HO CHi MINH Péc 1ap - Tw do - Hanh phiic

S6: 35/2022/HCP-PL TP. H6 Chi Minh, ngay 01 thdng 08 nam 2022

BAN KET QUA PHAN LOAI TRANG THIET BI Y TE

Cin ctr Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 niam 2021 cta Chinh phi1 vé quan 1y trang thiét bi y té;
Cin ct Thong tu 05/2022/TT-BYT ngay 01 thédng 08 nim 2022 ciia Bo Y té quy dinh chi tiét thi hanh mot sé diéu ctia Nghi dinh sé 98/2021/ND-CP ngay 08 thang 11 nim
2021 ciia Chinh pht vé quan 1y trang thiét bi y té.

Chting ti phén loai trang thiét bi y té nhu sau:

Tén trang Chiing loai/ Hang, nuwée | Hang, nuwée Muc dich sir dung theo Cin cir dé phan loai| Mirc d9 rii ro

TT . f N A . . . -
thiét bi y te ma san pham san xuat | chu sé hiru chi dinh cua chu sé hiru mirc d) rui ro dwgc phan loai

Humer Decongestionnant Rhume c6 tac
dung hd trg diéu tri bénh lién quan dén

| . o PR )
Dung dich xit mii Rhume tang ti€t chat nhay, nhu cam lanh va viém phu luc I

TTBYT Loai A

mili - bao gdm cd viém mili di ng va

viém miii cap tinh hodc man tinh.

Nguwoi dai di€n hop phap cia co sé
thuce hién phéan loai
(K tén, ghi ho tén ddy di, chirc danh)
Xdc nhdan bang dau hodc chir ky
TRUONG VPPD HCP HEALTHCARE,
ASIA PTE. LTD.EALTP, HO (,H{ MINH

VAN EHUH(L a\/ |

_~TALDIEN Y
Al THANH PHO )
HO' CHI MINH /




Tai ligu hwong din siv dung

Humer Decongestionnant Rhume

1.

3.

MBS ta, thanh phén va cong dung ciia sin pham

Humer Decongestionnant Rhume c6 tic dung hd tro diéu tri bénh lién quan duong hd hép

v6i tridu chimg 1am sang 1 tang tiét chat nhay, nhu cam lanh va viém mii — bao gdm cé viém

miii di mg va viém mii cp tinh hodc man tinh.

1.1 Co ché hoat dong

Mucin 12 mét thanh phén sinh 1y trong dich tiét. Tuy nhién, viéc san sinh qud nhiéu chat nay

khi duong ho hap bi viém nhiém c6 thé khién dich tiét tré' nén dinh va khé thai ra ngoai gay tic

nghén ¢ xoang mii.

Humer Decongestionnant gitp hd trg diéu trji cdc bénh vé duong hd hap nhd 3 tac dong:

- Thic day loai bo dich tiét du thira: khi dugc hoa tron véi mucin trong mii theo mot ti 16 twong
mg, CAPTMUCIL c6 thé loai bé d6 nhét ctia dich tiét.

- Dung dich uu truong CAPTMUCIL gitp tang cudng tic dung thong miii: gitp tang do long
ctia chat nhay du thira.

- Gitp lam diu ni€ém mac miii bi kich ung

1.2 Thanh phan

CAPTOMUCIL®, nudc, sodium saccharin, sodium chloride, huong bac ha, dex-panthneol,

sodium methyl parahydrobenzoate.

. Dong goi

Chai 20ml

Liéu lwong va cach diing
Ngudi 16n va tré em trén 12 tudi: 1-2 xit mbi 16 miii, 3-4 1an mdi ngay
Tré em tir 6 - 12 tudi: 1-2 xit mdi 16 miii, tdi da 1-2 1an mdi ngay

. Tac dung phu

Khong xay ra tac dung phu néu sir dung dting liéu khuyén cdo, trir trudng hop kich tmg voéi
thanh phan. Néu triéu chimg van kéo dai sau 5-7 ngay sir dung, tham khéo ¥ kién ciia béc si.

. Twong tac véi sir dung thue phim chirc nang va thudc

Déi voi thanh phan ciia Humer Decongestionnant Rhume, chwa ghi nhéan ¢6 sy twong tac nao
gifta san pham véi thuc pham chirc ning hoic thude. Tuy nhién, khuyén cdo nén str dung Humer
Decongestionnant Rhume it nhét 1 tiéng trudc hodc sau khi sir dung thude cho miii. Tham khao
y kién ctia dugc si khi str dung san pham trong truong hop sir dung dong thoi véi thude didu
tri.

. Bdo quan

Béo quan san pham noi kho réo, tranh tiép xic truc tiép véi ngudn nhiét, ngudn sang. Khong
sir dung néu bao bi san pham bi hu hong. Dé xa tam tay tré em. Bao quan & nhiét do tir 15 dén
25°C.

. Canh bao va than trong

Khong st dung san pham cho tré em dudi 6 tudi.

Tham khéo ¥ kién cuia béac si trong truong hop st dung san pham cho phuy nit ¢6 thai va cho con
b, tré em dudi 12 tudi.

Khong sir dung qud liéu khuyén cdo

Khong st dung san pham lién tuc qua 30 ngay.



San pham c6 thé bi giam tic dung trong truong hop viém xoang két hop véi polyp mili
Khong str dung khi b kich tng véi san pham
Khong str dung trong trudng hop qua man cam véi cc thanh phan cta san phim
Trong truong hop xuat hién cdc tic dung phu khong mong mudn, tham khao y kién cta bac si.
Do ban chit ctia san pham, cam gidc cham chich nhe c6 thé xuét hién trong khi diing hodc sau
mat thoi gian ngan st dung san pham.
Rira sach voi xit bang nude 4m va lau kho bang khin gidy sau khi sir dung.
8. Han sir dung
Khong st dung san pham sau ngay hét han duoc in trén bao bi
Han str dung dugc dp dung cho san pham trong bao bi con nguyén ven
Khong st dung san pham qué 1 thang sau khi m& nap.

® CAPTOMUCIL: cong thire doc dao dugce dang ky boi SIT

Ban cap nhat mai nhét: 05-2022
Ngay cip dau CE: 2020




CONG TY TNHH DUQC KIM PO CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap — Tw Do — Hanh Phic
Tp. Ho Chi Minh, ngay 13 thang 09 ndm 2023
THONG BAO

(V/v: Thay déi bao bi san phd}n Dung dich xit miii Humer Decongestionnant Rhume 20ml)
Kinh giti: QUY KHACH HANG

Cong Ty TNHH Duge Kim D6 trdn trong cam on su hop tac ciia Quy khach hang trong sudt thoi
gian qua.

Can ctr cong van thong bao cua nha nhéap khéu la Cong ty ty XNK'Y té Thanh phd H6 Chi Minh
— Yteco ngay 13/9/2023 vé viéc thay doi bao bi san pham Dung dich xit mii Humer Decongestionnant
Rhume 20ml, nham duy tri va nang cao chat lugng san pham, cting nhu dé phuc vu tot hon cho viéc phat
trién thuong hiéu va xay dung hinh anh san pham.

Cong ty TNHH Duoc Kim D 1a nha phan phdi chinh thirc cac san pham ctia nha san xuat Urgo
Laboratoires, trong d6 c6 dung dich xit mti Humer Decongestionnant Rhume 20ml.

Cong ty ching ti kinh thong bdo dén Quy hang vé viéc thay dbi bao bi san phém Humer
Decongestionnant Rhume 20ml. Thanh phan, ham lugng, cong dung, quy céch, chi dinh van giir nguyén

khong dbi. Noi dung thay dbi:

. Humer Decongestionnant Rhume 20ml | Humer Decongestionnant Rhume 20ml

Pic diém - s
(cii) (méi)
—E
HUMER
DECONGESTIONNANT DECONGESTIONNANT

Hinh anh e R e et

bao bi /
Barcode 3664492000343 3664492000343

Trong thoi gian trén thi truong sé ton tai hai mau bao bi méi va cii chinh hang ma cong ty Dugc
Kim Do phén phdi, nhu vay quy khach hang cung véi cong ty ban hét mau cii roi mdi ban tiép sang mau
méi cho nguoi tiéu dung. Pé tranh hiéu nham va thic méc clia ngudi tiéu ding.

Vi vdly Cong ty ching toi xin thong bao dé quy khach hang duoc biét.
Rét mong dugc sy ting h tir phia khach hang.
Xin chan thanh cam on va tran trong kinh chao!

Dinh kém thong bao ngay 13/9/2023 cuia cong ty Yteco

Noi nhéan : 7, CONG "'Y \
- Nhu trén TRA(‘H NHltln HUUH
- Luu PKD, PCL




