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S6: 10/HT/ALC/HEC-RA2023

TP. H6 Chi Minh, ngay 19 thang 10 néim 2023

VAN BAN CONG KHAI
N§i dung va hinh thire dw kién quéng cdo trang thiét bi y té

Kinh giri: B§ Y té

1. Tén co so cong khai: Céng ty TNHH DK SH Viét Nam

M4 s6 thué: 3700303206

Dia chi: s6 23 Pai 16 Poc Lap, Khu cong nghi¢p Viét Nam - Singapore, phuong Binh Hoa,
Thanh pho Thuén An, tinh Binh Duong, Viét Nam.

Dién thoai: 0283 8125848 Fax: 0274 3769309

Email: RA HCM team. 1(@dksh.com Website:

2. Nguoi dai dién hop phap cla co so:

Ho va tén: Phillip Alexander Wray

S0 CMND/Pinh danh/ H chiéu: PE0412316 ngay cip:13/07/2017  noi chp: Uc
Dién thoai c6 dinh: 0283 8125848

3. Thong tin vé trang thiét bi y té (TTBYT) du kién quang co:

STT | Tén, Chung loai, $6 luu hanh Hang san xuat, |  Tinh ning, tic dung
TTBYT Nudc san xuét
1 Thuy tinh thé nhan | 2300663DKLH/BYT- Alcon Thiy tinh thé AcrySof
tao, AcrySof IQ HTTB Research, | IQ Vivity duoc thiét ké
Vivity  Extended LLC,My. |dé st dung boi phiu
Vision IOL. thudt vién nhan khoa da

qua dao tao. Thuy tinh
thé dat trong bao ¢ hau
phong ctia mit, thay thé
cho thuy tinh thé tu
nhién. Vi tri nay cho
phép thiy tinh thé nhan
tao dong vai tro nhu mot
moi truong khuc xa
trong viéc diéu chinh thi
luc do chimg thiéu thiy




tinh thé. Thuy tinh thé
phi cdu hai mat 16i bu
cho ciu sai dwong cua
giac mac so voi thiy
tinh thé hinh cau tiéu
chuan. Céng nghé X-
WAVE trén mit trudce
duoc cip biang sang ché,
cung cap pham vi tim
nhin m¢ rong tir nhin xa
dén nhin gan ma khéng
lam ting ty 18 roi loan
thi giac. Hiéu qua cua
chat chromophore loc
anh sang xanh trong viéc
giam ty 1€ roi loan vong
mac chua dugc xac dinh.

- Tén, dia chi cta cht s& hitu s6 luu hanh trang thiét bi y té: VAN PHONG DAI DIEN
ALCON PHARMACEUTICALS LTD TAI HA NOI - Tang 5, so 53A phd Lé Van Huu,
Phuong Pham Binh Ho, Quan Hai Ba Trung, Thanh phd Ha Néi.
- Cénh bao lién quan dén sic khoe nguoi st dung, diéu kién bao quan (néu co):
+ Thiy tinh thé AcrySof ™ IQ VivityTM chi duoc st dung cay ghép trong bao.
+ Khéng c¢6 dit liéu 1am sang dé ching minh tinh an toan va hiéu qua dé thay thé trong
ranh thé mi.
+ Khong duoc tiét tring lai thily tinh thé bang bat cr phuong phép nao.
+ Khéng dugc cdy thity tinh thé néu khong dam bao v6 tring hofic bao bi vé tring bi mé
ra truoc khi st dung.
+ Khong duoc téi sir dung thuy tinh thé. Thiét bi nay chi st dung mét 1an. Viéc tai sir
dung thiet bi dung mét 1an c¢6 thé dan dén ton thuong nghiém trong nhu viém mu ndi
nhan,

+ Khong bao quan ¢ nhiét d6 trén trén 45°C (113°F).

Chung t6i cong khai ndi dung va hinh thire du kién quang cdo déi véi trang thiét bi v té nhu
sau:

Noi dung du kién quang céo ( néi dung dinh kem)

Hinh thire du kién quang céo: hdi thao gidi thiéu san pham.



Co s& cam két:

1. N&i dung thong tin cong khai 1a chinh xac, hop phap 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 xtr ly theo quy dinh
cua phap luat.

2. Bao dam ndi dung quang céo phil hop véi ban noi dung du kién quang céo da cdng khai va
hé so cong bd tiéu chuin ap dung dbi vai trang thiét bi y té thudc loai A, B hoic hé so dang
ky lwu hanh ddi véi trang thiét bi y té thudc loai C,D.

Trwéng phong diing ky san pham



GIAY UY QUYEN
POWER OF ATTORNEY

S6/No: 29-1/2022-DKSH-POA Binh Duong, ngay/date 4 thang/month 7 nam/year 2022,

Cin ¢ chire ning va quyén han cia Tong Giam Pdc Cong ty TNHH DKSH Viét Nam,
Based on function and power of General Director of DKSH Vietnam Co., Ltd.,

Toi/ My name: Phillip Alexander Wray — Quéc tich/ National: Uc | Australia
Chtre vu/ Title: Téng Giam Pbc/ General Director
Ho chiéu/ Passport: PE0412316  cap ngay/ issue: 13/07/2017 bdi/ at: Australia

Nay ity quyén cho/ Now hereunder authorize to:

Nguyén Thi H(}‘)ng Mai
Chure vu /Title: Trudng phong Pang ky san phdm/ Senior Manager, Regulatory Affairs
CMND s6/ID No.: 083179006905 cap ngay/ issue: 21/12/2021 boi/at: CCS

Duoc thay mit t6i, dai dién cho Céng ty TNHH DKSH Viét Nam, ky cac gidy to lién quan dé
nhitng vén d& sau ctia Cong ty:

On behalf of me, and representative for DKSH Vietnam Co., Ltd to sign on the documents relating
to issue as following:

- Hb so ding ky/ cong bd (m§ phdm, thuc pham, trang thiét bj y té, hoa chat va ché phdm
diét khuén dung trong gia dung va y té...);

Registration dossier (cosmetic, food, medical device, chemicals and antibacterial
preparations for household and medical....),

- Hb so quang cao, hoi thao ciia my phém, thuc phe"im, trang thiét bi y té, hoa chat va ché
phadm diét khuan dung trong gia dung va y t ... ndp co quan nha nuéc c6 thdm quyén;
Advertising and symposium dossier of cosmetic, food, medical device, chemicals and
antibacterial preparations for household and medical ... that need to submit to competent
Authorities;

- Céc loai cbng van, gidy to c6 lién quan dén linh vuc my phdm, thuc pham, trang thiét bi y
té, hoa chét va ché phdm diét khudn dung trong gia dung va y té ... can giri dén cac co quan
chlrc nang co6 lién quan.

Other documents relating to regulatory issues which have submitted to authorities in the
fields of cosmetic, food, medical device, chemicals and antibacterial preparations for
household and medical.



Viéc tiy quyén nay c¢6 hiéu luc tir ngay ky cho dén hét ngay 31/12/2023 hoic ngay t6i huy bo ty
quyén nay bing vin ban, tily ngay nao sém hon. Gidy iy quyén nay thay thé cho gidy ty quyén s6
29/2022-DKSH-POA

This authorized letter takes effect from signing date to 31/12/2023 or the date it is cancelled by my
letter in writing, whichever is the earlier. This POA shall replace the POA number: 29/2022-
DKSH-POA.

Nguoi dwge ity quyén

Nguyén Thi Hong Mai




