CONG TY CO PHAN THIET BI CONG HOA XA HQI CHU NGHIA VIET NAM
SISC VIET NAM Dac 1ép — Tu do — Hanh phic

Sé: (g -2025/CV

Vé viée: bo sung ho so lan 2

Ha Noi, ngay.l0 thang01 ndm 2025

Kinh giti: B) Y té (Cuc Co sé ha tAng va Thiét bi y té)

Ciin ¢t cdng vin 2419206YCBS/HTTB-PKKD ngay 16 thang 12 ndm 2024 vé yéu ciu
bd sung hd so 14n 2 cho ma hd so 000.00.04.G18-230711-0022, véi ndi dung “Pia chi Chu
s& hitu TBYT trong Gidy uy quyén, Gidy x4c nhan du diéu kién bao hanh va Gify luu hanh
khong phu hgp véi thong tin tai muyc 4 trén Vian ban dé nghi cép s6 luu hanh”, Cong ty xin
giai trinh nhu sau:

1. Hd so 000.00.04.G18-230711-0022 ké khai Alba Bioscience Limited vira 14 chi s&
hitu vira 12 co s& san xudt cia san phdm ding ky. Nhu véy, dia chi Chu s& hitu cling chinh 1a
dia chi Co s¢ san XUuét.

2. Chiing tdi théng nhAt ké khai trén toan hd so thong tin dia chi chi s& hitu (cling 1a co
s& san xudt) theo thong tin trén Gidy chiing nhan dat tiéu chudn quéan 1y chit luong ISO 13485:
“5 James Hamilton Way, Milton Bridge, Penicuik, EH26 0BF, United Kingdom”. Do d6, muc
4 trén Vian ban dé nghi cdp s6 luu hanh ciing duge ké khai theo dia chi nay.

3. V& su khong phi hop thong tin dia chi Alba Bioscience Limited gifta cAc tai ligu, Chu
s& hitu d3 d3 xdc nhédn day chi 1a cach viét dang dﬁy du va rat gon cua mot dia chi, khong anh
huong gi dén tinh chinh x4c ctia dia chi 6. Chung t6i cling da dinh kém Thu giéi thich cua
Chi s& hitu trong 14n bd sung thir nhit (17/07/2024) dé x4c minh.

Ngoai ra, chiing 61 xin c4p nhat Gidy ty quyén ciia chii s¢ hitu thiét b y € c6 ddy di
thong tin Tén, chitc danh va chit ky ctia nguoi dai dién hgp phép (thé hién sau Danh muc san
phdm & trang 2 ctia Gidy Uy quyén) va dia chi co s& san xut théng nhét véi thong tin khai
bao trong Vin ban dé nghi (5 James Hamilton Way, Milton Bridge, Penicuik, EH26 0BF,
United Kingdom).

Kinh mong Quy Cuc xem xé€t va chép nhan.

Trén trong cam on Quy Cuc!

Noi nhan:
- Nhutrén
- Luuvdn phong

GIAM POC

FHoing S Budn



