CONG TY CO PHAN THIET BI CONG HOA XA HOI CHU NGHIA VIET NAM
SISC VIET NAM Poc 1ap — Tu do — Hanh phtic

S6: 694 -2024/CV

Vé vigc: bo sung ho so ldn 1

Ha Noi, ngay4 ¢ théng 04 nim 2024

Kinh giti: B0 Y té (Cuc Co sé ha thng va Thiét bi y té)

Cén ctr cOng vin 2412586 YCBS/HTTB-DKKD ngay 23 théang 04 ndm 2024 v& yéu cdu
bd sung hd so 1An 1 cho ma hd so 000.00.04.G18-230711-0022, Céng ty xin bd sung va giai
trinh nhu sau:

1. V& n6i dung thong tin vé dia chi c& s& san xudt trong Gidy chiing nhén dat tiéu chudn
quan ly chét lugng ISO 13485 (5 James) khong théng nhit voi thong tin trong Gidy luu hanh
va Vin ban dé nghi cdp sb luu hanh (James).

Chung t6i xin dugc giai trinh nhu sau:

Dia chi co s& san xudt trong Gidy chimg nhén dat tiéu chun quan ly chét lugng: 5 James
Hamilton Way, Milton Bridge, Penicuik, EH26 0BF, United Kingdom.

Pia chi co s& san xuét trong Gidy luu hanh va Vin ban dé nghi cip s6 luu hanh: James
Hamilton Way, Penicuik, EH26 0BF, Scotlland, United Kingdom.

Cht sé hitu x4c nhén day déu 1a dia chi ciia co s& san xuét Alba Bioscience Limited.
Céc dit liéu “5”, “Milton Bridge” va “Scotland” chi la cac thong tin bd sung, khéng nhét thiét
phai c6 dé x4c dinh dia diém cta co s& san xudt. Ching t6i xin dinh kém thw giai thich cta
hang ch s& hitu @ x4c minh.

Chung t6i xin théng nhét str dung dia chi trong Gidy chimg nhan dat tiéu chuén quan ly
chét lugng: “Alba Bioscience Limited, 5 James Hamilton Way, Milton Bridge, Penicuik,
EH26 0BF, United Kingdom” dé ké khai hd so dang ky.

2. V& yéu ciu bd sung théng tin khai bdo vé& Mi san phdm va quy cach déng g6i tai Muc
3 trong Vin ban d& nghi cép s6 luu hanh: ching t6i d bd sung thong tin.

Ngoai ra, chiing t6i xin cip nhét Gidy iy quyén ctia chii s& hitu thiét bj y té con hiéu luc
dén ngay 14/04/2026 thay thé cho Gidy tiy quyén sép hét han.

Kinh mong Quy Cuc xem x¢ét.

Tréan trong cam on Quy Cuc!
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