CONG TY TNHH ROCHE VIET NAM CONG HOA XA HQI CHU NGHIA VIET NAM
Sb: 61/23/CBQC/RV DPoc 1ap - Tw do - Hanh phiic

Ho Chi Minh, ngay 12 thang 09 niam 2023

VAN BAN CONG KHAI
Noi dung va hinh thire du kién quang cdo trang thiét bi y té

Kinh giri: B Y té
1. Tén co s& cong khai: CONG TY TNHH ROCHE VIET NAM
M s6 thué: 0310805269
Dia chi: T,'ng‘ 27, Toa nha Pearl Plaza, 561 A DPi¢n Bién Phu, Phuong 25, Quén Binh Thanh,
Thanh phé H6 Chi Minh
Dién thoai: +84 28 3810 1888 Fax: +84 28 3810 1999
Emai : vietnam.regulatory affairs@roche.com  Website:
2. Nguoi dai dién hop phép cua co so:
Ho va tén: Qadeer Raza Pathan
S6 CMND/ Dinh danh/ Ho chiéu: AA3444184 ngay cap: 17/11/2016 noi cap: Pakistan
Dién thoai c¢b dinh: +84 28 3810 1888 Dién thoai di dong: +84 28 3810 1888
3. Thong tin vé trang thiét bi y té dy kién quang cio:
- Tén trang thiét bi y té&: M4y phan tich dién giai, khi mau
- Chung loai: cobas b 221 <4> system
- M4 san pham (néu c6): 03337138001
- Hang san xuat: Roche Diagnostics International Ltd
- Nuée san xuat: SWITZERLAND

- S6 lwu hanh: 12456NK/BYT-TB-CT

- Tinh nang, tac dung: H¢ théng cobas b 221 13 mot may phan tich hoan toan ty dong dung trong
chan doan in vitro cic miu mau toan phan huyét thanh, huyét tuong, axetat va bicacbonat trong
dung dich tham tach va dich mang phoi dé dinh luong:

pH

Khi mau (BG): PO2, PCO2

Dién giai (ISE): Na+, K+, Cl-, iCa2+

Hematocrit (Hct)

Céc chét chuyén hoa (MSS): Glucose, Lactate, Urea/BUN (chi ¢ cobas b 221<6> system)
Hemoglobin toan phan (tHb)

Do bao hoa oxy (SO2)

Dan xuit Hemoglobin COOX (O2Hb, HHb, COHb, MetHb)

o Bilirubin (tré so sinh)

Ngoai ra, hé thong cobas b 221 tinh toan cac thong sé dan xuat.

Céc thong sb sau co thé dugc do bang mau toan phan, huyét thanh hodc huyét twong:

o pH

o Khi mau (BG): PO2, PCO2

o bi¢n gidi (ISE): Na+, K+, Cl-, iCa2+

o Hematocrit (Hct)
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o Céac chat chuyén hoa (MSS): Glu, Lac, Urea/BUN

o Hemoglobin toan phan (tHb)

o Do bao hoa oxy (SO2)

o Dan xuit Hemoglobin COOX (O2Hb, HHb, COHb, MetHb)
o Bilirubin (tré so sinh)

Thong s6 sau ¢ thé duoc do trong dich mang phdi:

o pH

- Tén, dia chi ctia chu s6 hitu s luu hanh trang thiét bi y t&: CONG TY TNHH ROCHE VIET
NA,M,‘Tﬁng 27, Toa nha Pearl Plaza, 561 A Dién Bién Phu, Phuong 25, Quéan Binh Thanh, Thanh
pho H6 Chi Minh

- Canh béo lién quan dén suc khoe nguoi st dung, di€u ki¢n bao quan (néu co):

Chung t6i cong khai ndi dung va hinh thirc du kién quang céo dbi véi trang thiét bi y t& nhu sau:
Noi dung du kién quang cdo:

Vui long xem phu luc dinh kém.

Hinh thtc du kién quang céo:

Khong phai bdo no6i bdo hinh

Co s& cam két:

1. N6i dung thong tin cong khai 1a chinh xac, hop phap va theo ding quy dinh. Néu c6 su gia mao,
khong dung sy that co s& xin chiu hoan toan trdch nhiém va s€ bi xu 1y theo quy dinh cua phap
luat.

2. Bao dam ndi dung quang céo phu hop véi ban ndi dung du kién quang céo da cong khai va hd
so cong bd tiéu chuan ap dung ddi voi trang thiét bi y té thudc loai A, B hodc hd so ding ky luu
hanh d6i véi trang thiét bi y t& thudc loai C, D.

Nguwoi dai dién hop phap ciaa co s&

Trwéng phong Ping ky,
Pdi ngoai va Quan Iy Chét hrong
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