BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tw do - Hanh phic

Sé: 2503388 DKLH/BYT-HTTB Ha Ngi, ngay 29thang 09 nam 2025

GIAY CHUNG NHAN PANG KY LUU HANH
THIET BI Y TE THUQC LOAI C, D

Can clr Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 ndm 2021 ctia Chinh phu vé
quan 1y thiét bi y té;

Can ctr Nghi dinh s 07/2023/ND-CP ngay 03 thang 3 ndm 2023 ctia Chinh phu sira
d6i, bd sung mot s6 diéu cuia Nghi dinh s6 98/2021/NP-CP ngay 08 thang 11 nam 2021
ctia Chinh phu vé& quan 1y thiét bi y té;

Cian ctr Nghi dinh sé 96/2023/ND-CP ngay 30 thang 12 nam 2023 ctia Chinh phu
quy dinh chi tiét mot s6 diéu cua Luat Kham bénh, chira bénh.

B0 Y té cap chimng nhan dang ky luu hanh cho thiét bi y té (mé&i 100%) nhu sau:

1. Tén thiét bi y té: Vat lidu kiém soat xét nghiém dinh luong Na+, K+, Cl-, iCa,

iMg, Glucose, Lactate, pH, PCO2, PO2, SO2, Hct, tHb, HbF, O2Hb, COHb,

MetHb, HHb, tBil

2. Tén thuong mai (néu cé):

3. M4 Global Medical Device Nomenclature - GMDN (néu c6):

4. Loai thiét bi y té: TBYT Loai C

5. Tén, dia chi ctua chu s& hiru thiét bi y té: Nova Biomedical Corporation, 200

Prospect Street, Waltham MA 02454, UNITED STATES

6. Tén, dia chi ctia cht s¢ hitu s6 luu hanh: CONG TY TNHH THUONG MAI

TAM LONG, Phong 201, Tang 2, Toa nha CT4 Vimeco, dudng Nguyén Chanh,
Phuong Yén Hoa, Thanh phd Ha Noi.

7. Muc dich st dung; Tén, dia chi co s& bao hanh: Theo phu luc dinh kem.

8. Thong tin chi tiét thiét bi y té (Chung loai; M4 san pham; Quy cach dong goi; Tén
co s& san xuat; Dia chi co so san xuit va Nude san xuét): Theo phu luc dinh kem.
Gidy chtng nhan nay duoc cip theo Quyét dinh sb 3084/Qb-BYT

ngay 29 thang 09 ndm 2025./.

Noi nhn: TUQ. BQO TRUONG
- CONG TY TNHH THUONG MAI CUC TRUONG

TAMLONG; JTAFANG VA THIET BI Y TE
- B0 trudng (dé b/c); 2=

- TT. P6 Xuan Tuyén (dé b/c); /
- Hai quan ctra khau;

- Luu: VT, HTTB.
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1. Muc dich sir dung:

PHU LUC PINH KEM

Pugc dung cho chan doan in vitro bdi cac chuyén gia y té dé theo ddi hiéu suat cia may xét nghiém Stat Profile Prime Plus.

2. Tén, dia chi co sé bao hanh:
3. Thong tin chi tiét thiét bi y té:

x 2 2 Quy cach A . . . x
STT| Tén thiét biy té Chiing loai Ma san pham dong goi Teéncoso | Dia chicoso | g0 can xudt
(Néu co) (Néu c6) san xuat san xuat

Vit lidu kiém soat
x¢ét nghiém dinh
luong Na+, K+,

Cl-, iCa, iMg, Nova 200 Prospect

1 Glucose, Lactate, | Stat Proﬁ}e Prime Plus Auto 57338 Biomedical Street, Waltham UNITED
pH, PCO2, PO2, |QC Cartridge 160 Sample Corporation MA 02454 STATES
SO2, Hct, tHb,

HbF, O2Hb,
COHbD, MetHb,
HHb, tBil

Vit ligu kiém soat
x¢ét nghiém dinh
luong Na+, K+,
Cl-, iCa, iMg,

) Glucose, Lactate, | Stat Profile Prime Plus Auto 57339 gﬁ:ﬁe dical é?r(i;r(ii?aelf}iam UNITED
pH, PCO2, PO2, |QC Cartridge 320 Sample Corporation MA 0’2 454 STATES
SO2, Het, tHb,

HbF, O2Hb,
COHb, MetHD,
HHbD, tBil

Vat liéu kiém soat

3 |xétnghiémdinh | Stat Profile Prime Plus Auto | 5,0, I];Ii(z:;?ledical é(t)r(ieif(ii});s}zam UNITED
lwong Na+, K+, QC Cartridge 480 Sample Corporation MA 02454 STATES
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STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

Cl-, iCa, iMg,
Glucose, Lactate,
pH, PCO2, PO2,
SO2, Hct, tHb,
HbF, O2Hb,
COHb, MetHb,
HHb, tBil
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