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84: 210000542/PCBA-HCM Tp H6 Chi Minh, ngay 02 thang 08 nam 2021

PHIEU TIEP NHAN

Ho so cong bd tiéu chuin ap dung ciia trang thiét bi y té thudc loai A

1. Tén co s& cong bé: CONG TY TNHH MTV TM MINH VY

2. Pia chi: S 10, Puong s6 18, Phudong Tan Pha, Quan 7, Thanh phé H6 Chi Minh
3. S6 van ban d& nghi ctia co so: 01/2021/CBTCA-MV Ngay: 11/06/2021
4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Hoa chét dung cho may phan tich sinh hoa

Chung loai/mé san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

bPia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016

5. Thong tin vé chu s hiru trang thiét bi y té :

Tén chu sé hitu: Cypress Diagnostics

Dia chi chu s¢ hitu: Nijverheidsstraat 8, 2235 Hulshout, Belgium

6. Thong tin vé co s¢ bao hanh:

7. Thanh phan hd so:

1 | Phu lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 Giéy chuing nhan dat ti€u chuan quan ly chat lugng con hiéu lyc tai thoi diém ndp ho so

4 | Gidy iy quyén cua chu so hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liéu mo ta tom tit k§ thuat TTBYT theo Mau s0 1 (d0i v6i TTBYT thong thuong va
IVD 1a may, thiét bi...), Mau s 2 (d6i véi TTBYT IVD la thudc thir, chat hiéu chuén,
vat liéu ki€m soat in vitro) tai Phu luc 8

7 | Gidy ching nhan hop chuan hoic Ban tiéu chuan ma chii s¢ hitu trang thiét bi y té cong
bo 4p dung

g | Két qua danh gia cac thong sb hoa, 1y, visinh va cac thong s0 khac do co so du diéu
kién theo quy dinh cua phap luat vé danh gia sy phu hop cap dbi voi trang thiét bi y té
san xudt trong nudc

9 | Tai liéu hudng dan sir dung cua trang thiét bi y té

10 | Mau nhén sé& sir dung khi luu hanh tai Viét Nam cia trang thiét bi y té
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Giéy chtirng nhan luu hanh ty do con hiéu lyc tai thoi diém nop ho so doi véi trang thiét
bi y té nhap khau hodc Phiéu ti€p nhén ho so cong bo du diéu kién san xuat trang thiét
biy té do1 voi TTBYT san xuat trong nude

NGUOI TIEP NHAN HO SO

Ky bdi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: S&' Y té, Thanh
pho Ho Chi Minh

Ngay ky: 02-08-2021
13:53:30 +07:00

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

- - TENCOSO/ | TENCOSO/ | TENCOSO |DIA CHI COSO
str| TEN TRAS %::THIET Bl D%I‘{] '| MAHANG | CHUNG LOAISAN PHAM NU6C NUGC CHUSG | BAO HANH BAO HANH
SAN XUAT HUU
1 |Hoa chat diung cho may phan Hop HBO0010  |[Albumin
tich sinh héa
2 |Hoa chit dung cho may phan Hop HB0020 |Bilirubin Total & Direct
tich sinh hda
3 |Hoa chit dung cho may phan Hop HBO0030 |Calcium
tich sinh hda
4 |Hoa chat dung cho may phan Hop HBO008 Chloride
tich sinh héa
5 |Hoéa chat dung cho may phan Hép HBO0O0O80O |Creatinine
tich sinh héa
6 |Hoa chat ding cho may phan Hop HBO12 Iron
tich sinh héa
7  |Héa chat dung cho may phan Hép HBO0O14 Phosphorus
tich sinh hda
8 |Hoa chat dung cho may phan Ho HBO15 Potassium Cypress Cypress N o
tich sinh héa - o " Diagnostics / Bi | Diagnostics / Bi Khong ép dung Khong dp dung
9 |Hoéa chat ding cho may phan Hop HBO16 Sodium
tich sinh héa
10 |Hoa chat dung cho may phan Hop HBO0190 |Total Protein
tich sinh héa
11 [Héa chat dung cho may phan Hop HB020 Urine Total Protein
tich sinh héa
12 |Héa chat dung cho may phan Hop HBO0320 |Magnesium
tich sinh héa
13 |Hoa chat dung cho may phan Hép, Lo HBCO1 Normal Human serum
tich sinh héa
14 |Hoa chat dung cho may phan Hop, Lo HBCO02  |Pathological Human serum
tich sinh héa
15 |Héa chat dung cho méay phan Hop, Lo HBCO03 Calibrator

tich sinh hda
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16 |Hoéa chat dung cho may phan Hop, Lo HBCO08 CK (NAC & MB) Control
tich sinh hda

17 |Héa chéat dung cho may phan Hop HBE12 [Alkaline Phosphatase
tich sinh hda

18 |Hoéa chéat dung cho may phan Hop HBELO10 [GOT (AST)
tich sinh hda

19 |Hoa chat dung cho may phéan Hop HBELO020 |[GPT (ALT)
tich sinh hda

20 |Hoa chat ding cho may phan Hop HBELO3 |Creatine Kinase NAC
tich sinh hda

21 |Hoa chat ding cho may phan Hop HBELO4 |Lactate Dehydrogenase
tich sinh héa

22 |Hoa chat dung cho may phan Hép HBELOS8 |Creatine Kinase MB
tich sinh héa

23 |Hoa chat dung cho may phan Hép HBELO6 |y-GT
tich sinh héa

24 |Hoa chat dung cho may phan Hép HBLO10 |Cholesterol
tich sinh héa

25 |Hoa chat dung cho may phan Hép HBLO020 |Uric Acid
tich sinh héa

26 |Hoba chat ding cho may phan Hop HBLO3 Urea
tich sinh héa

27 |Hoba chat ding cho may phan Hop HBLO04 Glucose
tich sinh héa

28 |Hoba chat ding cho may phan Hop HBLO060 |Triglycerides

tich sinh hda

Cypress
Diagnostics / Bi

Cypress
Diagnostics / Bi

Khong ap dung

Khong ap dung
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