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PHIEU TIEP NHAN

Ho so cong bd tiéu chuin 4p dung ciia trang thiét bi y té thudc loai A

1. Tén co s& cong bé: CONG TY TNHH MTV KIM NHAT CUONG

2. bia chi: S6 25, Puong sb 3, Phuong Tan Pht, Quén 7, Thanh phd Hb Chi Minh
3. S6 van ban dé nghi ctia co so: 12/2020/CBTCA-KNC Ngay: 07/05/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Hoa chat va nudc rira dung cho mdy phén tich sinh héa ty dong
Chung loai/mé san pham: Theo phu luc

Tén co s& san xuét: Theo phu luc

Dia chi co s& san xuét: Theo phu luc

Tiéu chuan 4p dung: ISO 9001:2015

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

Tén chu so hiru: Dirui Industrial Co., Ltd

Dia chi chu s¢ hitu: No.95 Yunhe Street New & High Tech Development Zone, Changchun, Jilin,
China

6. Thong tin vé co sé bao hanh:

7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bj y té

2 | Ban phan loai trang thiét bi y té

3 | Giay chung nhén dat ti€u chuan quan 1y chat lugng con hiu luc tai thoi diém ndp ho so.

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

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liéu md ta tom tat k¥ thuat TTBYT theo mau s6 1 Phu luc 8

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

g | Két qua danh gia cac thong s6 hoa, ly, vi sinh va cac thong s6 khac do co s¢ du diéu
kién theo quy dinh cua phép luat vé danh gid su phu hop cap doi véi trang thiét bi y té
san xuat trong nudc

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

10 | MAu nhén sé& sir dung khi lvu hanh tai Viét Nam cia trang thiét bi y té




11

Giay chtirng nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so doi1 vai trang thiét
bi y t€ nhap khau hodc Phiéu tiép nhan ho so cong bo du di€u kién san xuat trang thiét
biy t€ doi voi TTBYT san xuat trong nudc
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BANG KE CHI TIET TRANG THIET BI Y TE

. TENCOSO | TENCOSO
TEN TRANG THIET BI PON VI . : : SAN XUAT/ | CHUSOGHUU/ | TENCOSG |PIA CHI COSO
¥ Y TE TINH CHUNG LOATSAN PHAM HANG,NUGC | HANG,NUGC | BAO HANH BAO HANH
SAN XUAT CHU SO HU'U
Hoa chét ding cho may phén tich o
I |sinh héa tu dong Hop |GPT/ALT
Hoa chat ding cho may phén tich R
2 |sinh héa tw dong Hop  |GOT/AST
3 |Hoachat dung cho mdy phan tich Hop |ALKALINE PHOSPHATASE
sinh hoéa ty dong
Hoa chét ding cho méay phén tich A
4 sinh hoa tu dong Hop |y-GT
5 Hoa cl}at dunﬁg cho may phan tich Hop |CHOLINESTERASE
sinh hoéa tu dong
6 Hoa cl}at dunﬁg cho may phan tich Hop |TOTAL BILIRUBIN
sinh hoéa tu dong
7 Hoa cl}at dunﬁg cho may phan tich Hop |DIRECT BILIRUBIN
sinh hoéa tu dong
Hoa chét ding cho méay phan tich o Dirui Industrial | Dirui Industrial A A
8 lsinh hoa tu dong Hop | TOTAL PROTEIN Co., Ltd. / China | Co., Ltd. / China | <POngdp dung | Khong dp dung
Hoa chét ding cho may phén tich o
9 |sinh héa ty dong Hop |ALBUMIN
Hoa chat ding cho may phén tich R
10 sinh hoa ty dong Hop |AMYLASE
Hoa chit ding cho may phan tich R
11 sinh hoa tu dong Hop |GLUCOSE
Hoa chit dung cho may phan tich R
12 sinh hoéa ty dong Hop  |HbAlc
Hoa chét ding cho may phén tich o
13 |sinh héa ty dong Hop |UREA
14 Hoa cl}at dunﬁg cho may phan tich Hop |URIC ACID
sinh hoéa tu dong
15 Hoéa chat dung cho may phan tich Hop |CREATININE

sinh hoa ty dong




Hoa chat ding cho may phén tich

16 sinh héa tu dong Hop |MICROALBUMIN

17 Hoa c}}at dung cho may phén tich Hop |CHOLESTEROL
sinh hoéa ty dong

18 Hoa cl}at dunig cho may phan tich Hop |TRIGLYCERIDES
sinh hoéa ty dong

19 Hoa cl}at dung cho may phan tich Hop |HDL-C
sinh hoa ty dong

20 Hoa cl}at dung cho may phan tich Hop |LDL-C
sinh hoa ty dong

1 Hoa cl}at dunig cho may phan tich Hop |LIPOPROTEIN
sinh hoéa ty dong
Hoa chat ding cho may phén tich A

22 |sinh héa tw dong Hop  |CK-NAC

23 Hoa cl}at dunig cho may phan tich Hop |CK-MB
sinh hoa ty dong
Hoa chit dung cho méay phan tich A

24 |sinh héa tu dong Hop |\LDH
Hoa chét ding cho méay phén tich A

25 sinh hoa ty dong Hop |CALCIUM
Hoa chét ding cho méay phén tich o

26 sinh héa ty dong Hop |CHLORIDE
Hoa chét ding cho méay phén tich o

27 sinh hoa ty dong Hop |MAGNESIUM
Hoa chét dung cho méay phén tich R

28 sinh hoa tu dong Hop |PHOSPHORUS
Hoa chét ding cho méay phén tich R

- sinh hoéa ty dong Hop |ZINC
Hoa chat ding cho may phén tich A

30 sinh hoéa ty dong Hop |ASO
Hoa chat ding cho may phén tich A

3 sinh hoa ty dong Hop |RF

32 Hoa cl}at dung cho may phan tich Hop |C-RP
sinh hoa ty dong

33 Hoéa chat dung cho méay phan tich Hop |TRANSFERRIN

sinh hoéa tu dong

Dirui Industrial
Co., Ltd. / China

Dirui Industrial
Co., Ltd. / China

Khong &p dung

Khong &p dung




Hoa chat ding cho may phén tich

3% | Ginh hoa tw dong Hop |FE
Hoa chét ding cho may phén tich o
35 sinh héa ty dong Hop |FERRITIN
36 Hoa cl}at dunig cho may phan tich Hop, Lo |CALIBRATION
sinh hoéa ty dong
37 [H6a chat ding cho may phan tich |y 1 o | GUALITY CONTROL
sinh hoa ty dong
38 Nuorc rua duI}g cho méy phan tich Hop |CS Alkaline Detergent
sinh hoa ty dong
39 Nude rira dung cho mdy phan tich Hop |CS Anti-Bacterial Phosphor - Free Detergent

sinh hoéa ty dong

Dirui Industrial
Co., Ltd. / China

Dirui Industrial
Co., Ltd. / China

Khoéng ap dung

Khoéng ap dung
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