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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 CO PHAN THUONG MAI VA DICH VU KY THUAT AN
gngi chi: S6 nha 36 — ngach 124/55, duong Au Co, phuong Tt Lién, quan Tay Ho, thanh phd Ha
Noi, Phuong T Lién, Quan Tay H6, Thanh phd Ha Noi
3. S6 van ban dé nghi ctia co so: 08.05.2020CBTBYT A Ngay: 11/05/2020
4. Trang thiét bi y té thudc loai A
Tén trang thiét bi y té: Phu kién, vat tu ti€u hao dung cho may xét nghiém sinh hoa ty dong (may
phan tich sinh hoéa tuy dong)
Chung loai/ma san pham: Theo phu luc
Tén co s& san xuét: Theo phu luc
Dia chi co sé san xuit: Theo phu luc
Tiéu chuan 4p dung: EC, ISO
5. Thong tin vé chu s hitu trang thiét bi y té :
Tén chu s¢ hitu: Thermo Fisher Scientific Oy
DPia chi chu sé hiru: Ratastie 2, 01620 Vantaa, Finland
6. Thong tin vé co sé bao hanh:
(1) Tén co s6: CONG TY CO PHAN THUONG MAI & DICH VU KY THUAT AN SINH
Dia chi: s6 36 - nghach 124/55 duong Au Co, Phuong T Lién, Quan Tay HO, Thanh phd Ha
Noi
Dién thoai ¢ dinh: 04.63260657 bién thoai di dong:
7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 Giay chung nhan dat tiéu chuan quan 1y chat luong con hiéu luc tai thoi diém ndp ho so.

Gidy uy quyén cta chu so hiru trang thiét bi y té

Giay xac nhan du diéu kién bao hanh

Tai liéu mo ta tom tat k¥ thuat TTBYT theo méau s6 1 Phy luc 8

N SN | B

Giay ching nhén hop chuan hoac Ban ti€u chuan ma chu sé hitu trang thiét bi y té cong
bo 4p dung




8 | Ketqua danh gia cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do co so du dicu
kién theo quy dinh cta phap luat vé danh gia su phi hop cap ddi vai trang thiét bj y té
san xut trong nudc

9 | Tai liéu huéng din sir dung cua trang thiét bi y té

10 | Mau nhén sé& st dung khi lvu hanh tai Viét Nam cua trang thiét bi y té

11 | Gidy ching nhan luu hanh tu do con hi¢u lyc tai thoi di€ém ndp hd so doi voi trang thiét

bi y té nhap khau hozc Phiéu tiép nhan hd so cong bd du dicu kién san xuat trang thiét
biy t€ doi véi TTBYT san xuat trong nudce

NGUOI TIEP NHAN HO SO

Nguyén Minh Hai
Chanh Van phong




BANG KE CHI TIET TRANG THIETBI Y TE

TN coso | Tl ESd . | PIA CHi cO
STT| TENTRANG THIETBIY TE CHUNG LOAI / MA SAN PHAM Quy cich déng | SAN XUAT/ | iy ANG, | TENCOSO | oiymi0
g0i (néu co) | HANG, NUOC NUGC CHU BAO HANH HANH
SAN XUAT SO HTU
1 | Lo dung hoa chat ding cho may Xet | e aeNT VESSEL 20ml (16x) / 981456 16 lo
nghiém sinh héa
o | Hop chira dung dich thai ding cho may | \y AsTE BOX for PRIME 60/30 / 952085
xét nghiém sinh hoa
3 WASTE BAGS 20/20XT 100 PCS / 984055 100 chiéc
Tui chira dung dich thai dung cho may xét
4 nghi¢m sinh hoa WASTE BAGS used in box for PRIME 60/30 T6i
/952086
Khay chira mau (loai 9 vi tri) (diing cho
5 may xet nghiém sinh héa Indiko, Indiko | Sample Rack 9, 6pcs / SP06666 6 khay
lus . .
plus) - . — Cong ty co|So 36 -
g | Khay chua hoa chat (dung cho may xét Reagent Rack, 3pcs / SP06662 3 khay Thermo Fisher | Thermo Fisher | phan thuong | 124/55, duang
nghiém sinh hoa Indiko, Indiko plus) Sc[entmc Oy, Sc[entlflc Oy, | mai &dichvu | Au Co, Tu
Khay chira mau (loai 9 vi tri - khay mau Phan Lan Phan Lan ?’ hthuat An ::"? ?\]:I.—ay Ho,
7 | xanh) (ding cho may xét nghiém sinh héa | Sample rack 9 - blue, 3pcs / SP06699 3 khay n a ol
Indiko, Indiko plus)
Khay chira mau (loai 18 vi tri) (dung cho .
8 | méy xét nghiem sinh héa Indiko, Indiko | S2MPle rack 18 - non-barcoded, 3pcs / 3 khay
SP06618
plus)
Pia dé 6ng mau (dung cho may xét
9 nghiem sinh héa Indiko, Indiko plus) Tube Support Plate / SP15010 khay
10 | Lo dung hoa chat ding cho may Xet | penGENT VESSEL 60ml (12X) / 981455 12l
nghiém sinh héa
11 Khay chtra mau cho éng mau loai 5ml va | Sample segment for 5 and 7ml tubes / Khay

ong 7 ml
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1of2




Thermo Fisher

12 | Khay chira mau cho 6ng mau loai 10ml | Sample segment for 10 ml tubes / 984051 khay Scientific Oy,
Phan Lan
13 X . ... | Pretreatment segment / 984800 Thermo Fisher
Khay tién xu ly mau (dung cho may xét s
hiem sinh h khay Scientific Oy,
14 | nghiém sinh hoa) Pretreatment segment / 984801 Phin Lan
15 Sample cup 4 ml, 1000pcs / 984618 1000 chiéc
16 | ©OC chiamau dung cho may X€tnghiém | s \nip| E cUP 0.5ML 1000 PCS /989220 | 1000 chiée | Lnermo  Fisher
sinh hoa Scientific Oy, Y
17 SAMPLE CUP 2.0ML 1000 PCS /989221 1000 chiéc
1g | BOdung cu caidat ban daudung cho may | o ART_yp KIT Clinical / 986300 Bo
xét nghiém sinh hoa
Bo dung cu dién giai cai dat ban dau ding o . Thermo  Eisher
19 cho méy xét nghiém sinh hoa ISE Start-up kit / 986310 Bo scientific Oy,
Phan Lan
Dung dich hi¢u chuan pipet dung cho . ) 5x20ml+1x
20 may xét nghiém sinh hoa 1Q -kit Dispensing / 981704 20 ml
21 Giéng phan tmg / Cuvette ding cho méy Multicell Cuvettes / 984000 1000 thanh ;Sizrrl;f[]icf)ic Flsgslr
22 | xétnghiém sinh hoa TENCELL CUVETTES / 986000 10800 tests | Ha Lan '
. . Lo s (s Thermo Fisher
g3 | Chai dung hoa chat dung cho may Xet | po.oon Bottles 10ml / 984050 5 1o Scientific Oy,
nghiém sinh héa ,
buc
Ong chira mau dung cho may xét nghiém iy Th_erm_o_ Fisher
24 sinh hoa i Sample tubes 7ml (1000 pcs) / 984619 1000 chiéc Scientific Oy,
My
25 Tubing maintenance solution/ 981712 6 x 20 ml
26 D.UE%(?ICh rua dung cho may xet nghiem | \/shing solution/ 984030 4x20 ml _
sinh hoa Thermo Fisher
27 Washing solution/ 984029 6 x 100 ml Scientific Oy,
Phan Lan
A s Ze gpor i < . 3x20ml +
og | B0 hoa chat thir nghiém tinh ning phdt | & 51 pETECTION TEST KIT /981902 2x20ml +
hién cuc dong 1520l

Thermo Fisher
Scientific Oy,
Phan Lan

cong ty co
phan thuong
mai & dich vu
ky thuat An
Sinh

cong ty co
phan thuong
mai & dich vu
ky thuat An
Sinh
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