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36 :170001139/PCBA-HN Thanh phé Ha Néi, ngay 23 thang 08 nim 2017

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 TMDV THIET BI PONG NAM A

2. bia chi: SO0 6 Hang Giay, Phuong Dong Xuan, Quan Hoan Kiém, TP. Ha N6i, Phuong Dong

Xuan, Quan Hoan Kiém, Thanh pho Ha Néi

3. S6 van ban dé nghi ctia co so : SEA-HH-004 Ngay: 15/08/2017

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: May phan tich Huyét hoc

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuét: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuan 4p dung: Quy tic 5 - Quy tic phan loai TTBYT chan doan In Vitro

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

Tén chu s& hiru: ORPHEE S.A.

Dia chi chu s¢ hitu: 19, chemin du Champ-des-Filles, CH-1228 Plan-les-Ouates/Geneva

6. Thong tin vé co sé bao hanh:

(1) Tén co sé: Cong ty TNHH TMDV Thiét Bi Pong Nam A
bia chi: S6 6 Hang Giay, Phuong Dong Xuan, Quan Hoan Kiém, Thanh ph6 Ha Noi
Dién thoai co dinh: 0247222974 Dién thoai di dong: 0982588771

7. Thanh phan hd so:

1 | Vin ban cong b tiéu chuan ap dung cta trang thiét b y té thudc loai A

Gidy chung nhan dat tiéu chuan quan 1y chat luong

2
3 | Phu luc chi tiét trang thiét bj y té
4

Ban phan loai trang thiét bi y té

5 | Phiéu tiép nhan ho so cong bo du dicu kién san xuat trang thiét bi y té hodc Gidy chung
nhan dat tiéu chuan quan 1y chat luong con hi¢u luc tai thoi di€ém ndp ho so cong bo doi
véi trang thiét bi y t€ nhdp khau.

6 | Giay iy quyén cuia chu s¢ hitu trang thiét bi y té

7 | Gidy xac nhan du diéu kién bao hanh




8 | Tai liéu mo ta tom tat ky thuat trang thiét bi y té

9 Gjéy chtng nhan hgp chuan hoic Ban tiéu chuan ma chi s¢ hitu trang thiét bi y té cong
bo 4p dung

10 | Tai liéu huéng dan sir dung cia trang thiét bj y té

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

NGUOI TIEP NHAN HO SO

Nguyén Dtic Tuin
Chéanh Van phong




BANG KE CHI TIET TRANG THIET BI Y TE

. . -~ i «.| TEN CO SO
TEN DON TEN CO SO SAN CHU SO
TRANG CHUNG LOAI SAN | XUAT/ HANG - - TEN CO SO BAO . AP
STT P VI P . . |HU'U/ HANG, S PIA CHI CO SO BAO HANH
THIET o PHAM NUOC SAN . N HANH :
BIY TE TINH XUAT NUOC CHU
§ SO HUU
Orphee S.A., Thuy |Orphee S.A., |Cong ty TNHH TMDV |S6 6 Hang Gidy - P. D6 an - Q.
1 |Homay | May [Mythic22 AL iphee 500, “x | Orphee 5.A., | Cong ty Th OV |50 6 Hang Gidy - P. Bong Xuan - Q
o si, Bure, Phdp, | Switzerland Thiét bi BPong Nam A Hoan Kiém - TP. Ha ni
phan tich A
Huyét hoc Balan, Tay Ban ] ] .
’ ) Orphee S.A., |[Congty TNHH TMDV |S6 : iay - P. DO an - Q.
2 |twdong May [Mythic 22 OT Nha, Anh, rp eel ’ Egg y A . © 6 Hagg Gidy - P ‘D?I.lg Xuan - Q
Philippines Switzerland Thiét bi Pong Nam A Hoan Kiém - TP. Ha ndi
; Chai Mythic 18-22 FLUSH - Orphee S.A., |Coéngty TNHH TMDV |[Sb 6 Hang Gidy - P. Pong Xuan - Q.
al r ’ ’
CLEANER Switzerland Thiét bi Bong Nam A Hoan Kiém - TP. Ha ni
hee S.A. 6 6 6 Hang Gidy - P. D
4 Chai | Cleaner for Mythic 22 Orp ee S.A., Co.nAg t}f TI?IHH TM[?V SO 6 Hagg Giay - P ‘D(A)Flg Xuan - Q
Orphee S.A., Thuy Switzerland Thiét bi BPong Nam A Hoan Kiém - TP. Ha ndi
5 Hod4 chat Chai |OnlyOne si, Ptrc, Phap, Orphee S.A., Cégg t}./ TI:IHH TM[?V So 6 Hz‘tgg Giay - P.‘D(:)pg Xuéan - Q.
xét nghiém BaLan, Tay Ban |Switzerland Thiét bi Pong Nam A Hoan Kiém - TP. Ha ndi
Huyét h : : Orphee S.A., |Congty TNHH TMDV [Sé 6 Hang Giy - P. D6 an - Q.
6 Hyetioe Thung [Diluent for Mythic 22 Nha, Anb, rp ce ’ ogg y . . © . a.n;g Gidy P‘D?I.lg Xuan - Q
Philippines Switzerland Thiét bi Pong Nam A Hoan Kiém - TP. Ha n6i
. S Orphee S.A., |Cong ty TNHH TMDV |Sé 6 Hang Gidy - P. Dong Xuén - Q.
) - . . .
P Y Switzerland Thiét bi BPong Nam A Hoan Kiém - TP. Ha ndi
Orphee S.A., |Cong ty TNHH TMD 6 6 Ha idy - P. Dong Xuan - Q.
] Hop |MYT-CAL rp ee , ogg y I:I ’V So 6 agg Giay ‘ (A)pg uan - Q
Switzerland Thiét bi Pong Nam A |Hoan Kiém - TP. Ha ndi
, . Orphee S.A., |[Cd TNHH TMD 6 6 Ha iay - P. Dong Xuan - Q.
9 B6  |O-rings kit rp ee o‘nAg t}./ I:I ,V SO 6 agg Giay ‘ ?flg uan - Q
Switzerland Thiét bi Pong Nam A Hoan Kiém - TP. Ha n6i
Orphee S.A. 6 6 6 Hang Gidy - P. Do
10 Bo |M22AL Tubing kit rp ee , Cogg t}./ TI?IHH TMI?V So 6 Hagg Giay - P ‘D?I.lg Xuan - Q
Switzerland Thiét bi Pong Nam A Hoan Kiém - TP. Ha ndi
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Vit tu tiéu
hao xét
nghiém
Huyét hoc

Bo [Tubing 12 - CT/AL
B6 |Tubing 33 - CT/AL
B6 |Piston @ 22

. |Piston @ 6.5 - Syringes
Bo

module

_|Piston @ 16 - Syringes
Bo

" |module
Bo |Syringe Piston @ 1.6

. |Piston carriage - Syringes
Bo

module

Bo |Optical Flowcell
Bo |Electrovalve 2/2
Bo6 |Electrovalve 3/2
BS Mythic 22CT/AL

®  |Electrovalve 3/2 86606
B6 |Rocker Motor
B M22AL - Syringe-Rocker

®  [Needle Motors calbe
Bo |[M22AL - Rocker Sensor

Orphee S.A., Thuy
si, Buc, Phap,
Balan, Tay Ban
Nha, Anh,
Philippines

Orphee S.A., |Congty TNHH TMDV |[S) 6 Hang Giy - P. Bong Xuén - Q.
Switzerland Thiét bi Dong Nam A Hoan Kiém - TP. Ha noi
Orphee S.A., |Céngty TNHH TMDV |Sé 6 Hang Gidy - P. Pong Xuan - Q.
Switzerland Thiét bi Pong Nam A |Hoan Kiém - TP. Ha noi
Orphee S.A., |Congty TNHH TMDV |Sé 6 Hang Gidy - P. Dong Xuén - Q.
Switzerland | Thiét bi Pong Nam A [Hoan Kiém - TP. Ha noi
Orphee S.A., |Congty TNHH TMDV |[S6 6 Hang Gidy - P. Dong Xuén - Q.
Switzerland Thiét bi Dong Nam A Hoan Kiém - TP. Ha noi
Orphee S.A., |Coéngty TNHH TMDV |Sé 6 Hang Gidy - P. Pong Xuan - Q.
Switzerland Thiét bi Pong Nam A |Hoan Kiém - TP. Ha noi
Orphee S.A., |Congty TNHH TMDV |Sé 6 Hang Gidy - P. Dong Xuén - Q.
Switzerland | Thiét bi Pong Nam A [Hoan Kiém - TP. Ha noi
Orphee S.A., |Congty TNHH TMDV |[S6 6 Hang Gidy - P. Bong Xuén - Q.
Switzerland Thiét bi Dong Nam A Hoan Kiém - TP. Ha noi
Orphee S.A., |Coéngty TNHH TMDV |Sé 6 Hang Gidy - P. Pong Xuan - Q.
Switzerland Thiét bi Pong Nam A |Hoan Kiém - TP. Ha noi
Orphee S.A., |Cong ty TNHH TMDV |Sé 6 Hang Gidy - P. Dong Xuén - Q.
Switzerland | Thiét bi Pong Nam A [Hoan Kiém - TP. Ha ndi
Orphee S.A., |Céngty TNHH TMDV |Sé 6 Hang Gidy - P. Pong Xuan - Q.
Switzerland Thiét bi Pong Nam A |Hoan Kiém - TP. Ha ni
Orphee S.A., |Céngty TNHH TMDV |Sé 6 Hang Gidy - P. Pong Xuan - Q.
Switzerland Thiét bi Pong Nam A |Hoan Kiém - TP. Ha ni
Orphee S.A., |Congty TNHH TMDV |[Sb 6 Hang Gidy - P. Pong Xuén - Q.
Switzerland Thiét bi DPong Nam A Hoan Kiém - TP. Ha noi
Orphee S.A., |Congty TNHH TMDV |[Sb 6 Hang Gidy - P. Pong Xuén - Q.
Switzerland Thiét bi bong Nam A Hoan Kiém - TP. Ha noi
Orphee S.A., |Céngty TNHH TMDV |Sé 6 Hang Gidy - P. Pong Xuan - Q.
Switzerland Thiét bi Pong Nam A |Hoan Kiém - TP. Ha noi
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Plastic grease SPG35

27

Bo .
0 (syringe 25g)
_|Silicon Grease (Tube
Bo
" [50g)
Bo |Sample racks 10x5

Orphee S.A., |Congty TNHH TMDV |[S) 6 Hang Giy - P. Bong Xuén - Q.
Switzerland Thiét bi Dong Nam A Hoan Kiém - TP. Ha noi
Orphee S.A., |Céngty TNHH TMDV |Sé 6 Hang Gidy - P. Pong Xuan - Q.
Switzerland Thiét bi Pong Nam A |Hoan Kiém - TP. Ha noi
Orphee S.A., |Congty TNHH TMDV |Sé 6 Hang Gidy - P. Dong Xuén - Q.
Switzerland | Thiét bi Pong Nam A [Hoan Kiém - TP. Ha noi
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