Doc 1ap - Tu do - Hanh phuc

84: 200000421/PCBA-HCM Tp H6 Chi Minh, ngay 18 thang 03 nim 2020

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 bdé: CONG TY TNHH 3M VIET NAM

2. bia chi: Tang 20, Toa nha Mapletree Business Center, 1060 Pai Lo Nguyén Van Linh, Phuong
Tan Phong, Quan 7, Thanh phdé H6 Chi Minh

3. S6 van ban dé nghi cua co so: 06-20/RA-3M Ngay: 02/03/2020
4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Vat liéu lay ddu Express™ XT

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuédn 4p dung: ISO 13485:2016

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

Tén chu sé hitu: 3M Deutschland GmbH

bia chi chu so hitu: Carl-Schurz-Stral3e 1 41453 Neuss GERMANY

6. Thong tin vé co sé 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 | Giay chung nhan dat ti€éu chuan quan ly chat lugng con hi¢u luc tai thoi diém ndp ho so,

4 | Gidy uy quyén cta chi s hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tailiéu mo ta tom tat ki thuat TTBYT theo mau s6 1 Phu luc 8

7 | Gidy chung nhan hop chuan hodc Ban ti€u chuan ma chu so hitu trang thiét bi y t€ cong
bo 4p dung

8 | Tailidu hudng din sir dung cua trang thiét bi y té

9 | Mau nhan s& su dung khi luu hanh tai Viét Nam cua trang thiét bi y té




10

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

NGUOI TIEP NHAN HO SO

Ky béi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

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

Ngay ky: 18-03-2020
17:20:01 +07:00

Pham Thi Thanh Huyén




Vit liéu ldy dau Express™ XT

BANG KE CHI TIET TRANG THIETBI Y TE

Syringe

1xIFU
1 x SBS Card

Carl-Schurz-StraRe 1
41453 Neuss
GERMANY

Carl-Schurz-StraRe 1
41453 Neuss
GERMANY

; : Chiing : Tén co s6 san xuat/ Tén co's& chii s Co sé bao
Stt | Tén Trang thiétbiy té | Don vi tinh | loai sén Quy cach dong goi (néu co) hang, nuéc sin xuét hitu/hang, nwéc chi sé hanh
pham ’ hiru
Express™ XT Intra-oral Syringe
1. [Express™ XT Intra-oral | Hop/thung 71483 [20 x Express XT Intra-oral Syringes  [3M Deutschland GmbH [3M Deutschland GmbH [Trang thiét bi

y té sir dung
mot 1an,
khong ap
dung bao
hanh

Express™ XT Light Body/Express XT Regular Body

Rutistrasse 7
CH - 9469 Haag
Switzerland

2. Express™ XT Light Hop/thung 36974 2 x 50 ml Cartridges 3M Deutschland GmbH [3M Deutschland GmbH [Trang thiét bi
Body iol IL\/Iulxmg Tips Carl-Schurz-Strake 1 |Carl-Schurz-Strafe 1 ?’ntgf[ ?lgndung
3. |Express™ XT Regular | Hop/thung | 36975 [2 x 50 ml Cartridges éﬁfﬂ%‘\‘ﬁf élégﬁﬂﬁ%‘ff khang 4p
Body 10 Mixing Tips dung bao
1 1FU hanh
/Accessories
4. Garant Mixing Tips Goi/hop/thung | 71452 |1 x 50 Garant Mixing Tips - Yellow  [Sulzer Mixpac AG
Yellow Dies
: AT - Rutistrasse 7
5. Garant Intra-oral Tips | Goi/hp/thung | 71462 |1 x 50 Garant Intraoral Tips - Yellow CH - 9469 Haa
llow . g
ve Switzerland
6. Garant Dispenser Go6i/hop/thung| 77580 [1 x Garant Dispenser Sulzer Shanghai
Engineering &
Machinery Works Ltd,
No. 68, Beidou Road,
Minhang
Shanghai 200245, China.
7. Garant Plunger Goi/hop/thung | 77590 (1 x Garant Plunger Sulzer Mixpac AG

Trangl/4




Express™ XT Penta™ H

8. Express™ XT Penta™ H| Hop/thung 36894 |1 x 300 ml Express XT Penta H base  3M Deutschland GmbH M Deutschland GmbH [Trang thiét bi
paste i ) ) i Y t€ su dung
1 x 60 ml Express XT Penta H catalyst gﬂlsg ﬁg&i SStraBe . Zﬂlsg ?\T:Lré SStrafSe ! mot lan,
paste ~ khéng ap
9. Express™ XT Penta™ H| Hop/thung 36891 (1 x 300 ml Express XT Penta H base CERMANY GERMANY dung bao
paste, hanh
1 x 60 ml Express XT Penta H catalyst
paste
10. |[Express™ XT Light Hop/thung 36974 |2 x 50 ml Cartridges
Body 10 Mixing Tips - Yellow
1 1FU
11. [Express™ XT Regular Hop/thung 36975 |2 x 50 ml Cartridges
Body 10 Mixing Tips - Yellow
11FU
12. |VPS Tray Adhesive Hop/thung 7307 |1 x 17 ml VPS Tray Adhesive, 1 IFU
/Accessories
13. |[Express XT Penta H Goi/hop/thung | P3985 (1 x Express XT Penta H cartridge for  [3M Deutschland GmbH
cartridge for Pentamix 3 Pentamix 3 ~
- - . - - Carl-Schurz- 1
14. |Penta Universal cartridge| Goi/hop/thung | 76994 |1 x Penta Universal cartridge for 4f£5§ T\l :J;Straﬁe
for Pentamix 2 Pentamix 2 GERMANY
15.  |Penta Universal cartridge| Goi/hop/thung | 71545 |1 x Penta Universal cartridge for
for Pentamix 3 Pentamix 3
16. |Penta Mixing Tips - Red | Goi/hop/thung | 77919 |1 x 30 Penta Mixing Tips - Red
17.  |Penta Mixing Tips - Red | Goi/hop/thung | 77949 |1 x 50 Penta Mixing Tips - Red
18. |Garant Mixing Tips - Goi/hop/thung | 71452 |1 x 50 Garant Mixing Tips - Yellow  [Sulzer Mixpac AG
Yellow D
- - R 7
19. [Garant Intraoral Tips - | Géi/hop/thing | 71462 Al g
Yellow 1 x 50 Garant Intraoral Tips - Yellow Switzerland
Express™ XT Penta™ Putty
20. |[Express™ XT Penta™ Hop/thung 36895 (1 x 300 ml Express XT Penta Putty 3M Deutschland GmbH [3M Deutschland GmbH [Trang thiét bi
Putty base paste, y té str dung
Carl-Schurz-StralRe 1 Carl-Schurz-Strale 1 A 1A
iaﬁa?)?s{n;a'i‘epress XTPenta Putty 141453 Neuss 41453 Neuss Eh‘:)tn'gr;p
(@
21. |[Express™ XT Penta™ Hop/thung 36892 (1 x 300 ml Express XT Penta Putty GERMANY CERMANY dung bao
Putty base paste hanh

Trang 2/4




1 x 60 ml Express XT Penta Putty
catalyst paste
22.  [Express™ XT Light Hop/thung 36974 |2 x 50 ml Cartridges
Body 10 Mixing Tips - Yellow
1 1FU
23. |[Express™ XT Regular Hop/thung 36975 (2 x 50 ml Cartridges
Body 10 Mixing Tips - Yellow
1 1FU
24. |VPS Tray Adhesive Hop/thung 7307 1 x 17 ml VPS Tray Adhesive, 1 IFU
/Accessories
25. [Express XT Penta Putty |Goi/hop/thung| P3982 |1 x Express XT Penta Putty cartridge [3M Deutschland GmbH
cartridge for Pentamix 3 for Pentamix 3 - )
26. |Penta Universal Goi/hop/thung | 76994 (1 x Penta Universal Cartridge for Zlesgs, ﬂg&zSStraﬁe 1
Cartridge for Pentamix 2 Pentamix 2 GERMANY
27. |Penta Universal Go6i/hop/thung | 71545 |1 x Penta Universal Cartridge for
Cartridge for Pentamix 3 Pentamix 3
28. Penta Mixing Tips - Red | Goi/hop/thung | 77919 (1 x 30 Penta Mixing Tips - Red
29. Penta Mixing Tips - Red | Goi/hop/thung | 77949 (1 x 50 Penta Mixing Tips - Red
30. |Garant Mixing Tips - Goi/hop/thung | 71452 |1 x 50 Garant Mixing Tips - Yellow  [Sulzer Mixpac AG
Yellow - TSR - Rutistrasse 7
31. |Garant Intra-oral Tips - |Go6i/hdp/thung| 71462 (1 x 50 Garant Intra-oral Tips - Yellow CH - 9469 H
Yellow - aag
Switzerland
Express™ XT Putty Soft
32. [Express™ XT Putty Soft| Hop/thung 36972 |1 jar Base Paste 250ml ZHERMACK S.p.A 3M Deutschland GmbH [Trang thiét bi
%gl&tfa;alglgasaste 250ml 'Via Bovazecchino, 100 |Carl-Schurz-Strafle 1 ?/ntet ?gndung
ysp 45021 Badia Polesine 41453 Neuss o
(RO) GERMANY gap
ITALY ﬂ‘?”ﬁ bao
33, |Express™ XT Light Hop/thung | 36974 [2 x 50 ml Cartridges 3M Deutschland GmbH ann.
Body 10 Mixing Tips ~a )
34, |Express™ XT Regular | Hop/thung | 36975 |2 x 50 ml Cartridges Carl-Schurz-Strafte 1
- . 41453 Neuss
Body 10 Mixing Tips GERMANY
/Accessories
35. |Garant Mixing Tips Goi/hop/thung | 71452 |1 x 50 Garant Mixing Tips - Yellow  [Sulzer Mixpac AG
Yellow
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36.

Garant Intra-oral Tips
Yellow

G6i/hop/thung

71462

1 x 50 Garant Intra-oral Tips - Yellow

Rutistrasse 7
CH - 9469 Haag
Switzerland

37.

Garant Dispenser

Go6i/hp/thung

77580

1 x Garant Dispenser 1:1/1:2

Sulzer Shanghai
Engineering &
Machinery Works Ltd,

No. 68, Beidou Road,
Minhang
Shanghai 200245, China.

38.

Garant Plunger

Go6i/hp/thung

77590

1 x Garant Plunger

Sulzer Mixpac AG

Rutistrasse 7
CH - 9469 Haag

Switzerland

Trang4/4




		BAN CƠ YẾU CHÍNH PHỦ - ĐT: 0243.7738668; Fax: 0243.7738668; Email: ca@bcy.gov.vn
	2020-03-18T17:20:01+0700
	PHIÊN BẢN THỬ NGHIỆM
	Phạm Thị Thanh Huyền<ptthuyen.syt@tphcm.gov.vn> đã ký lên văn bản này!




