SO Y TE TP HO CHI MINH CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

84: 200002036/PCBA-HCM Tp H6 Chi Minh, ngay 17 thang 11 ndm 2020

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 bd: CONG TY TNHH BINH VIET bUC

2. bia chi: 62/36 Truong Cong Pinh, Phuong 14, Quan Tan Binh, Thanh Pho H6 Chi Minh,

Phuong 14, Quan Tan Binh, Thanh phé H6 Chi Minh

3. S6 vin ban dé nghi cta co sé: 246/2020/HS-BIVID Ngay: 12/11/2020

4. Trang thiét bi y té thudc loai A

Tén trang thict bi y té&: HE thong Implant cho phau thudt cam vao xuong ham mat rang toan ham

hoac ban ham

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

bia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485

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

Tén chu s& hiru: Ritter Implants GmbH & Co.KG

Dia chi chu s¢ hitu: Griiner Weg 32, 88400 Biberach

6. Thong tin vé co s¢ bao hanh:

(1) Tén co so: Cong ty TNHH Binh Viét Btic
Dia chi: 62/36 Truong Cong Dinh, Phudng 14, Quan T4an Binh, Thanh phé H6 Chi Minh
Dién thoai ¢ dinh: 028 3849 3219  Pién thoai di dong:

7. Thanh phan hd so:

1 | Phy lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 | Gidy chiing nhan dat tiéu chuan quéan 1y chat lugng con hiéu lyc 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 mau s6 1 Phy lyc 8

N SN | B

Giay chtng nhan hgp chuan hoic Ban tiéu chuan ma chii s¢ hitu trang thiét b y té cong
bo 4p dung




Két qua danh gia cac thong so hoa, 1y, vi sinh va céac thong s6 khac do co so du diéu

’ kién theo quy dinh ctia phap ludt vé danh gia su phu hop cap doi véi trang thict bi y té
san xuat trong nudc

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

10 | MAu nhan sé& su dung khi luu hanh tai Viét Nam cua trang thiét bi y té

11 | Gidy chimg nhan luyu hanh ty do con hiéu lyc tai thdi diém nop ho so d6i véi trang thiét

bi y té nhap khau hodc Phiéu tiép nhan hd so cong bd du diéu kién san xuat trang thiét
biy té doi voi TTBYT sdn xuat trong nudce

NGUOI TIEP NHAN HO SO

Ky béi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: S6'Y té, Thanh
pho HO6 Chi Minh

Ngay ky: 17-11-2020
16:48:46 +07:00

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

TEN CO' | TEN CO’
. QUY | SO’'SAN | SO CHU .
T;ﬁg ¢ | PON CACH | XUAT/ [sO'HU'U/| TEN cO Bc!g ggl
STT | riirgr |V CHUNG LOAI SAN PHAM MA SANPHAM | PONG | HANG, | HANG, | SO'BAO BAO
vTE TINH GOI (NEU| NUOC | NUOC | HANH HANH
co) SAN | CHUSO
XUAT | HOU
1 Cai (Closed Tray Transfer 10mmL CTT-10
Cai
2 Closed Tray Transfer 10.8mmlL CTT-10.8
3 Cai |[Closed Tray Transfer 10.8mmlL, 1.5mm Collar CTT-10.8C
4 Cal 1 c1osed Tray Transfer 10.8mmL, Slim Body CTT-10.8N
5 He théng Cai (Closed Tray Transfer 13mmL CTT-13 T6r2u/(?n6g
6 | Implant | Cal lclosed Tray Transfer 13.8mmL CTT-13.8 Cong
ho pha Ritt Ritt n .
7 ¢ OAp ?u Cai |[Closed Tray Transfer 13.8mmlL, 1.5mm Collar CTT-13.8C ter trer Cong ty Pinh,
thuat cam — Implants | Implants TNHH | Phue
8 [ vao xwong Cal |(closed Tray Transfer 13mmlL, Slim Body CTT-13N GmbH& | GmbH & | . : lmf'ig
ham mat [ ca CoKG/ | Cokgy |BmhViét| 14 Quan
9 y : Cai  |closed Tray Transfer 13.8mmL, Slim Body CTT-13.8N 9 9 Dtrc | Tan Binh,
rang toan - buc birc Thanh
10 | ham hodc Cai Transfer Screw 14mm TST-14 PR
L Pho6 Ho
ban ham — Chi Minh
11 Cal | pransfer Screw 17mm TST-17 1An
12 Cai Transfer Screw 22mm TST-22
13 Cai  [Screw for Closed Tray Transfer 14mm TSCT-14
14 Cal  |screw for Closed Tray Transfer 17mm TSCT-17
15 Cai [Closed Tray Transfer for OCA CTTA
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Implant
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thuat cim
vao xwong
ham mét
rang toan
ham hoac
ban ham

Cai

Open Tray Transfer for OCA OTTA
Cai Open Tray Transfer OTT
Cai Open Tray Transfer 10mmL OTT-10
Cai Open Tray Transfer 10.8mmL OTT-10.8
Cai Open Tray Transfer 10.8mmlL, 1.5mm Collar OTT-10.8C
Cai Open Tray Transfer 10.8mmlL, Slim Body OTT-10.8N
Cai Open Tray Transfer 13mmL OTT-13
Cai Open Tray Transfer 13.8mmL OTT-13.8
Cai Open Tray Transfer 13.8mmlL, 1.5mm Collar OTT-13.8C
Cai Open Tray Transfer 13.8mmL, Wide Body OTT-13.8W
Cdi Open Tray Transfer 13mmlL, Slim Body OTT-13N
Cai Open Tray Transfer 13.8mmlL, Slim Body OTT-13.8N
Cai |screw for Open Tray Transfer 24mm TSOT-24
Cai |Closed Tray Transfer 15° L:11mm, D:4.8mm ACT-15
Cai Closed Tray Transfer 25°, L:11mm, D:4.8mm ACT-25
Cal |peek Abutment for 3D Scanner 3DSPA-8
Cai Peek Abutment for 3D Scanner with 1.5mm Collar 3SDPA-8C
cai Waxing Sleeve for PUT-S, M & L. W/O Rotation (Red) WS-PUT
Cal | ywaxing Sleeve for PUT-M WS-PUT-M
Cai ‘(/\\:\;;Eii?e% Sleeve for PUT-S, M & L. With Rotation WS-PUT-R
Cai  |waxing Sleeve for PUT-S WS-PUT-S

Ritter
Implants
GmbH &

Co.KG/

burc

Ritter
Implants
GmbH &

Co.KG/

buc

Cong ty
TNHH
Binh Viét
buc

62/36
Truong
Cong
Pinh,
Phuwong
14, Quan
Tan Binh,
Thanh
Pho6 HO
Chi Minh
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thuat cim
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ham mat
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ham hoac
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Cai

Implant Analog - 3.75mmD [A-3.75
Cai Implant Analog - 5mmD IA-5
Cai Implant Analog - 6mmD [A-6
Cai
Analog for Connection Abutment for OCA & ACA TACA
Cai |Analog for Pop Up Transfer Abutment Platform 4.8, IA-PUT-S
Cone 4mm
Cai |Analog for Pop Up Transfer Abutment Platform 4.8, IA-PUT-M
Cone 6mm
Cai |Analog for Pop Up Transfer Abutment Platform 4.8, [A-PUT-L
Cone 8mm
Cai [Analog for Pop Up Transfer Abutment [A-PUT-SW
Cai Titanium Implant Analog [A-SV-RP
Cai |Burn-It Straight Anatomic Plastic Abutment for
. SAPC-1
Casting 1mm Shoulder
Cai |Burn-It Straight Anatomic Plastic Abutment for
. SAPC-2
Casting 2mm Shoulder
Cai |Burn-It Straight Anatomic Plastic Abutment for
: SAPC-3
Casting 3mm Shoulder
Cai Analog for Clicq Overdenture COD-1A
Cai Plastic Abutment for Casting for Clicq Overdenture COD-CPC
Cai |Analog Abutment for Straight Connection Abutment
for MULTI UNIT MUL-AASCA
Cai Analog Abutment for Multi Unit KS System MU-KSAN
Cai Open Tray Transfer for Multi Unit KS System MU-KSOTT
Cai : o
Closed Plastic Transfer for KS Multi Unit System MU-KSPT

Ritter
Implants
GmbH &

Co.KG/

birc

Ritter
Implants
GmbH &

Co.KG/

birc

Cong ty
TNHH
Binh Viét
burc

62/36
Trwong
Cong
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Phuong
14, Quan
Tan Binh,
Thanh
Pho HO
Chi Minh
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Hé théng
Implant
cho phau
thuat cim
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ham mat
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Cai

Peek Scan Body for KS Multi Unit System MU-KSSB
Cai Carrier for One Piece Multi Unit Abutments MU-HD
Cai Open Tray Transfer, Narrow Line NL-OTT
Cai Open Tray Transfer 10.8mmL, Narrow Line NL-OTT-10.8
Cai O.pen Tray Transfer 10.8mmL, 1.5mm Collar, Narrow NL-OTT-10.8C

Line
Cai O.pen Tray Transfer 10.8mmlL, Slim Body, Narrow NL-OTT-10.8N

Line
cai Open Tray Transfer 13mmlL, Slim Body, Narrow Line NL-OTT-13N
Cai O.pen Tray Transfer 13.8mmlL, Slim Body, Narrow NL-OTT-13.8N

Line
Cai Open Tray Transfer 13.8mmL, Narrow Line NL-OTT-13.8
Cai |Open Tray Transfer 13.8mmlL, 1.5mm Collar, Narrow

Line NL-OTT-13.8C
Cai |Closed Tray Transfer 10mmL, Narrow Line NL-CTT-10
Cai Closed Tray Transfer 10.8mmL, Narrow Line NL-CTT-10.8
Cai |Closed Tray Transfer 10.8mmL, 1.5mm Collar,

Narrow Line NL-CTT-10.8C
Cai |Closed Tray Transfer 10.8mmlL, Slim Body, Narrow

Line NL-CTT-10.8N
Cai Closed Tray Transfer 13mmlL, Narrow Line NL-CTT-13
Cai Closed Tray Transfer 13.8mmlL, Narrow Line NL-CTT-13.8
Cai |Closed Tray Transfer 13.8mmL, 1.5mm Collar,

Narrow Line NL-CTT-13.8C
Cai |Closed Tray Transfer 13mmlL, Slim Body, Narrow

Line NL-CTT-13N
Cai |Closed Tray Transfer 13.8mmlL, Slim Body, Narrow

Line NL-CTT-13.8N

Ritter
Implants
GmbH &

Co.KG/

birc

Ritter
Implants
GmbH &

Co.KG/

birc

Cong ty
TNHH
Binh Viét
burc

62/36
Truong
Coéng
Pinh,
Phuong
14, Quan
Tan Binh,
Thanh
Pho6 HO
Chi Minh
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Vao xwong
ham mét
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ban ham

Cai

Screw for Closed Tray transfer 14mm, Narrow Line

NL-TSCT-14

Cai

Screw for Closed Tray transfer 17mm, Narrow Line NL-TSCT-17
Cai ,

Screw for Open Tray Transfer 24mm, Narrow Line NL-TSOT-24
Cai |Closed Tray Transfer 15° L:11mm, D:4.8mm, Narrow

Line NL-ACT-15
Cai |Closed Tray Transfer 25° L:11mm, D:4.8mm, Narrow

Line NL-ACT-25
Cai (3D Scan Straight Peek Abutment, Narrow Line NL-3DSPA-8
Cai |3D Scan Straight Peek Abutment with Collar, Narrow

Line NL-3DSPA-8C
Cai Implant Analog - 3mm (Narrow Line) NL-IA-3.0
Cai Titanium Implant Analog NL-IA-SV-RP
Cal | pitter - Prosthetic Kit USA RIB-PROS
Cai |Ball Attachment Instrument for silicones inserting

and removing BA-INS
B6 |Tru 70 Adapter to Hex 6.35 CRD
Cai Cap for Hand Tightening CRHD
Cai  |prill Extender with External Irrigation DEX
Cal | prill Extender with Internal Irrigation DIX
Cai Direction Pin for 3.0 Implant DP-3.0
Cal |pirection Pin for 3.3 Implant DP-3.3
Cai  (pjrection Pin for 3.75 Implant DP-3.75
Cai

Direction Pin for 4.2 Implant

DP-4.2

Ritter
Implants
GmbH &

Co.KG/

birc

Ritter
Implants
GmbH &

Co.KG/

birc

Cong ty
TNHH
Binh Viét
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Implant
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thuat cim
vao xuong
ham mat
rang toan
ham hoac
ban ham

Cai

Direction Pin for 5.0 Implant

DP-5.0
Cai  [pirection Pin for 6.0 Implant DP-6.0
Cai Drill Stopper 10 mm DS-10
Cal | prijl Stopper 11.5 mm DS-11.5
Cai |pril Stopper 13 mm DS-13
Cal  |prill 2.0 Stopper Kit ( 6 different lengths) DS-2.0-Kit
Cai |priln2.5 Stopper Kit ( 6 different lengths) DS-2.5-Kit
Cai  |pril 2.8 Stopper Kit ( 6 different lengths) DS-2.8-Kit
Cai |prinn 3.2 Stopper Kit ( 6 different lengths) DS-3.2-Kit
Cai Drill 3.65 Stopper Kit ( 6 different lengths) DS-3.65-Kit
Cai Drill 4.2 Stopper Kit ( 6 different lengths) DS-4.2-Kit
Cai Drill 5.2 Stopper Kit ( 6 different lengths) DS-5.2-Kit
Cai | prill Stopper 6 mm DS-6
Cai |prill Stopper 8 mm DS-8
Cai Handle Driver for Hex 6.35mm HDH
Cai Hand Hex Driver for Prosthetics, long for 1.29 Hex HHDA
Cal  |Hand Hex Driver for Prosthetics Long - Hex 1.29 HHDA-L
cai Hand Hex Driver for Prosthetics short for 1.29 Hex HHDA-S
Cal  |Hand Ratchet Hex for 6.35 mm HRM
Cai

Implant Deep Probe

IDP

Ritter
Implants
GmbH &

Co.KG/

birc

Ritter
Implants
GmbH &

Co.KG/

birc

Cong ty
TNHH
Binh Viét
brc
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Cai

Implant Deep Probe - Single end

IDP-S

Cai ,

Retentive caps extractor COD-EXT
Cai |Handle for inserting Silicone caps for Clicq

Overdenture COD-HND
Cal  |parallelometer Mandrel COD-PM
Cai . .

Inserter Rod for Silicon Caps (To use with COD-HND) COD-ROD
Cai |Motor Mount Length 22mm for Prosthetics (for Hex

1.29) MMA-22
Cai |Motor Mount Length 28mm for Prosthetics (for Hex

1.29) MMA-28
Cai |Motor Mount Self Loading Length 22mm (for Hex

2.43) MMIB-22
Cai |Motor Mount Self Loading Length 28mm (for Hex

2.43) MMIB-28
Cail |plastic Carrier for Ivory on 4/ On 6 Multi Unit MUL-PLC
Cai |Motor Mount Length 20mm for (NL) Implants (for

Hex 2.0) NL-MMIB-20
Cai |Motor Mount Self Loading Length 22mm for (NL)

Implants (for Hex 2.0) NL-MMIB-22
Cai |Motor Mount Self Loading Length 28mm for (NL)

Implants (for Hex 2.0) NL-MMIB-28
Cai (Ratchet Driver for Implant Long (for Hex 2.0) NL-RDI-L
Cai |Ratchet Driver for Implant Medium (for Hex 2.0) NL-RDI-M
4l 1Hand Hex Driver for 2.0 Narrow Line NL-SDH
Cai Parallel Pin Guide - Long 16mm PPL
Cai . .

Parallel Pin Guide - Short 10mm

PPS

Cai

Ratchet Driver for Prosthetics Long - Hex 1.29

RDA-L

Ritter
Implants
GmbH &

Co.KG/

birc

Ritter
Implants
GmbH &

Co.KG/

birc
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Cai

Ratchet Driver for Prosthetics Medium - Hex 1.29

RDA-M

Cai |Ratchet Driver for Prosthetics Short - Hex 1.29 RDA-S
Cai |Ratchet Driver for Prosthetics X Short - Hex 1.29 RDA-XS
Cai |Ratchet Driver for Implant Long (for Hex 2.43) RDI-L
Cai Ratchet Driver for Implant Medium (for Hex 2.43) RDI-M
Cai  |Ratchet Driver for Implant Short RDI-S
Cai |Ratchet Hex Driver for Overdenture Abutment RHD-0D
Cai Ritter - Instruments Box - Empty Box RIB
Cai .

Hand Hex Driver 1.29 SDH
Cai Tissue Punch Driver TPD
Cai

Torque Ratchet 0-35 Ncm TRU-35G
Cai Torque Ratchet with Tension Arm 70 Ncm TRU-70BG
Cai Clicq Overdenture Instrument Kit for silicones

inserting and removing COD-INS
Cal | Guided Pin D:1.3mm GPIN.13
Cai Guided Pin Sleeve GPIN-SLV
Cai |Guided Ratchet Driver Screw Receiving Barrel

6,5mm; D 5,1mm GRDIS-6.5
Cai |Guided Ratchet Driver Screw Receiving Barrel

6.5mm, D: 3.4mm NL-GRDIS-6.5
Cai |Guided Ratchet Driver Screw Receiving Barrel

12,5mm; D 5,1mm GRDIS-12.5
Cai |Guided Ratchet Driver Screw Receiving Barrel

12.5mm, D: 3.4mm

NL-GRDIS-12.5

Ritter
Implants
GmbH &

Co.KG/

birc

Ritter
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Cai

Guided Motor Mount Self-Loading Barrel 6.5mm, D:

5.1lmm GMMIO-6.5
Cai |Guided Motor Mount Self-Loading Barrel 6.5mm, D:

3.4mm NL-GMMIO-6.5
Cai |Guided Motor Mount Self-Loading Barrel 12.5mm, D:

5.1lmm GMMIO-12.5
Cai |Guided Motor Mount Self-Loading Barrel 12.5mm, D:

3.4mm NL-GMMIO-12.5
Cai |Guided Ratchet Driver Self-Loading Barrel 6.5mm, D:

5.1lmm GRDIO-6.5
Cai |Guided Ratchet Driver Self-Loading Barrel 6.5mm, D:

3.4mm NL-GRDIO-6.5
Cai |Guided Ratchet Driver Self-Loading Barrel 12.5mm,

D: 5.1mm GRDIO-12.5

Ritter
Implants
GmbH &

Co.KG/

birc

Ritter
Implants
GmbH &

Co.KG/

birc

Ritter
Implants
GmbH &

Co.KG/

birc

62/36
Truong
Cong
binh,
Phuong
14, Quan
Tan Binh,
Thanh
Pho HO
Chi Minh
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