CONG HOA XA HOQI CHU NGHIA VIET NAM

Doc 1ap - Tu do - Hanh phuc

Ha Noi, ngay 18 thang 01 nam 2023

VAN BAN THONG BAO CAP NHAT
Thong tin trong hd so dang Ky luu hanh
trang thiét bi y té thudc loai A

Cdp nhdt lan: 1
Kinh giri: SO Y té Ha Noi

1. S6 luu hanh: 180000471/PCBA-HN Ngay cap: 21/03/2018
2. Thong tin cap nhat:

bioMerieux Inc.

Dia chi chu sé hitu trang thiét bi y té: 100
Rodolphe Street, Durham North carolina
27712, USA

STT Noi dung di cip Noi dung cip nhat
1 Ho va tén: Flrorent Lionel Mulatero Ho va tén: CHEAH HON KHEONG
Djén thoai co dinh: 0432484969 D@én thoai c0 dinh: 024324849§9
S6 CMND/ Binh danh/ Ho chiéu: S6 CMND/ Binh danh/ Ho chiéu:
13FV00264 PE0404798
Noi cap: Pai str quan Phép tai Singapore Noi cap: Australia
2 Tén chu sé hitu trang thiét bi y té: Tén chu s6 hitu trang thiét bi y té:

bioMérieux Inc.

Dia chi chu sé hitu trang thiét bi y té: 100
Rodolphe Street, Durham North Carolina
27712, USA




hé théng:
https://dmec.moh.gov.vn/documents/101
82/7175808/upload 00207215 1520803
638424 .pdf?version=1.0&fileld=717590
0

STT Noi dung da cap Noi dung cap nhat

3 Danh s4ch don vi bao hanh: Danh sach don vi bdo hanh:
(1) M s6 thué: 3700303206 - 003 (1) M4 s6 thué: 3700303206 - 003
Tén co sé bao hanh: Cong ty TNHH Tén co s& bao hanh: Cong ty TNHH
DKSH Viét Nam DKSH Viét Nam
bia chi co s& bado hanh: Van phong dai Dia chi co s& bado hanh: Cong ty TNHH
dién Cong ty TNHH DKSH Viét Nam tai [ DKSH Viét Nam tai Thanh phé H6 Chi
Thanh phé H6 Chi Minh, Toa nha Viettel | Minh, Toa nha Viettel Complex, 285
Complex, 285 Cach Mang Thang Tam Céach Mang Thang Tam
Dién thoai cb dinh: (028) 3812 5848 Dién thoai ¢ dinh: (028) 3812 5848
Dién thoai di dong: Dién thoai di dong:
(2) M s6 thué: 2500413312 (2) M s6 thué: 2500413312
Tén co s& bao hanh: Cong ty c¢b phan Tén co s6 bao hanh: Cong ty c¢b phan
cong ngh¢ Lavitec cong ngh¢ Lavitec
Pia chi co s& bao hanh: Lo 8, CN18, Pia chi co s& bao hanh: Lo 8, CN18,
KCN Khai Quang, phuong Khai Quang, KCN Khai Quang, phuong Khai Quang,
TP.Vinh Yén, tinh Vinh Phuc TP.Vinh Yén, tinh Vinh Phuc
Dién thoai c¢b dinh: 02113846107 Dién thoai c¢b dinh: 02113846107
Di¢n thoai di dong: Di¢n thoai di dong:

4 Phu luc chi tiét thiét bi trong ho/ nhom/ Phu luc chi tiét thiét bi trong ho/ nhom/

hé thong:
https://dmec.moh.gov.vn/documents/101
82/40429545/upload 00003714 167403
1062079.pdf?version=1.0&fileld=40447
098

3. Tai liéu lién quan:

- Vin ban cong bé tiéu chuan 4p dung cua trang thiét bi y té thudc loai A.

+ Pon DK signed.pdf:
https://dmec.moh.gov.vn/documents/10182/40429568/upload 00003759 1674031091516.pdf
?version=1.0&fileld=40447138

- Tai liéu k¥ thuat mé ta chirc ning, thong sb k¥ thuit cua trang thiét bi y té do chu sd hiru
trang thiét bi y té ban hanh.
+ form 1 ( stamped ).pdf:
https://dmec.moh.gov.vn/documents/10182/7072161/upload 00125937 1519329757040.pdf?
version=1.0&fileld=7072200

- Ban tiéu chuan ma chu s hiru trang thiét bi y té cong bd ap dung.

+ DoC 1.pdf:
https://dmec.moh.gov.vn/documents/10182/7175858/upload 00207178 1520802658825.pdf?
version=1.0&fileld=7175861

- Tai liéu hudng dan sir dung cua trang thiét bi y té bang tiéng Viét; ddi véi trang thiét bi y té
nhap khau kém theo ban gbc bang tiéng Anh do chu sé hitu trang thiét bi y té ban hanh.




+ User Manual - 514820-1EN2 - 2021-06 - en - BacTALERT 3D DualT - B.50--
VN.pdf:
https://dmec.moh.gov.vn/documents/10182/40429568/upload 00003807 1674031170753.pdf
?version=1.0&fileld=40447194

+ User Manual - 514820-1EN2 - 2021-06 - en - BacTALERT 3D DualT - B.50.pdf:
https://dmec.moh.gov.vn/documents/10182/40429568/upload 00004523 1674031768439.pdf
?version=1.0&fileld=40447726

+ User_Manual - 050574-01 - en - 2019-08 - BACTALERT_ VIRTUO_System R3.0--
116.3m VN.pdf:
https://dmec.moh.gov.vn/documents/10182/40429568/upload 00004944 1674032035921.pdf
?version=1.0&fileld=40448082

+ User Manual - 050574-01 - en - 2019-08 - BACTALERT VIRTUO System
R3.0_compressed.pdf:
https://dmec.moh.gov.vn/documents/10182/40429568/upload 00005204 1674032199090.pdf
?version=1.0&fileld=40448226

+ Package Insert - 043259 - 01 - en - 259789 VN.pdf:
https://dmec.moh.gov. vn/documents/ 10182/40429568/up10ad 00005228 1674032219190.pdf
?version=1.0&fileld=40448242

+ Package Insert - 043259 - 01 - en - 259789.pdf:
https://dmec.moh.gov.vn/documents/10182/40429568/upload 00005360 1674032258636.pdf
?version=1.0&fileld=40448318

+ Package Insert - 043260-01 - en - 259790 VN.pdf:
https://dmec.moh.gov. vn/documents/ 10182/40429568/upload 00005498 1674032281770.pdf
?version=1.0&fileld=40448362

+ Package Insert - 043260-01 - en - 259790.pdf:
https://dmec.moh.gov.vn/documents/10182/40429568/upload 00005577 1674032310940.pdf
?version=1.0&fileld=40448394

+ Package Insert - 050794 - 04 - en - 279044 VN.pdf:
https://dmec.moh.gov.vn/documents/10182/40429568/upload 00005631 1674032337714.pdf
?version=1.0&fileld=40448434

+ Package Insert - 050794 - 04 - en - 279044 .pdf:
https://dmec.moh.gov.vn/documents/10182/40429568/upload 00005726 1674032366682.pdf
?version=1.0&fileld=40448474

+ Package Insert - 050795 - 04 - en - 279045 VN.pdf:
https://dmec.moh.gov.vn/documents/10182/40429568/upload 00005746 1674032388466.pdf
?version=1.0&fileld=40448490

+ Package Insert - 050795 - 04 - en - 279045.pdf:
https://dmec.moh.gov.vn/documents/10182/40429568/upload 00005766 167403240843 1.pdf
?version=1.0&fileld=40448498

+ Package Insert - 043784-03 - en - 410851 VN.pdf:
https://dmec.moh.gov. vn/documents/ 10182/40429568/upload_00005774 1674032435189.pdf
?version=1.0&fileld=40448514

+ Package Insert - 043784-03 - en - 410851.pdf:
https://dmec.moh.gov.vn/documents/10182/40429568/upload 00005812 1674032454954 .pdf
?version=1.0&fileld=40448548

+ Package Insert - 043785-01 - en - 410852 VN.pdf:
https://dmec.moh.gov.vn/documents/10182/40429568/upload 00005861 1674032471063.pdf
?version=1.0&fileld=40448602

+ Package Insert - 056200 - 01 - en - 410853 VN.pdf:
https://dmec.moh.gov. vn/documents/101 82/40429568/upload 00005897 1674032526167.



pdf?version=1.0&fileld=40448610

+ Package Insert - 056200 - 01 - en - 410853.pdf:
https://dmec.moh.gov.vn/documents/10182/40429568/upload 00005981 1674032555520.pdf
?version=1.0&fileld=40448650

- MAu nhén trang thiét bi y té.

+ Sub-label BTA 3D Right combination Module 200290.pdf:
https://dmec.moh.gov.vn/documents/10182/40429568/upload 00004011 1674031382097.pdf
?version=1.0&fileld=40447330

+ Sub-label BTA 3D Left combination Module 200291.pdf:
https://dmec.moh.gov.vn/documents/10182/40429568/upload 00004055 1674031419233.pdf
?version=1.0&fileld=40447378

+ Sub-label BTA 3D_Control Module 210147.pdf:
https://dmec.moh.gov.vn/documents/10182/40429568/upload 00004132 1674031442204.pdf
?version=1.0&fileld=40447442

+ Sub-label BTA 3D Left Incubation Module 210159.pdf:
https://dmec.moh.gov.vn/documents/10182/40429568/upload 00004227 1674031472626.pdf
?version=1.0&fileld=40447498

+ Sub-label BTA 3D_Right Incubation Module 210161.pdf:
https://dmec.moh.gov.vn/documents/10182/40429568/upload 00004247 1674031503240.pdf
?version=1.0&fileld=40447506

+ Sub-label VIRTUO B Unit 411661.pdf:
https://dmec.moh.gov.vn/documents/10182/40429568/upload 00004324 1674031523963.pdf
?version=1.0&fileld=40447530

+ Sub-label VIRTUO A Unit 411660.pdf:
https://dmec.moh.gov.vn/documents/10182/40429568/upload 00004332 1674031542317.pdf
?version=1.0&fileld=40447546

+ Sub-label - BTA SA - 259789.pdf:
https://dmec.moh.gov.vn/documents/10182/40429568/upload 00004340 1674031573835.pdf
?version=1.0&fileld=40447562

+ Sub-label - BTA SN- 259790.pdf:
https://dmec.moh.gov.vn/documents/10182/40429568/upload 00004367 1674031628158.pdf
?version=1.0&fileld=40447606

+ Sub-label - BTA BPA- 279044 .pdf:
https://dmec.moh.gov.vn/documents/10182/40429568/upload 00004387 1674031655748.pdf
?version=1.0&fileld=40447626

+ Sub-label - BTA BPN- 279045.pdf:
https://dmec.moh.gov.vn/documents/10182/40429568/upload 00004427 1674031684246.pdf
?version=1.0&fileld=40447642

+ Sub-label - BTA FA Plus- 410851.pdf:
https://dmec.moh.gov.vn/documents/10182/40429568/upload 00004435 1674031705069.pdf
?version=1.0&fileld=40447658

+ Sub-label - BTA FN Plus- 410852.pdf:
https://dmec.moh.gov.vn/documents/10182/40429568/upload 00004455 1674031722955.pdf
?version=1.0&fileld=40447666

+ Sub-label - BTA PF Plus- 410853.pdf:
https://dmec.moh.gov.vn/documents/10182/40429568/upload 00004459 1674031736174.pdf
?version=1.0&fileld=40447674



Co sé xin cam két:
Chép hanh nghiém chinh cic quy dinh cta phap luat Viét Nam;
Chiu trach nhi¢ém trudce phap luat vé tinh chinh xé4c ctia ndi dung hd so cap nhat.

Nguwoi dai dién hgp phap caa co s&¢
(Ky tén, ghi ho tén day di, chirc danh)
Xdc nhdn bang déau hodc chir ky s6
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BANG KE CHI TIET TRANG THIET BI Y TE

QuUY
o CACH | TENCOSO | TENCOSO
ST | TEN TRANG , . .| PONG | SANXUAT/ |CHUSOHUU/| TEN COSO| PIA CHI CO SO BAO
T | THIET BIY TE TI}gH CHUNG LOAISAN PHAM| = - HANG,NUOC | HANG, NUOC | BAO HANH HANH
(NEU | SANXUAT |CHUSOHUU
CcO)
Cai |BacT/Alert 3D Right . L. . f
{ Combination Module b10Mer1e1~1x Inc./ blOMerlel}X Inc./
Ma: 200290 My My
Cai |BacT/Alert 3D Left bioMéri Inc/ |bioMeéri Inc./
. . 10VICrieux Inc. 10VICricux Inc.
2 C0~rnb1nat10n Module M M 1. L6 8, CN18, KCN Khai
Mai: 200291 y y . .
— Quang, phuong Khai Quang,
Cai |BacT/Alert 3D Control Module . . . . " 2 ~ N -
N BioMerieux Inc./ |BioMerieux Inc./|1. Cong ty Co |TP.Vinh Yén, tinh Vinh
3 Mi: 210147 X oA .
My My Phan Cong Phuc.
o i .| Cai [BacT/ALER 3D Left Incubation o o Nghé
4 112/1121}1, 3?1}?3%‘;1:}1;3'5 Module b10Mer1el~1X Inc./ b10Mer1el~1X Inc./ || AVITEC 2. Viin phong dai dién Cong
e o Ma: 210159 My My ty TNHH DKSH Viét Nam
& dong. Céi  [BacT/ALERT 3D Right 2.Congty |tai Thanh phé HO Chi Minh,
5 Inc~1‘1bation Module BioMeriellx Inc./ BioMeriellx Inc./|TNHH DKSH |Toa nha Viettel Complex,
Ma: 210161 My My Viét Nam 285 Cach Mang Thang T4m,
= Phuong 12, Quan 10, TP.HS
Cai  |BacT/ALERT VIRTUO bioMérieux Inc./ |bioMérieux Inc./ Chi M-g h Q
6 Ma: 411 661 - N 1 Min
My My
Cai  [BacT/ALERT VIRTUO bioMérieux Inc./ |bioMérieux Inc./
7 Mi: 411 660

My

My
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11

12

13

14

Thubc thi, chat
hiéu chuén, vat
lidu kiém soét
ding cho may cay
mau

Hoép |BacT/ALERT SA . . . .

Ma: 259789 100 chai/ bioMérieux Inc./ [bioMérieux Inc./
hop il il

Hop f/{a;l;/?g%];(l)ﬁ SN 100 chai/ | BioMerieux Inc./ (BioMerieux Inc./
| hop My My

Hop [BacT/ALERT BPA 100 chai/ | bioMérieux Inc./ | bioMérieux Inc./
Ma: 279044 hop My§ My

Hop |BacT/ALERT BPN 100 chai/ | BioMerieux Inc./ [BioMerieux Inc./
Ma: 279045 h@p M}~/ M}~/

Hop ﬁﬁcz/llggflRT FA Plus 100 chai/ bioMérieux Inc./ |bioMérieux Inc./
v hop My My

Hop I\I/BIZCZ/II(\);?ZRT FN Plus 100 chai/ BioMerieux Inc./ [BioMerieux Inc./
' hop My My

Hop 1\]/3[;(:1/1[3;5E3RT PE Plus 100 chai/ | PioMerieux Inc./ (bioMérieux Inc./

hop

My

My
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