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NOI DUNG:

Gi®i thiéu Thong tw s6 14/2020/TT-BYT ngay
10/7/2020 cta Bé trwérng B Y té quy dinh
mot s6 ndi dung trong dau thau TTBYT tai

co s& y té cong lap

Hwéng dan dang tai va tra ctru két qua lwa

chon nha thau



Vin ban quy pham phap luat vé TTBYT
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- Nghi dinh s6 36/2016/ND-CP ngay 15/5/2016, Nghi dinh s6 169/2018/ND-CP ngay
31/12/2018, Nghi dinh s6 03/2020/ND-CP s6 36/2016/ND-CP ngay 01/01/2020 ctia Chinh
phu vé quan ly trang thiét bi y té.

- Thong tu s6 39/2016/TT-BYT ngay 28/10/2016 quy dinh viéc phan loai TTBYT.

- Théng tu s6 46/2017/TT-BYT ngay 15/5/2017 quy dinh chi tiét mot s6 diéu ctia Nghi
dinh s6 36/2016/ND-CP.

- Thong tu s6 14/2018/TT-BYT ngay 15/5/2018 ban hanh Danh myc TTBYT kém mai so
HS.

- Théng tu s6 14/2020/TT-BYT ngay 10/7/2020 quy dinh mot s6 ndi dung trong dau thau
TTBYT tai co so'y té cong 1ap.

K& hoach tiép theo:
- Thong tu ban hanh danh muc TTBYT phai kiém dinh vé an toan va tinh niang k¥ thuat.

- Thdng tu quy dinh vé quan 1y, st dung trang thiét bi y té tai co s& khdm bénh, chita bénh.
- Thong tu quy dinh chi tiét vé ho so k¥ thuat chung ASEAN (CSDT).
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Théng tw s6 14/2020/TT-BYT

Chwong I. Quy dinh chung
Diéu 1. Pham vi diéu chinh
Diéu 2. Pham Vi &4p dung
Piéu 3. Ap dung cé4c quy dinh cua phép luat vé dau thau
Piéu 4. Quy dinh vé phan nhém va viéc du thau vao cac nhom cia goi thau trang thiét bi y té
Piéu 5. Bo c4o két qua lua chon nha thau trang thiét bi y té
Chuong II. Ké hoach lwa chon nha thau
Diéu 6. Lap ké hoach lya chon nha thau
Piéu 7. Yéu cau vé k¥ thuat khi xay dung hd so moi thau, ho so yéu cau
Piéu 8. Gia gdi thau
Piéu 9. Ho so phé duyét ké hoach lya chon nha thau
Chuwong III. Piéu khoan thi hanh
Diéu 10. Hiéu lyc thi hanh
Piéu 11. Piéu khoan chuyén tiép
Diéu 12. T6 chire thuc hién

Phu luc s6 I: Danh sach cac nuéc tham chiéu

Phu luc s6 I1: Mau béo céo két qua Iwa chon nha thau cung cap trang thiét bi y té chuyén ding
Phu luc s6 111: Mau béo c4o két qua lra chon nha thau cung cap trang thiét bi y té khac

Phu luc s6 1V: Noi dung yéu cau cau hinh, tinh niang k¥ thuat cta trang thiét bi y té chuyén ding
Phu luc s6 V: Mau béo céo tinh hinh vi pham trong dau thau



Théng tw s6 14/2020/TT-BYT
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Mt s6 diém méi quy dinh trong Thong tw 14/2020/TT-BYT:

1. Phén nhom d6i TTBYT

Uy quyén trong cung cap d6i voi TTBYT tham du thau

Thuc hién cdng khai, minh bach két qua lwa chon nha thau va quy dinh viéc
tham khao gia tring thau dugc cdng bd khi 1ap du toan gia goi thau

Thuc hién chu trrong ung ho phat trién san xuat trong nudc

Quy dinh minh bach mau xay dung cau hinh, tinh ning k¥ thuat

Tinh hop 16 ctia nha thau va TTBYT duy thau

Trach nhiém cua Thu trudng Cac co sd Y té trong xac dinh nhu cau, ké hoach
stt dung TTBYT va chi dao cong tac dau thau, mua sam va vai tro tham muu
ctia Phong Vat tu Thiét bi y té hodc bo phan quan Iy TTBYT va Hoi dong
khoa hoc tai co so.

L N

~N o O b
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Piéu 1. Pham vi diéu chinh

1. Phan nhém.

2. Bdo c4o thyuc hién dau thau.

3. Lap ho so.

4. Ké hoach lua chon nha thau mua sam TTBYT
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Diéu 2. Pham vi ap dung

1. Ap dung ddi v&i viéc mua sam TTBYT tai cac co s& vy té
cong 1ap st dung mdt trong cac nguén kinh phi: Ngudn chi
thwdng xuyén NSNN, ngudn von sw nghiép, von tin dung, von
hé tro phéat trién chinh thiec (ODA), Ngudn thu phi, & phi;
Nguoén kinh phi tir thu hoat déng sw nghiép, quy phat trién;
Nguén quy bao hiém y té va Ngudn thu hop phap khac.

2. Khéng ap dung doi voi cac trwong hop mua sam TTBYT
do Nha nwdc dat hang hodc giao ké hoach thwc hién theo quy
dinh cia Nghi dinh s6 32/2019/ND-CP ngay 10/4/2019 cua
Chinh phu
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Piéu 3. Ap dung quy dinh ciia phap luit vé dau thau

Ngoal cac quy dinh tai Thong tu 14/2020 thuc hién
theo cac quy dinh ctia Luat dau thau s6 43/2013/QH13,
Nghi dinh s6 63/2014/ND-CP va cac vin ban huéng
dan dau thau co lién quan.
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Piéu 4. Quy dinh vé phan nhom va viée du thau vao cac nhom ciia goi
thau TTBYT
Cac nudc duoc chia lam 3 loai
TC: Tham chiéu = Chau Au (29) + My + Nhat Ban + Uc + Canada = 33
VN: Viét Nam
Kh: Cac nudce khac (ngoai trir TC, VN)

Phan nhém Giay phép / FSC Nwérc san xuat
Nhom 1 2 FSC Nwéc tham chiéu / Viét Nam
Nhom 2 2 FSC Khéng thudc nuéc tham chiéu/VN
Nhom 3 1 FSC Nwéc tham chiéu / Viét Nam
Nhém 4 1 FSC Khéng thudc nwéc tham chiéu/VN
Nhém 5 S6 lwu hanh tai Viét Nam Viét Nam

Nhom 6 Khong thudc 5 nhom trén




Phu luc sé | '
DANH SACH CAC NUOC THAM CHIEU
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1. Cac nwée khu vee Chau Au:

- Cong hoa Ao; - Cong hoa Romania;

- Cong hoa Ba Lan; - Cong hoa Séc;

- Cong hoa Bd Pao Nha; - Cong hoa Sip;

- Cong hoa Bulgaria; - Cong hoa Slovakia;

- Cong hoa Croatia; - Cong hoa Slovenia;

- Cong hoa Estonia; - Cong hoa Tay Ban Nha;
- Cong hoa Hungary; - Cong hoa Y;

- Cong hoa Hy Lap; - Pai céng quoc Luxembourg;
- Cong hoa Ireland; - Lién bang Thuy S¥;

- Cong hoa Latvia; - Vuong qudc Anh;

- Cong hoa lién bang Puc; - Vuong qudc Bi;

- Cong hoa Litva; - Vuong quéc Pan Mach;
- Cong hoa Malta; - Vuong qudc Ha Lan;

- Cong hoa Phan Lan; - Vuong qubc Thuy Pién.
- Cong hoa Phap;

2. Hop ching quéc Hoa Ky.
3. Nhat Ban.

4. Thinh vwong chung Uc.
5. Ca-na-da.
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Diéu 4. (tiép)
2. Viéc xac dinh nudc san xuat trang thiét bi y té cin ¢ vao thong
tin ghi trén mot trong cac giay to sau day:
a) Giay phép nhap khau;
b) S6 Iwu hanh (bao gdm ca giay chirng nhan dang ky luu hanh);
¢) Giay chtmng nhan luu hanh tu do va giay chirng nhan dat tiéu

chuan quan Iy chat luong 1SO 13485.
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Diéu 4. (tiép)
3. Quy dinh vé viéc dy thau vao cac nhom cua goi thau TTBYT

| Duoc dy thiu vao nhom

5
5

ndm5 6

| 1c’>m6|6 |

=

=
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Nha thau Quyét dinh
tring thiu tring thiu
S6 Ding ky luu . o Ngay 5
| ren isin,| Changloni | nanh/Giky | Nam saof| Nute sin] PRI jang chid)] Dom vi Sblwgng| o\ oia |Clubinh tinh | Tén |Hinkthie| Tén | 0o g | ban | Timmi | o
TT | tnibe bj (Model) hép nhi xudt xudit xuile sohtu | tinh | "% |irang chdu| "AnR- thongsb | géi | lyachon | nhi thud sbop | on | 9 | cha
' 2 P k‘:l‘ll P (néuco) | thiu g k¥ thujt thiu | nha thiu thiu - 0';) mua sim
1 2 3 4 5 NG 7 JFd 9 10 11 12 13 14 15 16 17 18 19 20
1
2
3
4
5
6
HOA NHAI
BANG BAO GIA
N vién béo gid sau
cach Don gid da c6 VAT
STT M6 ta hﬂo’. 3". vit Tén thuong mal Hang San xudt | Nwee SX Qd“y ovT Chi tiét k§ thudt VAT % va chi phi khic
/—\ Phd I6p &i nréc doan 30cm, lwng’;:'llch catheter = 0.07
B6 hit huyét khdi Merit Medical 2 _ |inch - 0.08 inch; Buéng kinh trong t5i thidu = 1.78 mm-
1 |adng mach vanh ASAPLP Systems, Inc My calHop | C& | 03 mm: Tuomg thich day.ddn 0.014 inch; Dai 1400 mm; [ SIS0
Wire lumen: Buwdmg kinh ngoai <= 1.9mm,
To.HCM, ngdy (Ul thing O nam 701%
ke DAI DIEN CONG TY
Ghi chu:

Bang gié co gid tri trong vong 1 nam ké tir ngdy ky

———

B ——
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STT Tén Chang Cau Hang/  Hang/ Phan BDonvi Quy S6 DPongia Thanh Ghi
trang loai hinh, Nwéc Nwéc nhom tinh cach lwong (dacé tién cha
thiét tinh san chus®& (TT 14) déng VAT)
bi y nang xuat hivu goi
té ky

thuat
1
2
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BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
Dic 1ap - Tw do - Hanh phic

$0:14909NK/BYT-TB-CT Ha N, ngay 12 thing 3 nim 2020
Vv cip phép nhip khau TTBYT

Kinh gui; Cong ty TNHH Siemens Healthcare

Cin cir Thong tu 50 30/2015/TT-BYT ngay 12/10/2015 ciia Bo Y t quy dinh
viée nhdp khau trang thiét bi y té.

Xét ndi dung dé nghi tai cong vin so 01/SHV-QT-2020 ngay 3/1/2020 cia don
vi nhdp khau vé vige nhdp khau trang thict bi y té. BO Y té da to chirc hop tham dinh
ho so nhdp khiu va duyét cap giay phép nhap khau cac trang thiét bi y té (méi 100%)
theo danh muc nhu sau:

Giay phép nhap khau

BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
Dic lap - Tu do - Hanh phic

$0:15543NK/BYT-TB-CT Ha N, ngay 26 thing 5 ndm 2020
Vv cip phép nhap khiu TTBYT

Kinh giri: Cong ty TNHH Siemens Healthcare

Cin cir Thong tu s0 302015/ TT-BYT ngay 12/10/2015 ciia B Y té quy dinh
viée nhap khiu trang thiét bi y té.

Xét ni dung d¢ nghi tai cong vin so 79/SHV-QT-2020 ngdy 24/3/2020 cia
don vi nhap khau vé vige nhp khiu trang thiét bi y t6. BO Y 6 d to chic hop thim
dinh ho so nhp khau va duyét cap giay phép nhdp khau cac trang thit bi y € (moi
100%) theo danh myc nhu sau;

HANG, | HANG, HANG, | HANG,
. .. HANG, NUGC | NUGC \ , HANG NUGC | NUOC
TEN TRANG THIET BI . . . \ ) o e )
TT Ve | CHONGLOAT | NUGCSAN | CHUSO | PHAN T | TEN TRAS%THIET Bl chiNGLomt | NUGCSAN | cHUSG | pmAN
XUAT HUU | PHOI XUAT HUU PHOI
Nen ey (néu cd) el oo (néu cd)
Heé thfmg chup cong hudng Siemens Siemens ; Siemens Siemens
I |70Teslaviphukin | MAGNETOM Tera geahhcm Healthcare || HetongCamviphy oy e
‘ mbH, GmbH, kién kém theo . Put. Ltd,,
kém theo G G Ltd., India India
- oy N P
\/ \/
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Sy TE PO Ciismyg CONG HOA XA HOI CHU NGHIA VIET NAM SO'Y TE HANOI CONG HOA XA HQI CHU NGHIA VIET NAM

AL A , Doc lap - Tw do - Hanh phiic
Dqc lap - Tw do - Hanh phuc _—

' ‘ $6: 200001430/PCBA-HN Thanh p,":ci Ha Néi, ngay 14 thang 08 nam 2020
S0: 200001458/PCBA-HCM Tp Ho Chi Minh, ngay 28 thang 08 nam 2020
PHIEU TIEP NHAN
PHIEU TIEP NHAN H0 so cong b tiéu chuéin Ap dung ciia trang thiét bi y té thuje loai A

Ho so cong bo tiéu chuan dp dung cila trang thiét bi y t¢ thudc loai A
1. Tén co 5o cong bo: CONG TY CO PHAN KANPEKI NHAT BAN
2. Dia chi: Biét thy sb 35, BT 5, Khu d6 thi Phap Van Tt Hiép, Phuong Hoang Liét, Quan Hoang

1. Tén co 56 cong bd: CONG TY TNHH ROCHE VIET NAM Mai, Thanh phé Ha Ngi
2. Dia chi: Tﬁng 27, Toa nha Pearl Plaza, 561A Di¢n Bién Phu, Phuong 25, Quan Binh Thanh, 3. S6 van ban dé nghi cia co sa: 01/2020/CBA-KAN Ngay: 11/08/2020
Thanh phd Ho Chi Minh 4. Trang thiét bi y té thudc loai A
3. 80 vin ban dé nghi cia co so: 1204/20RV Ngay: 25/08/2020 Tén trang thiét bi y t¢: Phim kh X-quang y té
Chung loai/ma san phany 1 5 11x14, 14x17, 14x36, 14x51

4, Trang thiét bi y té thugc loai A

Tén trang thiét bi y té: Vit tur tiéu hao duge sit dung lam chit pha lodng mau két hop voi xét
nghi¢m mién dich. Dia chi
Chiing logi/mé san pham: Diluent Hepatitis A (11361252122)/ 11361252122 Tiéu cjfudn dp dung: 93/42/EEC
Tén co s sjmexdit Roche Diagnostics GmbH, Duc
Digsffi o 56 san xudt: Sandhofer Strasse 116, 68305 Mannheim, Dic

iéu chuan chat lrong san pham 4p dung: Tiéu chudn nha sén xuat

USA

6. Thong tin vé co s bao
(1) Tén co'so: CONG TY CO PHAN KANPEKI NHAT BAN

Dia chi: Biét thy sb 35 BTS, khu d6 th Phap Vin - Tt Higp, Phuong Hoang Ligt, Quén
Hoang Mai, Thanh phé Ha No1, Phuong Hoang Liét, Quan Hoang Mai, Thanh pho Ha Noi

Dién thoai ¢d dinh: 02436448899 Dién thoai di dong: 0913516010

. Thong tin vé chi s hiru trang thiét bi y té
Temghu s6 hiru: Roche Diagnostics GmbH, Dirc
Dia chi chrsecdyiiu: Sandhofer Strasse 116, 68305 Mannheim
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/
BO Y TE Ha Noi, ngay (date): Jf / 4 12020
Sé (No) ,{{ /2020/BYT-TB-CT

5 GIAY CHUNG NHAN
DANG KY LUU HANH SAN PHAM TRANG THIET B] Y TE SAN
XUAT TAI VIET NAM

CERTIFICATE

REGISTRATION FOR CIRCULATION OF
MEDICAL DEVICES MANUFACTURING IN VIETNAM

- Can cir Nghij dinh sé 75/2017/ND-CP ngay 20 théng 6 niim 2017 ciia
Chinh phi quy dinh chirc ning, nhi¢m vy, quy&n han va co cfu td chirc
cia Bo Y té;

Pursuant to Decree No. 75/2017/NP-CP dated June 20, 2017 issued
by Government stipulating the functions, tasks, authority and
organizational structure of the Ministry of Health;

- Cén cir Ludt Chét lugng san phdm, hang hoé ngay 21 thdng 11 nim
2007;

Pursuant toLaw on Quality of products and goods dated November
21%, 2007;

- Can cir Nghj dinh 56 36/2016/ND-CP ngay 15 thidng 5 nam 2016 cua
Chinh phii quy dinh vé quan ly trang thiét bj y té;

Pursuant to Decree No. 36/2016/ND-CP dated May 15, 2016 issued by
Government on the management of medical devices;

- Cén cir nghj dinh 169/2018/ND-CP ngay 31 thing 12 nim 2018 va
Nghj dinh 03/2020/ND-CP ngay 01 thdng 01 ni#m 2020 ctia Chinh phu
stra doi Nghj dinh 36/2016/ND-CP;

Pursuant to Decree No. 169/2018/ND-CP dated December 31, 2016 and
Decree No. 03/2020/ND-CP dated Jan 01, 2020 by the Government
amending Decree No. 36/2016/ND-CP.

- Can cir Thong tu s& 07/2002/TT-BYT ngdy 30 thang 5 nam 2002 cia
B§ Y té vé huéng diin dang ky luu hanh san phdm trang thiét bj y té.

Pursuant to Circular No. 07/2002/TT-BYT dated May 30, 2002 of the
Ministry of Health on guiding for circulation registration of medical
devices.

- Xét hd so va don dé nghj cip sb diing ky luu hanh san phim cua don
vi.

Having examination of documentation and application letter for

circulation of medical device submitted by the applicant.

Giay chirng nhan dang ky lwu hanh

BQ Y TE CHUNG NHAN
MINISTRY OF HEALTH CERTIFIES THAT

Nha san xufit (Manufacturer): Cong ty TNHH Chuyén giao Cong

nghé va Dich vu Y té.

Dia chi (Address): S6 26, Ngd 41 dudng An Duong Vuong,
Phudng Pha Thugng, Quan Tay Hd, Ha Noi, Viét Nam.

PUQC PHEP LUU HANH TAI VIET NAM SAN PHAM

HAS A PERMISSION TO CIRCULATE THE FOLLOWING
MEDICAL DEVICES IN VIETNAM

Tén sin pham Ma hlgu Tiéu chufin céng bb
Name of Products san phim Declared standard
Model
. g TCCS
May trg thd hdi sirc so sinh | Beluga - V1 10:2019/MTTS

S6 diing k¥ lwu hanh duge cip: 4/ /2020/BYT-TB-CT

(Registered number)
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Lioyd's
Register

Certificate of Approval

This is to certify that the Management System of:

Siemens Healthcare Diagnostics Inc.

511 Benedict Avenue, Tarrytown, NY, 10581, United States

has been approved by LRQA to the following stand

¥ s VP

David Derrick - Area Operations Manager UK & Ireland
Issued by: Lloyd's Register Quality Assurance
for and on behalf of: Lloyd's Register Quality Assurance Limited

This certificate is valid only in association with the certificate schedule bearing the same number on which the
locations applicable to this approval are listed
Current issue date: 1 January 2019 Onginal approval(s)
Expiry date: 31 December 2021 IS0 13455 8 February 2007
Certificate identity number: 10160935

Approval number(s): ISO 13485\-0911006" %)
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* P
The scope of this approval is appllc:m'ur‘/

Design, Development, Manufacture, Servicing and Distribution of In Vitro Diagnostic Medical Devices, In Vitro
Diagnostic Test Kits, In Vitro Diagnostic Reagents, In Vitro Diagnostic Analyzers/Software Used in the
Diagnosis, Management of Cancer, Genetic Testing, Prenatal Screening, Immune Status, Disease Status
Autoimmune Status, Drugs of Abuse, Cardiac Markers, Protein Metabolism, Endocrine Disorders, Blood
Analytes and Blood Components, Donor Screening, Transmissible Agents, Sexually Transmissible Agents,
Fertility Testing, Pregnancy Testing, Immunological Typing and Therapeutic Drug Monitoring, Manufacture of
—— —— Medica! Devices used for Blood and Tissue Sample Collection

100 avaiabie jn.
U vfma

o

1, Hanaa Ajarms, Vice President, heroby
certify thal 15 a rue and comrect copy
N\ dmuwuym:v‘r \
k| 7 3- A0 ye -

St es gratue ona’ *

[State of Maryland

Mm Arundet County @, 7

nghyuuh.rm, b
the Gndemigned.

u..n-m Apmire, pursonally sppuared
and igred this formgoing insnsment

[in witross wheeof | haraunto sat UKAS
my hond and officist Seat

LA vmad Misk) f
INotary Pubsc [ A.; 001
My comenis: oty 20/ 2021
L R v Lot i st s sy U Rugatr Gy s Lot LAGAL e rnprbes i, v oy e ey ot okt s 2 e 8
Lo P’ Ling? s Pupr susurnsd y 876 VA 2 o B by et 4 S0 5. SO 5 e Sranen
P Ve 8 Comact ol o et iy 4 -.......,..‘.,..... i cane ey ey ey P e 4 S 01t et

e 30 St 350, Hocaton, Tewes T7CT, D e T s
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Mau ISO

bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

By Royal Charter

This is to certify that:
Holds Certificate No: FM 526423

and op a Quality q System which ¢ lies with the requi of 1SO 13485:2016 for the
following scope:

Design and development, manufacturing, distribution and servicing of in vitro medical devices,
in vitro diagnostic reagents contained within a single use test card, in vitro diagnostic
analyzers and software used in the diagnosis and management of disease status, protein

bolism, endocrine disorders, blood analytes, blood ¢ and for blood gases
including near patient in-vitro dagnostk: devm

VO

For and on behalf of BSI:
Stewart Brain, Head of Compliance & Risk - Medical Devices
Original Registration Date: 2008-03-14 Effective Date: 2018-11-26
Latest Revision Date: 2018-11-26 Expiry Date: 2021-11-25
& Page: 1 of 2
.,2(.).,. | ..making excellence a habit”

ate remains the property of BSI and shall be returned mmediately upon regu
ronic certificate can be authenticat Printed copies can be validated af
To be read in conjunction with the scope above or the attached appendix,

w.sigroup.comOientDrectory

Americas Hesdquarters: BSI Group America Inc,
A Member of the BSI Group of Companies.

12950 Worldgate Deive, Sute 800, Hemdon, VA 20170-6007 USA
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DEPARTMENT OF HEALTH & HUMAN SERVICES Puisc Health Servics
Foed and Drug Admnstration

10803 New Hampshire Avecue
£xl

shver Speing. MD

Certificate No. 10400-6-2017
CERTIFICATE TO FOREIGN GOVERNMENT

In order to allow the importation of United States products into foreign countries , the U.S Food and Drug
Administration (FDA) certifies the following information concerning the product(s) to be exported listed below:

Name of Manufacturer/Distributor, Address
See Attached List

Name of Product(s)
See Attached List

(Three Pages) (One Page)

The product(s) described above {and the manufacturing/distribution site(s) which produces/distributes it) is subject
to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.

It is certified that the above productis) may be marketed in, and legally exported from, the United States of
America at this time. The manufacturing plant(s) in which the product(s) is produced is subject to periodic
inspections. The last such inspection showed that the plant(s), at that time, appeared to be in substantial
compliance with current good manufacturing practice requirements for the product(s) listed above.

-7 SRy
“)(";4(,“_, 4 7 2&(.0'77?’52-7:/ -
Robin W. Newman MSN EdD CPNP
Director
Office of Comphlance
Center for Devices and Radiclogical Health
U.S. Food and Drug Administration, DHHS

This certificate is valid from June 06, 2017 to June 05, 2019.

8 i SR

FSC - My

Siemens Medical Sokstcns USA, Inc
655 Eaat Middlafield Road
Mountan View, CA USA 94043

Name of Manufacturer
Manufacturing Facility

Siemens Medical Sokitons USA, Inc.
2500 Milbrock Dr.

Name of Product(s)

1 ACUSON S1000™ Piagnestic Ultrasound System and Supported Transducers

7CF2
7CF1
IEVFE
MCE4
1418
sLa

o

4C1

4Pt
VEMs
ECo4
avic
14LSSP
16L6HD
1214
6C2
10v4
ava
AcuNav aF
AcuNav 10F
owe
oS
EVSCa

7CE1
SEVF4
MC2-4
14L8
e
w1
4C1

ECIHD
VEMs
ECo4
Vic
141589
14L58V
15L6HD
1214

2 ACUSON $2000™ ABVS|Diagnossc Ultrascund System

3 ACUSON S2000™|Diagnastic Ulrasound System and Supported Transducens

Pubiic Heallh Secvice




It is hereby certified that the following medical devices marketed by Hitachi, Ltd.,
66, Marunouchi 1-chome, Chiyoda-ku, Tokyo, Japan are manufactured under our
supervision as stipulated in the Ph icals, Medical devi and Other
Therapeutic Products Act of Japan, and are certified by Certification Body to be

&

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN

2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

marketed in Japan.

Medical

Name of Regi rtification Body :  As per attached

No.

2-1, Shintoyofuta, Kashiwa-shi, Chiba, 2770804 JAPAN

For legalization by the forcign consul in J;
!hisiswmtifylhnttheSalaﬂimdtomisMﬁ&
is genuine,

Tokyo, 16518 218 T. Tanaka

MO Foreign Affa
mnis|
{Consular Service Dl%&on)

3825

Hitachi Healthcare Manufacturing, Ltd. Analytical Systems Kashiwa Factory

Kiyohito Nakai
D il ll. R, 1 Dem Woal ey Divisi
Pharmaceutical Safety and Envi 1 Health B

Tokyo, date oy, 14 2019 K
A 7
TN D

Ministry of Health, Labour and Welfare

[Attachment 1 of 1]

Medical devices :

1 Di ic Ultr d Sy:

ALOKA LISENDO 880 with Accessories

2 Diagnostic Ultrasound System ALOKA ARIETTA 850 with Accessories

6 Di stic Ult d Syst
7 Di ul d Systs
8 Diag Ul dS
9 Diagnostic Ul ds

ARIETTA V70 with Accessories
ARIETTA V60 with Accessories
ARIETTA 65 with Accessories
ARIETTA 50 with Accessories

10 Diagnostic Ultrasound System ARTETTA Prologue with Accessories

11 Diagnostic Ultr: d Sy ARTETTA Precision with Accessories
12 Ultrasonic Di ic Equipment F37 with A
13 Diagnostic Ultr: d System F31 with A
14 Ul ic Di ic Equip P d 2 with A
Name of Registered Certification Body :

1~11: TUV Rheinland Japan Ltd.

12~14 : TUV SUD Japan Ltd.
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Appendix 1/ Annexe 1 :

Manufacturer’s Certificate (o Cover Exports of Certificat du fabricant relatif i I'exportation
Australian Government Medical Devices des instruments médicaux

Department of Health

Therapeutic Goods Administration We, the undersigned, manufacturer of the

ng devices Nowus soussignés, fabricants des instruments ssvanis,

1) Devices - Instraments

CERTIFICATE OF FREE SALE

epoc Blood Analysis System (Class 111, Licence # 79357), including:

epoc Reader (Device [D 250939) - Test Card Reader, catalog numbers: HR-1002-00-00, HR-1R02-00-00

Certificate Number: 19/300

epoc Host (De:
00-00, HH-1R

ce 1D 250941) ~ Compating Device with Custom Software, catalog numbers: HH-1009-CA-00, HH-1R09-CA-00, HH-10(9-
00-00

z
p
Products: epoc BGEM (Device 1D 365816) - Single Use Blood Gas, Electrolyte and Metabolites Test Card with epoc Care-Fill Capiltary Tubes. catalog | /7
numbers: CT-1004-00-00, CT-1006-00-00, AT-0006-00-00 |/
[ ARTG Entry | Device Description | GMDN Code [class | epoc BGEM (Device 1D 1002649) - BGEM Test Cards catalog sumber: 10736515 2 [ 8
[191238 | Light, surgical | 12282 [1 | ‘
3o hereby certify that déclarans \ i
(a) ach device 15 manufactured, peoduced and sold in Canada n que chaque instrument est fabrigoé, produit el vendu au

L in accardance with the requirements of Canada's Food and Canada en confoemité de la Loi sur les aliments ef drogues du
Sponsor: frukesea Pty Ltd Pty LtINJ/A Planet Lighting Drugs Act and Regulations there under; and Canada et du riglemens qui en découle;
PO Box 251 have b facted bd g o [ ) hacun
] tests have been conducted In respect of each device and that h) que des essais omt CIE effectués pour chacun des instruments
BELLIN_GEN NEW 2454 the tests indicate that the nature of the s clamed o intrent que les déclarations faites
Australia be ohtainable through the ce and the sujet des avantages de I'utilisation des instraments en que
mance chary 150cs of each device ustified et au sujet de leurs caraciéristiques de perfarmance sont
o ustifié
Manufacture Dukesea Pty Ltd Pty Ltd T/A HJanet Lighting e
Tamarind Drive
BELLINGEN NSW 2454 i) Name of .\vlu‘ facturer - Nom dn fabricant
Australia \ EPOCAL INC., 2060 Whikley Road, Ottawa, Ontario K1G 3P5
The kinds of medical 3pefe are included in the Australian Register of
Therapeutic Goods (ARTG) 2 are available for supply and free sale in, or my
export from, Australia. Regulatory Affairs Manager
_ ) Tatle and Signature of Autharized Person
The sponsor has declared that the products set out above relate to the kinds of medical Titre et signature dé la personne autorisée
devices currently included in the ARTG as specified.
ey
\I ! W) )
IR
110 mﬂ'“-f‘x}' b Declared before me at the City of Otsawa, Provinge of Onsario. Canada Déclaration fait en ma présence &
L Y

Veronica Scola

Delegate of the Secretary
Export Section

4 September 2019

Australian Government

Department of Health

Therapeutic Goods Administration

PO Box 100, Woden ACT 26046 Aunstralia
Phone: 1800020 653

Email : info@tga.povan
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e V) \i> . ; —_— REPUBLIQUE FRANCAISE
I ( . . —
/ P
(Cv CCI PARIS ILE-DE-FRANCE
Direction générale adjointe en charge des acuons

internationales et eurcpéennes

m Direction des réseaux et partenariats intemationaux
e Service CLV
Medicines & Healthcare products
Regulatory Agency Certificat de Libre Vente pour I'exportation vers les pays non membres de I'Union Européenne
Free sale certificate for exportation to the non-EC Member States
151 Buckingham Patace Road
London SW1W 95Z dispositifs médi I de la directive n°93/42/CEE
United Kingdom medical dowcos covered by Directive 93/42/EEC
mhra.gov.uk [PARTIE A COMPLETER PAR LE DEMANDEUR|
Saction to be completed by the appicent
SAE 188/V11114/5 Catégorie du (des) dispositif(s): Dispositifs médi actifs: pompes de perfusion et de nutrition,
accessoires associés inclus
07/12/2017 10:54:51 Device(s) category : Active Medical Devices | Infusion and feeding devices, incl. accessories
Medicines and Healthcare Products Norsbae de pas on e - 13
; annex
Regulatory Agency , .
La désignation du (des) dispositif(s) apparait sur la(les) déclaration(s) CE de conformité du fabricant ou du
On behalf of the Department of Health brindatais (don) dRposi) oy ) (’

The name of the device(s) appears on the EC declaration(s) of conformily of the manufacturer or the authorized

CERTIFICATE OF FREE SALE FOR EXPORTATION OF MEDICAL PRODUCTS TO repe t;
VIETNAM 1s[J imd— #ald . bl

|
f

Nom et adresse du fabricant ou du mandata:ro
Name and @ 55 of the manufact: ;ET‘NAM
Fabricant / Manufacturer: FRESENIUS KABI AG, 61346 B3 Homburg, Germany 7 1 JAN. Ul

Name and address of Production sife (opfional): MR LI e | X .. ;
FRESENIUS VIAL S.A.S, Le grand Chemin, 38590 ins, France ., | : - .

rennfe—") .
entaires, certifie qui i ' g 1 \\‘
figurant sur la déclaration CE de conformité sont margués CE
directive n"93/42/CEE et répondent aux exigences essentielles de santé

#Tereby certified that, on the ba®tsgf information provided, the products named
below and detailed in the attached sched®g (if applicable), which are manufactured by;
Meditec International England Limited, haWg been affixed with the CE mark under
the Medical Devices Directive 93/42/EEC as trinsposed into UK legislation (UK Medical
Devices Regulations 2002 S| No. 618, as amenjied), and therefore may be freely sold
in all member states of the European EconomiglArea including the United Kingdom.

Nom et adresse du site de production (facuitatif)

ssigneé Eric Jague, Directeur aﬂalres
sive Care Equipment sont €. t que les dispositifs
SOUS ma respon:

agre appropnate Cemficales of Eze® Sale are issued as a service to UK exporters, A et de sécurité
Certifica g not be taken as a Government endorsement of any I the undersigned Eric Jague, regulatory affairs Director, declare that the information above-mentioned is comect and
the medical devices on the EC declaration of conformity are CE marked under my responsibily within the maanmg of the
product that is refe"ed to on the certificate. European directive n*93/42/EEC and fulfil the essential requirements of health and safety.

Make: Meditec Model: Anaesthesia and |

Yours sincerely, Date 111 Janvier 2019 / January 11th 2019 Signature : -
PARTIE RESERVEE A LA ‘CCIR PARIS IDF { /
S Section reserved for the administration
/f\ S Les dispositifs médicaux marqués CE en conformité avec la directive 93/42/CEE peuvent &tre mis sur le marché en
France et dans les autres Etats membres de |'Union eurcpéenne et parties a I'accord sur L'Espace économique
européen, et étre exportés vers les pays tiers, Ce cerificat de libre vente est valide & concurrence du maintien, par
S le i des ifs m ix concemés, d'une déclaration de rmité (DM de classe |), accompagnée le
Funmi Taiwo cas échéant, des certificals nécessaires délivrés par un organisme fie (TID | PSS ¢LE-DE WRIBNIBE Ce
3 MAR 2019 certificat de libre vente est utilisable uniquement & des fins d'exportatio Uniofijeuropéenne
Certificate of Free Sale Administration Team Le Responsable du département
Signed on Behalf of MHRA CCIR PARIS IDF des Facilitations du Commerce
! CCIR Paris IDFI%;;ATINE“;N_ jont. Dane 238 r MOHAMED
W wo Service des CeR P FAVED

2, rue Adolphe Jullien
75040 PARIS CEDEX 01

The medics! devices CE marked in conformity with the directive 93/42/CEE can be plsoodoa ¥
other Member states of the Ewopean Union and part of the Eurcpean Free Trade ASSocighon, arﬂ hee
EC Member Stafes This cerfificate is valid untl the mai e, by the fact the.-£o ptes, of @
declaration of conformity (Class | MD) together with when appropriale, the certificates deNI by
Im, Nla, ith, Il MD). This free sale certificate can only be used for exportation outside EUTM oy
R
N2

\ g
2, rua Adolphe Jullien — 75040 Parts Cedex 01 risddf. '%ﬂ *




Regierungsprisidium Kassel

Bescheinigung
nach § 34 Abs. 1

der gegenwiirtig giiltigen Fassung des Medizinpro-
duktegesetzes (MPG) zur Vorlage bei den
zustdndigen Behdrden / Stellen von

Vietnam

Es wird bescheinigt, dass die nachfolgend g

ten Medizinprodukte

= in Deutschland,

= inden Mitgliedstaaten der Européiischen Union und

= inden anderen Vertragsstaaten des Abkom-
mens {iber den Europiischen Wirtschafisraum

uneingeschriinkt verkehrsfihig sind,

Produkt / Produkte:
siehe beigefligte Produktliste

Der fir das lige Invetkehsbringen im Europdi
sdemschaﬁmmemonhchemdn§5MPG

Fresenius Kabi AG
61346 Bad Homburg
Deutschland

Es wird auch bescheinigt, dass der Hersteller durch das
CE-Kennzeichen zum Ausdruck bringt, dass dic Me-
dizinprodukte dic Grundlegenden Anforderungen

HESSEN

Certificate
according to § 34 (1)

of the Medical Device Act (MDA) in the current
valid version for presentation to the competent au-
thorities / bodies of

Viet Nam

It is certified that the following medical devices

can be marketed without restriction within

= Germany,

= the member states of the European Union and

+  the other states having a contractual agreement
with the European Economic Area.

Product / Products:
see product list attached

Responsible for first placing the product on the Eu-
ropean Economic Area market according to § 5 MDA:

Fresenius Kabi AG
61346 Bad Homburg
Germany

It is also certified that the manufacturer with the
CE-mark confirms that the medical devices fulfil
the essential requirements of the

der
Richtlinie 93/42/EWG des Rates Council Directive 93/42/EEC
vom 14.06.1993 of 14 June 1993
m der gegenwlmg gulngcn Fassung erfillen und | in the current valid version and that the required
iebene K ititsb s formil has been completed
f‘ahncn dumhgeﬂlhn wurde.

Produktliste zur Bescheinigung nach § 34 Abs. 1 MPG
Attachment to Certificate acc. § 34 (1) MPG

Artikel- | ProduktnameProductName
INFVPTS-VT-ED:! INfusia Infusion Pump
INFSP7S-VT-ED3 INfusia Syringe Pump

Postanschrit: Am Alten Stadtschioss 1 - 34117 Kassel B8 0049 561 106.0. E-Mail fsc-mpe@rpks hessen de
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FREE SALES CERTIFICATE
| Nr.: G-FSC-18-20099 ] valid until: [ 30 January 2021 ]
The SWISS AGENCY FOR THERAPEUTIC PRODUCTS

certifies herewith, that medical devices are regulated in Switzerland under the
Federal Law on Medicinal Products and Medical Devices (Law on Therapeutic
Products) of 15 December 2000 in force since 1 January 2002 and the Medical
Devices Ordinance of 17 October 2001 in force since 1 January 2002.

The following medical device(s) meets (meet) the legal requirements set out in the
Swiss Medical Devices Ordinance and which incorporates the Medical Devices
Directives of the European Union:

« Infusion Pump (A 717V, A718V)

« Syringe Pump (A 616S In Care/TCl)

« Accessories: ARGUS Docking Station, Transport Unit, Infusion Stand, Power
Distributor

« Infusion Sets, Extensi
& Co KG, Stig Husted-A
V86, IVIP 708).

« Syringes, manufactured by Codan Medical ApS, Fargeve] 4, DK-4970 Radby, Denmark.

Lines,

ed by CODAN Medizinische Geriite GmbH
11, D-23738 Lensahn, Germany (PVC L86-P, B88,

Therefore, the firm CODAN ARGUS AG, Oberneuhofstrasse 10, 6340 Baar,
Switzerland,

in conformity with the medical devices law of Switzerland is authorized to develop,
manufacture and/or sell on the Swiss market and to export into any country the CE
marked medical device(s) above-mentioned.

This certificate is valid until 30 January 2021

Bern, 31 January 2018

Fee: CHF 300.00

ofec vm_cosa 183000

Schwoltzarisches Meiimitalinstiul
irstul sulsss des produls Sarspeulioues

| Bihuto svizzero por gil agenti terapeutici
Swiss Agency for Tharspeutic Products

It 7| Post:

| CH-3000 Bem B | waw.swissmadc.ch | Tel, +41 538 462 02 11 | Fax +41 58 462 02 12

FSC - Thuy Sy /Y

Ninistero della Salute
DGOMF
0225872~P-08/05/2018

1.5.1.«,1/2018/718
|| ul”"“ " l |H” “H”W ””IH'” .
280128657

//J///&/?’/?( /é /

DIREZIONE GENERALE I)Fl DISPOSI1 IVIMEDICI E DEL SERV lLlO
FARMACEUTICO - UFFICIO 3

DGDMF/ATLP/L5.1e.1/2018/718

HAVING REGARD to Directive 93/42/EEC concerning medical devices:

HAVING REGARD to the Legislative Decree n. 46/97 and its following amendments implementing
Directive 93/42 EEC:

HAVING REGARD to the request with ref. 20289-A-11/04/2018 submitted by the Company BMI
Biomedical International S.r.l. located in Via Enrico Fermi, 52 Q/R — 24035 Curno (BG), Italy - VAT
No. 02298240165;

WHEREAS the company paid the fees required by the Ministerial Decree (D.M.) August 7t 2012;
HAVING REGARD to the official deeds:

ITISATTESTED

that. according to Directive 93/42/EEC, the Company BMI Biomedical International S.r.l. located in
Via Enrico Fermi, 52 Q/R — 24035 Curno (BG). Raly is the manufacturer and has marked CE as medical
device the following product: Metion Mobile X-Ray System.

The above mentioned product, according to the art. 4 of Directive 93/42/EEC. can freely circulate and can
be placed on the market in Italy and all over the European Union.

This document has been issued in a unique original version upon request of the manufacturer in order to

export medical devices to Countries outside European Union,

It is not allowed any reproduction or publication of this document by paper, press, electronic base or
websites.

Itis only allowed to show or to delivery it. upon request of the customs or Health Competent Authorities

of the importing country,

The Office Manager
. Anngagaria DONATO
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Australian Government
Department of Health
Therapeutic Goods Administration
CERTIFICATE OF FREE SALE
Certificate Number: 19/238
Products: Refer to Schedule 1 (attached)
Sponsor: Roche Diagnostics Australia Pty Limited
Locked Bag 2225
North Ryde NSW 1670
Australia
Manufacturer: Roche Diagnostics GmbH
Sandhofer Strasse 116
Germany
The kinds of medical devices in the are included in the Australian

Register of Therapeutic Goods (ARTG) and as such are avallable for supply and free sale
in, or export from, Australia.

The attached schedules are part of this certificate and contain product details supplied
by the sponsor. There are two (2) schedules comprising twenty five (25) pages attached
to this certificate.

The sponsor has declared that the products set out in the attached schedule(s) relate to
the kinds of medical devices currently included in the ARTG as specified.

\)wm&m&@k

Veronica Scola
Delegate of the Secretary 4
Export Section Ai :
23 July 2019 S

>

Australian Government

Department of Health

Mat hang Nhom 1

19/238 -

Australian Government
Department of Health
™ 2 Goods A dmini

* Manufacturing site:

(_anterbury Scientific Ltd., 71 Whiteleigh Avenue, Addington, Christchurch, 8011, New

77 ELEKTRONIKA Muszeripari Kft., Fehérvari Gt 98., 1116 Budapest, Hungary

Zealand o o o
PHC Corporation In Vitro Diagnostics Division, 2131-1 Minamigata, Toon Ehime, 791-
0395, Japan

Celestica Technology Co.. Ltd., No. 448, Suhong Middle Road, Suzhou Industrial Park,
Suzhou, Jiangsu 215021, China |

Nid W N |-

Diazyme Laboratories, 12889 Gregg Court, Poway, California, 92064, USA

Hitachi High-Technologies Corporation, 1-24-14 Nishi-Shimbashi Minato-ku, Tokyo 105-
8717, Japan

Hitachi Instrument (Suzhou), Ltd., Suzhou, No. 137, Fangzhong Street, Suzhou Industrial
Park, Suzhou, Jiangsu Province 215025, China

HTL-Strefa S.A., ul. Adaméwek 7, 95-035 Ozorkéw, Poland
PHC Corporation In Vitro Diagnostics Division, 2131-1 Minamigata, Toon Ehime, 791-
0395, Japan

a0l <]l
olojelv|a

11

12

_Nishiueno, Wakimachi, Mima, Tokushima, 779-3603, Japan

Cliniga Corporation, 495 Enterprise Street, San Marcos, CA 92078, USA
PHC Corporation In Vitro Diagnostics Division, Wakimachi Plant, 110 Oaza-Inoshiri-aza-

Roche Diagnostics (Suzhou) Ltd., No.259 Zhongyuan Road, 215028 Suzhou, Jiangsu, China

13

Roche Diagnostics GmbH, Nonnenwald 2, 82377 Penzberg, Germany

15

714

Roche Diagnostics GmbH, Sandhofer Strasse 116, 68305 Mannheim, Germany
Roche Diagnostics International Ltd., Forrenstrasse 2, 6343 Rotkreuz, Switzerland

16
17

=

Roche Molecular Systems, Inc., 1080 US Highway 202 South, Branchburg, NJ, 08876, USA
Siemens Healthcare Diagnostics, Inc., 500 GBC Drive, Mailstop 514, PO Box 6101, Newark,
Delaware 19714, USA .
Ventana Medical Systems, Inc., 1910 East Innovation Park Drive, Tucson, AZ, 85755, USA

Therapeutic Goods
PO Box 100, Woden

ARTG number Product name

Catalogue number | Manufacturing site *

Phone: 1800 020 65,
Email : info@tga.go

295712 Solution

cobas® Microbial Inactivation

08185476001 13

TN AN ~1 LI -

J10DU/ FreciLontrol Anti-HHs

11876317122 14

319764 cobas® MAI

08412138190 16 |1

319764

cobas® MAI Positive Control Kit

07544863190 16 |2

D21N"TLA PR, B N YT




Mat hang Nhom 1

MDGcH9

Badcn-Wﬁftfemberg

REGIERUNGSPRASIDIUM KARLSRUHE

der
nach § 34 Abs. 1
der gegenwartig goitigen Fassung des
Medizinproduktegesetzes (MPG)

zur Voriage bei den zustandigen Behorden / Stellen
von

Vietnam
Es wird igt, cass die r genannten
Medzinprodukte
. Deutschiand
« inden der Ex 1en Union und
= in den anderen des s

uber den Europaischen Wirtschaftsraum
uneingeschrankt verkehrsfahig sind

Produkt / P
and K

« siehe Anlage

Hersteller oder der fur das g

Certificate of Marketability
according to § 34 (1)

of the Medical Devices Law (MPG)
in the current valid version

for presentation to the competent authorities / bodies
of

Viet Nam

It is ied that the ing medical can
be marketed without restriction within
= Germany,
= the member states of the European Unson and
= the other states having a contractual agreement with
the European Economic Area

Product /
Product name and short dmnmnﬂ

= see annex

im T tsct d

Roche Diagnostics GmbH
Sandhofer Str. 116
68305 Mannheim
Deutschiand

Es wird auch bescheinigt, dass der Hersteller durch das
CE-Kennzeichen zum Ausdruck brngt, dass die
Medizinprodukte die Grundlegenden Anforderungen der

Rlcmﬂnl. MWEG des

Manuf: or those for first placing the
product in the Eurcpean Economic Area

Roche Diagnostics GmbH
Sandhofer Str. 116
68305 Mannheim
Germany

the manufacturer with the CE-mark confims that the
| medical devices fulfill the essential requirements of the

ind des Rates vom 27. Oktober 1998

Uber In-vitro-Diagnostika
in der tig goftigen 2g erfullen und das
nebene fahren
durchgefuhrt wurde

Di 98/T9/EC of the European Parfiament
and of the Council of 27 October 1998
on in vitro diagnostic medical devices

in the current valid version and that the required
formity vent has been

Die in der Anlage genannten Produkte werden als
Medizinprodukte
Die Voraussetzungen dazu sind in der Eurcpaischen
Richtiinie S&/79/EG und dem Medi:

| Expertise

hergestesit und in den Verkehr gebracht.

The enclosed listed products are manufactured and

piaced on the market as medical devices. The

respective requirements are regulated in the Eu
SBTNEC

sblik Det Die

Hersranmg der 0.g. Produkte entsprechend den GMP-
Forderungen in der Europaischen Union wird dadurch
fortigefohrt. da eines der wesentichen Ziele der Richtinie
SETHEC che A ung bzw. ung des
in den Mitghedsstaaten emeichten
Gesundheitsschutzniveaus ist

anufacture
| of the 3.m. products according to GMP requirements in
| the European Union is hereby continued, since
pe . of the
health protection level attained the rnember states is
one of the main cbjectives of directive 98/7VEC

a
durch den :

Note due to additional information by the

Hersteller:

Roche Diagnostics GmbH
Sandhofer Strasse 116
68305 Mannhesm
Deutschland

Manufacturer:
Roeho Dlagnosbcs GmbH
Strasse 116
58305 Mann
Germany

Nach Mittellung des Herstellers erfolgte die

The manuhc(ur.r r reportad the production of the

Produlnionsmnan.

k place in the following
manufacturing pl.-ntc

Produktionsstatte:
Produktliste 1

Roche Molecular Systems., Inc
1080 US Highway 202 South
Branchburg. NJ 08876

usa

Produktionsstitte:
Produktliste 2

Roche Diagnostics GmbH
Nonnenwald 2

82377 Penzberg
Deutschland

Manufacturing plant:
Product list 1

Roche Molecular Systems. Inc
1080 US Highway 202 South
Branchburg. NJ 08876

usa

Manufacturing plant:
Product list 2

Roche Diagnostics GmbH
Nonnenwald 2

82377 Penzberg
Germany

Produktliste / Product List

?Bduct Name

P/N

'Produktliste 1

Product list 1

cobas® MAI

Nucleic acid test for use on the cobas® 6800/8800 Systems

cobas® MAI

08412138190

cobas® MAI Posi

tive Control Kit

07544863190
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Piéu 6. Lap ké hoach lwa chon nha thau trang thiét bi y té
Ngoai viéc tuan thi cac quy dinh tai Luat dau thau s6 43/2013/QH13, Nghi dinh s6
63/2014/ND-CP va cac van ban hudng dan dau thau co lién quan, viéc 1ap ké hoach lya chon
nha thau phai tuan thu thém cac quy dinh sau day:
1. Ké hoach lya chon nha thau duoc lap hang nam hodc khi c6 nhu cau to churc lya chon nha
thau vdi cac can ctr sau day:
a) P6i v4i goi thau mua trang thiét b y té chuyén dung:
- Nguon kinh phi dugc giao
- Binh muc trang thiét bi y té chuyén dung duoc phé duyét theo quy dinh tai Thong tu
s6 08/2019/TT-BYT;
b) P6i v4i goi thau mua trang thiét b y té khac:
- Nguon kinh phi,
- Thuc té mua, str dung trang thiét bi y té ctia nam trude lién ké
- Dy kién nhu cau sir dung trang thiét bi y té trong nam dé lap ké hoach.
2. Tén gbi thau phai thé hién dugce tinh chat, ni dung va pham vi cong viée cua goi thau; phu
hop v&i ndi dung néu trong du an, du toan mua sam.
Truong hop goi thau nhiéu phan riéng biét, trong ké hoach lya chon nha thau can néu tén thé
hién noi dung co ban cta tirng phan.
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Piéu 7. Hwong din xay dung ho so moi thau, ho so yéu cau trang thiét bj y té

1. Thuc hién viéc phan nhom TTBYT, trong d6 mot ching loai TTBYT ¢ thé duoc phan
thanh mot hoac nhieu nhom khac nhau phu hop vai yéu cau chuyén mon, nhu cau su dung va
nguon Kinh phi.

2. Can clr vao yéu cau chuyén mén, nhu cau su dung dé xay dung yéu cau ky thuit cua
TTBYT.

3. Y&u cau nha thau cung cap:
- SO phicu tiep nhan cong bo du dicu kién mua ban TTBYT loai B, C, D;
- SO luu hanh hoac so giay phép nhap khau.

4. Quy dinh cu thé trach nhiém cua nha thau trong viéc ban giao, lap dat, dao tao, hudng
dan str dung dé bao dam hiéu qua, chat lwgng, an toan cho nguoi bénh va nhan vién sir dung.

5. Khong dua ra yéu cau/dinh hudng phai chao hang hda nhap khau khi hang hda trong
nudc da san xuat.
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Piéu 7. (tiép) — Phu luc IV
Yéu cau k¥ thuat cta trang thiét bi y té chuyén dung gém 4 phan sau:
1. Yéu ciu chung: Y¢éu cAu nam san xuat, mai 100%, tiéu chuan cta thiét bi, tiéu chuan hé théng quan ly chét
lugng ctia nha san xuat (ISO 13485, 1ISO 9001...), yéu cdu mdi truong hoat dong cua thiét bi (nhiét do, do am),
nguén dién su dung.
2. Yéu cau ciu hinh: Ghi rd hé thong/ méy (tén trang thiét bi y t&) kém phu kién tiéu chuan va néu 1o, day du
cac thanh phan chinh cdu thanh cta thlet bi y té, s6 lugng, don vi tinh.
3. Chi tiéu ky thuat Neu cac yéu cau toi thiéu sau:
a) Néu cac yéu cau vé muc dich str dung, nguyén 1y hoat dong, cong nghé cuia trang thiét bi y té;
b) Néu cac yéu cau vé chi tiéu k¥ thuat (néu cac chi tiéu k¥ thuat theo thr tu d3 néu tai muc yéu cau cdu hinh
cta thiét bi y té);
¢) Néu cac yéu cau k§ thuat thé hién chirc ning cua thiét bi, ngoai ra éu cac yéu cau chi tiét ctia thiét bi (néu
co):
- Yéu ciu vé cAu tao: cam bién, vat liéu ché tao, thiét ké...
- Yéu cau vé diéu khién: Nguyén 1y diéu khién (k¥ thuat s, co hoc...), phuong phap, cach thic (bang may
tinh, nat bAm trén may, ban diéu khién...), cac chtrc ning diéu khién (bing phan mém...)
- Yéu cau vé hién thi: Hién thi bz"mg chi bao co hoc, béng den LED, man hinh: n€u loai man hinh, kich
thude, d6 sang (néu o), do phan giai (néu co). ..
- Yéu cau vé cac chirc nang an toan, canh bao an toan.
- Yéu cdu vé kieém dinh, higu chuén.
-Yéu cau Ve phan mém u’ng dung, phan mém diéu khién.
-Yéu cau Ve kha ning két ndi glua cac thanh phan cta thiét bi, két ndi vai thiét bi khac.
- Yéu cau vé kha ning nang cdp, cAp nhat phan mém, cong nghé cua thiét bi.
4. Yéu ciu khac: Néu cic yéu cau vé bao hanh, bao tri, thoi gian cung cap, lp dat, kiém dinh, hudng dan sir
dung, dao tao, cung cap phu tung thay thé va vat tu tiéu hao, cac diéu kién thuong mai.
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Picu 7. (tiép) - Uy quyén

Théng tw so 14/2020/TT-BYT

Trwong hop 1

Trwong hop 2

Trwong hop 3

Chu s& hiru so lvu

Chu s& hiru TTBYT

4

To chikc, cd nhan duoc

T6 chikc, cA nhan dirng

(a) hanh TTBYT (d) . (g) téntrén G(PO;lhap khau
To chirc, cAd nhan dwoc To chikc, cd nhan duwoc To chic, cd nhan dwoc
b) \ " (d) ) N (h) \ w
uy quyén uy iuyen uy quyén (1)
() T6 chirc, cad nhan dwoc (o) To chikc, cd nhan duwoc
Uy quyén Uy quyén
Nghi dinh 36, 169 Khac Théng tw 30
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Dieu 8. Gia goi thau

1. Co s& xay dwng gia: tbng mirc dau tw, dy toan, tinh dung, tinh dd toan bd
chi phi.

2. GOi thau chia 1am nhiéu phan: méi phan déu phai ghi rd danh muc, s
lwong, don vi, don gia va tdng gia tri cta phan.

3. Tham khao gia TTBYT tring thau trong vong 12 thang da dwoc dang tai
trén Cong thong tin dién t& cla co quan c6 thAdm quyén phé duyét ké hoach Iwa
chon nha thdu va Bo Y té:

a) Gia ké hoach ctia TTBYT khéng dwoc cao hon gia tring thau cua trang
thiét bi y t& do da thwc hién hodc gia tring thau da cong bd. Trwong hop gia cao
hon phai giai trinh, thuyét minh cu thé;

b) DBbi v&i nhivtng TTBYT chwa ¢ gia tring thau dwoc dang tai, khi lap va xac
dinh gia goi thau trong ké hoach lwa chon nha thau can can ci theo céc tai liédu
hwéng dan cua Luat dau thau sd 43/2013/QH13, Nghi dinh sb 63/2014/ND-CP va
cac van ban hwéng dan dau thau co lién quan vé xay dwng gia goi thau bao dam
phi hop véi gia TTBYT do trén thi trwdng tai thei diém 1ap ké hoach lwa chon nha
thau.
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Piéu 5. B4o c4o tinh hinh thuc hién dau thau trang thiét bi y té

1. B4o cao két qua lya chon nha thau theo mau tai Phu luc s6 11 va Phu luc so 111 vé co
guan c6 tham quyén phé duyét ké hoach lya chon nha thau va Bo Y té (Vu KHTC).

2. Bang tai cong khai trén Cong thong tin dién tu.

3. Khi nha thau c6 vi pham trong qué trinh dau thau cung cap TTBYT, co sé Y té c6
trach nhiém bao céo cap c6 tham quyén dé xir ly theo quy dinh cta phéap luat vé dau thau
va xu ly vi pham.

Két qua xtr Iy vi pham phai dugc giri vé B Y té (Vu KHTC) dé tong hop va cong bo.



Il. Pang tai va tra ctru
Keéet qua lwa chon nha thau
GiaTIBYT




Cdng khai két qua lwa chon nha thau

Pon vi ban hanh:BS Y té
: Chung thu: Bo Y te

Ngay ky: 07/02/2020 11:15:20
Hé théng VOffice Bo Y Té

BO Y TE CONG HOA XA HQOI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phuac
Sé: 613) /BYT-KH-TC Ha Néi, ngay Qb thdang 02 ndm 2020

V/v ¢ong khai tai chinh. tai san
cong va két qua lua chon nha thau
cua cac don vi hanh chinh. su
nghiép thudc linh vuc y té - dan sb.

Kinh gtri:
- Cac Vu, Cuc, Téng cuc, Thanh tra Bé, Van phong Bo;

Cac don vi truc thudc Bo Y té;

Cac Ban Quan ly Chuong trinh, Du an thuéc Bo Y té.

Trong thdi gian viura qua, viéc cong khai tai chinh, ngan sach, tai san, dau
thiu cua cac don vi trong nganh y té theo quy dinh cua Luat Ngan sach nha
nudce, Luat Pau thiau, Luat Quan 1y va sir dung tai san céng va cac Nghi dinh,
Thoéng tu hudng dan thuc hién con bdc 16 nhidu han ché, chua thudng xuyén,
chua kip th&i, chua dap ing dugoc v&i yéu ciu cua céng tac quan ly. Nhiéu don
vi chua thuc hién d?iy da cac ndi dung cédng khai, thoi gian, hinh thirc cong khai
theo quy dinh cua phap luat.

II1. V& diu thiu mua sim thudc, thiét bi y té, héa chat, vat tu tiéu hao

1. Thuc hién nghiém tac viéc bao cao va cong khai két qua lua chon nha
thau ddi véi cac goéi thau mua thube, thuc hién theo ndi dung va biéu mau quy
dinh tai Thong tu s6 15/2019/TT-BYT ngay 11 thang 7 nam 2019 cua Bd Y te.

2. Dbi véi cac goi thau mua thiét bi y té, héa chat, vat tu tiéu hao (theo 03
biéu mau giri kém theo).

Ngoai viéc cong khai, ké hoach lua chon nha thau, thong bao moi thau,
két qua lua chon nha thau trén Hé thong mang dau thau qubc gia, Bao Pau thau
theo quy dinh tai Théng tu lién tich s6 07/2015/TTLT-BKHDT-BTC ngay 08
thang 9 nam 2015 cua B6 Ké hoach va Pau tu, Bo Tai chinh va Théng tu sb
11/TT-BKHDT ngay 16 thang 12 nam 2019 cua Bo Ké hoach va Pau tu quy
dinh chi tiét vé viéc cung cap, dang tai théng tin vé dau thau, 16 trinh ap dung
Ira chon nha thau qua mang va quan ly, s dung gia tri bao dam du thau, bao
dam thuc hién hop dong khong duoc hoan tra, Bo Y té yéu cau cac don vi:
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1
BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
T AR V] — Doc lip - Tu do - Hanh phiic

Cdng khai két qua lwa chon nha thau

MAU CONG KHAI KET QUA TRUNG THAU MUA SAM THIET BI Y TE

Don vi tinh: d(§r1g

Nha thau
triing thiu

Quyet dinh
tring thiu

MAU CONG KHAI KET QUA TRUNG THAU MUA SAM VAT TU TIEU HAO

Don vi tinh: dong

Nhi thiu tring|Quyét dinh tring
thiiu thiu
Sb Diing Hinh
e | Tén Vit | Ma theo Ky lru 2
. e .
it lvllrultg danh Ma vit h?nh I I.mn[: f" Ilnng lling Nurée o6 sb len lea Tén, mAn Ghi
T .. | thiu (tén muc /Giay | ky thuiit| chi sé | sin X ‘ i< Pon Don gia| £6i Tén % don vi 2
mai Z o 2 g : < |sdn xuat] cich 2 lwgng 7 2 chon L | Maso|. .« Ngiy ban : chi
thiu throng dung phép | cobin hiru xuit a6 vi s tring | thiau b nha ) S6 QD BAih OD mua sim
mai) chung nhip N2 | tinh “’":'g thiu A thiu thué dnh Q
khéu 260 thau
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22
1
2
3
4
5 CONG HOA XA HQI CHU NGHIA VIET NAM
6 Déc lap - Tu do - Hanh phiic
AN T ; A JA TRUNG THAU MUA SAM HOA CHAT
Cot 1: SO thir tr cac mat hang trong goi thau L 2
Cot 2: Ghi rd tén vit tu tiéu hao trong ho so moi thau P Don vi tinh: dong
(6t 3: Ghi rd tén hang hoa tring thau, tén thuong mai Nhik: thiu Quyétdioh
triang thau tring thiu
Ann
Tén | Tén Hoa S0 Dilng Hinh Tén,
= x y Tén | Chung loai 3 Quy 7Y 7 = 2 i
£ M ky lru N a ) <
Iln‘a th“x‘ lm‘ng !i hish 'Iuc thiét bi |(Model) ciia Ilivngv llffng Nll"ﬂ't choh l@ So I‘rt]nz l)m.| gid I‘cn thire lya i Ngiy mﬁ. Ghi
TT| chat | thau(tén | sin GE dich sir| Lz . | chisd | sin sian : vi trang | tring | goi chon Tén B 7 |donvi P
= % Gidy sirdung| thict bj sir = x £ dong | . 2 y 2 . |Miso| So ban chi
miri thwong | phiim 2 | dung S = hiru xuit xuiit =2 tinh thau thau | thiu nha nha % 3 mes
2 2 phép nhip| HC dung HC 26i 2 2 thué | QD | hanh | G
thiu mai) khiu thau | thiu op
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 | 20 21 22 | 23
1
2
3
4
5

(

"6t 13 S6 thir tu cic mat hang trong géi thau

C6t 2: Ghi rd tén hoa chét trong hé so mai thau
Cot 3: Ghi rd tén hoa chat tring thau, tén thuong mai
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Cong khai gia TTBYT

(@ BO Y TE

Vu Trang thiét bi
va Cong trinh y té

TRA CUU TRANG THIE(T B! Y TE( Q, Tim ki€m trang thiét bi y t&€ X

Home / Danh muc tran

— . S 3

A . Y= ' : E

e . o ——

Sg \—7"1-‘- W

24 ‘/ ) i ; » >_<ét nghiém vi ey O G i

Mdy X Quang(4) Hé ‘fhon'ﬂc__; ph_ou X'et ng_izlem_ sinh SInhA— sn)wh hgc Thlet. bl kiém ﬁfsocxt Xeét nghiém huyét
thudt ndi soi(2) hoa, mién dich(1) phan ta + di nhiém khuéan hoc
truyén

E+] Cdc trang thiét biy té€ mdi cdp nhdat gid

Mdady thd di déng Siéu dm Doppler mau 4D (04 Hé théng ndi soi Tai mai hong Mdy do khi mdu
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- yéu cau chuy@n mon / Phén nhém \
- nhu cau su dung - Uy quyén ‘
- ngudn kinh phi - Xay dung yéu cau ky thuat

- Y&u cau ddi v6i nha thau va san pham

- Tr4ch nhiém cua nha thau trong viée

ban giao, 1ap dat, dao tao, huéng dan sir dung
kUng hé san xuét trong nudc /

Xac dinh KHLCNT > HSMT T0 chuc Ky ket Nghi¢m thu dua
nhu cau dau thau Hop dong vao sir dung

- Nguon von . BDAU THAU
- Hinh thtrc lya chon nha thau -

LIEN QUAN DEN DAU TU XAY DUNG CO BAN)

- Phuong thirc lya chon nha thau

- Thoi gian bat dau to chire LCNT
- Loai hop dong

- Thoi gian thyc hién hop dong

- Phan nhom /

38



- Tran frong cam on!



