UBND TiI}IH DQNG NAI CONG HOA XA HOI CHU NGHIA VIET NAM
SOY TE Pjc 1ap - Tw do - Hanh phic
sé: 9595 )SYT-KHTC Déng Nai, ngay 20 thang 8 nam 2018
V/v giéi thi€u san pham may tinh
dién ION (ION-HG).

Kinh gii:
- Céng ty C6 phan Cong nghé 168;
VANBANBIENTU - Phong Y té céc huyén, thi x4, thanh phé;
KHONG GOIVAN BAN GIAY - Trung tAm Y té cac huyén, thi x&, thanh phé.

S& Y té nhan duoc Glay ding ky ho so qudng cao s6 013/PKQC/168 ngay
06/8/2018 cua Céng ty Cé phan Céng nghé 168 v& viée giéi thiéu san phim may
tinh dién ION (ION-HG),

Sau khi nghién ciru ho so, S& Y t€ c¢6 y kién nhu sau:

1. Céng ty C6 phin Céng nghé 168 phdi hop véi nha san xuét 14 Cong ty
TNHH Maét thanh vién Théng tin dién tr Z755 cha dong huéng din st dung san
phim may tinh dién ION (ION-HG), béo hanh va bao tri san pham 14 phit hop voi
quy dinh vé& quéan ly trang thiét bi y té theo Nghi dinh s6 36/2016/ND-CP ngay
15/5/2016 cia Chinh phu Do d6, S& Y té dé nghi Céng ty Cb phin Céng nghé
168 thyc hién viéc gidi thiéu va hudng dan sir dung mdy tinh dién ION (ION-HG)
thong qua héi thdo theo ding gidy xac nhan ndi dung quang céo s6 2177/BYT-
TB-CT ngay 26/4/2017 cia Bo Y té.

2. Truong hop Cong ty Céng ty Cb phan Cong ngh¢ 168 c6 mua ban trang
thiét bi y té thuoc loai B, C, D, de nghi céng ty thuc hién hé so cong bd du dleu
kién mua ban trang thiét bj y té theo quy dmh tai Chuong V, ‘Nghi dinh sb
36/2016/ND-CP ngay 15/5/2016 caa Chinh phu vé quan Iy trang thiét bi y té.

3. P& nghi Cong ty Cb phin Cong nghé 168 x4y dung ké hoach thuc hién
hoi thao va néu rd thoi gian, dia dlem td chirc chuong trinh dbng thoi xin ¥ kién
chinh quyén dia phuong truéc khu trién khai thqrc hién.

4. Pé nghi Phong Y té cac huyén, thi xi thanh phé va Trung tim Y té céc

huyén, thi x4, thanh phd giam sat viéc thuc hlén cac ndi dung néu trén theo dung
quy dinh.

Trén trong! A~ |
Noi nhin: GIAM POC
- Nhur trén; :
- UBND cac huyén, thi xa, TP, :
-BGD S¢ Y té;
- Thanh tra SYT (dé phéi hop);
- Phong NVD, NVY (dé phéi hop);
- Luu: VT, KHTC.

A
’L

fan Huy Anh Vi

S6 02 Phan Dinh Phing - P. Quang Vinh - Tp.Bién Hoa - T. Déng Nai
DT- 00812 0A4O64A1 Fav:- D812 0437Q7



CONG HOA x$ HOQI CHU NGHIA VIET NAM
Doc lép - Ty do - Hanh phiic
GIAY PANG KY HO SO QUANG CAO
S6: 013/DKQC/168
Kinh giri: SO 'Y TE PONG NAI

1. Tén don vj ding ky hd so: CONG TY CO PHAN CONG NGHE. 168
2. Pia chi: 75/1H Trin Pha, P.C4i Khé, Q.Ninh Kiéu, TP.Cin Tho

- Vin phong dai dién tai Déng Nax T 21, Ap Tréu, Xa Phuéc Thién, Huyén Nhon
Trach, Tinh Pong Nai.

3. S dién thoai: (0292) 626.6688 Di ddng: 0939.686.616

4. S6 dang ky luu hanh dugc cip: 24/2018/BYT-TB-CT.

5. Tén ngudi hosic bd phén chju trach nhiém ding ky hd so: Nguyen Ham Huy

S6 dién thoai: 01646.882.077

6. Dich vy hoic du lglen quang céo: To roi, tai liéu h@i thao, trén bdo in. H so tai liéu da

Iru tai Vy Trang thiét bi va Cong trinh y t€ - B Y té.

7. Tai lidu giri kém theo hd so:

- Gidy dang ky kinh doanh sé 1801340602 do S& Ké hoach va P4u tu TP. Cén Tho cip

ngay 06 thang 06 nam 2014,

- Giély chimg nhan ding ki hoat dong vin phong dai dién tai Dong Nai s 1801340602-
006 do S& Ké hoach va Pau tr tinh Déng Nai cdp ngay 30 thang 07 nam 2018.

- Gxay chimg nhén dang ky liu hanh san phim trang thiét bj y té san xuat tai Viét Nam

s6: 24/18/BYT-TB-CT do Vu trang thiét bj va cong trinh y t& B Y té cip ngay
08/06/2018.

- Pon ding ky gi6i thiu san pham s6 626/GTSP/2018

- Bang cong bb chit lugng san pham hang héa May tinh dién ion sb 76:2017/Z755 cap
ngay 23 thang 08 nim 2017.

8. Cam két cia don vi ding ky quang cdo:

Chiing t6i d4 nghién ctru k§ Thong tir lién tich s6 01/2004/TTLT. -BVHTT-BYT ngay 12
thang 01 ndm 2004 ctia lién B§: B Vin héa - Théng tinvaB§ Y té huéng din vé hoat
dong quang cdo trong linh vyc y & va cam két s& tuan tha céc quy dinh cua Thoéng tu trén
va céc quy dinh khéc ciia phap luit v& quang céo.

TP.Cdn Tho, ngay 06 thdng 08 nam 2018




SO KE HOACH VA DAU TU CONGHOAXA HOI'CHU NGHIA VIET NAM
TINH.PONG NAI - Pjc lip — T do —Hanh phiic

PHONG PANG KY KINH DOANH . -

BANSAQ
GIAY CHUNG NHAN BAN G KY HOAT DONG
. | VAN PHONG DAI DIEN L ‘
- Ma $6 van phong dai dlen 1801340602-006
Dang ky Ién déu: ngay 30 thang 07 nam 20] 8

1. Tén van phong dal dlen

VAN PHONG DAI DIEN CONG TY CO PHAN CONG NGHE 168 TAI DONG
NAI _ . .
 Tén vin phong da1 d1en v1et bang tleng mrorc ngoa1

Tén vén phong dal d1en v1et tat .

2 Bla chl o ' : : : >
To 2] ap T rau, Xa Phuac T hten, Huyen thz T rach T mh Dong Naz Vzet Nam
Dién thoa1 ‘ S _ Fax:. .
 Email: - .. ' i. _;_,:f”_' n ,.chsxte, .
- 3. Thong tin vé ngudi du’ng ddu -
- Hovatén: NGUYEN HAM: HUY . Gi6i‘tinh: - Nam .
Sinh: ngay 27/07/1990 Dan toc: Kinh i Quéc tich: Vigt Nam B

Loal glay to cerng thuc cd nhan Chzmg minh, nkan dan

So g1ay dm'ng thire c4 nhan: - ] 86966334 R

Ngay. cap 15/07/2016 “Nai cap CA Nghe An o :

 Noi dang ky hd khau thuorng tru Xém & Xa Quang Son Huyen Dé Lucmg, Tmh Nghe

- An;-Viét Nam

~ Ché & hién tai: 76 21, Ap Trau Xa Phuac Thzen Huyen NhO'n T rach T znh Dong Nai,
Viét Nam - _ A , ,

4. Hoat dqng theo: uy quyen cﬁa doanh nghlep

. Tét doanh nghiép: CONG TY CO PHAN CONG NGHE 168

- Ma sb doanh nghlep 1801340602

: Dla chi tru:sé chinh: 75/ 1H, Tran Phu Phuong Ca1 Khe Quan th Kleu Thanh pho

Cén Tho, Viét Nam =~
VAN PHUNG CONG CHU’NG

THONG NHAT TINH PONG NAI
SHUNG THYC BAN SAONAY

DUNG VOI BAN CHINH
J3vaosd so.......«.;-.?».ﬁ.?ifu ....... Quyén §6.... 5%
2 X ondm X\

VANPHbNG’ -..
CONG CHUNG f




SO KE HOACH VA DPAUTU . CONG HOA XA HQI CHU NGHIA VIET NAM
THANH PHO CAN THO DPjc 1ap — Tw do — Hanh phiic
PHONG PANG KY KINH DOANH

- GIAY CHUNG NHAN PANG KY DOANH NGHIEP
CONG TY CO PHAN
M3 s6 doanh nghiép: 1801340602
Ddng ky ldn dau: ngay 06 thang 06 ndm 2014
Bing ky thay doi ldn thit: 3, ngay 23 thang 08 ndm 2017

Déi tén tir Cong ty Cé Phadn Cong Nghé 168-BOP ( Ma so i doanh nghiép
1801340602, ké tir ngay 02/1 0/201 5)

1. Tén cong ty

Tén cong ty viét bang tiéng Viét: CONG TY CO PHAN CONG NGHE 168

Tén cong ty viét bing tiéng nudc ngodi: 168 TECHNOLOGY JOINT STOCK
COMPANY

Tén cong ty viét tit: 168 TECHNOLOGY JSC

2. Dia chi tru s& chinh

75/1H, Trdn Ph, Phuong Cdi Khé, Quén Ninh Kiéu, Thanh phd Can Tho, Viét Nam
Dién thoai: 02926.266.688 - 0977.159.313  Fax:

Email:  giamdocl68@gmail.com Website: 168.net.vn
3. Von diéu 18
Vén diéu 1&: 9.890.000.000 ddng

Béng chit: Chin ty tdm trim chin muoi triéu dong
Ménh gi4 c6 phin: 10.000 dong

Téng s6 cb phan:  989.000

4. Ngudi dai dién theo phap luét cia cong ty

* Ho va tén: NGUYEN DON TUAN Giditinh: Nam
Chirc danh: Chu tich hoi déng quan tri : o
Sinh ngdy: 02/04/1982  Dantdc: Kinh Qubc tich: Viét Nam

Loai gidy to ching thyc cAnhan:  Chimg minh nhén dén

S gidy ching thuc cAnhan: 001 082006614

Ngay cdp:  06/03/2015 ‘Noi cip: Cuc Cénh Sat PKQL vé cu trii va DLOG
vé ddn cur

Noi dang ky ho khéu thudng tri: Thon Cau, Xa Minh Dirc, Huyén Ung Hoa, Thanh
phé Ha N§i, Viét Nam

%g ({, lllgr;(taail 75/1 Tran IH\JICPﬁW ggéhe Quan Ninh Kiéu, Thanh phb Cén

- pUNG VOI BAN CHINH
5 chitng thycs 232 Quyén s0:02 SCT/BS




Trong qué trinh hru hanh sin wrmE don vi ¢6 trach nhiém: e . ) )
In the product’s circulation and business activities, it is required to strictly -+ CONG HOA XA HQI CHU NGHIA VIET NAM
obey the following obligations: , . SOCIALIST REPUBLIC OF VIETNAM

1. Chép hanh diy di c4c quy dinh v& quan 1y trang thiét bi y t& ciia Viét Nam.
Comply with the Vietnam regulations on management of medical devices.

2. OE: trach nhiém vé chét hrong san phdm da dang ky va va hoat dong san
xuét kinh doanh trén thj trudmg theo quy dinh cia phéap ludt Viét Nam. ~ .
Have full responsibility on quality of the product registered and Company’s BO YTE
operations on the market in accor: e with the Vie S. :

)% he market in accordance with the Vietnam law. MINISTRY OF HEALTH
3. Hro: b4o cho B§ Y té true 30 ngy trong céc trudng hop sau: y
Inform nw the Ministry of Health in a&m<w~=am (30 days) in &mﬂﬂ:a%i% am.@azm ‘Ecm BAN m>o cc_/m <Q_ w>z Q:z:
- Thay dbi tén, dia chi «%S:w@ in the name or address of the Company)sg ching thyc: OO 013 3 -SCT/BS
- Moi sur thay ddi lién QEE dén san phim (4ny change of the registered
product) ZWUN\ 0 AN 8
- T4ch, sép nhép, dbi tén rowo chdm dirt hoat dong sén xuft kinh doanh . 4
(Separation, merger or termination of the Company s operations)

PHO CHY TICH UE

A

4. Gidy chimg nhén nay c6 m_w trj 03 (ba) nam ké tir =mww ky. Trudc E: het
ES 30 (ba muoi) ngiy, don vi phai 1am tht tuc xin gia han ding ky néu vig==
tiép tuc hru hanh san phim trén.
| This certification is valid for three (03) years from the date of si P
Before its expiration date of thirty (30) days, it is required to renff
validity of certification if the product is continuing circulation in Vie

HUNG NHAN

L X ANG KY LUU HANH SAN PHAM TRANG THIET Bl
TL. BO TRUONG .

L B RN \ Y TE TAI VIET NAM
VU TRANG THIET B] VA CONG TRINH Y TE Gt Thanh
FOR MINISTER OF HEALTH « .
DEPARTMENT QPMEDICAL DEYICES & CONSTRUCTION

CERTIFICATE

REGISTRATION FOR OEOGE>§OZ OF
MEDICAL DEVICES MANUFACTURING IN VIETNAM
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i
¢ Trong quaé trinh s hanh san sham don vicd trich nhif;
In the product’s circuiation ard business activities, it is required to sirictiy

ntey the following ohlieations:

A s A Lo 3 X Y -4 A - fralwy
{ 1. Chap hanh d&v &G cac quy dinh vé quan 1y frang thiét by v t8 cnia Vidt Nam.

]

CONG HOA XA HOL CHU NGHTA VI ET NAM
SOCIALIST REPUBLIC OF VIETNAM

| Comply wizh the Vietnam regularions or management of medical devicer.

2. Chiv trach nhidm vé chir lugng san pham d4 dang ky va va hoat ddng sdn

xudt kinh doanh trén thi tnrong theo quy dink cta phap ludt Vist Nam.
Have fuli responsibility on quality of the product registeredand Company’s
aperations on the market in accordance with the Vietnam laws.

3. Théng bao cho B8 Y té tnrée 30 ngay rong céc trudng hop sau:

Inform to the Ministry of Heaith in advance (30 days) in the following cases:

- Thay d4i tén, dia chi (change in the name or address of the Company)

-Moi sir thay @61 lién quan ¢n san thim (4ny change of the registered product)
- Tach, sap nhép, d6i tén hogc chdm dirt hoat dong san xuét kinh doanh
(Separation, merger or termination of the Company'’s operations)

4. Gidy chimg nhan nay ¢6 gia trj 03 (ba) ndm ké tir ngdy ky. Triréc khi hét
han 30 (ba muci) ngdy, don vi phai lam thu tuc xin gia han ding ky néu van
tidp tuc luw hanh san phém trén.

This certification is valid for three (03) years from the date of signing. Before
its expiration date of thirty (30) days, it is required to renew ihe validity of
<ertification if the product is continuing circulation in Vietnam.

TL. BQ TRUOGNG
VU TRUGNG

“ VUTRANG THIET B VA CONG TRINH Y T%

NIST

31 ER OF HEALTH
IC
IR}

2 DEVICES & CONSTRUCTION
BRITOR

Sy

BAN SAO
! |

BOYTE
MINISTRY Om HEALTH

GIAY CHUNG NHAN

DANG KY LUU HANH SAN PHAM TRANG THIET
BIY TE TAI VIET NaM

CERTIFICATE

REGISTRATION FOR CIRCULATION OF
MEDICAL DEVICES MANUFACTURING IN VIETNAM
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BOYTE CONG HOA XA HOI CEU NGHIA VIET NAM
‘ Dic ldp - Ty do - Hanh phiic

S86: JAFFBYT-TB-CT Ha Ngi, ngay 04 thing & ndm 2017 A

GIAY XAC NHAN NOI DUNG QUANG CAG

Tén don vi: Cong ty C5 phan Québc Té Viét Am
Dia chi: ¥4 Hoang Viét, p4, Q. Tan Binh, TP. Hb Chi Minh
Dién thoai: 08. 626.988.666 Fax: 08. 3811.0279

STT - Ténsan phim Gidy chimg nhan
. ding ky horu hanh
1 May tinh dién ION (JON-HG) 15/2015/BYT-TB-CT

Phuong tién quing cdo: Thong qua hoi thao
Noi dung quang céo: Theo ndi dung di dugc duyét cia Cong ty Cb phin
Quodc T& Viét Am pht hgp v6i quy dinh hién hanh.

Cong ty C phin Quéc Té Viét Am c6 trdch nhiém quang c4o ding ndi
dung da dugc x4c nhan nhan va theo ding cac quy dinh hién hanh.

_ Cén cir diém b, khoén 2, diéu 4 Nghi dinh sb 42/2014/Nb-CF cia Chinh 2
phii vé& quén Iy hoat dong ban hang da cap, mat hang trang thiét bi y té khéng : / ', /%
duoc kinh doanh theo phuong thirc da cap. B¢ Y té (Vu Trang thiét bi va céng o, ,ﬁ’
trinh y t&) d& nghi don vi nghiém tic thuc hién ding cac quy dinh cta t)hap lvét {' ! i Hey
\ :

d6i véi viée san xuét, kinh doanh trang thlet biy té tai Viét Nam./.

Noi nhén: ChL’tng thU'C ban sao TL. BO TRE{'{’}NG
- cOng ty CP Qubc Té Vit qxdung v6i béan chinh vy TRU’GTNG

CTTr ra, PC; e
- Lun: VT, TB-C1lg UBND Phuing 4, NgAy2 7théd1§ :




CONG TY CO PHAN QUOC TE . CONG HOA XA HQI CHU NGHIA VIET NAM
VIET AM Poc 1ap — Tu do — Hanh phiic

ok ok ok ok dkkkokok

. MAU QUANG CAO

1. CHUCNANG 2. CHI TIEU KY THUAT:
HO TRQ PIEU TR CAC BENH: o Congsufttiduthu: P=2,5W
o Dau déu, | o Diéndpsirdung : 220VAC - 50Hz
o Mitngi. o Dong dién : 10mA
o Héi chimng cb vai. o Khbi luong : 1,275Kg
o Hbi chimg thit lung héng. . o Kichthuée "1 (254 x 153 x 83.5)mm

3. Nhasan xudt: Cong Ty TTDT Z755 - Bo Qudc phong
Dia chi: 2A Phan Vin Tri-P10- Q.Gd Vip-TP.HCM
PT: 08.38945882 - FAX: 08.38945882
4. Nba phin phdi doc quyén: Céng Ty CPQT Vigt Am
Dia chi: % Hoang Viét, P4, Q.T4n Binh, Hd Chi Minh
bT: 08. 62698866 08.39110729. Hotline: 0986884666.
. CHUONG TRINH HOI THAO

1. Dia diém td chirc: Tai nha vin hoa cac khu dan cu.
2. Thoi gian:
Bubi sang: Tir 7h30 — 11h
Budi chidu: Tir 14h — 16h30
3. Noi dung chwrong trinh:
- Tir 7h30 — 8h: D6n tiép khach moi
- Tir8h— 8h10: Gi6i thidu thanh phan tham du
- Tir 8h10 — 10h: Gi6i thiéu ngudn gbc, xuét xiT, tinh nérig tac dung, mAu ma, phap 1y cia may T ,_: 111 ‘
- Tir 10h — 10h30: Trao ddi giai dap thic mic céc y kién ctia kbach hang tham dyu vé mdy. Thﬁn
d6 bao hanh bao tri may:
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