SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
_HANOL Poc lap - Tw do - Hanh phiic

THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260002286/PCBB-HN
Ngay cong bo: 14/07/2026

1. Tén co s& cong bé: CONG TY TNHH CONG NGHE HKN

2. Pia chi: SN 136/D7, khu tap thé nha may Z153, X4 Thu Lam, Thanh phd
Ha Noi

3. S6 vin ban cua co so: 02-2026/CB.B-HKN Ngay: 14/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Thiét bj dung trong Hé thong khi y té ctia hing MEGASAN -
Tho Nhi Ky loai B

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature — GMDN (néu co):

Chung loai: Theo phu luc

M3 san pham (néu co):

Quy céch dong goi: Pallet

Muc dich str dung: Theo phu luc

Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485, CE

5. Doi véi thiét bi y té chtra chat ma tay, tién chét (néu co):

6. Thong tin vé chu so hitu thiét bi y té:

Tén chu s¢ htru: MEGASAN MEDIKAL GAZ SISTEMLERI TIBBI ALET

VE CIHAZLAR SAN. VETIC. A S. _
Dia chi chu s¢ hitu: Cumhuriyet Mah. Zafer [s Han1 No:33/411

Merkez/Cankir1 - TURKEY, TURKEY
7. Thong tin vé co s& bao hanh (néu co):



Tén co sd: Cong ty TNHH Cong Nghé HKN

Dia chi: S6 nha 136/D7, khu tap thé nha may Z153, Xa Thu Lam, Thanh ph
Ha Noi

Pién thoai ¢b dinh: 02466545368 Dién thoai di dong: 0988099462

8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo X

tai liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s& hitu thiét bi y t& ban hanh.

6 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
bi y t€ cong bo ap dung

7 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

< = Z Quy cach n . . . A .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn o p o Dia chi cg so'san Nll’O'C/\SﬂH
(Néu co) £, san xuat xuat xuat
(Néu c0)
MEGASAN
MEDIKAL
GAZ .
PSA Oxygen SiSTEMLERI Cumhurlyet Mah. Zafer
1 Generator May tao | OXYFRESH-30 Pallet TIBBi ALET Is Han1 No:33/411 TURKEY
oxy PSA VE Merkez/Cankiri -
CIHAZLAR TURKEY
SAN. VE TIC.
A.S.
MEGASAN
MEDIKAL
GAZ .
PSA Oxygen SiSTEMLERI Cumhuriyet Mah. Zafer
) Generator May tao | OXYFRESH-50 Pallet TIBBi ALET Is Han1 No:33/411 TURKEY
oxy PSA VE Merkez/Cankiri -
CIHAZLAR TURKEY
SAN. VE TIC.
A.S.
MEGASAN
MEDIKAL
GAZ .
PSA Oxygen SiSTEMLERI Cumhuriyet Mah. Zafer
3 Generator May tao | OXYFRESH-70 Pallet TIBBi ALET Is Han1 No:33/411 TURKEY
oxy PSA VE Merkez/Cankiri -
CIHAZLAR TURKEY
SAN. VE TIC.
A.S.




Ma san pham

Quy cach

Tén co sé

Dia chi co sé san

Nudce san

STT| Tén thiét biy té Chung loai (Néu c6) dorilg goi san xut <uht <uht
(Néu cd)
MEGASAN
MEDIKAL
GAZ )
PSA Oxygen SISTEMLERI Cumhurlyet Mah. Zafer
Generator May tao | OXYFRESH-100 Pallet TIBBi ALET Is Han1 No:33/411 TURKEY
oxy PSA VE Merkez/Cankirt -
CIHAZLAR TURKEY
SAN. VE TiC.
A.S.
MEGASAN
MEDIKAL
GAZ )
PSA Oxygen SISTEMLERI Cumhurlyet Mah. Zafer
5 Generator May tao | OXYFRESH-150 Pallet TIBBi ALET Is Han1 No:33/411 TURKEY
oxy PSA VE Merkez/Cankirt -
CIHAZLAR TURKEY
SAN. VE TiC.
A.S.
MEGASAN
MEDIKAL
GAZ )
PSA Oxygen SISTEMLERI Cumhurlyet Mah. Zafer
6 Generator May tao | OXYFRESH-200 Pallet TIBBi ALET Is Han1 No:33/411 TURKEY
oxy PSA VE Merkez/Cankirt -
CIHAZLAR TURKEY
SAN. VE TiC.
A.S.
PSA Oxygen ﬁggﬁgﬁﬁ\l Cumhuriyet Mah. Zafer
Generator May tao [ OXYFRESH-250 Is Han1 No:33/411
7 oxy PSA Pallet GAZ Merkez/Cankiri - TURKEY
y SISTEMLERI

TURKEY




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co sé san
xuat

Nudce san
xuat

TIBBI ALET
VE
CIHAZLAR

SAN. VE TIC.

A.S.

PSA Oxygen
Generator May tao
oxy PSA

OXYFRESH-300

Pallet

MEGASAN
MEDIKAL
GAZ
SISTEMLERI
TIBBi ALET
VE
CIHAZLAR

SAN. VE TIC.

A S.

Cumhuriyet Mah. Zafer
Is Han1 No:33/411
Merkez/Cankirt -
TURKEY

TURKEY

PSA Oxygen
Generator May tao
oxy PSA

OXYFRESH-400

Pallet

MEGASAN
MEDIKAL
GAZ
SISTEMLERI
TIBBi ALET
VE
CIHAZLAR

SAN. VE TIC.

A S.

Cumhuriyet Mah. Zafer
Is Han1 No:33/411
Merkez/Cankirt -
TURKEY

TURKEY

10

PSA Oxygen
Generator May tao
oxy PSA

OXYFRESH-500

Pallet

MEGASAN
MEDIKAL
GAZ
SISTEMLERI
TIBBI ALET
VE
CIHAZLAR

SAN. VE TiC.

Cumhuriyet Mah. Zafer
Is Han1 No:33/411
Merkez/Cankirt -
TURKEY

TURKEY




Ma san pham

Quy cach

Tén co sé

Dia chi co sé san

Nudce san

STT| Tén thiét biy té Chung loai (Néu c6) ((ilgglgl f((’)))l san xut <uht <uht
A.S.
MEGASAN
MEDIKAL
GAZ )
PSA Oxygen SISTEMLERI Cumhurlyet Mah. Zafer
1 Generator May tao | OXYFRESH-600 Pallet TIBBI ALET Is Hanm1 No:33/411 TURKEY
oxy PSA VE Merkez/Cankirt -
CIHAZLAR Tu Y
SAN. VE TIC.
A.S.
MEGASAN
MEDIKAL
GAZ )
PSA Oxygen SISTEMLERI Cumhurlyet Mah. Zafer
12 Generator May tao | OXYFRESH-750 Pallet TIBBI ALET Is Hanm1 No:33/411 TURKEY
oxy PSA VE Merkez/Cankirt -
CIHAZLAR Tu Y
SAN. VE TIC.
A.S.
MEGASAN
MEDIKAL
GAZ )
PSA Oxygen SISTEMLERI Cumhurlyet Mah. Zafer
13 Generator May tao | OXYFRESH-1000 Pallet TIBBI ALET Is Hanm1 No:33/411 TURKEY
oxy PSA VE Merkez/Cankirt -
CIHAZLAR Tu Y
SAN. VE TIC.
A.S.
PSA Oxygen MEGASAN Cumhuriyet Mah. Zafer
14 | Generator May tao OXYFRESH-1250 Pallet MEDIKAL Is Han1 No:33/411 TURKEY
oxy PSA GAZ Merkez/Cankiri -




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

DPia chi co sé san
xuat

Nudce san
xuat

SISTEMLERI
TIBBI ALET
VE
CIHAZLAR

SAN. VE TiC.

A.S.

TURKEY

15

PSA Oxygen
Generator May tao
oxy PSA

OXYFRESH-1500

Pallet

MEGASAN
MEDIKAL
GAZ
SISTEMLERI
TIBBI ALET
VE
CIHAZLAR

SAN. VE TIC.

A.S.

Cumhuriyet Mah. Zafer
Is Hani1 No:33/411
Merkez/Cankiri -
TURKEY

TURKEY

16

PSA Oxygen
Generator May tao
oxy PSA

OXYFRESH-1800

Pallet

MEGASAN
MEDIKAL
GAZ
SISTEMLERI
TIBBI ALET
VE
CIHAZLAR

SAN. VE TIC.

A.S.

Cumhuriyet Mah. Zafer
Is Han1 No:33/411
Merkez/Cankiri -
TURKEY

TURKEY

17

PSA Oxygen
Generator May tao
oxy PSA

OXYFRESH-2400

Pallet

MEGASAN
MEDIKAL
GAZ
SISTEMLERI
TIBBI ALET
VE
CIHAZLAR

Cumhuriyet Mah. Zafer
Is Han1 No:33/411
Merkez/Cankirt -
TURKEY

TURKEY




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co sé san
xuat

Nudce san
xuat

SAN. VE TIC.
A S.




