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THONG TIN

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

S6 cong bd: 260001480/PCBB-HN
Ngay cong bo: 13/05/2026

1. Tén co s cong bd: CONG TY TNHH B. BRAUN VIET NAM

2. Pia chi: Cum Cong Nghiép Thanh Oai, X4 Binh Minh, Thanh phé Ha Noi
3. S6 vin ban cua co so: 46/BB-TBYT-NK Ngay: 13/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: Miii mai

Tén thuong mai (néu co):

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

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy cach dong goi:

Muc digh st dung: Dung cu dung véi hé thong dong co Aesculap. Mii1 mai
dung dé xu ly mo clirng, sun, cac mo tuong tu va vat liéu thay thé xuong.
Tén co so san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuin nha san xuét

5. D6i véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s¢ hiru: AESCULAP AG

Dia chi chu s¢ hitu: Am Aesculap-Platz, 78532 Tuttlingen, GERMANY

7. Thong tin vé co s& bao hanh (néu co):

Tén co so: Chi nhanh Cong ty TNHH B. Braun Viét Nam tai Thanh phd HO
Chi Minh

Pia chi: Tang 9 Toa nha Vinamilk, sé6 10 Puong Tan Trao, Phuong Tan My,



Thanh phd H6 Chi Minh

Pién thoai ¢b dinh: 028.54160538 Dién thoai di dong: 0903684014

8. S6 cong bd du diéu kién san xuat di véi 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
doi vaoi thiét bi y té nhap khau.

8 | Tai liéu khac (néu co) X




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

~ . Z Quy cach " . . . .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn co 0 D;aochl co S0 Nuée san xuat
(Néu co) £, san xuat san xuat
(Néu c0)
HI-LINE DIAMOND Am Aesculap-
1 Mii1 mai BI{RR COARSE II (trén GD692R AESCULAP Platz, 78532 GERMANY
nhan: HI-LINE) AG ;
Tuttlingen
HI-LINE XS TWINCUT Am Aesculap
Miii mai BURR F/GB740R (trén AESCULAP i
2 nhiin: HI-LINE XS) GE396R AG Platz‘, 78532 GERMANY
Tuttlingen
HI-LINE XS ROSEN
. N GE401R, Am Aesculap-
3 (Murmai E&%RXIS()HGH nhan:HI- GE403R, QESCULAP Platz, 78532 | GERMANY
GE409R Tuttlingen
GE411R,
HI-LINE XS DIAMOND ggjgﬁ’ Am Aesculap-
4 [Murmai E&%Rgé;re“ nhan: H- 1 GE415R, QESCULAP Platz, 78532 | GERMANY
GE416R, Tuttlingen
GE418R,
GE419R
HI-LINE XS DIAMOND
s . GE424R Am Aesculap-
Mii mai BURR COARSE I (trén ’ AESCULAP
5 nhiin: HI-LINE XS) GE425R AG Platz? 78532 GERMANY
Tuttlingen
N L HI-LINE XS ACORN Am Aesculap-
6 |Murmal BURR I GE437R /‘i]éSCULAP Platz, 78532 | GERMANY

Tuttlingen




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) ((ilgglgl f((’)))l san xut san xult Nudc san xuat
GE501R,
GE502R,
GE503R,
HI-LINE XS ROSEN GE504R, A Acsculan.
5 | Miti mai BURR II (trén nhan: HI- | GE505R, AESCULAP [0 7o 2p GERMANY
LINE XS) GES06R, AG T lftji’ngen
GE507R,
GE508R,
GE509R
GE511R,
GE512R,
GE513R,
HI-LINE XS DIAMOND | GES14R, A Acscula
o | Miimai BURR II (trén nhan: HI- | GES15R, AESCULAP |0 67’;"5“3 2p' GERMANY
LINE XS) GES516R, AG aiz,
GE517R Tuttlingen
GESI18R,
GE519R
HI-LINE XS DIAMOND
. s A GE524R Am Aesculap-
Mii1 mai BURR COARSE II (trén ’ AESCULAP
9 ohan: HLLINE XS) GE525R AG Platz, 78532 GERMANY
Tuttlingen
HI-LINE XS ACORN Am Acsculap-
10 Miii mai BURR II (trén nhan: HI- GES37R AESCULAP Platz, 78532 GERMANY
LINE XS) AG .
Tuttlingen
L HI-LINE XS CONE BURR | GE540R, Am Aesculap-
pp Mo mai 11 (trén nhin: HI-LINE XS) | GES42R QESCULAP Platz, 78532 GERMANY

Tuttlingen




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) ((ilgglgl f((’)))l san xut san xult Nudc san xuat
HI-LINE XS BARREL gggjég’ Am Aesculap-
[p |Maimai ES\IRERX%)(HCH nhan: HI- | GEsagR, AOCULAR Iplatz, 78532 | GERMANY
GE549R Tuttlingen
GE613R,
HI-LINE XS DIAMOND ggg}gg’ Am Aesculap-
3 | Muimai g sy GEoIsR, AOCULAR Iplatz, 78532 | GERMANY
GE617R, Tuttlingen
GEG618R,
GE619R
HI-LINE XS BARREL gggjég’ Am Aesculap-
14 | Mol mai g sy GEodsr, AOCULAR Iplatz, 78532 | GERMANY
GE649R, Tuttlingen
GE650R
15 Miii mai ESQI}ERXDS)II (trén nhan: HI- GE707R. IZ:I(E}SCULAP Platz, 78532 GERMANY
GE708R, Tuttlingen
GE709R
HI-LINE XS BARREL Am Aesculap-
16 Miii mai BURR XL-I (trén nhan: HI- GE712R AESCULAP Platz, 78532 GERMANY
LINE XS) AG .
Tuttlingen
HI-LINE XS DIAMOND gg;}gﬁ’ Am Aesculap-
17 | Mo mai LINE XS) (trén nhan: Hl- | Grg)7R AOCULAR Iplaz, 78532 | GERMANY
GE718R, Tuttlingen

GE719R




