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THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260000322/PCBA-HN
Ngay cong bod: 24/02/2026

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

2. bia chi: Cum Cong Nghi¢p Thanh Oai, Xa Binh Minh, Thanh phé) Ha No61
3. S6 vin ban cua co so: 33/BB-TBYT-NK Ngay: 24/02/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y t&: Dung cu tich mo trong nha khoa

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:

Muyc dich str dung: Dung cu tach mo6 lién két nha khoaqduqc st dung dé tach
cac bo sgi collagen gitra xi mang chan rang va xuong 0 rang trong qua trinh
nho rang.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

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

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

6. Thong tin vé chu so 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 sé: Chi nhanh Céng ty TNHH B. Braun Viét Nam tai Thanh phd Ho
Chi Minh



bia chi: Téng‘ 9 Toa nha Vinamilk, s 10 Puong Tan Trao, Phuong Tan My,
Thanh ph6 H6 Chi Minh

Dién thoai ¢ dinh: 028.54160538 Dién thoai di dong: 0903684014
8. S6 cong bd du diu kién san xuit ddi voi thiét bi y té san xuét trong nudc:
9. Thanh phan hd so:

1 | Vin ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai A. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy iy quyén cta chi sd 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 liéu ky thuat mo ta chirc nang, thong s6 k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Giay ching nhén hop chuén hogc ban tiéu chuan ma chu sé hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu huéng dan sir dung cta thiét bi y té X
8 | Mau nhian thiét bi y té X

9 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.

10 | Tai liéu khac (néu co) X




BANG KE CHI TIET THIET Bl Y TE

X i QUY CACH |~ oo c TEN CO SO CHU SO
STT| TEN THIET BI'Y TE DON VI CHUNG LOAI SAN PHAM MASAN | hoNG gor | TEN COSOSAN XUATY | i HANG, NUOC |TEN CO SO BAO HANH|PIA CHI CO SO BAO HANH
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Dune cu téch mé tron Aesculap Chifa Sp. z o.0., AESCULAP AG, Chi nhanh Cong ty TNHH |Tang 9 Toa nha Vinamilk, s6 10
1 ung ﬁha Khoa s EXTRALUX INSTRUMENT STR DL312R ul. Budowlanych la, 21-300 | Am Aesculap-Platz, 78532 B. Braun Viét Nam tai Duong Téan Trao, Phuong Tan
Radzyn Podlaski, Poland Tuttlingen, Germany Thanh phd H Chi Minh | My, Thanh phé Hd Chi Minh

Dune cu tich mé tron Aesculap Chifa Sp. z 0.0., AESCULAP AG, Chi nhanh Cong ty TNHH | Tang 9 Toa nha Vinamilk, s6 10
2 ung r'lha Khoa s EXTRALUX INSTRUMENT STR DL313R ul. Budowlanych 1a, 21-300 | Am Aesculap-Platz, 78532 B. Braun Viét Nam tai DPuong Tan Trao, Phuong Tan
Radzyn Podlaski, Poland Tuttlingen, Germany Thanh phd H Chi Minh | My, Thanh phé Hb Chi Minh

Dune cu téch mé tron Aesculap Chifa Sp. z o.0., AESCULAP AG, Chi nhanh Cong ty TNHH |Tang 9 Toa nha Vinamilk, s6 10
3 ung ﬁha Khoa s EXTRALUX INSTRUMENT STR DL314R ul. Budowlanych la, 21-300 | Am Aesculap-Platz, 78532 B. Braun Viét Nam tai Duong Téan Trao, Phuong Tan
Radzyn Podlaski, Poland Tuttlingen, Germany Thanh phd H Chi Minh | My, Thanh phé Hd Chi Minh

Dune cu tich mé tron. Aesculap Chifa Sp. z 0.0., AESCULAP AG, Chi nhanh Cong ty TNHH | Tang 9 Toa nha Vinamilk, s6 10
4 ung r'lha Khoa s EXTRALUX INSTRUMENT LANCET SHAPE DL319R ul. Budowlanych 1a, 21-300 | Am Aesculap-Platz, 78532 B. Braun Viét Nam tai Duong Tan Trao, Phuong Tan
Radzyn Podlaski, Poland Tuttlingen, Germany Thanh phd H Chi Minh | My, Thanh phé Hd Chi Minh

Dune cu téch mé tron Aesculap Chifa Sp. z o.0., AESCULAP AG, Chi nhanh Cong ty TNHH |Tang 9 Toa nha Vinamilk, s6 10
5 ung ﬁha Khoa s EXTRALUX INSTRUMENT ANGLED DL323R ul. Budowlanych la, 21-300 | Am Aesculap-Platz, 78532 B. Braun Viét Nam tai Duong Téan Trao, Phuong Tan
Radzyn Podlaski, Poland Tuttlingen, Germany Thanh phd H Chi Minh | My, Thanh phé Hd Chi Minh

Dune cu tich mé tron. Aesculap Chifa Sp. z 0.0., AESCULAP AG, Chi nhanh Cong ty TNHH | Tang 9 Toa nha Vinamilk, s6 10
6 ung r'lha Khoa s EXTRALUX INSTRUMENT ANGLED DL324R ul. Budowlanych 1a, 21-300 | Am Aesculap-Platz, 78532 B. Braun Viét Nam tai Duong Tan Trao, Phuong Tan
Radzyn Podlaski, Poland Tuttlingen, Germany Thanh phd H Chi Minh | My, Thanh phé Hb Chi Minh




