SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

TP HO CHi MINH Poc lap - Tu do - Hanh phic

THONG TIN

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

S6 cong bd: 260001759/PCBB-HCM
Ngay cong bo: 09/06/2026

1. Tén co sd cong bé: CONG TY TNHH Y TE KHUE VIET

2. Pia chi: 862/31/12 Lé Puc Tho, Phudng An Hoi Dong, Thanh phd HO Chi
Minh

3. S6 vin ban cua co so: 03062026 Ngay: 03/06/2026

4. Thiét bi y té thudc loai B

Tén thieftt bi y té: B6 dung cu dung trong phiu thuét chinh hinh khép hang-
khdp go1 nhan tao

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 céch dong goi:

Muc dich s dung: B dung cu dung trong trong phau thuat chinh hinh khép
nhan tao (khép hang nhan tao va khdp goéi nhan tao)

Tén co so san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO

5. Doi 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 hitu: Peter Brehm GmbH

bia chi chu s¢ hiru: Am Miihlberg 30 91085 Weisendorf, GERMANY
7. Thong tin vé co s& bao hanh (néu co):

Tén co sé: Cong ty TNHH Y Té Khué Viét



bia chi: Dia chi VPGD: 12A Ba Vi, Phuong Tan Son Nhét, TP.HCM,
Phuong An Hoi BDong, Thanh pho H6 Chi Minh

Dién thoai ¢b dinh: 02838118699 Dién thoai di dong: 0366016666
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 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. 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 G}ay chufng nhan l}ru hanh tu do con hi¢u lyc tai thoi diém ndp ho so X
doi vai thiét bi y t€ nhap khau.




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

. - X Quy cach " . ) ., .
STT| Tén thiét biy té Chiing loai Ma oan plrlam d(')l)l]g go0i Tfn o p o D;aochl cg S0 Nudc san xuit
(Néu co) £, san xuat san xuat
(Néu c0)

12101-12;
12101-12-04;
12101-17,
12101-17-02;
12101-25-03;
12101-25-04;
12101-25-07, ,

- [ i khoan Drill 22300-45; Peter Brehm |4 MAoere )
22300-45-01; GmbH Weisendorf
42300-15;
42300-324-03;
54600-07;
54600-08;
54600-09;
54840-43;
V42300-610

Dung cu dong- Protector .
) thao phéfl‘ 16i cﬁu. Impactor/Extractor Ceramic 42300-810-1 Peter Brehm 3A(;r1911\/(l)1§f;lberg GERMANY
xuong dui ceramic | Femoral Component GmbH i
Weisendorf
42600-245;
42600-246;
Saw blad 42600-246/1; At Mihib
iy aw blade, 247 m Miihlberg
3 |Luotcua sterile 1‘%288_532;3. Peter Brehm 1 39 0g5 GERMANY
’ GmbH .

42600-249; Weisendorf

42600-249/1;
42600-345;




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
42600-346;
42600-346/1;
42600-347;
42600-348/3;
42600-349;
42600-349/1;
, Stud Bolt, Am Miihlberg
4 |Vitdolue sterile 60900-143 Peter Brehm 139 91085 GERMANY
GmbH i
Weisendorf
Kim Kirschner Kirschner 10201-51; Peter Brehm Am Mihlberg
5 3091085 GERMANY
54600-16 GmbH .
Weisendorf
54848-210;
54852-210; ,
Doa Reamer for augmentation 54856-210; Peter Brehm Am Miihlberg
6 ’ 3091085 GERMANY
54860-210; GmbH .
54364-210. Weisendorf
60701-55
, . Am Miihlberg
7 Vit tu taro Screw self-tapping 42300-203-20 Peter Brehm 30 91085 GERMANY
GmbH .
Weisendorf
42300-704;
42300-705;
42300-706;
A X 42301-19-01; ,
B0 cay ghép thu ’ Am Miihlberg
02, TRIAL 42301-19-02; Peter Brehm
8| (khop goi) 42301-21-01; GmbH %K?e?:eofcfor ] GERMANY
42301-30-1;
42301-31-1;

42302-19-01;




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 s&
san xuat

Nuwdce san xuat

42302-21-01;
42302-30-1;
42302-31-1;
42303-19-01;
42303-203;
42303-21-01;
42303-23-01;
42303-30-1;
42303-34;
42303-35;
42303-36;
42303-37,
42303-38;
42303-39;
42304-19-01;
42304-203;
42304-21-01;
42304-23-01;
42304-27-01;
42304-30-1;
42305-203;
42305-21-01;
42305-23-01;
42305-27-01;
42305-30-1;
42306-203;
42306-21-01;
42306-23-01;
42306-27-01;
42306-30-1;
42307-203;
42307-21-01;
42307-23-01;




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 s&
san xuat

Nuwdce san xuat

42307-27-01;
42307-30-1;
42308-203;
42401-30-1;
42401-31-1;
42401-34;
42401-35;
42401-36;
42401-37,;
42401-38;
42401-39;
42402-30-1;
42402-31-1;
42402-34;
42402-35;
42402-36;
42402-37,;
42402-38;
42402-39;
42403-203;
42403-30-1;
42403-34;
42403-35;
42403-36;
42403-37,
42403-38;
42403-39;
42404-203;
42404-30-1;
42404-34;
42404-35;
42404-36;
42404-37,




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 s&
san xuat

Nuwdce san xuat

42404-38;
42404-39;
42405-203;
42405-30-1;
42405-34;
42405-35;
42405-36;
42405-37,;
42405-38;
42405-39;
42406-203;
42406-30-1;
42406-34;
42406-35;
42406-36;
42406-37,;
42406-38;
42406-39;
42407-203;
42407-30-1;
42407-33;
42408-203;
42421-34;
42421-35;
42421-36;
42421-37,
42421-38;
42421-39;
98180-40-1;
98180-50-1;
98180-55-1;
98180-60-1

Bo céy ghép thu

TRIAL

54042-10;

Peter Brehm

Am Miihlberg

GERMANY




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 s&
san xuat

Nuwdce san xuat

(khép hang)

54044-10;
54046-10;
54048-10;
54050-10;
54052-10;
54054-10;
54056-10;
54058-10;
54060-10;
54062-10;
54064-10;
54066-10;
54068-10;
54070-10;
54072-10;
54074-10;
54076-10;
54648-01-11;
54648-02-11;
54648-03-11;
54652-01-11;
54652-02-11;
54652-03-11;
54656-01-11;
54656-02-11;
54656-03-11;
54660-01-11;
54660-02-11;
54660-03-11;
54664-01-11;
54664-02-11;
54664-03-11;
54668-01-11;

GmbH

3091085
Weisendorf




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 s&
san xuat

Nuwdce san xuat

54668-02-11;
54668-03-11;
54672-01-11;
54672-02-11;
54672-03-11;
54676-01-11;
54676-02-11;
54676-03-11;
54840-105-2;
54848-12;
54848-15-1;
54848-15-2;
54848-15-3;
54848-700;
54848-700-2;
54848-700-3;
54848-710;
54848-710-2;
54848-710-3;
54852-12;
54852-15-1;
54852-15-2;
54852-15-3;
54852-700;
54852-700-2;
54852-700-3;
54852-710;
54852-710-2;
54852-710-3;
54852-720;
54852-730;
54856-12;
54856-15-1;




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 s&
san xuat

Nuwdce san xuat

54856-15-2;
54856-15-3;
54856-700;
54856-700-2;
54856-700-3;
54856-710;
54856-710-2;
54856-710-3;
54856-720;
54856-730;
54860-12;
54860-15-1;
54860-15-2;
54860-15-3;
54860-700;
54860-700-2;
54860-700-3;
54860-710;
54860-710-2;
54860-710-3;
54860-720;
54860-730;
54864-12;
54864-15-1;
54864-15-2;
54864-15-3;
54864-700;
54864-700-2;
54864-700-3;
54864-710;
54864-710-2;
54864-710-3;
54864-720;




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 s&
san xuat

Nuwdce san xuat

54864-730;
54868-12;
54872-12;
54948-10;
54948-15-1;
54948-15-2;
54948-15-3;
54948-700;
54948-700-2;
54948-700-3;
54948-710;
54948-710-2;
54948-710-3;
54952-10;
54952-15-1;
54952-15-2;
54952-15-3;
54952-700;
54952-700-2;
54952-700-3;
54952-710;
54952-710-2;
54952-710-3;
54952-720;
54952-730;
54956-10;
54956-15-1;
54956-15-2;
54956-15-3;
54956-700;
54956-700-2;
54956-700-3;
54956-710;




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 s&
san xuat

Nuwdce san xuat

54956-710-2;
54956-710-3;
54956-720;
54956-730;
54960-10;
54960-15-1;
54960-15-2;
54960-15-3;
54960-700;
54960-700-2;
54960-700-3;
54960-710;
54960-710-2;
54960-710-3;
54960-720;
54960-730;
54964-10;
54964-15-1;
54964-15-2;
54964-15-3;
54964-700;
54964-700-2;
54964-700-3;
54964-710;
54964-710-2;
54964-710-3;
54964-720;
54964-730;
54968-10;
54972-10;
58435-13;
58439-02-11-1;
58444-02-11-1;




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 s&
san xuat

Nuwdce san xuat

58444-02-12-1;
58448-02-11-1;
58448-02-12;
58452-02-11-1;
58452-02-12;
59022-12;
59022-13;
59028-71;
59028-72;
59028-73;
59032-51;
59032-52;
59032-53;
59036-71;
59036-72;
59036-73;
59642-10;
59643-10;
59644-10;
59645-10;
59646-10;
59647-10;
59648-10;
59649-10;
59650-10;
59651-10;
59652-10;
59653-10;
59654-10;
59655-10;
59656-10;
59658-10;
59660-10;




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 s&
san xuat

Nuwdce san xuat

60701-10;
60702-10;
60703-10;
60704-10;
60705-10;
60902-21-1;
60902-22-1;
60902-23-1;
60903-21-1;
60903-22-1;
60903-23-1;
60913-21;
60913-22;
60913-23;
60913-28;
60914-21;
60914-22;
60914-23;
60914-28;
60915-21;
60915-22;
60915-23;
60915-28;
60916-21;
60916-22;
60916-23;
60916-24-1;
60916-28;
60917-21;
60917-22;
60917-23;
60917-28;
60918-21;




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 s&
san xuat

Nuwdce san xuat

60918-22;
60918-23;
60918-28;
60919-21;
60919-22;
60919-23;
60919-28;
60920-21;
60920-22;
60920-23;
60920-28;
60921-21;
60921-22;
60921-23;
60921-28;
60922-21;
60922-22;
60922-23;
60922-28;
60923-28;
60924-28;
60925-28;
61211-21;
61211-22;
61212-21;
61212-22;
61213-21;
61213-22;
61214-21;
61214-22;
61215-21;
61215-22;
61216-21;




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 s&
san xuat

Nuwdce san xuat

61216-22;
61217-21;
61217-22;
61218-21;
61218-22;
61219-21;
61219-22;
61220-21;
61220-22;
61221-21;
61221-22;
61813-15;
61815-15;
61817-15;
61820-15;
61822-15;
61825-15;
61828-15




