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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: 260000757/PCBA-HN
Ngay cong bo: 28/04/2026

1. Tén co s cong bd: CONG TY TNHH STERICA

2. bia chi: Tang 6, Toa nha Viét A - S6 9 ph6 Duy Tan, Phuong Cau Giay,
Thanh phd Ha Noi

3. S6 vin ban cua co so: 01/2026/UOC Ngay: 28/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té&: B dung cu phau thuat thay khép gdi

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 dich st dung: Dung cu phau thuat dugc thiét ké dé s dung cho hé théng
cay ghep nhén tao United va dugc cac bac si phau thuat chinh hinh str dung dé
hd trg viéc cdy ghép xuong nhan tao ‘hoac giai thich cho cac ky thuat phau
thuat danh riéng cho cac san pham cay ghép cu thé. Viéc st dung dung cu theo
dung yéu cau k¥ thuat 1a diéu can thiét dé dat duoc vi tri cy ghép mong muén
nhu dugc mo ta trong ky thuat phau thuat lién quan. Viéc sir dung dung cu
khong twong thich (vi du: sir dung dung cu tir hé thong khac) c6 thé dan dén
hau qua 1am sang kho luong trong ngin han va dai han. Khay va hop dung
dung cu duogc thiét ké dé tao diéu kién thuan loi cho viéc sép xép, nhan dang,
luu trir, van chuyén, v¢€ sinh, khtr trung va tai ché dung cu. Cac dung cu phau
thuat chung duoc san co dé thuan loi cho viéc céy ghép hé théng phau thuat.
Tén co sé san xuat: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

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



5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu co):
6. Thong tin vé cha so hitu thiét bi y té:
Tén chu s& hiru: United Orthopedic Corporation

bia chi chu sé hitu: No. 16, Luke 1st Rd, Luzhu Dist., Kaohsiung City 82151,
TAIWAN, PROVINCE OF CHINA

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

Tén co so: Cong ty TNHH Sterica

Dia chi: Tang 6, toa nha Viét A, s6 9 phd Duy tan, Phuong Cau Gidy, Thanh
pho Ha Noi

Dién thoai ¢b dinh: +84 2432242403 bién thoai di dong:

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 uy 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 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 st 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.




BANG KE CHI TIET TRANG THIET BI Y TE

N L 2 7 QUY CACH 2 P , TEN CO SO CHU SO HU'U/
g7 |TENTRANG THIET BLY |y oy vy iy  CHUNG LOAISAN MA SAN PHAM PONG GOI1 MY OSSR AT HANG, NUOC CHU SO | TEN CO SO BAO HANH PIA CHI CO SO BAO HANH
TE ! PHAM NG SOL | HANG, NUGC SAN XUAT d
(NEU CO) HUU
| . | . Tang 6, Toa nha Viét A - S5 9 phé Duy Tén,
1 Tay lip i clu dui cai Femoral driver 9323-5110 United Orthopedic United Orthopedic CONG TY TNHH STERICA Phuong Clu Gidy,
Corporation/ Dai Loan Corporation/ Dai Loan . T M A <y
Thanh pho Ha N§i, Viét Nam
. ] ! ] Tang 6, Toa nha Viét A - S6 9 phd Duy Tan,
2 Miéng dém cai Pad 9323-5010 c U”'tedt.o;/thDo‘,’?i'c c U”'te‘jt.ojhbo??i'c CONG TY TNHH STERICA Phuong Cu Gidy,
orporation/ Dai Loan orporation/ Dai Loan Thanh phé Ha Noi, Viét Nam
| . | . Tang 6, Toa nha Viét A - $6 9 ph Duy Tan,
3 Khoan 18i cu cai Boss reamer 9315-3300-RA United Orthopedic United Orthopedic CONG TY TNHH STERICA Phuong Chu Gidy,
Corporation/ Dai Loan Corporation/ Dai Loan . T M A <y
Thanh pho Ha N§i, Viét Nam
) ) . ] ! ] Tang 6, Toa nha Viét A - S6 9 phd Duy Tan,
4 | Chudi thir thing, PSA cai s“a'g';f;:;";”a" PSA, 2703-6011-RB c U”'tedt.o;/thao‘,’?i'c c U"'tei.ojhbo??i'c CONG TY TNHH STERICA Phuong Chu Gidy,
mm orporatio: a1 Loan orporation a1 Loan Thémh phé) Ha Nél, Vlél Nam
) ) . . . . Tang 6, Toa nha Viét A - $6 9 ph Duy Tan,
5 | Chud thir thing, PSA cai S"a'ggfztf;"ﬁ:z" PsA, 2703-6012-RB . united Orthopedic c united OMIPedic | CONG TY TNHH STERICA Phudng Chu Gidy,
orporatios ai Loan orporal Thanh phé Ha Noi, Viét Nam
) ) ! ] ! ] Tang 6, Toa nha Viét A - S6 9 phd Duy Tan,
6 |  Chudi thir thing, PSA cai S"a'g';f:f;"sma" PoA 2703-6013-RB conited Orihopecic conited Onopedic | GONG TY TNHH STERICA Phutng Ciu Gy,
mm orporatio a1 Loan orporatio: Théﬂh phé Ha Nﬁl’ V[é[ Nam
) ) ' . ’ . Tang 6, Toa nha Viét A - $6 9 phd Duy Tan,
7 | Chuo thir thing, PSA cai straight stem trial, PSA, | 3703-6014-r8 United Orthopedic United Orthopedic | oo Ty TNHH STERICA Phuong Chu Gidy,
@16x75mm Corporation/ Pai Loan Corporation/ Pai Loan . o M iar <ren
Thanh pho Ha Noi, Viét Nam
) ) ! ] ! ] Tang 6, Toa nha Viét A - S6 9 phd Duy Tan,
8 |  Chuoithi thing, PSA cai S"a'g';f;f;"sma" PSA, 2703-6015-RB c U”'tedt.o;/thg’,’.e E'C c U”:reig;fhggfifan CONG TY TNHH STERICA Phudng Ciu Giy,
mm orporation/ at Loan orp Thanh phé Ha N, Viét Nam
) ) ' . ’ . Tang 6, Toa nha Viét A - S 9 phd Duy Tén,
9 | Chudi thir thing, PSA cai Straight stem trial, PSA, 2703-6016-RB United Orthopedic United Orthopedic CONG TY TNHH STERICA Phutng Ciu Gidy,
@20x75mm Corporation/ Pai Loan Corporation/ Pai Loan . o A <ren
Thanh pho Ha Noi, Viét Nam
) ) ! ] ! ] Tang 6, Toa nha Viét A - S6 9 phd Duy Tan,
10 | Chuoi thir thing, PSA cai S"a'g';;;f;"sma" PSA, 2703-6017-RB c U”'tedl,ol:/thbo’,’?i'c c U”"Edl,o;fhbo‘,’?i'c CONG TY TNHH STERICA Phudng Ciu Giy,
mm orporatio a1 Loan orporatio: a1 Loan Thénh phé Ha N(")[, V[ét Nam
) ) . . . . Tang 6, Toa nha Viét A - S 9 ph Duy Tén,
11| Chudi thir thing, PSA cai S“a'g;ﬁ%m' PSA, 2703-6018-RB c Un"edt.o";rgf’.eﬁ'c c U”"fiiozjhg’?fi'c .| cONG TY TNHH STERICA Phuong Ciu Gidy,
orporation a1l Loan orporatio: a1 Loai Thénh phé Hé Nﬂl, vlé1 Nam
) ) . . . . Tang 6, Toa nha Viét A - S 9 phd Duy Tén,
. h I, PSA, N CLA-SO0°
12 | Chudi thi thing, PSA cai Straig ¢t1;‘xel’go"'a , PSA, 2703-6021-RB C:”:fiigshgépfiﬁan C:J”gfiig;fhgsieifan CONG TY TNHH STERICA Phuong Ciu Giky,
mm i i Thanh phé Ha Noi, Vigt Nam
) ) . . . . Tang 6, Toa nha Viét A - S 9 phd Duy Tén,
13 | Chudi thir thing, PSA cai S“a'ggtlziel’gotr:?:" PSA, 2703-6022-RB c Un"edt.o";rgf’.eﬁ'c c U”"fiiozjhg’?fi'c .| cONG TY TNHH STERICA Phuong Ciu Gidy,
orporation a1l Loan orporatio: a1 Loai Thénh phé Hé Nﬂl, vlé1 Nam
) ) . . . . Tang 6, Toa nha Viét A - S 9 phd Duy Tén,
. h I, PSA, N CLA- S0
14 | Chudi thi thing, PSA cai Straig ¢t1:‘xel’go"'a  PSA, 2703-6023-RB C:”:fiigshgépfiﬁan C:J”gfiig;fhgsieifan CONG TY TNHH STERICA Phuong Ciu Giy,
mm i i Thanh phé Ha Noi, Vigt Nam
) ) . . . . Tang 6, Toa nha Viét A - S 9 phd Duy Tén,
15 | Chudi thi thing, PSA cai S“a'ggtl;tfl’goma" PSA, 2703-6024-RB c U”"Edt.onr}hg‘iei'c c U”"redﬁo:;hg’.)fﬁ'c .| cONG TY TNHH STERICA Phuong Ciu Gidy,
mm orporatio: a1 Loan orporatio: a1 Loai Thénh phé Hé Nf)l, vlét Nam
) ) . . ! ) Tang 6, Toa nha Viét A - S5 9 phé Duy Tén,
16 | Chuoi thi thing, PSA cai S"a'gg;;i'go"'a" PSA, 2703-6025-RB C(g”:f;ig;fhgép?gfm C(g”:f;ig;fhgépfifan CONG TY TNHH STERICA Phuong Ciu Giy,
mm P ! P Thanh phé Ha Noi, Viét Nam
) ) . . . . Tang 6, Toa nha Viét A - S 9 phd Duy Tén,
17 | Chudi thi thing, PSA cai S“a'ggzgtfl’goma" PSA, 2703-6026-RB c U”"Edt.onr}hg‘iei'c N c U”"redﬁo:;hg’.)fﬁ'c .| cONG TY TNHH STERICA Phuong Ciu Gidy,
mm orporatio: a1 Loai orporatio a1 Loai Thénh phé Hé Nf)l, vlét Nam
) ) . . ! ) Tang 6, Toa nha Viét A - S5 9 phé Duy Tén,
. h R S0
18 | Chudi thi thing, PSA céi S"a'gg;txi'go"'a" PSA, 2703-6027-RB C(g”:f;ig;fhgép?gfm C(::”:f;ig;f Doépieg';an CONG TY TNHH STERICA Phuong Ciu Giy,
mm P ! P Thanh phé Ha Noi, Viét Nam
) ) . . . . Tang 6, Toa nha Viét A - S 9 phd Duy Tén,
19 | Chudi thir thing, PSA céi S“a'ggzzt:l’got”a" PSA, 2703-6028-RB c Un'te”'t.onr}hgf),ei'c N c U”"redﬁo;;hg’.)ieﬁ'c .| cONG TY TNHH STERICA Phudng Ciu Gidy,
mm orporatio: a1 Loai orporatio: a1 Loai Thénh phé Hé Nf)l, vlél Nam
) ) . . . . Tang 6, Toa nha Viét A - S5 9 phé Duy Tén,
20 | Chudi thir thing, PSA céi Straight stem trial, PSA, @ | ;03 6c1 re United Orthopedic United Orthopedic CONG TY TNHH STERICA Phutng Ciu Gidy,

10 x150mm

Corporation/ Dai Loan

Corporation/ Dai Loan

Thanh phé Ha Noi, Viét Nam




Straight stem trial, PSA, @

United Orthopedic

United Orthopedic

Tang 6, Toa nha Viét A - S5 9 phé Duy Tén,

21 Chubi thir thing, PSA cai 2703-6052-RB ) o ) o CONG TY TNHH STERICA Phuong Cau Gidy,
12 x 150mm Corporation/ Dai Loan Corporation/ Dai Loan Thanh phé Ha Noi, Viét Nam
) ) . ] . ] Tang 6, Toa nha Viét A - S6 9 phd Duy Tén,
22 | Chuoi thir thing, PSA céi S“a'ghi jte;"sg'a" PsA, 0 2703-6053-RB c U”"eclt.o;/thg??iw c U”"e‘i.olshao?? i'c CONG TY TNHH STERICA Phuong Ciu Gidy,
X mm orporatio: a1 Loan orporatio: a1 Loan Thanh phé Ha Nél, Vlél Nam
) ) . . . . Tang 6, Toa nha Viét A - S5 9 phé Duy Tén,
23 | Chudi thit thing, PSA csi | Straiehtstemtrial PSA @1 705 60548 United Orthopedic United Orthopedic | 65y Ty TNHH STERICA Phuong Chu Gidy,
16 x 150mm Corporation/ Dai Loan Corporation/ Dai Loan . T N A <y
Thanh pho Ha N§i, Viét Nam
) ) . ] ! ] Tang 6, Toa nha Viét A - S6 9 phd Duy Tan,
24 | Chusi thi thing, PSA cai S“a'ghi ;terl';:'a" PAG| 2703.6055-R8 c U”'tedt.o;/thao‘,’?]‘i'c c U”'te‘jt.ojhbo??i'c CONG TY TNHH STERICA Phuong Chu Gidy,
X mm orporatio: a1 Loan orporation a1 Loan Thanh phé) Ha Nél, Vlé1 Nam
X . . . . . Tang 6, Toa nha Viét A - $6 9 phd Duy Tan,
25 | Chudi thit thing, PSA csi |otreiehtstemTrial PSA B 705 60568 United Orthopedic United Orthopedic | 65y Ty TNHH STERICA Phuong Chu Gidy,
20x150 mm Corporation/ Dai Loan Corporation/ Dai Loan . T N A <y
Thanh pho Ha N§i, Viét Nam
. ) . ] ! ] Tang 6, Toa nha Viét A - S6 9 phd Duy Tén,
26 |  Chuoithir thing, PSA cai S”a'ghtzztxel';oﬁ'a" PSA®| 3703.6057-RB c U”'tedt.o;/thDo‘,’?i'c c U”'te‘jt.ojhbo??i'c CONG TY TNHH STERICA Phuong Cu Gidy,
mm orporatio: a1 Loan orporation a1 Loan Thanh phé) Ha Nél, Vlé1 Nam
X . . . . . Tang 6, Toa nha Viét A - $6 9 phd Duy Tan,
27 | Chusi thi thing, PSA csi [otreiehtstemTrial PSA B 705 60588 United Orthopedic United Orthopedic | 65y Ty TNHH STERICA Phuong Chu Gidy,
24x150 mm Corporation/ Dai Loan Corporation/ Dai Loan . T M iar e
Thanh pho Ha Noi, Viét Nam
. ) ! ] ! ] Tang 6, Toa nha Viét A - S6 9 phd Duy Tan,
28 | Chuoi thir thing, PSA cai S"a'ghtlgtxz'goﬁ'a" PSAB| 703-6061-R8 c U”'tedt.o;/thg’,’.e E'C c U”:reig;fhggfifan CONG TY TNHH STERICA Phudng Ciu Giy,
mm orporation/ b Loan orp Thanh phé Ha Noi, Viét Nam
) ) ' . ’ . Tang 6, Toa nha Viét A - S 9 phd Duy Tén,
29 | Chusi thir thing, PSA csi [StreiehtstemTrial PSA B 705 60628 United Orthopedic United Orthopedic | NG Ty TNHH STERICA Phuong Chu Gidy,
12x200 mm Corporation/ Dai Loan Corporation/ Dai Loan s £ Tra NAS \ria
Thanh pho Ha Noi, Viét Nam
. ) ! ] ! ] Tang 6, Toa nha Viét A - S6 9 phd Duy Tan,
30 | Chudi thi thing, PSA ca [PreEn Stem Trial PSA 2l 2703.6063-R8 conited Oropecic | conited Onopedic | GONG TY TNHH STERICA Phutng Ciu Gy,
mm orporatio P Thanh phd Ha Noi, Viét Nam
) ) ' . ’ . Tang 6, Toa nha Viét A - S 9 phd Duy Tén,
31 | Chudi thi thing, PSA cai [otreiehtstemTrial PSA B 705 606458 United Orthopedic United Orthopedic | NG Ty TNHH STERICA Phuong Chu Gidy,
16x200 mm Corporation/ Dai Loan Corporation/ Dai Loan s £ Tra NAT \ria
Thanh pho Ha Noi, Viét Nam
. ) ! ] ! ] Tang 6, Toa nha Viét A - S6 9 phd Duy Tan,
. Straight Stem Trial, PSA A LA -S5O
32 | Chudi thir thing, PSA cai T g P 2| 2703-6065-R8 C:”:fiigshgépfifan C;J”gfiig;;hgépfifan CONG TY TNHH STERICA Phuong Ciu Giky,
mm P P Thanh phd Ha Noi, Viét Nam
. ) . . . . Tang 6, Toa nha Viét A - S 9 phd Duy Tén,
33 | Chuoi thi thing, PSA c [PreEntStem Tral PSA Pl 270360668 comited Oriopedc | conited Oriiobedic | CONG TY TNHH STERICA Phudng Ciu Gidy,
ofporation/ i Loa orporation/ D Loa Thanh phé Ha Nai, Viét Nam
. ) . . . . Tang 6, Toa nha Viét A - S 9 phd Duy Tén,
. h Trial, PSA A LA -S0°
34 | Chudi thir thing, PSA cai Straig ‘22‘:’2’30 rial, PSA Bl 5703-6067-R8 C:”:fiigshgépfiﬁan C:J”gfiig;fhgsieifan CONG TY TNHH STERICA Phuong Ciu Giky,
mm P P Thanh phd Ha Noi, Viét Nam
. ) . . . . Tang 6, Toa nha Viét A - S 9 phd Duy Tén,
35 | Chuoi thi thing, PSA ci [PreEnStem Tral PSA Pl 270360688 comited Oriopedc | conited Orliopedic | CONG TY TNHH STERICA Phudng Ciu Gidy,
ofporation/ i Loa orporation/ D Loa Thanh phé Ha Nai, Viét Nam
. ) ) . . . . Tang 6, Toa nha Viét A - S 9 phd Duy Tén,
PSA Tibial A LA -S0°
36 | Thuée do mam chay, 0°, tréi Cai SATibia (;fslecf:"’" guide,|  54030321-R¢ C:J”:fiﬁ;/thgépfifan C:J”gfiig;fhgsieifan CONG TY TNHH STERICA Phuong Chu Gidy,
e P P Thanh phd Ha Noi, Viét Nam
. f s . ) ) ! ] ! ] Tang 6, Toa nha Viét A - $6 9 phd Duy Tén,
0 - 7
37 Thude do mam chay, 0°, Cai PSA Tibial resection guide, 9403-2322-RC United Orthopedic United Orthopedic CONG TY TNHH STERICA Phuong Cau Gy,

phai

0°, right

Corporation/ Pai Loan

Corporation/ Pai Loan

Thanh phd Ha Noi, Viét Nam




