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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: 260000006/PCBA-PNa
Ngay cong bo: 08/06/2026

1. Tén co s cong bé: CONG TY TNHH THAI TRUONG

2. bia chi: L6 42 khu B2-60, Khu d6 thi ven séng Hoa Quy — Dong No,
Phuong Ngii Hanh Son, Thanh phd Pa Ning

3. S6 vin ban cua co so: 200426-TTR Ngay: 24/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Dung cu phﬁu thuat

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 st dung: St dung trong phong mé. Dung d€ ho tro cac bac si, phau
thuat vién trong phong mo di€u tri cho bénh nhan

Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuén chét luong san pham 4p dung: ISO 13485

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 sé hiru: Rebstock Instruments GmbH

Dia chi chu s& hiru: In Weihericker 7, 78589 Diirbheim, GERMANY
7. Thong tin vé co s& bao hanh (néu co):

Tén co sd: Cong Ty TNHH Thai Truong



Dia chi: Lo 42 khu B2-60 Khu db thi ven séng Hoa Quy — Dong No, Phuong
Ngu Hanh Son, Thanh ph6 Pa Nang, Viét Nam , Phuong Nga Hanh Son,
Thanh pho Pa Nang

Dién thoai ¢b dinh: 0914208833  Dién thoai di dong:
8. S6 cong bd du diéu kién san xuat di véi thiét bi y té san xuit trong nudc:
9. Thanh phéan ho so:

1 | Van ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy quyén cta chi s¢ hiru 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 k¥ thuat mo ta chirc nang, thong sO k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy chirg nhan hop chuan hoic 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 nhin thiét bj y té X

9 Giéy chirng nhén luu hanh ty do con hi¢u lyc tai thoi diém ndp ho so X
doi voi thiét bi y t€ nhap khau.




BANG KE CHI TIET TRANG THIET BI Y TE

QUY |TEN oo SO SAN CE%NSEOH%:J/ PIA CHI CO
= TEN TRANG THIET BI| PON VI| CHUNG LOAI SAN T CACH | XUAT/ HANG, R e TEN CO SO TR0
Y TE TINH PHAM PONG NUOC SAN >, BAO HANH N
GOl XUAT CHU HANH
SO HUU
1 Kéo cit chi thép Cai wire cutting scissors 04-16-552
2 D‘-mfn Z‘:hkfféﬁlfﬁghmh Cai | Clip Applying Forceps 06-05-402T: 06-05-412T: 06-55-504T: 06-55-514T: 06-55-561T: 06-55-562T: 06-55-563T
06-05-502: 06-05-512: 06-05-520: 06-05-520T: 06-05-530: 06-05-530T: 06-05-548: 06-05-558: 06-05-570:
06-05-572: 06-05-574: 06-05-575: 06-05-577: 06-05-580: 06-05-582: 06-05-584: 06-05-585: 06-05-587:
; Dung cu kep clip phinh ca Aopving Forcens 06-20-470T: 06-20-472T: 06-20-474T: 06-20-475T: 06-20-477T: 06-55-503: 06-55-513: 06-55-520:
mach méau niio PRiyIng P 06-55-522: 06-55-522T: 06-55-522T: 06-55-524: 06-55-524T: 06-55-524T: 06-55-526: 06-55-528:
06-55-528T: 06-55-529: 06-55-529T: 06-55-590° 06-55-590T: 06-55-591: 06-55-591T: 06-55-592:
06-55-592T: 06-55-594: 06-55-594T: 06-55-595: 06-55-595T: 06-55-596: 06-55-596T
Khay dung dung cu kep . . . . .
4 i Cai Storage tray 06-20-002: 06-20-007: 06-20-022: 06-55-010: 06-55-011
5 Dung cu théo clip Cai Remover 06-20-072: 06-20-072T: 06-20-082: 06-20-082T
¢ | Dungeukepclipphinh | .| Memory Clip Appl. 06-55-552: 06-55-553: 06-55-554: 06-55-555T: 06-55-556T: 06-55-557T
mach mau nao Forceps
7 | Hop d““gtr‘é‘ﬁ;g cutuyet | 4 | sterilisation Container 50-30-001: 50-31-001: 50-32-001
8 Gia dé dung cu Cai Rack for instruments 50-30-002; 50-31-002; 50-32-002
9 Gia dé nep vit csi | Rackforplatesand 50-30-003; 50-31-003: 50-32-003
SCrews
10 Kim cit nep Cai plate cutting pliers 50-30-501; 50-31-501; 50-32-500
11 Kim miii dep Cai Flat Pliers 50-30-502; 50-31-502; 50-32-502 L6 42 khu B2-60
Khu @6 thi ven
12 Kim uén nep Céi ADERER Plate 50-30-503; 50-31-503; 50-32-503; 50-32-504; 51-27-905 Rebstock Rebstock CONG Ty | 0ng Hoa Quy -
Bending Pliers ] DPdng No
] Bi Instruments Instruments TNHH THAI Phudne N >
13 Kim u6n nep Cai Plate Bending Pliers 50-32-504; 51-27-905 GmbH/ Dtic GmbH/ Ptic TRUONG H‘fﬁ’ﬁgs gl
a on,
» . .. | plate and screw holding A(LEAE- EN.21.EAE- EA.29. Thanh phé Pa
14 Kep gilr nep va vit Cai forceps 50-30-505; 50-31-505; 50-32-505 Ning, Viét Nam
15 Tubc no vit Cai Screwdriver 50-30-510; 50-31-507: 50-31-510; 50-32-507: 50-32-510: 50-33-507: 50-34-507
16 Can Tube no vit C&i |screwdriver handle only 50-30-513; 50-31-509: 50-31-513; 50-31-509: 50-32-509: 50-32-513: 50-33-509: 50-34-509:
17 Ludi tube no vit Cai screwdriver blade only 50-30-514; 50-31-514; 50-32-514; 50-33-514; 50-34-514
18 | Gi4 dung dung cu ¢ nip Cai rack with lid 50-31-015
19 Dan hu’(')'ng‘lfhoan xuyén Ci transbucc_al drilling 50-32-520
miéng guide
20 Tudc no vit Cai Hex Screwdriver 51-19-904; 51-25-922; 51-25-927:; 51-26-923
21 Ludi tube no vit Cai | Hex Screwdriver Shaft 51-19-905; 51-26-924
22 Ong boc giit vit Cai Screw Holding Sleeve 51-19-906; 51-19-919; 51-19-956; 51-26-907; 51-26-916; 51-26-921
o3 |Ongdan hu’gg? midikhoan| - | pople Drill Sleeve 51-19-908: 51-19-909: 51-25-923: 51-26-927: 51-27-901: 51-27-902
g4 | Dungeu Sﬁg;“""“g mii | DCP Drill Guide 51-19-910: 51-26-925
25 Dung cu Eﬁgal?éng mii Céi Insert Drill Sleeve 51-19-911; 51-26-926
26 | Dumgcu sﬁg;“"mg mii | s | Threaded Drill Guide 51-19-915: 51-19-953: 51-19-950: 51-25-928: 51-26-904: 51-26-912: 51-27-916: 51-27-922: 51-27-928
27 Nt chin miii khoan Cai Drill Bit Stopper 51-19-916; 51-26-913




28 Tudc no vit Cai Torx Screwdriver 51-19-917; 51-19-924; 51-19-954; 51-25-926; 51-26-905; 51-26-914
29 Ludi tube no vit Céi | Torx Screwdriver Shaft 51-19-918; 51-19-925; 51-19-955; 51-26-906; 51-26-915; 51-27-917; 51-27-923; 51-27-929
30 Dung cy V?ECVit gi6i han Cai  [Torque Limited Wrench 51-19-920; 51-26-917
31 | Tay cAm rép nhanh chit T |  Céi T-handle, Quick 51-19-926; 51-26-929
Coupling

32 Thute do dr?:éu dinh kit Cai Measuring Device 51-19-928; 51-26-932
33 Dung cu dan huéng miii Cai Threaded Drill Guide 51-19-929: 51-26-930

khoan Wrench
34 Dung cu moc xuwong Cai Sharp Hook 51-19-930
35 | DunecubamENEYE | i | Hohmann Retractor 51-19-931; 51-19-932; 51-26-933; 51-26-934; 51-27-909
36 |Dung cu tach mang xuong [  Cai Periosteum Elevator 51-19-933; 51-19-934; 51-26-935
37 Dung cu uén nep vit Cai Bending Iron 51-19-935; 51-19-936; 51-26-936; 51-26-937
38 Kim gitr vit Cai | Screw Holding Forceps 51-19-937; 51-26-938; 51-27-912
39 Kep gitt xwong Cai Reduction Forceps 51-19-938; 51-19-939; 51-26-939; 51-26-940; 51-25-901; 51-25-906; 51-27-907
40 |Kep giit xwong tu dinh tam|  cai | Son-centering Bone 51-19-940: 51-26-941

Forceps
41 Hop dung dung cu Cai Instrument Case 51-19-941; 51-19-960; 51-24-905; 51-25-931; 51-26-942; 51-27-931; 51-61-911
42 Gia dung vit Cai Fragment Screw Rack 51-19-942; 51-26-943
43 Kém nén ép Cai Compression Forceps 51-24-901; 51-24-902; 51-24-903
44 Dung cu thao nep Cai | Plate Removal Forceps 51-24-904
45 Kep cAm giit xwong Cai Faraboef Forceps 51-25-904; 51-25-905
46 Dung cu moc xuong Cai Bone Hook 51-25-907
47 Kim udn nep Cai Bending Pliers 51-25-918
48 Puc xuong Cai Chisel 51-25-913
49 Gia dung vit Cai Screw Rack 51-25-930
Dung cu din huéng mili . . . .

50 Cai Universal Drill Guide 51-26-928

khoan
51 Tay cam c6 khép noi Cai Handle Wlth Quick 51-27-904

nhanh Coupling
52 Kim cit nep Cai | Plate Cutting Forceps 51-27-906
53 Kim kep xuong Cai Bone Forceps 51-27-908
54 Ludi tubc no vit cai | CrossScrewDriver 51-27-918; 51-27-924; 51-27-930
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