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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: 260001494/PCBA-HN
Ngay cong bo: 29/07/2026

1. Tén co s¢ cong bd: CONG TY TNHH DAU TU PHAT TRIEN TRANG
THIET Bl Y TE 7
2. bia chi: S6 1, hém 81/30/1, t6 20 Lac Long Quan, Phuong Nghia Do,

Thanh phd Ha Nbi

3. S6 vin ban cuia co so: 202/26/CMD-Rasp Ngay: 29/07/2026
4. Thiét bi y té thudc loai A

Tén thiét bi y t&: Dung cu diia dung trong phau 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 str dung: Dung cu dia dﬁpg trong phau thuat duoc chi dinh st glung
trong cac thu thuat ndi soi khdp nham chuan bi, tao hinh hodc lam méi bé mat
xuong va sun theo chi dinh 1am sang phu hop.

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: ISO 13485:2016

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 sé httu: CONMED CORPORATION

Dia chi chu sé hiru: 525 French Road, Utica, New York 13502, UNITED
STATES

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



Tén co sé: Cong ty TNHH Dau tu Phat trién Trang thiét bi y té

Dia chi: S6 1, hém 81/30/1, t6 20 Lac Long Quén, Phuong Nghia D6, Thanh
phé Ha Noi

Dién thoai cb dinh: +84 24 66573759  Dién thoai di dong:

8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. 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 té cong bd ap dung
7 | Tai liéu hudéng dan st dung cua thiét bi y té X
8 | MAu nhin thiét bj y té X

9 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi voi thiét bi y té nhap khau.

10 | Tai liéu khac (néu c6) X




BANG KE CHI TIET THIET BI Y TE

" - B TEN CO SO
oz QUY CACH TEN CO SO SAN o . P 2 20— 7
A - - B - N MA SA . - - = - CHU SO HUU/ | TEN CO SO BAO PIA CHI CO SO BAO
STT | TEN THIET BI Y TE D’IQIEI?I] ! CHUNG LOAI SAN PHAM PH?&MN DPONG GOI | XUAT/ HANG, NUOC HANG. NUGC HANH : HANH
= n . 2 :
(NEU CO) SAN XUAT CHU S6 HOU
ong ty TNHH Dau [ S6 1, hém 81/30/1, t6 20 L
Dung cu diia dung trong STRAIGHT RASP, . . Conmed Cong y .2 au o emA \ © Nac
1 hau thua OSTEOPREP 25.1007 Conmed Corporation, My C tion. M% tu phét trién trang | Long Quan, phuong Nghia
phau thuat orporation, My thiét bi y té D6, thanh phé Ha Noi
L Linvatec Corporation Cong ty TNHH Déau | S6 1, hém 81/30/1, t6 20 Lac
2 Dﬁl;n g ;l.l fi ia ding trong ST}S@;(;I({;SQ’SP’ 25.1007 also trading as ConMed C Coizgl;f M tu phat trién trang | Long Quén, phuong Nghia
phau thuat Linvatec, My orp MY hidebiy té Do, thanh phé Ha Noi
ong ty TNHH Dau [ S6 1, hém 81/30/1, t6 20 L
Dung cu diia dung trong CONVEX RASP, . ~ Conmed Cong t,y .2 au | 5o emA . © ~ac
3 3w thudt OSTEOPREP 25.1637 Conmed Corporation, My Corporation. M tw phag trién trang Long Quan, phu’crng Nghia
phau thug P VY thiét bi y t& Do, thanh phd Ha Noi
L Linvatec Corporation Cong ty TNHH Dau | S6 1, hém 81/30/1, t6 20 Lac
4 D;n g Eu i ia ding trong C(C))I;,}/}fgpigip’ 25.1637 also trading as ConMed Co COZZEI:I? M tu phat trién trang | Long Quén, phuong Nghia
phau thua Linvatec, My P MY hidebiy 66 D6, thanh phé Ha Noi
ong ty TNHH Déu | S6 1, hém 81/30/1, 620 L
Dung cu diia dung trong CONCAVE RASP, . ~ Conmed Cong y .2 i R emA . © ~ac
5 3w thudt OSTEOPREP 25.1647 Conmed Corporation, M| Corporation. M tu phag trién trang Long Quan, phu’(mg Nghia
phau thua P VY thiét bi y té D6, thanh phé Ha Noi
L Linvatec Corporation Cong ty TNHH Dau | S6 1, hém 81/30/1, t6 20 Lac
6 Dﬁl:n g flu i ia ding trong COCI)\I SCT[E\C/)E,II;I:;,SP’ 25.1647 also trading as ConMed Co COZZEI:: M tu phat trién trang | Long Quén, phudng Nghia
phau thua Linvatec, My P MY thiétbiy té D6, thanh phé Ha Noi
D T MENISCAL RASP, 90 Conmed Cong ty TNHH Pau | S6 1, hém 81/30/1, t6 20 Lac
7 }11:1 gtfll.l Atua Hng trong DEGREE BOTTOM AND C8536.1 Conmed Corporation, My Corporation. M tu phat trién trang | Long Quéan, phuong Nghia
phau thug TOP SERRATIONS P VY thiét bi y té P, thanh phé Ha Noi
D diia dime t MENISCAL RASP, 90 Linvatec Corporation Conmed Cong ty TNHH Piu [Sb 1, hém 81/30/1, t6 20 Lac
8 ;;n gtflu Atua Hng trong DEGREE BOTTOM AND C8536.1 also trading as ConMed Corporation. M tu phat trién trang | Long Quéan, phuong Nghia
phau thug TOP SERRATIONS Linvatec, My P VY thiét bi y té D6, thanh phé Ha Noi
D T MENISCAL RASP, 30 Conmed Cong ty TNHH Pau | S6 1, hém 81/30/1, t6 20 Lac
9 Une cu dua dung trong DEGREE BOTTOM AND C8537.1 Conmed Corporation, My tu phat trién trang | Long Quéan, phuong Nghia

phau thuat

TOP SERRATIONS

Corporation, My

thiét bi y té

D6, thanh phd Ha Noi




TEN CO SO

— QUY CACH | TEN CO SO SAN B 2 B0 ; i
STT | TEN THIET BI Y TE PON VI cginG LOAI SAN PHAM MASAN | BONG GOI | XUAT/ HANG, NUOC CEUEYELI | TN EUETIRAD | DA G CURYINT
TINH PHAM (NEU CO) SAN XUAT HANG, NUOC HANH HANH
CHU SO HU'U
Dune cu dia dine tron MENISCAL RASP, 30 Linvatec Corporation Conmed Cong ty TNHH Pau [ S6 1, hém 81/30/1, t6 20 Lac
10 Hé gth. At & & DEGREE BOTTOM AND C8537.1 also trading as ConMed Corporation. M tu phat trién trang | Long Quéan, phuong Nghia
phatt thus TOP SERRATIONS Linvatec, My P Y thiét bi y té P, thanh phé Ha Noi
Dune cu dia dine tron MENISCAL RASP, 30 Conmed Cong ty TNHH Pau [ S6 1, hém 81/30/1, t6 20 Lac
11 Hé gth. At & & DEGREE BOTTOM C8541.1 Conmed Corporation, M¥| Corporation. M¢ tu phat trién trang | Long Quéan, phuong Nghia
phatt thus SERRATIONS P Y thiét bi y té P, thanh phé Ha Noi
Dune cu dia dine tron MENISCAL RASP, 30 Linvatec Corporation Conmed Cong ty TNHH Diau [ S6 1, hém 81/30/1, t6 20 Lac
12 H§1 gth' at & & DEGREE BOTTOM C8541.1 also trading as ConMed Corporation. M tu phat trién trang | Long Quéan, phuong Nghia
phau thus SERRATIONS Linvatec, My P VY thiét bi y té P, thanh phé Ha Noi
13 |Pung cu diia dung trong MENISCAL RASP, 30 C8542.1 Conmed Corporation, My| . Conmed Ct?rnghz ;I;I;(I%I:I;flau SI(jolr; h(e)rflléil/?’l?l/rl(‘;nto;o;}zc
phiu thuat DEGREE TOP SERRATIONS ' P * Y| Corporation, My | ' P4 trien tang §uan, puvong &'
thiét bi y te Do, thanh pho Ha Noi
14 D¥mE o dim ding trong MENISCALRASP. 30 | (o) | s tadimg ao Conted | Commed | g, | Long Quin, phatng Neima.
phau thuat DEGREE TOP SERRATIONS Linvatec, My Corporation, My thidt bi gt : o, thanh ph & Ha Noi
Dune cu dita dine tron Conmed Cong ty TNHH Diau [ S6 1, hém 81/30/1, t6 20 Lac
15 h'a gth' at & & TUNNEL RASP C8734 Conmed Corporation, M¥| Corporation. M tu phat trién trang | Long Quéan, phuong Nghia
phau thug P VY thiét bi y té Do, thanh phé Ha Noi
Dune cu diia dime tron Linvatec Corporation Conmed Cong ty TNHH Piu | Sb 1, hém 81/30/1, 20 Lac
16 h'e:lugthilﬁt & & TUNNEL RASP C8734 also trading as ConMed Corporation. M tu phat trién trang | Long Quéan, phuong Nghia
p : Linvatec, My P VY thiét bi y té D6, thanh phé Ha Noi
Dung cu diia dung trong P.C.L CURVED RASP, . - Conmed Cong t,y TI.\EHH Bau|So 1, hemAS 1/30/1" 1020 L~ac
17 3w thuat OSTEOPREP C8736 Conmed Corporation, M¥| Corporation. M% tu phat trién trang | Long Quan, phuong Nghia
phau thug P VY thiét bi y té D6, thanh phé Ha Noi
SN Linvatec Corporation Cong ty TNHH Déau | S6 1, hém 81/30/1, t6 20 Lac
18 Dung cy diia ding trong P.C.L CURVED RASP, C8736 also trading as ConMed Conmed tu phat trién trang | Long Quan, phudng Nghia

phau thuat

OSTEOPREP

Linvatec, My

Corporation, My

thiét bi y té

D6, thanh phb Ha Noi




