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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: 260000664/PCBA-HN
Ngay cong bo: 15/04/2026

1. Tén co s cong bé: CONG TY CO PHAN THIET Bl Y TE TDM

2. bia chi: L6 dat NV-C3 Khu do6 thi mdi Trung Hoa-Nhan Chinh, phuong
Yén Hoa, thanh phd Ha Noi, Phuong Yén Hoa, Thanh phd Ha Noi

3. S6 vin ban cua co so: 1404 Ngay: 15/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Dung cu ph?lu 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 cach dong goi:

Muc dich st dung: Dung dé hd tro cz~ic bac sy, nhép vién y t4, k¥ thuat vién
phong mo trong vi¢c tham kham, phau thuat va di€u tri cho bénh nhan

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485: 2016

5. D6i véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

6. Thong tin vé chu s& hitu thiét bi y té:

Tén chu s hitu: ONE TEN SURGICAL& DENTAL CO.

Dia chi chu sé hiru: P.O.Box: 782, Kacha PIA Shahab Pura Road, Sialkot
51310, Punja, Pakistan, PAKISTAN

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

Tén co so: Cong ty Co phan Thiét bi y té¢ TDM



bia chi: L6 dé‘g NV-C3 Khu d6 thi mo¢i Trung Hoa-Nhan Chinh, phuong Yén
Hoa, thanh pho Ha Noi, Phuong Yén Hoa, Thanh pho Ha Noi

Dién thoai ¢d dinh: 024 63283932 Pién 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 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




BANG KE CHI TIET TRANG THIET BI Y TE

CHUN &UC‘;I TEN CO 56 Tlgncjg 30
TEN TRANG | PON G R - pONG | SAN XUAT/ HUU/ TEN o s¢ | PIA CHI CO
STT A | vI | LOAI MA SAN PHAM X HANG, - S SO BAO
THIETBIYTE | _/° % GO1 AN, HANG, |BAOHANH i
TiINH | SAN : NUOC SAN : , HANH
PHAM (NEU XUAT NUOC CHU
CcO) SO HUU
2-170-10 2-180-10 2-170-40 2-XXX-XX
N 2-170-11 2-180-11 | 2-175-11 | 2-185-10 onETEN | oNETEN | ONE TEN Pg}:}i);giz,
don 5('1‘5'[ o kh’i 2-170-12 2-180-12 2-175-12 2-185-11 SURGICAL | SURGICAL | SURGICAL Shahab Pua
1 IR Cai 2-170-13 2-180-13 | 2-175-13 | 2-185-20 & DENTAL | & DENTAL | & DENTAL S
quan cac loai, cac co./ Co.J co./ Road, Sialkot
e 2-170-14 2-180-14 2-175-14 | 2-190-00 o o o 51310, Punjab,
Pakistan Pakistan Pakistan .
2-170-30 | 2-180-30 | 2-175-30 | 2-195-00 Pakistan
2-170-40 | 2-180-40 | 2-175-40 | 2-200-00
ONETEN | ONETEN | ONETEN P'Ig 'Bl(l’ Xi)ﬁz’
B6 dén dit noi khi SURGICAL | SURGICAL | SURGICAL Shafl 2 >
2 |quan cac loai, cic | B¢ 2-170-10 | 2-180-10 | 04-203-00 | 04-233-00 & DENTAL | & DENTAL | & DENTAL ahab fura
- Road, Sialkot
o co./ Co./ co./ S1310. Puniab
Pakistan Pakistan Pakistan > Jab,
Pakistan
4-005-03 4-031-34 | 4-013-04 | 4-Oxx- .0.Box:
3 XXRX ONETEN | ONETEN | oNgTEN |D:O-Box: 782,
) 4-007-03 4-035-13 | 4-017-07 | 4-047-04 SURGICAL | surGicaL | surgicar | KachaPIA
Céan dao mo céac L. Shahab Pura
3 . Cai 4-011-04 | 4-039-14 | 4-019-17 | 4-051-05 & DENTAL | & DENTAL | & DENTAL .
loai, cac c& Road, Sialkot
4-027-09 | 4-057-01 | 4-023-08 | 4-053-15 co./ co/ €O/ 151310, Punjab
Pakistan Pakistan Pakistan > ’
4-057-03 4-057-01 | 4-027-09 | 4-xxx-xx Pakistan
7-005-14 7-024-16 7-012-23 T-XXX-XX
7-006-14 | 7-029-11 | 7-017-15 | 7-041-23
7-062-15 7-085-12 | 7-124-11 | 7-115-14
7-067-11 7-086-12 | 7-129-18 | 7-115-18
7-068-11 7-090-11 | 7-134-13 | 7-131-10
7-073-11 7-094-14 | 7-139-13 | 7-149-14




7-074-11 | 7-098-13 | 7-147-10 | 7-149-15

7-115-20 | 7-102-19 | 7-147-11 | 7-149-16

7-119-14 7-104-19 7-147-13 7-149-18 ONE TEN ONE TEN ONE TEN P.O.Box: 782,
& 7-242-15 | 7-246-23 | 7-272-14 | 7-268-14 o oy o Road, Sialkot

7-25121 | 7-251-15 | 7-275-14 | 7-306-14 Pakistan | Pakistan | Pakistan | -L0:Punjab,

7-252-15 | 7-251-17 | 7-277-14 | 7-311-18 Pakistan

7-285-14 | 7-311-25 | 7-315-23 | 7-317-28

736123 | 7-383-16 | 7-405-12 | 7-427-14

7-363-20 | 7-363-18 | 7-407-12 | 7-428-14

7-389-16 | 7-508-12 | 7-412-12 | 7-432-15

7-508-13 | 7-522-19 | 7-413-12 | 7-432-18

7-779-09 | 7-808-08 | 7-890-12 | 7-908-20

7-060-09 | 7-073-09 | 7-078-10 | 7-106-11

8-005-10 8-006-13 8-0xx-Xx 8-XXX-XX

8-005-11 | 8-006-14 | 8-016-11 | 8-017-16

8-005-10 | 8-011-18 | 8-016-20 | 8-021-20

8-005-30 | 8-017-13 | 8-017-11 | 8-029-18

8-089-17 | 8-007-18 | 8-025-13 | 8-029-20

8:093-15 | 8008-18 | 8-025-14 | 8-029-25 ONETEN | ONETEN | ONETEN [P.0.Box: 782,

8-025-15 | 8-029-30 | 8-041-12 | 8-057-12 SURGICAL | SURGICAL | SURGICAL | Kacha PIA
et | ca $02516_ || $0312 | SULLS | $057:15 Heor [ F o™ | PEor™ | rond Siako
. 8-179-10 8-183-16 8-187-30 | 8-199-20 Pakistan Pakistan Pakistan | 51310, Punjab,

8-187-25 | 8-199-18 | 8-207-14 | 8-207-31 Pakistan

8-299-20 | 831625 | 8-331-20 | 8-353-15

8-305-18 | 8-310-18 | 8-335-23 | 8-355-12

8-306-18 | 8-376-05 | 8-355-18 | 8-355-15

8-323-20 | 8-341-18 | 8-359-20 | 8-369-18

8-327-14 | 8-345-17 | 8-359-25 | 8-369-23




8-379-10 | 8-392-10 | 8-396-12 | 8-396-11
8-380-10 | 8-392-11 | 8-399-07 | 8-415-13
8-382-10 | 8-392-12 | 8-399-09 | 8-417-13
8-385-10 | 8-395-09 | 8-399-11 | 8-556-22 ONETEN | ONETEN | ONETEN Pgﬁ’:gf’
839109 | 839512 | 8-407-10 | 8-426-15 i%‘;\ﬁii ZU];‘S\II%% iU];‘;\II(T:ii Shahab Pura
8-391-10 | 8-396-09 | 8-408-10 | 8-392-09 oo oy oy Road, Sialkot
Panh Farabeuf cac . 8-391-11 8-396-10 | 8-391-12 | 8-396-11 Pakistan Pakistan Pakistan 51310, Punjab,
loai, céc c& cai 8-508-18 8-525-16 | 8-536-22 | 8-xxx-xx Pakistan
8-518-05 | 852922 | 8-520-03 | 8-558-18
8-520-03 | 8-520-05 | 8-554-20 | 9-620-14
8-554-18 | 8-556-20 | 8-554-24 | 9-632-18
8-556-16 | 9-49920 | 9-578-14 | 9-582-25
9-488-27 | 9-500-18 | 9-504-13 | 9-Oxx-xx
9-492-19 | 9-500-20 | 9-504-14 | 9-499-23
8-525-16 9-192-16 9-279-26 9-729-50 ONE TEN ONE TEN ONE TEN P.I(()a;]:}?:i);iz’
Parig :focjle(r,;ac i 8-556-16 | 9-195-16 | 9-582-25 | 9-731-50 i%‘g;?ii ZU];‘S\II%% iU];‘;\II(T:ii Ehaﬁag -Plukra
ai, 8-508-18 | 9-257-18 | 9-014-02 | 9-014-04 co./ oy co. oad, Sialkot
8-554-18 | 9-2578-18 | 9-014-05 | 9-014-06 Pakistan Pakistan pakistan | 3;2;2?;?"’
9-005-03 | 9-003-07 | 9-019-10 | 9-xxx-xx
9-006-03 | 9-014-02 | 9-027-12 | 9-013-05
9-009-06 | 9-014-04 | 9-035-13 | 9-093-12
9-010-06 | 9-014-05 | 9-039-15 | 9-094-10
9-013-01 | 9-014-06 | 9-0083-14 | 9-0xx-xx
9-043-13 | 9-068-10 | 9-084-14 | 9-100-13
9-047-15 | 9-073-10 | 9-089-10 | 9-104-12
9-051-14 | 9-079-12 | 9-090-10 | 9-109-21
9-171-15 | 9-183-16 | 9-148-16 | 9-129-14




‘ 9-172-15 | 9-184-13 | 9-153-14 | 9-192-18
g |Panhcam méu Céi 9-184-14 | 9-191-18 | 9-154-14 | 9-192-20
cdc logi, cde 6 ONETEN | ONETEN | ONETEN [P.O.Box:782
9-188-16 9-192-14 | 9-196-13 | 9-195-16 D.BOX: /02,
SURGICAL | SURGICAL | SURGICAL | Kacha PIA
9-191-13 | 9-192-16 | 9-196-14 | 9-236-18 & DENTAL | & DENTAL | & DENTAL | Shahab Pura
9-246-18 | 9-236-15 | 9-196-20 | 9-257-18 co./ Co./ co./ Road, Sialkot
9-247-18 9-264-19 9-276-19 9.258-18 Pakistan Pakistan Pakistan 51310, Punjab,
Pakistan
9-248-18 | 9-266-19 | 9-279-20 | 9-2xx-xx
928020 | 9-275-19 | 9-279-26 | 9-296-22
931024 | 9-332-23 | 9-326-19 | 9-3xx-xx
931824 | 9-338-23 | 9-399-20 | 9-360-20
936421 | 9-342-20 | 9-400-20 | 9-362-21
9-444-18 | 9-460-23 | 9-454-19 | 9-432-18
Cai 037-605-140 | 037-604-140| 10-117-08 | 10-1xx-xx ONE TEN ONE TEN ONE TEN P.I(()a;]:}?:i);iz’
Panh ba chac cic 037-605-130 | 037-604-130 | 10-117-12 | 10-124-14 SURGICAL | SURGICAL | SURGICAL | - ",
9 AR & DENTAL | & DENTAL | & DENTAL .
loai, céc & 037-605-120 | 037-604-120 | 10-117-20 | 10-124-20 co./ co./ co./ Road, Sialkot
) ) ) 51310, Punjab,
037-605-100 | 037-604-100 | 10-118-08 | 10-123-20 Pakistan Pakistan Pakistan Pakistan
13-418-18 13-021-09 13-0xx-xx | 13-1xxX-Xx
13-005-14 | 13-024-14 | 13-042-18 | 13-058-18
13-008-14 | 13-025-14 | 13-043-16 | 13-058-22
13-008-18 | 13-028-11 | 13-043-18 | 13-059-18
13-009-14 | 13-032-18 | 13-046-15 | 13-059-22
13-009-18 | 13-032-21 | 13-047-15 | 13-062-15
13-097-12 | 13-007-22 | 13-083-18 | 13-075-18 ONETEN [ ONETEN | ONETEN |, o o5
SURGICAL | SURGICAL | SURGICAL |~ 00% 9%
* i 13-100-14 | 13-037-24 | 13-083-21 | 13-078-23
1o |Kim mang kim Céi & DENTAL | & DENTAL | & DENTAL | [<achaPlA
cac loai, cac c& 13-101-14 | 13-016-12 | 13-083-23 | 13-132-16 Shahab Pura
co./ Co./ co./ Road. Sialkot
13-104-13 | 13-117-12 | 13-086-12 | 13-133-16 Pakistan Pakistan Pakistan oad, S1atko
51310, Punjab,
13-104-15 | 13-120-12 | 13-087-12 | 13-113-14 Pakistan
13-108-14 | 13-121-12 | 13-089-12 | 13-113-14




13-110-13 | 13-024-13 | 13-094-12 | 13-171-23

13-136-14 | 13-041-21 | 13-166-20 | 13-171-25

13-136-18 | 13-044-14 | 13-166-23 | 13-174-13

13-394-20 | 13-014-14 | 13-436-16 | 13-463-14

15-125-19 | 15-842-21 | 15-125-25 | 15-842-26

15-006-02 | 15-008-07 | 15-014-10 | 15-Oxx-xx

15-006-03 | 15-008-08 | 15-014-12 | 15-020-06

15-006-06 | 15-012-04 | 15-018-04 | 15-020-12

15-008-02 | 15-012-07 | 15-018-10 | 15-022-04

15-076-08 | 15-065-25 | 15-072-07 | 15-080-25

15-112-14 | 15-0120-04 | 15-121-06 | 15-140-12 P.0.Box: 782,

15-120-03 | 15-156-20 | 15-124-25 | 15-148-10 ONE TEN ONE TEN ONE TEN Kacha PIA

15-166-05 | 15-157-20 | 15-124-32 | 15-148-15 SURGICAL | surGicaL | surgicar, | Shahab Pura
Gu gam xuong, 15-166-09 | 15-162-22 | 15-125-06 | 15-148-20 & DENTAL | & DENTAL | & DENTAL Sfigf’l“é’ i‘;‘i‘;’g

11 |duc/ndy xuong Cii 15-170-06 | 15-170-20 | 15-125-09 | 15-148-25 co./ Co./ co./ Pakistan

cac loai, cac co 15-186-32 15-190-25 | 15-207-04 | 15-182-25 Pakistan Pakistan Pakistan

15-191-32 | 15-191-16 | 15-198-10 | 15-202-01

15-205-03 | 15-191-19 | 15-198-15 | 15-203-02

15-013-03 | 15-128-06 | 15-850-12 | 15-129-14

15-132-13 | 15-897-15 | 15-133-13 | 15-931-15

15-13220 | 15-905-15 | 15-133-20 | 15-937-15

15-883-19 | 15-137-03 | 15-969-03 | 15-140-04

15-887-18 | 15-137-04 | 15-969-04 | 15-140-06

15-892-17 | 15-969-05 | 15-972-22 | 15-976-27

1597727 | 15-001-23 | 15-005-23 | 15-13x-xx

28-004-01 | 28-010-03 | 28-022-01 | 28-032-01

28-004-02 | 28-014-01 | 28-022-02 | 28-032-02 P.0.Box: 782,
Banh i e loai 28-004-03 | 28-014-02 | 28-022-03 | 28-032-03 ONETEN | ONETEN | ONETEN sﬁfﬁi Eﬁ‘a

12| o S cai 28-008-01 | 28-014-03 | 28-026-01 | 28-036-01 SURGICAL | SURGICAL | SURGICAL | > = 2

28-008-02 | 28-016-01 | 28-026-02 | 28-036-02 & DENTAL | & DENTAL | & DENTAL 51310’ Punjab

28-010-01 | 28-016-03 | 28-028-02 | 28-038-01 Co./ Co./ Co./ Pakistan

28-042-01 | 28-020-02 | 28-042-03 | 28-Oxx-xx Pakistan Pakistan Pakistan




