CONG TY TNHH MANI CONG HOA XA HQI CHU NGHIA VIET NAM

MEDICAL HA NOI boc 1ap - Tu do - Hanh phic
S6: 17MANI/PCBB-TNg Tinh Thai Nguyén, ngay 30 thang 12 nam 2024
VAN BAN CONG BO

Tiéu chuin ap dung ciia trang thiét bi y té thudc loai B

Kinh giri: S6 Y té Thai Nguyén

1. Tén co sé cong bo: CONG TY TNHH MANI MEDICAL HA NOI

Mi s6 thué hodc S6 gidy phép thanh 1ap Vin phong dai dién: 4600795732

Dja chi: T6 dan phd Vang, Phuong Tan Huong, Thanh phd Phd Yén, Tinh Thai Nguyén
Pién thoai ¢ dinh: 0280 3763 700 ; Fax: 0280 3763 701

Email: tt.tuyen@mani.inc

2. Ngwoi dai dién hop phap ciaa co sé:

Ho va tén: Nguyén Thi Thu Ha

S6 CMND/Pinh danh/H6 chiéu: 025189000683 ngay cap: 25/04/2021 noi cap: Cuc trudng
cuc canh sat quan ly hanh chinh vé trat tu xa hoi

Dién thoai ¢b dinh: 02803763700; Dién thoai di dong:

3. Trang thiét bi y té thudc loai B:

Trang thiét bi y té chung: [ hodc Trang thiét bi y t& chan doan in vitro: []

Tén trang thiét bi y té: Mili khoan ring

Tén thuong mai:

Mai Global Medical Device Nomenclature - GMDN (néu ¢6):

Chung loai: Theo phu luc

M3 san pham (néu cd):

Quy cach dong goi (néu cé):

Muc dich sir dung: San pham 1a mot dung cu xoay dung dé khoan cac mé cing nhu ring
va xuong., duoc dung két nbi vi mot tay khoan nha khoa. N¢ ciing c6 thé duge st dung
dé nghién kim loai, nhua, st va cac vat liéu ctmg khac.

Tén co s& san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chudn ap dung: Tiéu chuan nha san xut

4. P6i voi trang thiét bi y té chira chit ma tuy, tién chit:

5. Thong tin vé chii sé hiru trang thiét bi y té:
Tén chu s& htru: MANI, INC.,
Dia chi chu s¢ hiru: 8-3 Kiyohara Industrial Park, Utsunomiya, Tochigi, 321-3231, JAPAN



6. Thong tin vé co sé biao hanh (néu cd):

7. S0 cong bo du dieu kién san xuat doi vdi trang thiét bi y té san xuat trong nwéec:

Cong bd tiéu chuin ap dung ciia trang thiét bj y té loai B
Hb so kém theo goém:

1. | Gidy chirng nhan dat tiéu chuan quan 1y chat luong ISO 13485 X
2. | Gidy uy quyén cta chu s& hitu trang thiét bi y té X
3. | Gidy xac nhan du diéu kién bao hanh X
4. | Tai liéu m6 ta tom tit k§ thuat trang thiét bi y té bang tiéng Viét X
5 Tai liéu k¥ thuat mo ta chtrc nang, thong sb ky thuat cua trang thiét bi y té do
. . /( . I( \ X
chu s& hitu trang thiét bi y t€ ban hanh
Tai liéu ky thuat bﬁng tiéng Viét kém theo tai liéu vé nguyén vat li¢u, vé an
toan cia san pham, quy trinh san xuat, cdc bao cao nghién ciru Idm sang va
6' A A \ A e r A R . A e A 5 A A A
tién 1am sang bao gom bao c4do do 6n dinh do6i voi thuoc thir, chat hi¢u chuan,
vat liéu kiém soéat in vitro.
7. | Ban tiéu chuan ma chu s& hitu trang thiét bi y té cong bd ap dung X
8. | Giay chiing nhan hop chuan X

Déi v6i trang thiét bi y té san xuét trong nude: két qua danh gia cac thong sb
hoa, 1y, vi sinh va cac thong sé khac do co s& du diéu kién theo quy dinh cua
9. | phép luat vé danh gia sy phu hop cap hodc Gidy chirng nhan danh gia chét
luong do co quan c6 thadm quyén ctia Viét Nam cap dbi voi trang thiét bi y té
chan doan in vitro

Tai liéu hudng dan sir dung cua trang thiét bi y té bang tiéng Viét; dbi voi
10. | trang thiét bi y t& nhap khau kém theo ban gdc bang tiéng Anh do chi sé hitu | x
trang thiét bi y té ban hanh

11. | MAu nhén trang thiét bi y té X

12. | Gidy chung nhan luu hanh ty do ddi véi trang thiét bi y té nhap khau X

Co s& cong bd tiéu chuan ap dung cam két:

1. N6i dung théng tin cong bd 1a chinh x4c, hop phéap va theo dung quy dinh. Néu c6 su gia
mao, khong dung su that co sé xin chiu hoan toan trach nhi€ém va s€ bi xu 1y theo quy dinh
cua phap luat.

2. Bao dam chat luong va luu hanh trang thiét bi y té theo diing ho so da cong bd.
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3. Cap nhat cac thay d6i lién quan dén ho so cong bd tiéu chudn ap dung theo quy dinh.

Nguoi dai dién hgp phap cia co sé¢
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PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

QUY CACH ) o ) . L )
DPONG GOI TEN CO SO SAN XUAT | DIA CHI CO SO SAN XUAT
(Néu c6)

MA SA,N PHAM
(Néu co)

NUOC

STT TEN TRANG THIET Bl Y TE CHUNG LOAI SAN XUAT

BC-31; BC-31C; BC-32;
BC-42; BC-42C; BC-43;
BC-43C; BC-S42; BC-
S42C; BC S43; BR-
152F; BR-154; BR-31;
BR-31C; BR-31SC; BR-
32C; BR-32EF; BR33;
BR-34; BR-40; BR-40C;
BR-40EF; BR-40SC;
BR-41; BR-41C; BR-
41SC; BR-42; BR-43;
BR-44; BR-45; BR-45C;
BR-45SC; BR-46; BR-
46C; BR-46SC; BR-
48F; BR-49; BR-83EF;
BR-S45; BR-S46; BR-
S46C; CD-50F; CD-51F;
CD52F; CD-53F; CD-
54F; CD-55F; CD-56F;
CD-57F; CD-58; CD-
58F; CD-59F; CD-60F;
CD-61F; CD-62F; CD-
SS51; CE-12; CE-12EF; 743 NAKAAKUTSU,

. . MANI, INC.
MANI DIA-BURS CE-12F; CE-13; ’ TAKANEZAWA, SHIOYA, JAPAN
CE13EF: CE-13F: CE- TAKANEZAWA FACTORY TOCHIGL, 329-1234

15EF; CE-15F; CE-16;
CE-16EF; CE-16F; CE-
17, CE17EF; CE-17F;
CR-11EF; CR-11F; CR-
12EF; CR-12F; CR-21F;
CR-22F; DI41; DI-41C;
DI-42; DI-42C; DI-S41;
DI-SS41; DM-103; DM-
105; DM-303; DM-305;
EX-11; EX-11C; EX-
11EF; EX-11SC; EX-12;
EX-128F; EX-12C;
EX13; EX-14; EX-15;
RS-11; EX-18F; EX-20;
EX-20C; EX-21; EX-
21C; EX21EF; EX-21F;
EX-21SC; EX-22C; EX-
24; EX-24C; EX-26;
EX-26C; EX26SC; EX-
27EF; RS-21; EX-29EF;
EX-31; EX-31C; EX-
31F; EX-32; EX-33;

Miii khoan rang




EX-34; EX-35; EX-
36EF; EX-37EF; RS-31;
RS-31EF; EX-39; EX-
39EF; EX40; EX-40EF;
EX-40F; EX-41; EX-
41C; EX-42; EX-43;
EX-58; EX-SS13;
EXSSI13EF; EX-SS14;
EX-SS14EF; EX-SS33;
EX-SS33EF; RS-SS31;
EX-SS40; FO100C; FO-
100F; FO-101C; FO-11;
FO-11C; FO-12; FO-13;
FO-14; FO-20EF; FO-
21; FO-21C; FO-21EF;
FO-21F; FO-21SC; FO-
22; FO-22C; FO-22EF;
FO22F; FO-22SC; FO-
23; FO-23EF; FO-23F;
FO-24; FO-24F; FO-25;
FO-25C; FO-25EF; FO-
25F; FO-27; FO-27C;
FO-27SC; FO-30EF;
FO-30F; FO-31; FO32;
FO-32C; FO-32EF; FO-
32SC; FO-33; FO-33EF;
FO-33F; FO-40EF;
FO41EF; FO-42EF; FO-
54C; FO-S21; FO-S21C;
FO-S54; FO-SS21F; MI-
45F; MI5S3F; MI-61F;
MI-62F; MI-S45; Pro-2f;
Pro-1EF; Pro-1f; Pro-
2EF; Pro-3f; Pro4f; Pro-
5f; Pro-S3; RS-11C; RS-
21C; RS-31C; RS-32;
RS-32F; RS-45;
RS45EF; RS-45F; SF-
11; SF-11C; SF-11SC;
SF-12; SF-12C; SF-
12SC; SF-13; SF13C;
SF-13SC; SF-21; SF-
21C; SF-21SC; SF-22;
SF-24C; SF-31; SF-31C;
SF31SC; SF-32; SF-40;
SF-41; SF-41C; SF-
41SC; SF-42; SF-43; SF-
79; SF-79C; SF-80; SF-
80C; SF-81; SF-S40; SF-
S41; SI-045; SI1-31; SI-
33; SI-34; SI-37; SI41;
SI-42; SI1-43; SI-44; SI-
45; SI-46; SI-46C; SI-
46SC; SI1-47; SI-47C;
SI47SC; SI-48; SI-48C;
SI-48SC; SI-61; SI-S46;




SI-S48; SO-11; SO-12;
SO-13; SO-14; SO-20;
SO-20C; SO-21; SO-
21C; SO-21SC; SO-22C;
SO-23; SO-23C; SO-67;
SO-S20; SO-S20C; SO-
SS20; SR-11; SR-11C;
SR-11SC; SR-12;
SR12C; SR-12SC; SR-
13; SR-13C; SR-13SC;
SR-54; SR-55; SR-56;
SR-57; TC11; TC-11C;
TC-11EF; TC-11F; TC-
11SC; TC-12; TC-13;
TC-14; TC-14EF; TC-
14F; TC-15; TC-16; TC-
21; TC-21C; TC-21EF;
TC-21F; TC-22; TC-23;
TC-23F; TC-24; TC-25;
TC-26; TC-26C; TC-28;
TC-71F; TC-72; TC-
72C; TC73F; TC-74C;
TC-S21; TC-S21C; TC-
SS21; TC-SS21F; TF-
11; TF-11C; TF11SC
TF-12; TF-12C; TF-
12EF; TF-12F; TF-
12SC; TF-13; TF-13C;
TF-13SC; TF-14; TF-
14C; TF-15; TF-20; TF-
20C; TF-21; TF-21C;
TF-21EF; TF-21F; TF-
22; TF-22C; TF-22SC;
TF-23; TF-23C; TF-31;
TF-31C; TF-31SC; TF-
33; TF41; TF-41C; TF-
42; TF-42C; TF-43; TF-
43C; TF-S12; TF-S20;
TF-S20C; TFS21; TF-
S21C; TF-S22; TF-S23;
TF-S31; TF-S41; TF-
SS31; TO-58C; TR-11;
TR-11C; TR-11EF; TR-
11F; TR-12; TR-12C;
TR-12EF; TR-12SC;
TR-13; TR13C; TR-
13EF; TR-13F; TR-
13SC; TR-14; TR-14C;
TR-14SC; TR-15;
TR15C; TR-15SC; TR-
17C; TR-19; TR-19C;
TR-19SC; TR-20; TR-
20C; TR-21; TR-21C;
TR-21EF; TR-21F; TR-
21SC; TR-22; TR-224;
TR-224C; TR-23; TR24;




TR-24C; TR-25; TR-
256C; TR-257C; TR-
258C; TR-258SC; TR-
259C; TR25C; TR-
25EF; TR-25F; TR-26;
TR-26C; TR-26EF; TR-
26F; TR-27; TR-28;
TR-28C; TR-29; TR-
29C; TR-29F; TR-30;
TR-62C; TR-S13; TR-
S13C; TRS14; TR-
S14EF; TR-S21; TR-
S21C; TR-SS21; TR-
SS21C; WF-30; WR-12;
WRI12C; WR-13; WR-
13C; WR-13SC; WR-14;
WR-31F; WR-S31F;
SF402; SF501; SF401;
TR601; TR602;
FO601F; FO601EF;
FO501F; FO501EF;
BR301F; BR301EF;
TC601EF; SF502;
SF503; RS-21EF; EA-
10; EA-L10; EA13; EA-
40; MP-1; MP-2; MP-3;
MP-4; MP-5; MP-6;
MP-7; MP-8; MP-9;
MP10; MP-11; MP-1F;
MP-3F; MP-4F; MP-5F;
MP-7F; MP-8F; MP-9F;
MP-10F; MP-11F; MP-
12F; MP-4EF; MP-5EF;
MP-10EF; MP-11EF;
IPR-O1EF

Miii khoan rang

MANI DIA-BURS

BC-31; BC-31C; BC-32;
BC-42; BC-42C; BC-43;
BC-43C; BC-S42; BC-
S42C; BC S43; BR-
152F; BR-154; BR-31;
BR-31C; BR-31SC; BR-
32C; BR-32EF; BR33;
BR-34; BR-40; BR-40C;
BR-40EF; BR-40SC;
BR-41; BR-41C; BR-
41SC; BR-42; BR-43;
BR-44; BR-45; BR-45C;
BR-45SC; BR-46; BR-
46C; BR-46SC; BR-
48F; BR-49; BR-83EF;
BR-S45; BR-S46; BR-
S46C; CD-50F; CD-51F;
CD52F; CD-53F; CD-
54F; CD-55F; CD-56F;

MANI HANOI CO., LTD.
PHO YEN FACTORY

T6 dén phd Vang, Phuong Tan
Huong, Thanh pho Pho Yén, Tinh
Thai Nguyén

VIET NAM




CD-57F; CD-58; CD-
58F; CD-59F; CD-60F;
CD-61F; CD-62F; CD-
SS51; CE-12; CE-12EF;
CE-12F; CE-13;
CEI13EF; CE-13F; CE-
15EF; CE-15F; CE-16;
CE-16EF; CE-16F; CE-
17; CE17EF; CE-17F;
CR-11EF; CR-11F; CR-
12EF; CR-12F; CR-21F;
CR-22F; DI41; DI-41C;
DI-42; DI-42C; DI-S41;
DI-SS41; DM-103; DM-
105; DM-303; DM-305;
EX-11; EX-11C; EX-
11EF; EX-11SC; EX-12;
EX-128F; EX-12C;
EX13; EX-14; EX-15;
RS-11; EX-18F; EX-20;
EX-20C; EX-21; EX-
21C; EX21EF; EX-21F;
EX-21SC; EX-22C; EX-
24; EX-24C; EX-26;
EX-26C; EX26SC; EX-
27EF; RS-21; EX-29EF;
EX-31; EX-31C; EX-
31F; EX-32; EX-33;
EX-34; EX-35; EX-
36EF; EX-37EF; RS-31;
RS-31EF; EX-39; EX-
39EF; EX40; EX-40EF;
EX-40F; EX-41; EX-
41C; EX-42; EX-43;
EX-58; EX-SS13;
EXSSI13EF; EX-SS14;
EX-SS14EF; EX-SS33;
EX-SS33EF; RS-SS31;
EX-SS40; FO100C; FO-
100F; FO-101C; FO-11;
FO-11C; FO-12; FO-13;
FO-14; FO-20EF; FO-
21; FO-21C; FO-21EF;
FO-21F; FO-21SC; FO-
22; FO-22C; FO-22EF;
FO22F; FO-22SC; FO-
23; FO-23EF; FO-23F;
FO-24; FO-24F; FO-25;
FO-25C; FO-25EF; FO-
25F; FO-27; FO-27C;
FO-27SC; FO-30EF;
FO-30F; FO-31; FO32;
FO-32C; FO-32EF; FO-
32SC; FO-33; FO-33EF;
FO-33F; FO-40EF;
FO41EF; FO-42EF; FO-




54C; FO-S21; FO-S21C;
FO-S54; FO-SS21F; MI-
45F; MI53F; MI-61F;
MI-62F; MI-S45; Pro-2f;
Pro-1EF; Pro-1f; Pro-
2EF; Pro-3f; Pro4f; Pro-
5f; Pro-S3; RS-11C; RS-
21C; RS-31C; RS-32;
RS-32F; RS-45;
RS45EF; RS-45F; SF-
11; SF-11C; SF-11SC;
SF-12; SF-12C; SF-
12SC; SF-13; SF13C;
SF-13SC; SF-21; SF-
21C; SF-21SC; SF-22;
SF-24C; SF-31; SF-31C;
SF31SC; SF-32; SF-40;
SF-41; SF-41C; SF-
41SC; SF-42; SF-43; SF-
79; SF-79C; SF-80; SF-
80C; SF-81; SF-S40; SF-
S41; SI-045; SI-31; SI-
33; S1-34; SI-37; SI41;
SI-42; SI1-43; SI-44; SI-
45; SI-46; SI-46C; SI-
46SC; SI1-47; SI-47C;
SI147SC; SI-48; SI1-48C;
SI-48SC; SI-61; SI-S46;
SI-S48; SO-11; SO-12;
SO-13; SO-14; SO-20;
SO-20C; SO-21; SO-
21C; SO-21SC; SO-22C;
SO-23; SO-23C; SO-67;
SO-S20; SO-S20C; SO-
SS20; SR-11; SR-11C;
SR-11SC; SR-12;
SR12C; SR-12SC; SR-
13; SR-13C; SR-13SC;
SR-54; SR-55; SR-56;
SR-57; TC11; TC-11C;
TC-11EF; TC-11F; TC-
11SC; TC-12; TC-13;
TC-14; TC-14EF; TC-
14F; TC-15; TC-16; TC-
21; TC-21C; TC-21EF;
TC-21F; TC-22; TC-23;
TC-23F; TC-24; TC-25;
TC-26; TC-26C; TC-28;
TC-71F; TC-72; TC-
72C; TC73F; TC-74C;
TC-S21; TC-S21C; TC-
SS21; TC-SS21F; TF-
11; TF-11C; TF11SC
TF-12; TF-12C; TF-
12EF; TF-12F; TF-
12SC; TF-13; TF-13C;




TF-13SC; TF-14; TF-
14C; TF-15; TF-20; TF-
20C; TF-21; TF-21C;
TF-21EF; TF-21F; TF-
22; TF-22C; TF-22SC;
TF-23; TF-23C; TF-31;
TF-31C; TF-31SC; TF-
33; TF41; TF-41C; TF-
42; TF-42C; TF-43; TF-
43C; TF-S12; TF-S20;
TF-S20C; TFS21; TF-
S21C; TF-S22; TF-S23;
TF-S31; TF-S41; TF-
SS31; TO-58C; TR-11;
TR-11C; TR-11EF; TR-
11F; TR-12; TR-12C;
TR-12EF; TR-12SC;
TR-13; TR13C; TR-
13EF; TR-13F; TR-
13SC; TR-14; TR-14C;
TR-14SC; TR-15;
TR15C; TR-15SC; TR-
17C; TR-19; TR-19C;
TR-19SC; TR-20; TR-
20C; TR-21; TR-21C;
TR-21EF; TR-21F; TR-
21SC; TR-22; TR-224;
TR-224C; TR-23; TR24;
TR-24C; TR-25; TR-
256C; TR-257C; TR-
258C; TR-258SC; TR-
259C; TR25C; TR-
25EF; TR-25F; TR-26;
TR-26C; TR-26EF; TR-
26F; TR-27; TR-28;
TR-28C; TR-29; TR-
29C; TR-29F; TR-30;
TR-62C; TR-S13; TR-
S13C; TRS14; TR-
S14EF; TR-S21; TR-
S21C; TR-SS21; TR-
SS21C; WF-30; WR-12;
WR12C; WR-13; WR-
13C; WR-13SC; WR-14;
WR-31F; WR-S31F;
SF402; SF501; SF401;
TR601; TR602;
FO601F; FO601EF;
FO501F; FO501EF;
BR301F; BR301EF;
TC601EF; SF502;
SF503; RS-21EF; EA-
10; EA-L10; EA13; EA-
40; MP-1; MP-2; MP-3;
MP-4; MP-5; MP-6;
MP-7; MP-8; MP-9;




MP10; MP-11; MP-1F;
MP-3F; MP-4F; MP-5F;
MP-7F; MP-8F; MP-9F;
MP-10F; MP-11F; MP-
12F; MP-4EF; MP-5EF;
MP-10EF; MP-11EF;
IPR-01EF
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