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THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260001557/PCBB-HN
Ngay cong bo: 20/05/2026

1. Tén co s cong bé: CONG TY CO PHAN TODA MEDICAL

2. Pia chi: Ngo 2, Thon Hiru Lé, Xa Pai Thanh, Thanh phé Ha Noé1
3. S6 vin ban cua co so: 1905/VBCBB Ngay: 19/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Cum IVD test nhanh B

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 sir dung: - Sir dung trong chin doén in vitro.

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 so hiru: Newlink Biotech Co., Ltd

bia chi chu sé hitu: No.24 Shuanglian Road, Haichang Street, Haining,
Jiaxing, Zhejiang, China, CHINA

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

8. SO cong bo du diéu kién san xuat doi véi thiét bi y té san xuat trong nudc:
9. Thanh phéan hd so:

1 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X




Gidy chung nhan dat tiéu chuan quan 1y chat luong ISO 13485

Gidy uy quyén cta chu so hiru thiét bi y té

Giay xac nhan du diéu kién bao hanh

DNl | W N

Tai liéu mo ta tom tat k¥ thuat thiét bi y té bang tiéng Viét, kém theo
tai li¢u k¥ thuat mo ta chuc nang, thong so ky thuat cta thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.

Giay chtng nhan hogp chuan hodc ban tidu chuan ma chu so hiru thiét
bi y té cong bo ap dung

Giay chimg nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so
dbi voi thiét bi y té nhap khau.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

< = Z Quy cach n . c .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn co 0 D;aochl co S0 Nuée san xuat
(Néu co) £, san xuat san xuat
(Néu c0)
No.24
TR
1 gem ¢l HAYV IgM Rapid Test L11-HAMO1C4 25 test/HOp Biotech Co., » DAICNANE ) cpNA
khéang thé IgM Ltd Street, Haining,
khang HAV Jiaxing,
Zhejiang, China
No.24
Khay thur xét Newlink Shuanglian
o |nehiém dinh tinh 1 H. pylori Antibody Rapid |y 11 ppg g 25 test/Hop Biotech Co., | Road, Haichang | o
khéang thé khang Test Ltd Street, Haining,
H. pylori Jiaxing,
Zhejiang, China
No.24
Que thir xét Newlink Shuanglian
3 |nghiém dinh tinh | H. pylori Antibody Rapid | 1} 1ypj a4 25 test/Hop Biotech Co,, | R0ad Haichang 1} gy
khang thé khang Test Ltd Street, Haining,
H. pylori Jiaxing,
Zhejiang, China
No.24
E:éérgl gi)r(lit tinh Newlink Isilcl)lal:clln%ilaairclhang
4 khéﬁg thé 1eG/lgM HEV IgG/IgM Rapid Test |L11-HEV01C3 25 test/Hop Eigtech Co., Street, Haining, CHINA
khang HEV Jiaxing,
Zhejiang, China
Khay thir xét Newlink No.24
5 |nghiém dinh tinh | FOB Rapid Test L11-FOB01C6 25 test/Hop Biotech Co., | Shuanglian CHINA
maAu an trong phan Ltd Road, Haichang




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

Street, Haining,
Jiaxing,
Zhejiang, China

Panel thur xét No.24
ane’ thu xet | DOA Multi Drug 5in 1 . Shuanglian
nghi¢m dinh tinh panel Newlink Road, Haichang
6 ?gg/}?ﬁiﬁ?ﬁD/ (MOP/AMP/COD/THC/Her L11-DOAOSE1 25 test/Hop Eigtech Co., Street, Haining, CHINA
MAM) oin(6-MAM)) Jiaxing,
Zhejiang, China
No.24
. . Shuanglian
Que thur xét . Newlink )
7 |nghiem dinh tinh | 90 Step Single Drug Test ;1 r5pg1 a1 S0 test/Hop | Biotech Co,, | Road, Haichang 1 g
Morphine (MOP) (Urine) - Morphine (MOP) Ltd S.tregt, Haining,
Jiaxing,
Zhejiang, China
No.24
Que thir xét ) )
nghiém dinh o | O Siep Single Drug Tes Newlink | Shuanglian
8 |6- . L11-MAMO1A1 50 test/Hop Biotech Co., » DAICNANE ) cpNA
Monoacetylmorphi Monoacetylmorphine (6- Ltd Street, Haining,
ne (Heroin) MAM) Jiaxing,
Zhejiang, China
No.24
. . Shuanglian
Que thur xét . Newlink )
9 |nghiém dinh tinh | 97 SeP S“;gl.e Drug Test |y 11_copoial S0 test/Hop | Biotech Co,, | Road, Haichang 1 g
Codeine (COD) (Urine) - Codeine (COD) Ltd S.tregt, Haining,
Jiaxing,
Zhejiang, China
Que thur xét One Step Single Drug Test Newlink IS\I}?uii lian
10 | nghiém dinh tinh ; DIp SImgle Lrus L11-THCO1AL1 50 test/Hop Biotech Co., gia N CHINA
Marijuana (THC) (Urine) - Marijuana (THC) Ltd Road, Haichang




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
Street, Haining,
Jiaxing,
Zhejiang, China
No.24
r?uheigrlrlllc?ii; tinh One Step Single Drug Test Newlink Isilcl)lallaclln%ﬁairclhan
1 |heniem an (Urine) - Amphetamine L11-AMPO1AL1 50 test/Hop Biotech Co., » DAICNANE ) cpNA
Amphetamine (AMP) Ltd Street, Haining,
(AMP) Jiaxing,
Zhejiang, China
No.24
. . Shuanglian
Que thur xét . Newlink )
12 | nghiém dinh tinh | Onc Step Single Drug Test 1, 1) e prgy 0 50 test/Hop | Biotech Co., | R0ad; Haichang f o
. (Urine) - Ketamine (KET) Street, Haining,
Ketamine (KET) Ltd Jiaxing
Zhejiang, China
No.24
. . Shuanglian
Que thur xét . Newlink )
13 | nghiém dinh tinh | 7€ O Single Mona) |L11-MDMAOIAL SOtest/Hop | Biotech Co., | qond HIOhane | cpypyp
Ecstasy (MDMA) y Ltd axing &
Zhejiang, China
No.24
r?uheigrlrlllc?ii; tinh One Step Single Drug Test Newlink Isilcl)lallaclln%ﬁairclhan
14 |DEem . (Urine) - Methamphetamine | L11-MET01A1 50 test/Hop Biotech Co., » DAICNANE ) cpNA
Methamphetamine (MET) Ltd Street, Haining,
(MET) Jiaxing,
Zhejiang, China
Que thur xét One Step Single Drug Test Newlink IS\I}?uii lian
15 | nghiém dinh tinh | /2 P Cociine ( c?) ¢ |L11-cocolal 50 test/Hop Biotech Co., | p % %Iaichan CHINA
Cocaine (COC) Ltd ’ &
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M3 san phim
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Quy cach
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Dia chi co s&
san xuat

Nuwdce san xuat

Street, Haining,
Jiaxing,
Zhejiang, China




