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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: 260001331/PCBB-HN
Ngay cong bo: 29/04/2026

1. Tén co s cong bd: CONG TY TNHH MEDSTORE

2. bia chi: A16-NV6 O s6 08, Khu d6 thi méi hai bén duong Lé Trong Tén,
Phuong Tay M, Thanh phd Ha Ni

3. S6 vin ban cua co so: 26004 MSC/VBCBB Ngay: 29/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Cum IVD Dau an chtic ning tuyén giap: TSH, TT3, TT4,
FT3, FT4

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 str dung: TSH Rapid Quantitative Test (Hormone kich thich tuyén
giap) dung dé dinh luong nong dd TSH trong huyét thanh hodc huyét twong
ngudi trén may xét nghiém mién dich huynh quang FIA Biotime bang xét
nghiém mién dich huynh quang. Xét nghiém nay dugc str dung nhu mot
phuong phap hé tro phat hién bénh cuong giap hoic suy giap.

Xét nghiém mién dich huynh quang

Bénh cuong giap, suy giap

Chi str dung cho chan doan in vitro chuyén nghiép.

TT3 Rapid Quantitative Test dung dé dinh luong ndng do triiodothyronine
toan phan trong huyét thanh nguoi trén may xét nghiém mién dich huynh
quang FIA Biotime bang xét nghiém mién dich huynh quang. Xét nghiém nay
duoc st dung nhu mot phuong phap hd trg phat hién bénh tuyén giap.

Xét nghiém mién dich huynh quang

Xét nghiém bénh tuyén giap



Chi str dung cho chan doan in vitro chuyén nghiép.

TT4 Rapid Quantitative Test dung dé dinh lugng néng do thyroxine huyét
thanh ngudi trén may xét nghiém mién dich huynh quang FIA Biotime bang
xét nghiém mién dich huynh quang. Xét nghiém nay dugc sir dung nhu mot
phuong phéap hd trg phat hién bénh tuyén giap.

Xét nghiém mién dich huynh quang

Xét nghiém bénh tuyén giap

Chi st dung cho chan doan in vitro chuyén nghiép.

FT3 Rapid Quantitative Test dung dé dinh luong nong d6 FT3 trong huyét
thanh nguoi trén may xét nghiém mién dich huynh quang FIA Biotime bang
xét nghiém mién dich huynh quang. Xét nghiém nay duoc sir dung nhu mot
phuong phap hé tro phat hién bénh cuong giap.

Xét nghiém mién dich huynh quang.

Bénh cuong giap.

Chi str dung cho chan doan in vitro chuyén nghiép.

FT4 Rapid Quantitative Test dung dé dinh luong nong do FT4 trong huyét
thanh nguoi trén may xét nghiém mién dich huynh quang FIA Biotime bang
xét nghiém mién dich huynh quang. Xét nghiém nay dugc sir dung nhu mot
phuong phép hd trg phét hién bénh cudng giap.

Xét nghiém mién dich huynh quang.

Bénh cuong giap.

Chi st dung cho chan doan in vitro chuyén nghiép.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chun chét luong san pham 4p dung: Tiéu chuan co s& (TCCS)

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

6. Thong tin vé cha so hitu thiét bi y té:

Tén chu s hiru: Xiamen Biotime Biotechnology Co., Ltd

bia chi chu sé hiru: 2F/3F/4F/5F, No.188, Pingcheng South Road, Haicang
Street, Haicang District, Xiamen City, Fujian Province, 361026, CHINA

7. Thong tin vé co s& bao hanh (néu co):
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 | Vin ban cong bd tiéu chuan ap dung cta thiét bi y té thudc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chat luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hiru thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X




Tai ligu ky thuét bang tiéng Viét kém theo tai liéu vé nguyén vat liéu,
vé an toan cua san pham, quy trinh san Xuét, cac bao cao nghién ctru
lam sang va tién 1am sang bao gom bao cdo do on dinh dbi véi thude
thtr, chat hiéu chuan, vat liéu kiém soat in vitro

Giay chtng nhan hgp chuan hoic 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 thiét biy té Chiing loai Ma oan plrlam dong goi Tfn o p o D;aochl cg S0 Nuée san xuat
(Néu co) £, san xuat san xuat
(Néu c0)
2F/3F/4F/5F,
No.188,
Thudc thir xét Xiamen E(?f(;: hflr;%cgr(l)lgl o
1 | nghiém dinh luong | L5H Rapid Quantitative 1 515 25Xt Biotime Street, Haicang | CHINA
TSH Test nghiém/hop Biotechnology District. Xiamen
Co., Lud City, Fujian
Province,
361026
2F/3F/4F/5F,
No.188,
Thudc thir xét Xiamen E(?f(;: hflr;%cgr(l)lgl o
2 | nghiém dinh luong | L 13 Rapid Quantitative 1 prp5 g9 25Xt Biotime Street, Haicang | CHINA
TT3 Test nghiém/hop Biotechnology District. Xiamen
Co., Ltd City, Fujian
Province,
361026
2F/3F/4F/5F,
No.188,
Thudc thir xét Xiamen E(?f(;: hflr;%cgr(l)lgl o
3 | nghiém dinh hwong | L+ Rapid Quantitative 1 prp5 25Xt Biotime Street, Haicang | CHINA
TT4 Test nghiém/hop Biotechnology District. Xiamen
Co., Ltd ’

City, Fujian
Province,
361026




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)
2F/3F/4F/5F,
No.188,
Thubc thir xét Xiamen El(f)lf; hl?lrfcjrcl); "
nghiém dinh lugng FT3 Rapid Quantitative BT2214 25 X.?t n B¥ot1me Street, Haicang | CHINA
FT3 Test nghiém/hop Biotechnology District. Xiamen
Co., Ltd . i
City, Fujian
Province,
361026
2F/3F/4F/5F,
No.188,
Thubc thir xét Xiamen El(f)lf; hl?lrfcjrcl); "
5 |nghiém dinh luong FT4 Rapid Quantitative BT2215 25 X.?t n B¥ot1me Street, Haicang | CHINA
FT4 Test nghiém/hop Biotechnology District. Xiamen
Co., Ltd ’

City, Fujian
Province,
361026




