SO'Y TE HA NOI CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

THONG TIN

Ho so cong bo tiéu chuin ap dung ciia trang thiét bi y té thudc loai B

S6 cong bd: 220003926/PCBB-HN
Ngay cong bo: 29/12/2022

1. Tén co s cong bd: CONG TY CO PHAN TRAPHACO

2. bia chi: 75 phd Yén Ninh, Phuong Quan Thanh, Quan Ba Dinh, Thanh pho
Ha Noi

3. S6 vin ban cua co so: 1218/TRA Ngay: 23/12/2022

4. Trang thiét bi y té thudc loai B

Tén trang thiét bi y té&: Que/Khay/But thir xét nghiém dinh tinh hCG
(Que/Khay/But thur thai nhanh)

Tén thuong mai: Allisa Pregnancy Test kit

M3 Global Medical Device Nomenclature —- GMDN (néu co):

Chung loai: Theo phu luc

M3 san pham (néu c6): Theo phu luc

Quy cach dong goi: Theo phu luc

Muc dich str dung: Hormone HCG (Human chorionic gonadotropin) la mot
hormone glycoprotein dugc sinh ra boi nhau thai dang phat trién ngay sau khi
thu tinh, bao gom cac tiéu don vi protein a va . Chirc nang cua no la kich
thich hoan thé tlep tuc san Xuat progesterone, dé duy tri ndi mac tir cung thich
hop cho viéc gan phoi va cay phoi. Trong thai ky binh thuong, HCG c6 thé
duoc phat hién trong ca huyét thanh va nudce tleu som nhat 13 tir 7 dén 10 ngay
sau khi thy thai. Nong d6 hCG tiép tuc ting rit nhanh, thong thudng vuot qua
100 mIU/mL vao 1an cham kinh d4u tién va 6n dinh trong khoang 100-200
IU/mL vao khoang 10-12 tun cia thai ky. Su xuét hién HCG trong ca nudc
tiéu va huyét thanh ngay sau khi thu thai, va sy gia tang ndéng d6 nhanh chong
trong qua trinh phat trién sém cua thai ky, lam cho hCG tré thanh mot dau
hi¢u dugc st dung dé phat hién thai sém. Allisa Pregnancy Test Kit 1a dung cu
xét nghiém mién dich sdc ky nhanh dé phat hién dinh tinh hormon HCG
(Human Chorionic Gonadotrophin) trong nuéc tiéu ngudi gitp phat hién sém
thai ky.

Tén co s& san xuat: Theo phu luc



Dia chi co s san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: TCCS

5. B6i voi trang thiét bi y té chira chit ma tay, tién chat (néu co):

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

Tén chu s hiru: Qingdao Hightop Biotech Co.,Ltd

Dia chi chu s& hitu: No. 369 Hedong Road, Hi-tech Industrial Development
Zone 266112 Qingdao, Shandong, People’s Republic of China, CHINA

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

8. SO cong bo du di€u kién san xuat doi voi trang thi€t bi y t€ san xuat trong
nuoc:

9. Thanh phan ho so:

1 | Van ban cong bé tiéu chuan ap dung cia trang thiét bi y té thudc loai |

B.

2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hitu trang thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tit k¥ thudt trang thiét bi y té bang tiéng Viét X

6 | Tai lieu ky thuét bang tiéng Viét kém theo tai liéu vé nguyén vat liéu, |
vé an toan cua san pham, quy trinh san Xuat, cac bao cao nghién ciu
1am sang va tién 1am sang bao gdm bao céo do on dinh d6i véi thude
thtr, chat higu chuan, vat liéu kiém soét in vitro

7 | Ban tiéu chuan ma chii s¢ hitu trang thiét bi y té cong bd ap dung X

8 | Gidy chung nhan luu hanh tir do dbi véi trang thiét bi y té nhap khau X

9 | Tai liéu khac (néu co) X




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

STT

TEN TRANG THIET BI Y TE

CHUNG LOAI

MA SA,N PHAM
(Néu co)

QUY CAQH
DPONG GOI
(Néu c6)

TEN CO SO SAN XUAT

PIA CHI CO SO SAN XUAT

NUGC
SAN XUAT

Que thtr xét nghiém dinh tinh hCG (Que
thir thai nhanh)

Allisa Pregnancy Test kit (Que thur thai

nhanh)

1 que thu/ thi
nhom; Hop 1 que
thir + 1 cdc thu;
Hop 50 kit thur,
Hop 100 kit thur,
Tui 100 kit thi
(mdi kit thir gdm
1 que tht, 1 cde
thr, 1 vo hop)

Qingdao Hightop Biotech
Co.,Ltd

No. 369 Hedong Road, Hi-tech
Industrial Development Zone
266112 Qingdao, Shandong,
People’s Republic of China

CHINA

Khay thir xét nghiém dinh tinh hCG
(Khay thtr thai nhanh)

Allisa Pregnancy Test kit (Khay thtr

thai nhanh)

1 khay thir kem 1
6ng nho giot/ thi
nhom; Hop 1
khay thtr + 1 éng
nho giot + 1 cbe
thtr, Hop 25 kit
thar, Hop 40 kit
thur, Tai 40 kit
thtr (mdi kit thir
gom 1 khay thir
+ 1 bng nho giot
+1 cbe thir + 1
vo hop)

Qingdao Hightop Biotech
Co.,Ltd

No. 369 Hedong Road, Hi-tech
Industrial Development Zone
266112 Qingdao, Shandong,
People’s Republic of China

CHINA

But thir xét nghiém dinh tinh hCG (But
thir thai nhanh)

Allisa Pregnancy Test kit (But thir thai

nhanh)

1 but thu/ thi
nhom; Hop 1 but
thur, Hop 2 but
thar, Hop 20 kit
thur, Tuai 20 kit
thir (mdi kit thir
gdm 1 but thir +
1 v6 hop)

Qingdao Hightop Biotech
Co.,Ltd

No. 369 Hedong Road, Hi-tech
Industrial Development Zone
266112 Qingdao, Shandong,
People’s Republic of China

CHINA




