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PHIEU TIEP NHAN

Ho so cong bd tiéu chuin ap dung ciia trang thiét bi y té thudc loai A

1. Tén co s& cong bd: CONG TY CO PHAN CONG NGHE Y TE PHUONG TAY

2. bia chi: S6 139/2 Nguyén Thai Hoc, P. Dién Bién, Q. Ba Binh, TP. Ha N§1, Phuong Dién Bién,
Quan Ba Pinh, Thanh phd Ha Nbi

3. S6 vin ban dé nghi cta co sé: 19112020 Ngay: 20/11/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Hoa chat xét nghiém huyét hoc

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO

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

Tén chu s¢ hitu: Jinhua Xinke Medical Instrument Co.,Ltd -Trung Quéc

Dia chi chu s¢ hitu: S6 133, duong Lengshui, Khu vuc phat trién Jinpan, thanh pho Jinhua, tinh
Zhejiang, Trung Quoc

6. Thong tin vé€ co s& bao hanh:

7. Thanh phan hd so:

1 | Phu lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 Giéy chuing nhan dat ti€u chuan quan ly chat lugng con hiéu lyc tai thoi diém ndp ho so

Gidy uy quyén cta chu so hiru trang thiét bi y té

Giay xac nhan du di€u ki¢n bao hanh

Tai liéu mo ta tom tat k¥ thuat TTBYT theo mau s6 1 Phuy lyc 8

N SN | B

Giay chtng nhan hgp chuan hozic Ban tiéu chuan ma chii s¢ hitu trang thiét bi y té cong
bo 4p dung

g | Két qua danh gia cac thong sb hoa, 1y, visinh va cac thong s0 khac do co so du diéu
kién theo quy dinh cua phap luat vé danh gia sy phu hop cap dbi voi trang thiét bi y té
san xudt trong nudc

9 | Tai liéu hudng dan sir dung cua trang thiét bi y té

10 | Mau nhén sé& sir dung khi luu hanh tai Viét Nam cia trang thiét bi y té
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Giéy chtirng nhan luu hanh ty do con hiéu lyc tai thoi diém nop ho so doi véi trang thiét
bi y té nhap khau hodc Phiéu ti€p nhén ho so cong bo du diéu kién san xuat trang thiét
biy té do1 voi TTBYT san xuat trong nude

NGUOI TIEP NHAN HO SO

o

Nguyén Minh Hai
Chanh Van phong




BAN KE CHI TIET TRANG THIET BI Y TE

, ) Dia chi
" 1. .« | Donvi Ching loai ’Quy Ca Chv Tén co s6 san xuat/ Tén co sé chi sé hiru/ Tén co so i C» teo
STT| Tén trang thiét bi y té Lot . z dong goi hoac N . £ N f .y~ 1 SO
tinh san pham . . Hang, nuwdc san xuat Hang, nwéc chii sé hiru bao hanh 1
don vi tinh bao hanh
Hoa chat ding cho may . . . .. |Jinhua Xinke Medical Instrument [Jinhua Xinke Medical Instrument [Khéng&p |Khdng é&p
. xét nghiém huyét hoc Thung |ABXII- Diluent SLit 20 Lt Co.,Ltd -Trung Qudc Co.,Ltd -Trung Qudc dung dung
Hoa chat ding cho may . . . .. |Jinhua Xinke Medical Instrument [Jinhua Xinke Medical Instrument [Khéng &p |Khong é&p
2 xét nghiém huyét hoc Thung BCHII- Diluent SLit 20 Lit Co.,Ltd -Trung Qudc Co.,Ltd -Trung Qudc dung dung
Hoa chat dung cho may . . . .. |Jinhua Xinke Medical Instrument [Jinhua Xinke Medical Instrument [Khéng ap |Khong éap
3 xét nghiém huyét hoc Thung |MEK- Diluent SLit 20 Lit Co.,Ltd -Trung Qudc Co.,Ltd -Trung Qudc dung dung
Hoa chat dung cho may . . . Jinhua Xinke Medical Instrument [Jinhua Xinke Medical Instrument [Khéng &p |Khdng ap
4 xét nghiém huyét hoc Thung |SYII - Diluent 20 Lt Co.,Ltd -Trung Qudc Co.,Ltd -Trung Qudc dung dung
5 Hoa chat dung cho may CIng/ EZ Cleaning 100ml, 500ml, [Jinhua Xinke Medical Instrument |Jinhua Xinke Medical Instrument |Khéngap [Khéng ap
xét nghiém huyét hoc thiing Solution 5 Lit Co.,Ltd -Trung Qudc Co.,Ltd -Trung Qudc dung dung
6 Hoa chat ding cho may Cer;/i/ Probe Cleaning 10ml, 50ml, |Jinhua Xinke Medical Instrument [Jinhua Xinke Medical Instrument [Khongap |Khéng &p
xét nghiém huyét hoc thiing Solution 500ml, 5 Lit |Co.,Ltd -Trung Qudc Co.,Ltd -Trung Qudc dung dung
7 Hoa chat dung cho may Chai 620 Cleaning 5 Lit Jinhua Xinke Medical Instrument [Jinhua Xinke Medical Instrument [Khdéng ap |Khong ap
xét nghiém huyét hoc Solution Co.,Ltd -Trung Qudc Co.,Ltd -Trung Qudc dung dung
3 Hoa chét ding cho may Cl;gi/ Cell Cleaning 100ml, 500ml, [Jinhua Xinke Medical Instrument |Jinhua Xinke Medical Instrument |Khéngap [Khéng ap
xét nghiém huyét hoc thiing Solution 1Lit, 5Lit Co.,Ltd -Trung Quéc Co.,Ltd -Trung Qudc dung dung
9 Hoa chit dung cho may CI;:;/i/ CELL Cleaning 10ml, 50ml,  [Jinhua Xinke Medical Instrument |Jinhua Xinke Medical Instrument |Khong ap |Khong ap
xét nghiém huyét hoc Solution 500ml, 5 Lit |Co.,Ltd -Trung Qudc Co.,Ltd -Trung Qudc dung dung

thung
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