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Thanh pho Ha Néi, ngay 25 thang 08 nam 2022

VAN BAN THONG BAO CAP NHAT
Théng tin trong hd 50’ cOng b'6 tiéu chuan ap dung
cua trang thiét bi y té thudc loai A

Cdp nhdt lan: 1
Kinh guri: So Y té Ha Noi

1. S6 cong bd: 210000004/PCBA-HN Ngay: 06/01/2021
2. Thong tin cap nhat:

Thay d6i nhén, hudng dan sir dung nhung khong thay d6i muc dich sir dung, chi dinh st
dung.

3. Tai li¢éu lién quan:

- Van ban cong bd tiéu chuan ap dung dbi voi trang thiét bi y té thudc loai A

+ Vin ban cong bd Nacurgo xit.pdf:
https://dmec.moh.gov.vn/documents/10182/33971604/upload 00044555 1661416733711.pdf
?version=1.0&fileld=34003018

- Ban tiéu chuin ma chu so hitu trang thiét bi y té cong bd ap dung.

+ TCCS Nacurgo.pdf:
https://dmec.moh.gov.vn/documents/10182/17972372/upload 00035059 1609152525809.pdf
?version=1.0&fileld=17982329

- Két qua danh gia cac thong so hoa, 1y, vi sinh va cac thong s6 khac do co s¢ du diéu kién
theo quy dinh cta phap luat vé (danh gia su phu hgp cap hoic Gidy ching nhan danh gia chét
luong do co quan co thAm quyén cta Viét Nam cip d6i véi TTBYT chan doan in vitro
(TTBYT san xuat trong nudc).

+ Phiéu kn dung dich nacurgo.pdf:
https://dmec.moh.gov.vn/documents/10182/17972372/upload 00035063 1609152538502.pdf
?version=1.0&fileld=17982337

- Gidy chimg nhan luu hanh ti do d6i voi trang thiét bi y t& nhap khau.

+ PTN_HOSO_Du DKSX.pdf:
https://dmec.moh.gov.vn/documents/10182/17972372/upload 00035169 1609152582098.pdf
?version=1.0&fileld=17982417

- Tai liéu k¥ thuat mé ta chirc ning, thong sb k¥ thuit cta trang thiét bi y té do chu s& hitu
trang thiét bi y té ban hanh.

+ TLKT.pdf:
https://dmec.moh.gov.vn/documents/10182/17972372/upload 00035047 1609152511242.



pdf?version=1.0&fileld=17982305

+ Tom tat k¥ thuat TTBYT Nacurgo xit.pdf:
https://dmec.moh.gov.vn/documents/10182/33971604/upload 00044646 1661416768264.pdf
?version=1.0&fileId=34003102

- Tai liéu huéng dan sir dung cua trang thiét bi y té bang tiéng Viét; dbi véi trang thiét bi y té
nhap khau kém theo ban gbc bang tiéng Anh do chii s¢ hitu trang thiét bi y té ban hanh.

+ To HDSD.pdf:
https://dmec.moh.gov.vn/documents/10182/17972372/upload 00035071 1609152547510.pdf
?version=1.0&fileld=17982353

+ Huéng dan sir dung TTBYT Nacurgo xit.pdf:
https://dmec.moh.gov.vn/documents/10182/33971604/upload 00044699 1661416778879.pdf
?version=1.0&fileld=34003126

- MAu nhén trang thiét bi y té.

+ TK nacurgo final.pdf:
https://dmec.moh.gov.vn/documents/10182/17972372/upload 00035087 1609152568470.pdf
?version=1.0&fileld=17982377

+ Mau nhan.pdf:
https://dmec.moh.gov.vn/documents/10182/33971604/upload 00044733 1661416789326.pdf
?version=1.0&fileld=34003142

Co sé xin cam két:
Chép hanh nghiém chinh cac quy dinh cta phép luat Viét Nam;
Chiu trach nhiém trudc phap luat vé tinh chinh xac ctia ndi dung hd so cap nhat.

Nguwoi dai dién hop phap cia co sé
(Ky tén, ghi ho tén day di, chirc danh)
Xdc nhén bang dau hodc chiv ky sé
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S4: 210000004/PCBA-HN Thanh phé Ha Néi, ngay 05 thang 01 nim 2021

PHIEU TIEP NHAN

Ho so cong bo 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 NEW TECH PHARM

2. bia chi: Tang 5, Toa nha Comatce Tower, S6 61 phd Nguy Nhu Kon Tum, Phuong Nhan
Chinh, Quan Thanh Xuan, Thanh phé Ha Noi

3. S6 vin ban dé nghi cta co sé: 01/HSCBA-NTP Ngay: 29/12/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Dung dich xit Nacurgo

Chung loai/ma san phiam: NTP.01

Tén co s6 san xuat: CONG TY CO PHAN DUQC MY PHAM CVI

Dia chi co s6 san xuat: L6 Dat CN1-08B-3 Khu Cong Nghiép Cong Ngh¢ Cao 1 - Khu Cong Nghé
Cao Hoa Lac, Km 29 bai Lo Thang Long, Xa Thach Hoa, Huyén Thach That, Thanh pho Ha Ndi
Tiéu chuan chét luong san pham ap dung: ISO 13485:2016; 01.2020/NTP-TCCS

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

Tén chii s¢ hiru: CONG TY CO PHAN CONG NGHE NEW TECH PHARM

Dia chi chu s hitu: Tang 5, Toa nha Comatce Tower, S6 61 phd Nguy Nhu Kon Tum, Phudng
Nhan Chinh, Quan Thanh Xuan, Thanh Pho Ha Noi

6. Thong tin vé co sé bao hanh:

7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 | Gidy chung nhan dat ti€éu chuin quan ly chat luong con hiéu lyc tai thoi diém ndp ho so.

4 | Gidy uy quyén cua chi sé hitu trang thiét b y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liu mo ta tom tat ky thuat TTBYT theo mau s6 1 Phu lyc 8

7 | Gidy chiing nhan hop chuan hoic Ban tiéu chuan ma cha so hitu trang thiét bi y té cong
bo 4p dung

g | Két qua danh gia cac thong sb hoa, 1y, vi sinh va cac thong s6 khac do co sé du diéu
kién theo quy dinh cta phap luat vé danh gia su phi hop cip ddi véi trang thiét bj y té
san xuat trong nudc

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




10

Mau nhén sé& sir dung khi lwu hanh tai Viét Nam cta trang thiét bi y té

11

Gidy chtng nhan luu hanh tu do con hiéu luc tai thoi diém ndp ho so ddi vai trang thiét
bi y té nhap khau hodc Phiéu ti€p nhan ho so cong bo du diéu kién san xuat trang thiét
biy t€ do1 vé1 TTBYT san xuat trong nudce

NGUOI TIEP NHAN HO SO

Nguyén Minh Hai
Chéanh Van phong




