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S6 9199293413017-MED

CHUNG NHAN HE THONG QUAN LY CHAT LUQNG CHO LINH VUC
TRANG THIET BI Y TE CUA:

CONG TY TNHH HOANG BAO NGUYEN

Try sé chinh: 2977/14 Quéc 1§ 1, Khu phé 5, Phudmg Tén Théi Nhét, Quén 12, Thanh phé H6 Chi Minh, Viét Nam.
Dia diém san xuéit - Chi nhanh Céng ty TNHH Hoang Bio Nguyén tai Pa Ning:
Thén Phit Hoa I, X3 Hoa Nhon, Huyén Hoa Vang, Thanh phé Pa Ning, Viét Nam.

Pugc danh gia va xac nhan phu hgp véi yéu cau cua tiéu chuan:

150 13489:2016
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SAN XUAT, KINH DOANH VAT TU'Y TE.
(Chi tiét tgi phu luc dinh kém)

Ngay chirng nhan :24.02.2023
Ngay phat hanh :24.02.2023
Ngay hét han : 23.02.2026
Chi tiét tai quyét dinh s6 : 24022308/QP-ISOCERT

ISOCERT
Mai Truy Xuét Chirng Chi: IS0 13485:2016

9199293413017

Tra ctru hiéu lyc chirng chi tai: https://isocert.org.vn/tra-cyssefiung-chi-iso
CONG TY CO PHAN CHUNG NHAN VA GIAM BINH QUOC TE ISOCERT
S6 40 day A, L6 12 KDT méi Pinh Coéng, Phudng Dinh Coéng, Quin Hoang Mai, Thanh phé Ha Noi
Hotline: 1900.636.538, VPHN: 02473.036.538, VPHCM: 02873.056.538, Email: contacts@isocert.org.vn, Website: http://isocert.org.vn




ISOCERT

Harmonyzation And Prosperity

GERTIFIGATE

No. 9199293413017-MED

THIS IS TO CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM FOR
MEDICAL DEVICES OF:

HOANG BAO NGUYEN COMPANY LIMITED

Head office: 2977/14 National Highway 1, Quarter 5, Tan Thoi Nhat Ward, District 12, Ho Chi Minh City, Vietnam.
Production location - Branch of Hoang Bao Nguyen Co.,Ltd in Da Nang:
Phu Hoa I Village, Hoa Nhon Commune, Hoa Vang District, Da Nang City, Vietnam.

Has been assessed and found to conform with requirements of the following standard:

150 13489:2016

SCOPE CERTIFIED:

MANUFACTURING AND TRADING MEDICAL SUPPLIES.
(Details in the attached appendix)

Certification date : 24 Feb.2023
Issue date : 24 Feb.2023
Expiration date : 23.Feb.2026
Details in decision No. : 24022308/QD-ISOCERT
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ISOCERT

Retrieval Information Code: . MS oane Tuan
pskionisonmns IS0 13485:2016 g

Check the validity of the certificate: https:/isocert.org.vn/tra-cuu-chung-chi-iso

ISOCERT INTERNATIONAL CERTIFICATION AND INSPECTION JOINT STOCK COMPANY

No.40 A Row, Block 12, Dinh Cong New Urban Area, Dinh Cong Ward, Hoang Mai District, Hanoi
Hotline: 1900.636.538, Hanoi office: 02473.036.538, HCM office: 02873.056.538, Email: contacts@isocert.org.vn, Website: http:/isocert.org.vn




CONG TY CP CHUNG NHAN VA CONG HOA XA HQI CHU NGHIA VIET NAM
GIAM PINH QUOC TE ISOCERT Pic 1ap - Tw do - Hanh phic
S&: 24022308/QD-ISOCERT
V/v cdp gidy chimg nhan phi hgp
tiéu chuén

Ha No¢i, ngay 24 thang 02 nam 2023

QUYET PINH
Vé viéc cap Gidy chirng nhan Hé thong quén Iy chat lwgng - Trang thiét bi y té
ISO 13485:2016

GIAM POC
CONG TY CO PHAN CHUNG NHAN VA GIAM PINH QUOC TE ISOCERT

Can cir gidy chimg nhdn déng ky hoat déng sé 1162/TPC - HCHQ ngay 26/04/2019 ciia Téng cuc
Tiéu chudn Po lwvong Chdt heong;
Can cir vao quy dinh vé danh gia HTQL ctia Céng ty CP chimg nhdn va giam dinh quéc 1é
ISOCERT;
Can cir vao bdo cdo két qua ciia Poan chuyén gia danh gia va két qua tham xét ho so chimg nhdn;

QUYET PINH:
Diéu 1. Cap Gidy chimg nhan Hé théng quan 1y chét lwgng - Trang thiét bi y té theo tiéu
chuan ISO 13485:2016 cho Céng ty TNHH Hoang Bio Nguyén c6 dia chi Tru sé chinh
tai: 2977/14 Qudc 16 1, Khu phd 5, Phuong Tan Théi Nhat, Quan 12, Thanh phd H Chi
Minh, Viét Nam va Dia diém san xuét tai: Thon Pha Hoa I, Xa Hoa Nhon, Huyén Hoa
Vang, Thanh phé Da Ning, Viét Nam trong linh vyuc hoat dong: San xuét, kinh doanh vét
tuwy té& (Chi tiét tai phu luc dinh kem).
Piéu 2. Gidy chimg nhan nay c6 hiéu luc trong thoi gian 03 nim ké tir ngdy 24 thang 02
nam 2023 dén ngay 23 thang 02 nam 2026.
Trong thoi gian hiéu lyc cua Gidy ching nhin, Céng ty TNHH Hoang Biao Nguyén dugc
phép str dung Gidy chirng nhan s6 9199293413017-MED va dugc sir dung dau chimg nhan
cua ISOCERT cho linh vyuc hoat dong néu trén.
Diéu 3. Cong ty TNHH Hoang Biao Nguyén c6 trach nhiém duy tri va cai tién Hé thong
quan 1y chit lugng - Trang thiét bi Y té theo tiéu chuan ISO 13485:2016 va duoc
ISOCERT danh gi4 giam sat dinh ky 1 nam/I 1dn, tong cong 02 l4n trong 03 nam./.

Noi nhin:

- Nhur trén;

- Luu hé s

Fax: EMS: Mail:

*Luru y: Quyét dinh nay ¢6 gid tri 01 (mét) nam ké tir ngay ky.
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PHU LUC CHUNG NHAN
(Kém theo quyét dinh s6 24022308/QD-ISOCERT ngay 24 thdang 02 ndm 2023)

I. Tén to chirc chirng nhén:
CONG TY TNHH HOANG BAO NGUYEN
I1. S5 hiéu chirng nhén: 9199293413017-MED
I11. Pia chi duge chimg nhén:
Tru sé chinh: 2977/14 Qudc 16 1, Khu phé 5, Phuong Tan Thoi Nhét, Quéan 12, Thanh phé
Hb Chi Minh, Viét Nam.
Dia diém san xuat: Thon Phu Hoa I, Xa Hoa Nhon, Huyén Hoa Vang, Thanh phé Pa Ning,
Viét Nam.
IV. Chuin muyc chirng nhén: ISO 13485:2016
V. Pham vi chirng nhén:
SAN XUAT, KINH DOANH VAT TU Y TE.
VL Phu lyc sin phim chirng nhén

STT Tén sian phim
1 B san phdm dén bé chao doi, vo tring
2 B chim soc thiét yéu so sinh sém, vo tring
3 Go6i chdim séc héu san cho bé, vo tring
4 Bo db tré so sinh, vo tring
5 Go6i tAm trude md, vo tring
6 Géi chdm séc me sau sinh, v trung
{ Géi cham s6c hdu san cho me, vO tring
8 G6i md bét con (BO cham séc hdu san cho me, v6 tring)
9 Goi sanh thuong (BY don b€ chao doi, vo trung)
10 G6i sanh md (BO d6n bé chao doi, vo tring)
11 Trang phuc phong ho
12 Ao phéu thudt, v tring
13 Khin phdu thuat,vo tring
14 Bao phu chi
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15 Goi do de sach

16 B0 thong tiéu

17 B thay bang (dung trong chay than nhén tao), vo trung
18 B0 cao dau md so ndo, vo trung
19 J Bo cham séc tdng quat, vo tring
20 | BO giri nip s, vo tring

21 B¢ xuyén dinh kéo ta, v0 trung
2 TAm 16t

23 Khén lau

24 B{ khén lau mau

25 Ao bng

26 Noén so sinh

27 Mil phiu thuat

28 Tui qua ting

29 Hop qua tang

30 B{ san phu

31 B¢ do bénh nhan

32 Drap trai giuvdong bénh vién
33 Sing phiu thuét cic loai

34 Khéu trang vai
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