[ MEDICAL DEVICES

13485

| MANAGEMENT SYSTEM

INTERNATIONAL

/a=N  GIAY CHUNG NHAN
CERTIFICATE

CHU'NG NHAN HE THONG QUAN LY CHAT LU'QNG CHO LTNH VU'C TRANG THIET B Y TE CUA/
THIS IS TO CERTIFY THE QUALITY MANAGEMENT SYSTEM FOR MEDICAL DEVICES OF

CONG TY TNHH

THUONG MAI VA DAU TU THANG NAM
MAY INVESTMENT AND TRADING COMPANY LIMITED

PIA CHi/ ADDRESS:

Tru s& chinh/ Head office: Thén Péng Tinh, Xd Nghia Tru, Huyén Van Giang, Tinh
Huwng Yén, Viét Nam/ Dong Tinh Village, Nghia Tru Commune, Van Giang District, Hung Yen
Province, Vietnam.

San xuat/ Production: 87/5 Dudng Théi Tam Thon 14, Ap Tam Pong, Xa Théi Tam Than,
Huyén Héc Médn, Thanh phé H6 Chi Minh, Viét Nam/ 87/5 Thoi Tam Thon 14 Street, Tam
Dong Hamlet, Thoi Tam Thon Commune, Hoc Mon District, Ho Chi Minh City, Vietnam.

PUQC DANH GIA PHU HOP VOI CAC YEU CAU CUA TIEU CHUAN/
HAS BEEN ASSESSED AND FOUND TO COMPLY WITH THE REQUIREMENTS OF:

150 13485:2016

CHO PHAM VI/ FOR SCOPE:
San xuat nwé'c mudi sinh ly/ Production of physiological saline./.

$6 chirng chi/ Certification No.: GOODVN59424.QMSM
Ngay cap/ Issued date: 30/09/2024
Gia tri dén/ Expired date: 29/09/2027

INTERNATIONAL CERTIFICATION

GIAM-DOC/ DIRECTOR

P
/ INTERNATIONAL

. GOOD

1SO 13485:2016

Truy xudt chirng nhan/ Dau chirng nhan/
Trace the certificate Certification mark

GOOD VIET NAM NATIONAL CERTIFICATION JOINT STOCK COMPANY

Add: 50B Mai Hac De Street, Nguyen Du Ward, Hai Ba Trung District, Hanoi Website: chungnhanquocgia.com Tel: 0945.001.005

Gidly chirng nhén nay sé& hét higu luc néu t8 chirc khéng tuén thil vide danh gid gidm sét hang ndm/
The certificate is no longer valid, if your organization does not conduct the annual surveillance audits



CONG TY CP CHUNG NHAN CONG HOA XA HOI CHU NGHIA VIET NAM
QUOC GIA GOOD VIET NAM Poc 1ap — Ty do — Hanh phiic

Sb: 59424/QD-GOODVN Ha Ngi, Ngay 30 thdang 09 nam 2024

QUYET PINH

V& viée cip gidy chirng nhan Hg théng‘Qufm 1y chét lwong - Trang thiét bi y té
phi hgp tiéu chuan ISO 13485:2016

GIAM POC
CONG TY CP CHUNG NHAN QUOC GIA GOOD VIET NAM

Cdn cir Quyel dinh 56 01/0P- GOODVN ngay 05 thang 01 ndm 201 8 ciia Cong ty Co phan
Chitng nhdn Quoc gia GOOD Viét Nam vé viée quy dinh chite nding, nhiém vu va co cdu 16 chirc;

Céin civ Gidy chitng nhén déing ky hoat dong chitng nhdn s6 1142/TDC-HCHQ ngay 03
théng 04 ndm 2024 ciia Tong cuc Tiéu chudn Do luong Chdt hegng truc thuéc Bo Khoa hoc va
Céng nghé;

Céin cik vao bdo cdo két qua ciia doan chuyén gia danh gid va két qud tham xét ho so
chitng nhdn,

Xét dé nghi cia Truéng phong Chitng nhdn va K3 thudt,
QUYET PINH:

Pidu 1. Cip Gidy chimg nhan phii hgp s6 GOODVN59424.QMSM Ngay 30 thang
09 ndm 2024 cho Coéng ty TNHH Thuong mai va Piu tw Thang Niim, co dia chi try s¢
chinh: Thén Pdng Tinh, Xa Nghia Try, Huyén Vin Giang, Tinh Hung Yén, Viét Nam va
san xudt: 87/5 Duong Théi Tam Thén 14, Ap Tam Péng, X Théi Tam Thon, Huyén Hoc
Mbén, Thanh phd HO Chi Minh, Viét Nam,

C6 Hé théng Quéan Iy chét lugng - TLang thiét bi ¢ té& pht hop tiéu chuin ISO
13485:2016 v6i pham vi chimg nhan: Sin xuit nwée mudi sinh ly.

Pidu 2. Gidy chung nhin nay co hiéu luc trong thoi han 03 nim ké tir ngay
30/09/2024 dén ngay 29/09/2027. Trong thoi gian hiéu lyc clia Glay chiing nhén, Cong
ty TNHH Thuong mai va Pau tu Thang Nam duge phép sir dung ddu chirng nhén theo
cong vin so 59424/GOODVN-CN.

Dleu 3. Cong ty TNHH Thuong mai va Pau tu Thang Nam c6 trach nhiém duy tri va
céi tién Hé théng Quén 1y chit lugng - Trang thiét bi y té luong phtt hop véi tiéu chuan

ISO 13485:2016 va duoc Cong ty CO phan Chimg nhan Qubc gia GOOD Viét Nam danh
gia giam sat dinh ky.

Noi nhin:
- Nhu diéu 1;
- Luu: CNKT.




CONG TY CP CHUNG NHAN CONG HOA XA HOI CHU NGHIA VIET NAM
QUOC GIA GOOD VIET NAM Poc lap — Ty do — Hanh phiie

S6: 59424/GOODVN - CN
V/v: St dyng dau chimg nhén Ha Noi, Ngay 30 thang 09 ndm 2024

Kinh giti: CONG TY TNHH THUONG MAI VA PAU TU THANG NAM

Nhim tuyén truyén, quang ba va khang dinh Hé théng Quan 1y chét luong -Trang thiét
bi y té ctia Quy Cong ty da duoc chiing nhan phi hgp tiéu chuédn ISO 13485:2016, Cong ty CH
phin Ching nhan Qubc gia GOOD Viét Nam xin g dén Quy Cong ty ddu chimg nhan theo

hinh mau dudi day:
. GOOD

ISO 13485:2016

1. Déu chitng nhén cé thé dwge siv dung trong cdc truwong hop sau:

a) Trong céc tiép dau thu, cong vin giao dich, tai liéu k§ thut, tai liéu dao tao, tai liéu quang
céo, name-card, céc chimg tir va cdc tai lidu tiép thi;

b) Trong céc chuong trinh quang céo, quang ba trén cdc phuong ti¢n thong tin dai ching nhu
phét thanh, truyén hinh, bao chi...;

¢) Trén cac phuong tién giao thong, van tai, cac bang quang céo cong cfng,...

2. Déu chirng nhin khong dwoe sir dung trong cic trudng hgp sau:

a) Gay hiéu nhim 12 GOODVN d3 chiing nhan hay cong nhan tinh phédp 1y cho c4c hoat dong
hay san phdm cta Td chiic hay bat cit mot cach hiéu nhdm nao khéc;

b) Gay hiéu nhdm ring GOODVN da chimg nhan chét lugng cho san phim cy thé;

c) Hét hiéu luc chirng nhén hoéc khong tuén thu céc yéu clu vé ching nhéan.

3. Chu y khi sir dung:

a) DAu ching nhén c6 thé dugce in ding theo mau nhu miéu ta cu thé, hay c6 thé dung mot mau
dé phu hop véi nhitng gidy to, tai lidu, bao, tap chi di in sin;

b) Du chimg nhéan c6 thé phong to hodc thu nhd mdt cach ddng nhét, tuy nhién phai da 16n dé
ph?m chit ¢6 thé doc dugce 13 rang;

¢) Gidy chimg nhén va Déu chimg nhén khong duge chuyén nhugng.

Noi nhin:
- Nhu trén;
- Luu: CNKT.




