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[ MEDICAL DEVICES

13485

[ MANAGEMENT SYSTEM

GIAY CHUNG NHAN
CERTIFICATE

CHU'NG NHAN HE THONG QUAN LY CHAT LUQNG CHO LINH VU'C TRANG THIET Bl Y TE cUA/
THIS IS TO CERTIFY THE QUALITY MANAGEMENT SYSTEM FOR MEDICAL DEVICES OF

CONG TY TNHH QuOC TE
SAN XUAT DUQC PHAM STBE

STBE MEDICINE MANUFACTURING INTERNATIONAL COMPANY LIMITED

DIA CHi/ ADDRESS:

16 Durng Nguyén Thj Tron, X& Vinh Loc A, Huyén Binh Chanh, Thanh phé Hé Chi Minh,
Viét Nam/ 16 Nguyen Thi Tron Street, Vinh Loc A Commune, Binh Chanh District, Ho Chi Minh
City, Vietham.

PUQC PANH GIA PHU HQP VI 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 va kinh doanh/ Production and sales:

1. Dung dich, bdt, vién hoa tan dung xit rira: tai, miii, hong, rang, miéng, mat/ Solution,
powder, soluble tablets for cleaning: ears, nose, throat, teeth, mouth, eyes;

2. Vién dat phu khoa, vién dat hau mdn; bot phu khoa/ Gynecological suppositories and
anal suppositories; gynecological powder;

3. Dung dich, serum, kem, bot diing ngoai da/ Solution, serum, cream, powder for external use./.

S6 chirng chi/ Certification No.: GOODVN34924.QMSM
Ngay cap/ Issued date: 14/06/2024
Gia tri dén/ Expired date: 13/06/2027

o

15O 13485:2016

GIAM POC/ DIRECTOR

ull
Truy xudt chirng nhén/ D&u 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, Hanol Website: chungnhanquocgia.com Tel: 0945,001.005

Glédy chirng nhin nay s& hé&t hidu luc néu td chirc khéng tuéin thi vigc danh gia gidm sat 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The certificate is no longer valid, if your organization does not conduct the annual surveillance audits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

Sé: 349A24/QD-GOODVN Ha Ngi, Ngay 14 thang 06 ndm 2024

QUYLT PINH

Vé viée cap gidy chirng nhén Hé théng Quan 1y chit lwgng - Trang thiét bi y té
phil hop tiéu chuin ISO 13485:2016

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

Cdin cir Quyet dinh s6 01/0P- GOODVN ngay 05 thang 01 nam 2018 cua Cong ty Co phén
Chitng nhdn Quéc gia GOOD Viét Nam vé viée quy dinh chikc nang, nhiém v va co cdu 16 chike;

Cén it Gidy chitng nhdn dang ky hoat ddng chikng nhdn 56 1142/TDC-HCHQ ngay 03
théng 04 nim 2024 ciia Tong cuc Tiéu chudn Po heong Chat heong triee thude B¢ Khoa hoc v
Cong nghé;

Cén cit vao bdo cdo két qua cia doan chuyén gia ddnh gid va két qua tham xét ho so
chitng nhdn,

Xét dé nghi ciia Truéng phong Chitng nhén va K9 thudt,

QUYET PINH:

Piéu 1. C4p Gidy chimg nhan phi hop s6 GOODVN34924.QMSM Ngay 14 thang
06 ndim 2024 cho Céng ty TNHH Quéc té San xuit Dugc pham STBE, c6 dja chi: 16
Duong Nguyeén Thi Tron, Xa Vinh Loc A, Huyén Binh Chanh, Thanh pho H6 Chi Minh,
Viét Nam.

C6 Hé théng Quéan ly chat lugng - Trang thiét bi y t& phi hop tiéu chudn ISO
13485:2016 v6i pham vi chiing nhén:

San xudt va kinh doanh:

1. Dung dich, bdt, vién hoa tan ding xit rira: tai, mii, hong, ring, miéng, mat;

2. Vién dit phu khoa, vién dit hdu mon; bot phu khoa;

3. Dung dich, serum, kem, b4t dung ngoai da.

Piéu 2. Gidy ching nhén nay c6 hiéu lyc trong thoi han 03 nam ké tir ngay
14/06/2024 dén ngay 13/06/2027. Trong thoi gian hiéu lyc cta Gidy chimg nhén, Cong ty
TNHH Québc t€ San xuat Dugc pham STBE duge phép st dung déu ching nhén theo cong
van s0 349A24/GOODVN-CN.,

Dleu 3. Cong ty TNHH Quoc té San xudt Dugc pham STBE co trach nhiém duy tri
va cai tién Hé thong Quan 1y chat lugng - Trang thiét bj y & luong phtl hop véi tiéu chun
ISO 13485:2016 va dugc Cong ty Cb phan Chtmg nhan Qudc gia GOOD Viét Nam dénh
gia giam sat dinh ky.

Noi nh("{n:
- Nhu diéu 1;
- Luu: CNKT.
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COI}‘G TY CP CHI'J‘NQ NHAN CONG HOA XA HQI CHU NGHIA VIET NAM
QUOC GIA GOOD VIET NAM Poc lap — Tw do — Hanh phice

S6: 349A24/GOODVN — CN
V/v: Str dung diu ching nhén Ha N¢i, Ngay 14 thdang 06 nam 2024

Kinh giri: CONG TY TNHH QUOC TE SAN XUAT DUQC PHAM STBE

Nhim tuyén truyén, quang bé va khing dinh Hé théng Quan 1y chét lugng -Trang thiét
bi y té cia Quy Cong ty di duoc chimg nhén phi hop tidu chudn ISO 13485:2016, Céng ty Co
phén Chimg nhan Qubc gia GOOD Viét Nam xin gri dén Quy Céng ty ddu chimg nhan theo
hinh miu dudi day:

// : lNTERNATID'

GOOD

ISO 13485:2016

1. Déu chitng nhén c6 thé dwoe sir dung trong cac trwong hop sau:

a) Trong céc tiép dau thu, cong vin giao dich, tai liéu k¥ thuat, tai liéu dao tao, tai liéu quang
cdo, name-card, céc ching tir va cdc tai liéu tiép thi;

b) Trong cac chuong trinh quang cdo, quang ba trén cac phuong tién thong tin dai ching nhu
phat thanh, truyén hinh, bao chi...;

¢) Trén cac phuong tién giao thong, vén tai, cac bang quang cao cong cong,...

2. Déu chitng nhin khéng dwoc sit dung trong cdc trwdng hop sau:

a) Géy hiéu nhdm 12 GOODVN da ching nhan hay c6éng nhan tinh phap ly cho céc hoat dong
hay san phdm ctia TS chirc hay bét ctir m6t cach hiéu nhdm nao khéc;

b) Géy hiéu nhdm réng GOODVN da chimg nhan chat lvong cho san phdm cu thé;

¢) Hét hiéu lyc chimg nhén hodic khong tuén thu cdc yéu cdu vé chimg nhén.

3. Ch y khi sir dung:

a) Déu chimg nhén c6 thé duoc in dung theo mau nhw miéu ta cy thé, hay c6 thé dung mét mau
dé phu hop voi nhitng gidy to, tai lidu, bao, tap chi da in sén;

b) D4u chiing nhén c6 thé phong to hodc thu nhé mot cach ddng nhét, tuy nhién phai du 1én dé
phan chit ¢6 thé doc dugc rd rang;

¢) Gidy chirng nhan va D4u ching nhan khong dugc chuyén nhugng.

GIAM DOC

Noi nhin:
- Nhu trén;
- Luu: CNKT.
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