TO CHUC CHUNG NHAN VA GIAM DINH QUOC TE ISOCERT

“HAI HOA CUNG THINH VUQNG”

GIAY CHONG NHAN

S6 9199293400210-MED

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

CONG TY O PHAN DUGC PHAM BIDOPHARMA USA

Tru sa: 263/13 Ly Thuéng Kiét, Phuong 15, Quén 11, Thanh phé H6 Chi Minh, Vigt Nam.
Chi nhanh: Pudng sb 6, Kho K2-1, Khu Céng nghi¢p Tan Kim mé rong, Ap Tan Phuéce, Xi Tan Kim,
Huyén Can Giugc, Tinh Long An, Viét Nam.

2016

Dugc danh gia va xac nhin phu hgp véi yéu cau cua tiéu chuan:
23

TIEU CHUAN

150 13483:2016

PHAM VI CHUNG NHAN:

San xuit va kinh doanh Béng y té, Gac y té, Bang y té, Biing ron, Con 70 d9,
Con 90 d9, Oxy gia, Dung dich vé sinh miii, Dung dich rira mét, Dung djch rira
vét thurong, Dung dich vé sinh phu nir, Kem bdi da, Dung dich rira tay, Gel bdi
tron, Diu xoa bép, Nuéc siic miéng, Dung dich sit khuén, Gac tim dung dich
sat khus:m, Khéu trang y té, Nuéc mudi sinh ly.

Fa)

AN 150 13489

Ngay chirng nhén : 02/01/2020

Ngay phat hanh : Lan 2 - 09/03/2020
Ngay hét han : 01/01/2023

Chi tiét tai quyét dinh s6  :09032002/QD-ISOCERT

UNG NH

Purge phép sir dung déu chimg nhin
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Mi T.;ul_‘;’;cz.;i; ;I(I]:zli;r;)g Chi: Isu 13 485:2015 ThS. Vit Viin Thao

Tra ciru hiéu lyc chimg chi tai: hitps://isocert.org.vn

CONG TY CO PHAN CHUNG NHAN VA GIAM BINH QuOC TE ISOCERT

S& 40 day A, 16 12 KDT méi Djnh Céng, Phuémg Dinh Céng, Quan Hoang Mai, Thinh phé Ha Néi
Hotline: 1900.636.538, VPHN: 02473.036.538, VPHCM: 02873.056.538, Email: contacts@isocert.org.vn, Website: https://isocert.org.vn
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“HARMONIZATION AND PROSPERITY™

GERTIFICATE

No. 9199293400210-MED

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

BIDOPHARMA USA PHARMACEUTICAL PRODUCT JOINT STOCK COMPANY

Head office: 263/13 Ly Thuong Kiet, Ward 15, District 11, Ho Chi Minh City, Vietnam.
Branch: Road 6, Warchouse K2-1, Tan Kim Expansion, Tan Phuoc Hamlet, Tan Kim Commune,
Can Giuoc District, Long An Province, Victnam.

2016

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

150 13489:2016

SCOPE CERTIFIED:

Manufacturing and trading Medical cotton, Medical gauze, Medical bandages, Umbilical
bandages, Alcohol 70 degrees, Alcohol 90 degrees, Hydrogen peroxide, Nasal spray, Eye
cleaning solution, Wound cleaning solution, Feminine hygiene solution, Skin Creams,
Hand Lotions, Lubricant Gel, Massage Oils, Mouthwash, Antiseptic solution, Gauze
impregnated Antiseptic solution, Medical mask, Normal saline.

Certification : 02.Jan.2020

Issue date : 2nd issue - 09.Mar.2020
Valid date : 01.Jan.2020

Details in decision no. : 09032002/QD-ISOCERT

Approved to bear certification mark

CERTIFICATE IS0 13485

) : ) MSc. Vu Van Th
e iooosionzio 150 13485:2016 e

Check the validity of the centificate: hitps://isocert.org.vn

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 City
Hotline: 1900.636.538. Hanoi office: 02473.036.538, HCM office: 02873.056.538, Email: contacts@isocert.org.vn, Website: https://isocert.org.vn
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CONG TY CP CHUNG NHAN VA CONG HOA XA HQI CHU NGHIA VIET NAM
GIAM PINH QUOC TE ISOCERT Dic Iip - T do - Hanh phiic

S6 1 09032002/QD-ISOCERT
Vv chp gidy chimg nhén phi
v cap gi 1).?htrnb:1h,m phu hop Hé Ngi, ngary 09 thang 03 nam 2020
tiéu chuin "
X QUYI* T DINH
Vé vige ciip Gidy chirng nhin Hé théng quan ly chit lwgng - Trang thiét bi y té 1SO
13485: 2016

GIAM DOC
CONG TY CO PHAN CHUNG NHAN VA GIAM DINH QUOC TE ISOCERT
Can ctr nghj dinh 127/2007/ND-CP ngay 01 thang 08 ndam 2007 cua Chinh phu vé Quy

dinh chi tiét thi hanh mér 56 l)reu cria Ludt ticu chudn va Quy chudn kv thudt;

Can cir vao Nghi dinh 56 132/2008/ND-CP ngay 31 thang 12 ndm 2008 cua C ‘hinh phu vé
Quy dinh chi tiét thi hamh nmot. $6 Didu cua Ludt chat leong san plmm hang hoa;

Can cir vao quy dinh vé danh gia HTQL ctia Cong ty CP chimg nhan va gidm dinh quoc té
ISOCERT;

Can cir gmy chitng nhdn dang ky hoat djng $6 329/TDC-HCHQ ngay 31/01/2019 ciia

Téng cuc Tiéu chuan Do lieong Chét heong,
Can cir gidy chirg nhdn déing ky hoat ding s6 1162/TDC — HCHQ ngay 26/04/2019 cuia

Tong cuc Tiéu chudn Do lieong Cht hrmrg
Céin ctr vao bdo cdo két qua cia Doan chuyén gia ddanh gid va két qua tham xét ho so

chinmg nhan;

QUYET DINH:
Piéu 1. Cip Gidy chimg nhan H¢ 1I15ng quan ly chit lugng — Trang thiét bj y té theo tiéu
chuén 1SO 13485:2016 cho Céng ty Cé phin Dugc phim Bidopharma USA ¢6 dia chi
Tru sé tai: 263/13 Ly Thuong Kiét, Phudng 15, Quén 11, Thanh phd H Chi Minh, Viét
Nam va Chi nhanh tai: Duong s6 6, Kho K2-1, Khu Cong nghiép Tan Kim mé rdng, Ap
Tan Phudc. Xa Tan Kim, Huyén Céan Giude, Tinh Long An, Viét Nam trong linh vire
hoat dong: Séin xudt va kinh doanh Béng y té, Gac y té, Bang y té, Bang rén, Con 70 do,
Coén 90 do, Oxy gia, Dung dich v¢ sinh mii, Dung dich rira mit, Dung dich rira vét
thuong, Dung dich v¢é sinh phu nir, Kem boi da, Dung dich rira tay, Gel boi tron, Dau xo0a
bop, Nudc stic miéng, Dung dich sat khuin, Gac tdm dung dich sat khudn, Khiu trang y

té. Nude mudi sinh ly.

Diéu 2. Gidy chimg nhan nay c6 hi¢u lyc trong thoi gian 03 nam ké tir ngay 09 thang 03
nam 2020 dén ngay 01 thang 01 nam 2023.

Trong thi gian hi¢u lye ca Gidy chimg nhéin, Céng ty Cé phin Dugce phim Bidopharma
USA duoc phép sir dung Gidy chimg nhén s6 9199293400210-MED va duge sir dung
ddu chimg nhan cia ISOCERT cho linh vire hoat dong néu trén.

Pidu 3. Cong ty CH phén Dugc pham Bidopharma USA ¢6 trach nhi¢m duy tri va cai tién
Hé¢ lhéng quan ly chét luong — Trang thiét bj Y té theo tidu chudn 1SO 13485:2016 va
dugc ISOCERT danh gia giam sat dinh ky 1 ndm/I lan, lfmg cong 02 lan trong 03 nim.

Cong ty CP chimg nhan va giam dinh quéc té ISOCERT
$4 40, day A, 16 12, KDT mai Dinh Cong, P. Binh Cong, Q. Hoang Mai Mai, TP. Ha Noj

Tel: 024.7303.6538. Websile: isocert.org.vn QF-08-14 Rev.: 12/02/2019
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Didu 4. Gidy chimg nhin nay ¢o hi¢u lye tir ngdy 09 thang 03 nam 2020, thay thé Quyét
dinh chimg nhin s6 02012003/QD-ISOCER'T ban hanh ngiy 02 thang 01 nam 2020,
TUQ. GIAM DOC.

Noi nhin: '
- Nhur wrén: Truwong phong
- L hé su.

Fav:  EMS: Mail:

GCTE) 2

Tk

Nuon Ths Moo Yo

*Quyét dinh nay c6 gid 01 (mdt) ndm ké tie ngay ky.

Cong ty CP chimg nhiin vil giam dinh qude & ISOCERT
$6 40, day A, 10 12, KDT mai Dynh Cong, P Dinh Cong, Q. Hoing Mai Mai. TP. Ha Noij

Tel: 024.7303.6538, Website isocert o vn QF-08-14 Rev.: 12/02/2019
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