CHUNG NHAN

CERTIFICATE

CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM FOR MEDICAL DEVICE OF:

BIDOPHARMA USA PHARMACEUTICAL JOINT STOCK

COMPANY \
ADDRESS:
Office: 263/13 Ly Thuong Kiet, Ward 15, District 11, Ho Chi Minh City, Vietnam ‘

Factory: Road 6, Warehouse K2-1, Tan Kim Expansion, Tan Phuoc Hamlet, Tan |
Kim Commune, Can Giuoc District, Long An Province, Vietnam ‘

HAS BEEN ASSESSED AND FOUND TO COMPLY WITH THE REQUIREMENTS OF: ‘

ISO 13485:2016

FOR SCOPE: i

Producing and trading in medical masks; medical protective ¢lothing; Ethanol ‘
alcohol solution 70 degrees, Ethanol alcohol 90 degrees; Hydrogen peroxide 10%:; |
Physiological saline; Disinfectant solution containing Chlorhexldme, Hand sanitizer

gel and solution; Liniment; Moutlunsll.f 205169253

_,/_Z'-I'.:
Registraﬂ"é;No.: 03/CN-TBC Lol cidiia Nl
Certification No.: 210646.MMS.CN21 :
Issued date: 16/07/2021 SUNGUYENTHANH TUNG
Expired date: 15/07/2024 " DIRECTOR

This certificate will be invalid if the customer’s management system does not pass the surveillance of
ICB.
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1SO 13483:2016

CONG TY CO PHAN CHUNG NHAN QUOC TE
INTERNATIONAL CERTIFICATION BODY
Truso: C9, Lo 8, Khu dé thi moi Dinh Céing, phirimg Dinh Céing, quin Hoang Mai, Thanh Pho Ha Noi, Viét Nam
Website: chungnhanquocte.vn Email: cert/@chungnhanquocte.vn



CONG TY CO PHAN CONG HOA XA HQI CHU NGHIA VIET NAM

CHUNG NHAN QUOC TE Poc lap- Ty do- Hanh phiic
khkhhhkh ok hhhhhidd KAAhRFh R rhhhrdhkk
$6: 210646, MMS.CN2 1/QDCN-ICB Ha Noi, Ngay 16 thang 07 nam 2021
QUYET PINH

V& vige chirng nhin hé thong quin Iy
Skkkkkkkkkkkokkokkkkkkkokkokk

GIAM POC CONG TY CO PHAN CHUNG NHAN QUOC TE

- Can cir Nghi dinh s6 127/2007/ND-CP ngay 01 thang 8 ndm 2007 cia Chinh phi vé quy dinh chi tiét
thi hanh mét s6 diéu cia Ludt Tiéu chudn va Quy chudn k thugt;

- Cdn cir vao Nghj dinh s6 132/2008/ND-CP ngay 31 thang 12 ndm 2008 cua Chinh phii quy dinh chi tiét
thi hanh mét 6 diéu lugt cia Ludt Chat lugng san pham, hang héa;

- Can cit vao Quy dinh vé danh gid HTQL cua Cong ty C6 phan Chimg nhén Quoc té (ICB)

) 7
bieu 1: Ching nhan:
a) Pon vi:

CONG TY CO PHAN DUQ'C PHAM B*-QPEARMA USA

b) Dia chi:
Tru sé: 263/ 13 Ly Thwong Kiét, Phwdng 15, Quén 11, Thanh phé Hb Chi Minh, Viét Nam

Nha may Puing sb 6, Kho K2-1, Khu Céng nghiép Tan Kim mé& rong, 4p Tan Phuwéc, xa Tan Kim,
huyén Cin Giude, tinh Long An, Viét Nam

¢) Co6 H¢ Thong Quin Ly dwge danh gia pha hop véi yéu ciu ciia tiéu chuin:

ISO-13485:2016

d) Cho pham vi:

Sén xuét va kinh doanh khéu trang y té; trang phuc bio hd y t&; Dung dich cdn Ethanol 70 d9, con
Ethanol 90 d¢; Oxy gia 10%; Nwée mudi sinh 1y; Dung dich diét khuén chira Chlorhexidine; Gel va
dung dich khir khuén tay; Diu xoa bop, Nuwée sic miéng./.

Diéu 2: Pon vi dugc chirng nhan tai Didu 1 dugc phép sir dung ddu hiéu chimg nhan HTQL phu hop tiéu
chuén chimg nhén néu tai Muc c cta Diéu 1 trong thoi gian chlmg chi co higu luc.

Diéu 3: Pon vi dugc chimg nhan tai Didu 1 phai tudn thi ddy du céc quy dinh danh gi4, chimg nhén cua
ICB ciing nhur cia luat dinh.

E)leu 4: Pon vi dugc chirng nhan phai chiu sy danh gia giam sat dinh ky t6i da 12 thang mét l4n boi ICB
néu khong chimg chi chimg nhin HTQL da cép cho don vi s& mat hiéu lgc ngay lép tirc./.

Diéu 5: Quyét dinh nay ¢6 hiéu lyuc trong vong 03 nam ké tir ngéyq/wﬁéi‘ﬁﬁ@h ay dugc ky./.

Noi nhén: //Q SRR AMPOC
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- Nhu diéu 1; i\*\ c Ht'NG NHAN

- Luu: VT.
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CHUNG NHAN

CERTIFICATE

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

CONG TY CO PHAN DUQC PHAM BIDOPHARMA USA

PIA CHI: |
Tru sé: 263/ 13 Ly Thwong Kiét, Phwing 15, Quén 11, Thanh phé Ho Chi Minh, |
Viét Nam |

|
Nha miy: Puwong sé 6, Kho K2-1, Khu Céng nghiép mé& réng, 4p Tin Phudéc, xi |
Téan Kim, huyén Cin Giudc, tinh Long An, Viét Nam |

|

DUQC PANH GIA PHU HQP VOI CAC YEU CAU CUA TIEU CHUAN:

ISO 13485:2016 '

CHO PHAM VI:

Sin/xuiit va kinh doanh khiu trang y té; trang phuc bio h§ y té; Dung dich cdn |
Ethanoel 70 @3, cén Ethanol 90 d§; Oxy gia 10%; Nwéc mubi sinh ly, Dung dich diét
khuén chira Chlorhexidine; Gel va dung dich khir khmm uyl Au x0a bép; Nwéc ‘

sic miéng./.
S6 diing K§2. 03/CN-TBC
'éi.
Chimg chi so: 210646.MMS.CN21
Ngay cép: 16/07/2021 |
Ngay hét han: 15/07/2024 GIAM POC |

Chimg chi s¢ mét hiéu lyc néu hé théng quin Iy ciia khich hiang khéng vurgt qua cude dinh gid gidm
sdt hang nim cia ICB

180 13485:2016

CONG TY CO PHAN CHUNG NHAN QUOC TE
INTERNATIONAL CERTIFICATION BODY
Trussir; C9, L 8, Khu dé thi méi Dinh Céing, phwong Dinh Cong, quin Hoang Mai, Thanh Pho Ha Noi, Viét Nam
Website: chungnhanquocte.vn Email: cert@chungnhanquocte.vn



