LIEN HIEP CAC HOI VIEN NGHIEN CUU PHAT TRIEN
KHOA HQC VA KY THUAT VIET NAM TIEU CHUAN CHAT LUQNG

GIAY CHUNG NHAN
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CONG TY CO PHAN DUQ'C PHAM BIDOPHARMA USA

Dia chi: 263/13 Ly Thwong Kiét, Pheaong 15, Quan 11, Thanh Phd H6 Chi Minh, Viét Nam
Nha may san xuat: Coéng Ty Cé Phan Dwoc Pham Bidopharma USA - Chi Nhanh Long An
Xwéng K2-1, khu Cong Nghiép Tan Kim mé rong, thi trdn Can Giudc, huyén Can Giudc,
tinh Long An, Viét Nam

da dwoc danh gia phu hop véi cac yéu cau cia tiéu chuan:
ISO 13485:2016
Hé thdng Quan ly Chét lvong

cho linh vuec:

San xuét va kinh doanh: Dung dich siic miéng, dung dich phun xit (tai, mii, hong),
nwéc riva mét, miii, hong, nweéc mudi sinh ly, dung dich sat khuan CHLOSEP,

dung dich xoa bép diing trong y té, gel boi, bot vét thwong, xit sinh ly va gel bdi tron

S6 gidy chirng nhan: YT 806; Ma sb: 806-23-01/00
Ngay chirng nhan lan dau: 23/9/2023
Hiéu lwc Gidy chizng nhan: Tir ngay 23 /9 /2023 dén ngay 22 /9 / 2026

HOI DONG CHIPNG NHAN
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GS. TS. Nguyén Hong Son

~ VIEN NGHIEN CU'U PHAT TRIEN TIEU CHUAN CHAT LUONG
Pia chi: S6 52/46, dwdng Lién Mac, P. Lién Mac, Q. Bic Tir Liém, thanh phé Ha Néi, Viét Nam
Dién thoai: 024 2266 1111/ 0981851111; Website: issq.org.vn; Email: tcvn@issqg.org.vn




LIEN HIEP CAC HOTKH&KT VIET NAM CONG HOA XA HOI CHU NGHIA VIET NAM

VIEN NGHIEN CUU PHAT TRIEN Poc 1ap — Tu do — Hanh phiic
TIEU CHUAN CHAT LUQNG
$46:27935 /QP-ISSQ Ha Néi, ngay?3 thang I ndm 2023
QUYET PINH

Vé viéc cip Gidy chirng nhin phu hgp Tiéu chuén

VIEN TRUONG
VIEN NGHIEN CUU PHAT TRIEN TIEU CHUAN CHAT LUQNG

C#n ¢ Chung nhén s6 A-1100 ngay 25/4/2013 (Pbang ky 14n tht sdu, ngay 25/5/2020) ctia Bo
Khoa hoc va Cong nghé vé Chung nhan ding ky hoat dong Khoa hoc va Cong nghé cua Vién
Nghién ctru Phat trién Tiéu chuén Chét luong;

Céan ct Glay Chimg nhén Déng ky hoat dong chung nhén s6: 1999/TPC-HCHQ ngay
21/7/2022 ciia Tong cuc Tiéu chuin Po luong Chét luong vé dang ky hoat dong chiimg nhéan cta
Vién Nghién ctru Phat trién Tiéu chudn Chét luong dbi voi tong hop da nganh trong linh vuc
chiing nhan Hé théng quén ly;

Theo d& nghi ctia Giam dbc Trung tim Chting nhan Hop chuén - Hop quy,
QUYET DPINH

Piéu 1. Cip Gidy chiing nhan phu hop Tiéu chuén ISO 13485:2016 s6 YT 806, ma s6:
806-23- 01/00 cho Céng ty Co phén Duogc phim BIDOPHARMA USA trong linh vyc: San
xuat va kinh doanh: Dung dich suc mi¢ng, dung dich phun xit (tai, mii, hong), nudc rua
mit, mili, hong, nude muodi sinh ly, dung dich sat khuin CHLOSEP, dung dich xoa bop
dung trong y té, gel boi, bot vét thuong, xit sinh Iy va gel boi tron, dia chi tai: 263/13 Ly
Thuong Kiét, Phuong 15, Quéan 11, Thanh Phé HO Chi Minh, Viét Nam; nha mdy san
xut: Cong Ty C Phan Duoc Phdm Bidopharma USA - Chi Nhéanh Long An; xuong K2-
1, khu Cong Nghiép Tan Kim mé rong, thi trdn CAn Giudc, huyén Can Giudc, tinh Long
An, Viét Nam.

Diéu 2. Gidy ching nhan nay c6 hiéu lyc trong thoi han 3 ndm ké tir ngay 23/9/2023
dén ngay 22/9/2026. Trong thoi gian hiéu lyc cua G1ay chiing nhén Cong ty Cb phan
Dugc pham BIDOPHARMA USA dugc phép sir dung Déu Chting nhan do Vién Nghién ctru
Pht trién Tiéu chudn Chét luong cap.

Dleu 3. Cong ty Cb phan Dugc phdm BIDOPHARMA USA ¢6 trach nhiém duy tri,
cai tién Heé théng quan Iy chit lugng phu hop véi yéu cAu Tiéu chuin ISO 13485:2016 va
thuc hién nghia vu gidm sat dinh ky theo quy dinh ctia phap ludt hién hanh./.

Noi nhgn: KT. VIEN TRUON G
- Nhu Di€u 1; . '
- Luu: TTCN.

Ngay ban hanh: 03/5/2023 BM.VCL.08.18a



LIEN HIEP CAC HOIKH&KT VIETNAM ~ CONG HOA XA HOI CHU NGHIA VIET NAM

VIEN NGHIEN CU'U PHAT TRIEN Doc ldp — Tw do — Hanh phiic
TIEU CHUAN CHAT LUQNG \
$6:79%6/1S5Q - TTCN Ha Ngi, ngay2> thing 9 néim 2023

V/v stt dung du chiing nhén

Kinh giri: Céng ty C6 phin Dwgc phdm BIDOPHARMA USA
Céng ty Co phan Dugc phdim BIDOPHARMA USA di dugc Vién nghién ctru
Phat trien Tiéu chudn Chét lugng (Vién Chét lugng ISSQ) dénh gi va cép Gidy
Chimng nhan phtt hop Tiéu chuan ISO 13485:2016 s6 YT 806. Quy Céng ty dugc phép
sit dung Déu chtng nhén va logo cia Vién dé tuyén truyén, quing ba pham vi dugc
chting nhén theo miu va quy dinh duéi day:

DAU CHUNG NHAN

|

ISO 13485:2016

1. Diu chimg nhin c6 thé dugrc sir dung trong cac truwong hop sau:
a) Trong bao bi san phim, céc tiép dau thu, cong van giao dich, tai liéu k¥ thuat,
tai li€u dao tao, tai liéu quang cdo, name-card, cac chimg tlr va céc tai liéu tiép thi;
b) Trong cac chuong trinh quang c4o, quang ba trén céac phuong tién thong tin dai
chiing nhu phét thanh, truyén hinh, bao chi...;
¢) Trén cdc phuong tién giao thong, vén tai, cic bang quang cdo cong cong,...
2. Diu chirng nhin khéng dwoc sir dung trong cic truong hop sau:
d) Gay hiéu nhim la Vién chét luwgng ISSQ da chimg nhén hay cong nhén tinh
phép 1y cho san phdm cia T4 chirc hay bét ctr mot cach hiéu nhdm nao khéc;
e) Gay hiéu nhdm rang Vién chat luong ISSQ da chung nhan chét lugng cho sén
phim cu thé;
f) Hét hidu luc ching nhén hogc khong tuan thi cic yéu ciu vé chiing nhén.
3. Chu y khi sit dung:
a) Dau chimg nhan dugc in ding theo mau nhu miéu ta, hay cé thé dung mét mau
dé phu hop véi nhitng giéy to, tai liéu, bdo, tap chi d4 in sin;
b) Dau chimg nhan c6 thé phong to hodc thu nhé mot cach ddéng nhit, tuy nhién
phai di 16n dé phan chir c6 thé doc dugc rd rang;
¢) Gidy ching nhén va Déu chimg nhan khong duge chuyén nhuong.
Noi nhdn:

- Nhu kinh giri;
- Luu: TTCN.

Ngay ban hanh: 03/5/2023 BM.VCL.08.24b



