- GIAY CHU'NG NHAN
CERTIFICATE

Ching nh4n hé thong quan Iy chit hrgng cho linh vire trang thiét biy té clia
This is to certify that Medical devices - Quality Management System of

CONG TY CO PHAN NHUA RANG PONG LONG AN
RANG DONG LONG AN PLASTIC JOINT STOCK COMPANY

Dia chi/ Address
Ld H1, H2, H3, H4, H7, H8, H9 Puwong $63,8,9 Khu Cong Nghiép Tan Do, Xa Pirc Hoa Ha,
Huyén Pirc Hoa, Tinh Long An, Viét Nam/

Lot HI, H2, H3, H4, H7, H8, H9 Roads 3, 8, 9 Tan Do Industrial Park, Duc Hoa Ha Commume, Duc Hoa
District, Long An Province, Vietnam

Pa dwge danh gia va phit hep véi cdc yéu ciu ciia tiéu chudn
Has been assessed and found to conform with the requirements of the following standard

ISO 13485:2016

Cho linh vwe/ For the following activities

San xuét, gia cong, cung cap cdc sin phdm nhya trong nganh y té:
Tiii dung nwée ti€u, diy thé oxy hai nhanh, diy néi mask thé oxy
Producing, processing and supplying plastic products in the medical industry:
Urine bag, two-pronged oxygen breathing line, oxygen mask connection wire

Chimg chi s0/ Certification No:  21.11574-MMS/TTP
Ngay cap/ Issue date: 10/06/2021
Ngay hét han/ Expiry date: 00/06/2024

LE HOANG NHAT LINH

ISO 13485:2016

CONG TY CO PHAN CHUPNG NHAN VA GIAM BINH TTP (TTP Certification And Inspection Joint Stock Company)
@ sS4 298 Phé Mai Anh Tudn, Phwong Thanh Cong, Quan Ba Binh, TP. Ha N&i, Viét Nam
@ http/ittpcert.comvn & ttp@ttpcert.comvn 18 024 3225 2618




CONG TY CO PHAN CHUNG NHAN

Pidu 1:

Diéu 2:

Piéu 3:

Diéu 4:

‘ CONG HOA XA HQI CHU NGHIA VIET NAM
VA GIAM PINH TTP Poc lap — T do — Hanh phiic

S6:21.11574-MMS/TTP Ha Néi, ngay 10 thang 06 ném 2021

QUYET PINH
V& viée cAp Chiing chi chitng nhén

Hé théng quén Iy chit lugng cho linh vire trang thiét bi y té ISO 13485:2016

) . GlAMBPOC
CONG TY CO PHAN CHUNG NHAN VA GIAM DINH TTP

Cém cit vao Quy dinh vé ddnh gid HTQL chadt luong cho linh vuec trang thiét bi y té ciia Céng ty C6 phan
Chimg nhdn va Gidm dinh TTP;
Cém cib véo két qud ddnh gid va kién nghi cia Phong chitng nhdn.

QUYET PINH

Cap chiing chi chiing nhan Hé théng quan 1y chét lugng cho linh vuc trang thiét bi v t& theo tiéu
chuin ISO 13485:2016 cho:
CONG TY CO PHAN NHUA RANG PONG LONG AN

Dia chi: L6 H1, H2, H3, H4, H7, H8, H9 Dudng s6 3, 8, 9 Khu Coéng Nghiép Tén D6, Xa Dirc
Hoa Ha, Huyén Btrc Hoa, Tinh Long An, Viét Nam
Linh vuc chiing nhén:

“San xuit, gia cong, cung cip cdc sin phim nhya trong nganh y té:

Tiii dung nwée tiéu, diy thé oxy hai nhanh, diy néi mask thé oxy”

Céng ty C6 Phin Nhua Rang Déng Long An duoc phép st dung ching chi ching nhin sd
21.11574-MMS/TTP vé Hé théng quan 1y chéat lirong cho Iinh vye trang thiét bi y té dwoe néu tai
Biéu 1 va ddu chimg nhan ctia Céng ty C8 phdn Chirng nhén va Gidm dinh TTP trong thoi gian
chirng chi con hiéu luc.

Don vi dugc chitng nhén tai Piéu | phai tuan thu dﬁy du cdac quy dinh danh gid, chirng nhan cia
TTP ciing nhu cua luét dinh.

Quyét dinh nay cé higu lyc dén ngay 09/06/2024 va don vi s& chiu giam sat dinh ky trudc céc ngay
09/06/2022 va 09/06/2023 hodic dot xuét khi cén dé duy tr hiéu luc ctia quyét dinh. Néu khéng 6
i I@kgpﬁ"ﬁg;pam tir Céng ty C6 phin

vin ban théng béo tiép tuc duy tri hiéu lyc gidy chiing nhan

Chiing nhan va Gidm dinh TTP, quyét dinh nay mic nhj i ‘Sg«h@;\}ale\\l@
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