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ISOCERT

HAI Hoa Cung Thinh Virgng

GIAY CHUNG NHAN

S3 9199293414179-MED

CHUNG NHAN HE THONG QUAN LY CHAT LUQNG CHO LINH VUC
TRANG THIET B1 Y TE CUA:

CONG TY TNHH MOT THANH VIEN M.D. JAPAN

Try i chinh v Xwrdmg sin xudt: Lo Q-10, Dudng s6 6, KCN Long Hiu mé rong,
Ap 3. Xa Long Hgu, Huy¢n Cin Giuge, Tinh Long An, Viét Nam.

Dugc danh gid va xac nhdn phi hop véi yéu cau cua tiéu chuan:

130 13489:2016

PHAM VI CHUNG NHAN:
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- Siin xuat va phéin phoi cdc sin phim nhya vo tring vi khong v triing ding cho Iinh vire chiim
, ”, - ~ KA oA ~ N . A A - . -
soc sire kKhoe va y teé: Ong nghiém, Hii va lo sinh phiim, Que ciy, Dia petri, Mo vit phu khoa;

- X N e A X
- San xuat va kinh doanh khau trang y te.

Ngay chirng nhén :16.01.2023
Ngay phat hanh :Lan 3 - 08.03.2024
Ngay hét han : 15.01.2026

Chi tiét tai quyét dinh s6  : 080324.06/QD-ISOCERT
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ISOCERT Sl
M3 Truy Xuft Chimg Chi: 1SO 13485:2016 Thmofmg Tuén

9199293414179
Tra ciru higu hre chimg chi tai: https:/isocert.org. vivtra-cuu-chung-chi-iso
CONG TV CO PHAN CHUNG NHAN VA GIAM DINH QUG TE ISOCERT
S4 40 diy A, Lo 12 KDT méi Djnh Céng, Phudmg Dinh Céng, Quin Hoang Mai, Thanh phd Ha Ngi

Hotline: 1900.636.538. VPHN: 02473.036.538, VPHCM: 02873.056.538, Email: contacts@isocert.org.vn, Wclzgite: http:/Asocert.org.vin
Pugc quét bang CamScanner


https://v3.camscanner.com/user/download

ISOCERT

Harmonyzation And Prosperity

GERTIFIGATE

No. 9199293414179-MED

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

N.D. JAPAN ONE MEMBER LIMITED LIABILITY COMPANY

Head office and Factory: Lot Q-10, Road No. 6, Long Hau Extended Industrial Park,
Hamlet 3, Long Hau Commune, Can Giuoc District, Long An Province, Vietnam.

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

130 13483:2016

SCOPE CERTIFIED:

- Manufacturing and distribution of sterile and non-sterile plastic products for health care
and medical: Test tubes, Pathology and Specimen containers, Inoculating loop, Petri Dish,
Vaginal Speculum;

- Manufacturing and trading medical masks.

Certification date : 16.Jan.2023

Issue date : 3rd issue - 08.Mar.2024
Expiration date : 15.Jan.2026

Details in decision No. : 080324.06/QD-ISOCERT

_ _ ISOCERT
Retrieval Information Code: IS0 13485:2016

9199293414179

MSc.’{u Hoang Tuan

Check the validity of the certificate: https://isocert.org.vr/tra-cuu-chung-chi-iso

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
Hotline: 1900.636.538, Hanoi office: 02473.036.538, HCM ofTice: 02873.056.538, Email: contacts@jisocert.org.vn, Website: http:/isocert.org.vn
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https://v3.camscanner.com/user/download

CONG TY CP CHUNG NHAN VA CONG HOA XA HQI CHU NGHIA VIET NAM

GIAM DINH QUOC TE ISOCERT Pic 1ap - Tu do - Hanh phiic
S6: 080324.06/QD-ISOCERT
Viv cap gidy chimg nbn phi hop Ha Néi, ngay 08 thang 03 nam 2024

- A
tiéu chuan

QUYET PINH
V& viée cAp Gidy chirng nhin Hé théng quan 1y chit lrgng - Trang thiét bi y té
' ISO 13485:2016

GIAM POC
CONG TY CO PHAN CHUNG NHAN VA GIAM PINH QUOC TE ISOCERT

Can cir gidy chimg nhan ddng ky hoat ding 56 314/TPC - HCHQ ngay 24/01/2024 ciia T ong cuc
Tiéu chuan Do luong Chat liegng,; o

Can cir vao quy dinh vé ddnh gid HTQL cia Céng ty CP chimg nhdn va gidm dinh quoc té
ISOCERT; , . ‘

Can cir vao bdo cdo két qua cua Doan chuyén gia danh gid va két qua tham xét ho so chimg nhdn;

QUYET DINH:

Diéu 1. Cép Gidy chimg nhan He théng quéan ly chit luong - Trang thiét bj y té theo tiéu chuén
ISO 13485:2016 cho Cong ty TNHH M6t thanh vién M.D. Japan c6 dia chi Tru s& chinh va
Xudng san xuat tai: Lo Q-10, Pudng sé 6, KCN Long Hau mé& rong, Ap 3, Xi Long Hauy,
Huyén Can Giudc, Tinh Long An, Viét Nam. trong linh vuc hoat dong:
- San xudt va phan phdi cac san phim nhya vo tring va khong v6 tring diing cho linh vuc cham
soc suc khoe vay té: Ong nghiém, Hii va lg sinh phém, Que céy, Dia petri, M9 vit phu khoa;
- San xuét va kinh doanh khau trang y té.
Piéu 2. Gidy chimg nhén nay c6 hiéu luc trong thdi gian 03 nam ké tir ngay 08 théang 03 nim
2024 dén ngay 15 thang 01 nam 2026.
Trong thoi gian hiéu luc cua Gidy chimg nhén, Céng ty TNHH M¢ét thanh vién M.D. Japan
dugce phép sir dung Giéy chimg nhén s6 9199293414179-MED va duge sur dung déu chimng
nhan cua ISOCERT cho linh vuc hoat dong néu trén.
Piéu 3. Cong ty TNHH Mgt thianh vién M.D. Japan c6 trach nhiém duy tri va cai tién Hé
théng quan 1y chét lugng - Trang thiét bi Y té theo tiéu chudn ISO 13485:2016 va duoc
ISOCERT dénh gi4 gidm sat dinh ky 1 nam/1 lan, tong cong 02 lan trong 03 nam.
Piéu 4. Quyét dinh chimg nhan nay c6 hidu luc ké tir ngay 08 théng 03 nim 2024 thay thé
Quyét dinh chimg nhan sb 08052305/QD-ISOCERT ban héﬂgéy 08 thang 05 nidm 2023./. A&
h:;:;’:l("::l ”\@\“ G” M)
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*Liww y: Quyét dinh nay c6 gia tri 01 (mgt) nim ké tie ngay ky. a 27& %9 an
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