CONGTY CP CHUNG NHAN VA CQNG HOA XA HOI CHU NGHIA VIET NAM
GIAM DINH QUOC TE ISOCERT Doc ldp - Tu do - Hanh phiic

S6 : 05032002'QD-ISOCERT
V/v cap giay chimg nhan phu hgp

i " S ATsE s ns ol im 202
tidu chudn Ha Ngi, ngay 05 thang 03 nam 2020

QL:YET DINH
Vé vige cap Gm\ chirng nhan Hé théng quan Iy chit lugng - Trang thiét bi y té ISO
1348’5 2016

GIAM DOC
CONG TY CO PHAN CHUNG NHAN VA GIAM DINH QUOC TE ISOCERT
Can cie nghi dinh 127 2007 ND-CP ngay 01 thdang 08 ndm 2007 cia Chinh phi vé Quy dinh
chi tiét thi hanh moi sé Diéu cua Ludt ticu chudn va Quy chudn ki thudt;
Can cie vao Nghi dinh 56 132 2008 ND-CP ngay 31 lhang 12 nam 2008 cua Chinh phi vé
Quy dinh chi tiét thi hénh mot \o Diéu cuia Ludt chadt liegng san pham, hang héa;
Can cir vao quy dinh vé danh gia HTQL cua Cong tv CP chiing nhdn va giam dinh quoc té

ISOCERT:;
Can cir _(,'lm chimg nhdn dang ky hoat dong §6 329/TDC -HCHQ ngay 31/01/2019 ciia Tong

cuc Tiéu chudn Do heomg C hat heong:
Can cir giay chimg nhan dang ky hoat dong 56 1162/TDC - HCHQ ngay 26/04/2019 cua

Tong cuc Tiéu chudn Do heomg C hat hegmg:
Can cir vao bdo cdo két qua cia Poin chuyén gia danh gid va két qua tham xét hé so

chirng nhan;

QUYET DINH:
Piéu 1. Cap Gidy chirng nhan Hé théng quan Iy chat luong — Trang thiét bi y té theo tiéu
chudn ISO 13485:2016 cho Céng ty C6 phan Duge Vit tu y té Hai Duong ¢6 dia chi Tru
s& chinh tai: 102 dudong Chi Lang. Phuong Nguyén Trai, Thanh phd Hai Duong. Tinh Hai
Duong, Vi¢t Nam; Dia diém kinh doanh tai: 279C, Dién Bién Phu, Phuong Binh Han,
Thanh phé Hai Duong, Tinh Hai Duong, Viét Nam; va Nha may HDPHARMA EU -
Cong ty Cb phﬁn Duogc Vat tu y té Hai Duong — Pia chi tai: Thira dit sb 307, Cum cong
nghiép Cdm Thuong. Phuong Cdm Thuong, Thanh phd Hai Duong, Tinh Hai Duong, Viét
Nam trong linh vuc hoat dong: San xuit va kinh doanh vat tr y é, trang thiét bi y té (Theo

phu luc kém theo quyét dinh chirng nhén nay).

Piéu 2. Giz‘iy chirng nhédn nay co hiéu luc trong thai gian 02 ndm ké wr ngay 05 thang 02
nam 2020 dén ngay 24 thang 07 nam 2022.

Trong thoi gian hiéu luc cla Gidy chimg nhan. Céng ty Co phan Dugc Vit tr y té Hai
Duong dugc phép st dung Gidy chimg nhan s6 8935293400388-MED va duoc sir dung
dau chirng nhén ciia [SOCERT cho linh vuc hoat dong néu trén.

Pidu 3. Cong ty Cé phan Duge Vat tu y té Hai Duong c6 trach nhiém duy tri va cai tién
Hé théng quan Iy chét lugng — Trang thiét bi Y té theo tiéu chuan 1SO 13485:2016 va duoc
ISOCERT dénh gid giam sat dinh ky 1 nam/1 I4n, tong cong 01 1an trong 02 nam.

Cong ty CP chimg nhin va gidam dinh qude 1& ISOCERT
$6 40, day A, 10 12, KDT mai Dinh Cang. P. Dinh Cong, Q. Hoang Mai Mai, TP, Ha Noi

Tel: 024.7303.6538: Website isocert org vn QF-08-14 Rev.: 12/0272019
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Diéu 4. Quyét dinh nay ¢6 hiéu lyc tir ngay 05 thang 03 nam 2020, thay thé Quyét dinh
ching nhén 56 25071910/QD-ISOCERT ban hanh ngay 25 thang 07 ndm 2019.

Nai nhin:
- Nhur trén;
- Luu ho so.

Fax:

*Quyét dinh nay ¢6 gid tri 01 (mot) ndm ké tie ngay ky.

EMS: Mail:

TUQ. GIAM\POC
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Cong ty CP chimg nhin va gram dinh quie 1¢ 1ISOCERT

S A0 day AL 13 12, KDT mon Dioh Cong, P Dinh Cong. @ Hoang Mai Mai. TP Ha N

Tel 024 7001 K538 Website isoccrl org vin

Qra08-14 Rev.: 12/0272019
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Cong ty CP chirng nhin va gidam dinh quoc t¢ ISOCERT
& 40, day A. 16 12. KDT méi Dinh Cong. P. Dinh Céng. Q. Hoang Mai, TP. Ha Néi
Tel: 024.7303.6538: Website: isocert.org.vn

PHU LUC CHUNG NHAN
Certification Annex
(Kem theo quyét dinh s6 05032002/QD-ISOCERT 05/03/2020)
(Accompanied with accreditation decision No. 0503 2002/QD-ISOCERT dated 5th March, 2020)

I. Tén td chirc chirng nhan (Certified Organization):
CONG TY CO PHAN DUQC VAT TU'Y TE HAI DUONG
HAI DUONG PHARMACEUTICAL MEDICAL MATERIALS JOINT STOCK COMPANY
I1. Sé hiéu chirng nhan (Certificate ID): 8935293400388 — MED
I11. Pia chi dugc chirng nhin (Address):
1. Tru s&: s6 102 dudng Chi Lang. phuong Nguyén Trai, Thanh phé Hai Duong, Tinh Hai Duong,
Viét Nam.
(Head office: No. 102 Chi Lang street, Nguyen Trai ward, Hai Duong city, Hai Duong province,
Vietnam)
2. Dia diém kinh doanh: 279C, Dién Bién Phu, Phuong Binh Han, Thanh phé Hai Duong, Tinh
Hai Duong, Viét Nam.
(Business location: No. 279C, Dien Bien Phu street, Binh Han ward, Hai Duong city, Hai Duong
province, Vietnam)
3. NHA MAY HDPHARMA EU - CONG TY CO PHAN DUGC VAT TU'Y TE HAI DUONG -
Dia chi: Thira dét sé 307. Cum céng nghiép Cam Thugng, Phudong Cam Thuong, Thanh phé Hai
Duong. Tinh Hai Duong. Viét Nam.
(HDPHARMA EU PLANT - HAI DUONG PHARMACEUTICAL MEDICAL MATERIALS JOINT
STOCK COMPANY - Address: Lot No. 307, Cam Thuong Industrial Park, Cam Thuong Ward,
Hai Duong City, Hai Duong Province, Vietnam,).
IV. Chuén muec chitng nhin (Standard): 1SO 13485:2016
V. Pham vi chirng nhén (Scope):
San xuit va kinh doanh vit tw y té, trang thiét bi y té.

Manufacturing and trading medical supplies, medical equipment.

. Danh muc hang sin xuit - kinh doanh (List of manufacturing — trading products):

- Dung dich sét khuan vét thuong. dung cu (Tools, antiseptic solution);

- Dung dich sat khuén dung ngoai (Topical aseptic solution),

- Dung dich Xit rtra tai, miii, hong (Cleaning ears, nose, throat solution);

- Dung dich v¢ sinh miii (Nasal cleaning solution);

- G6i pha rira mii va vét tr dinh kém (powder for nasal cleaning and accessories);
- Dung dich rira mat (Eyes cleaning solution);

- Dung dich dién hoa (Electrochemical solution);

- Dung dich dién giai (Electrolyte solution);

- Nudce stic miéng, hong (Mouth, Throat washing solution),
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Cing ty CP chung nhin va gidam dinh quoc t¢ ISOCERT
Sé 40, day A. 15 12. KDT méi Dinh Céng. P. Dinh Céng. Q. Hoang Mai. TP. Ha Ngi
Tel 024 .7303.6538; Website: isocert.org.vn

- Nude mudi (Saline water):

- Gel bdi trom (Lubricating gel).

- Gel v¢ sinh phu nit. Dung dich vé sinh phu nir (feminine hvgiene gel. feminine hygiene solution);
- Nudc/gel rira tay (Handwash gel/water):

- G6i pha nudc tam (Bathing pack):

- Kem/gel/dung dich/tinh dau boi da va vit tu dinh kem (Skin cream/gel/solution/essential oils and
accessories);

- Nude cit. Nude tinh khiét. Con kho (Distilled water, Pure water, Dry alcohol);

- Gel bac (Silver gely:

- Dung dich/gel v¢ sinh dudmng tdc. da dau (Hvgiene and nourishing hair, scalp solution/gel);

- Cao dan. miéng dan (Liniment plaster. patch):

- Vit tu tiéu hao (bong. bang. gac) (Consumable supplies (cotton, bandage, gauze)),

- Khau trang (Medical mask).

2. Danh muc hang kinh doanh (List of trading products):

2.1 Hoa chat xét nghiém sinh hoa: Hoa chdt xét nghigm dinh danh nhom méu; Héa chét xét
nghiém huyét hoc: Hoa chat dong mau; Héa chét xét nghiém mién dich; Hoa chat xét nghiém
(HbA1C1, HbA1C2. HbA1C3). Hoa chét xét nghiém vi sinh; Phim X Quang; Héa chét dién giai;
Vit tu tiéu hao dung trong chuan doan; Vat tu ding trong thin nhén tao.

Chemicals used for biochemical tests: chemicals for blood type identification test, chemicals for
hematology test; chemicals for coagulation of blood, chemicals for immunity test, chemicals for
tests (HbAI1CI, HbAIC2, HbAIC3), chemicals for microbiological tests, X-ray film; Electrolyte
chemicals: consumables in diagnosis; materials used in artificial kidneys

2.2 VAt tu tiéu hao bao gdm: Bong y té; Bang, gac: Vit ligu cAm mau, diéu tri vét thuong; Géng
tay va vit tr cham soc ngudi bénh: Bom tiém; Kim tiém; Chi khau phau thudt; Ong théng, dén
Iuu, gac ndi. mat na; Day lruyén dich. lruyén mau; Vat tu thay thé, vt tu cdy ghép nhén tao va ndi
soi khop: Dinh nep vit dung trong phau thuét; Thay tinh thé nhan tao; Vit tu md mét; Dao phiu
thuat; Vit y té sir dung trong chuin doan: Vat tu tiéu hao ding cho may y té; May do huyét ap;
May thir tiéu duong; Vit tu tiéu hao nudi chy vi sinh; Kim cham ctru; Héa chét sat khuan, khir
trung dung cu; Hoa chét sat khuan, riza vét thuong; Thiét bi y té, thiét bi, dung cu thi nghiém; Vat
tu tiéu hao, hoa chit, sinh phﬁm y té dung trong bénh vién; Test thtr.

Consumables supplies including: medical cotton; dressing; Hemostatic materials, wound
treatment: Gloves and materials to take care of patients; Syringe; Needle; Surgical stitches;
Catheter, drain, gauze connector, mask; Infusion line, blood transfusion; Replacement supplies,
artificial implants and arthroscopy; Screws for surgical use; Artificial lens; supplies for eye
surgery; Surgical Knife; Medical supplies used in diagnosis;, Consumable supplies for medical
devices; Sphygmomanometer; Diabetes test equipment; Materials for microbiological culture;
Acupuncture needles; Antiseptic chemicals, disinfectants for tools; Antiseptic chemicals, wound
washing; Medical equipment, laboratory equipment and devices; Consumables, chemicals and

medical preparations used in hospitals, trial test.
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T0 CHUC CHUNG NHAN VA GIAM BINH QUOC TE ISOCERT

“HAI HOA CUNG THINH VUQNG™

GIAY CHONG NHAN

S6 8935293400388-MED

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

CONG TY CO PHAN DUGC VAT TU'Y TE HAI DUGNG

Try sé chinh: 102 duémg Chi Ling. Phuimg Nguyén Trii, Thanh phé Hai Duong, Tinh Hai Dwong, Viét Nam.
Dja diém kinh doanh: 279C. Dién Bién Phu. Phuomg Binh Han, Thanh ph6 Hai Duong, Tinh Hai Duong, Vi¢t Nam.
NHA MAY HDPHARMA EU - CONG TY CO PHAN DUQIC VAT TU'Y TE HA1 DUONG - Dja chi: Thira dét s6 307,
Cum cong nghiép Cam Thuong. Phuimg Cim Thugng, Thanh phc") Hai Duong, Tinh Hai Duong, Vi¢t Nam.

2016

Pugc danh gia va xac nhan phi hop véi yéu cdu cta tiéu chuén:

TIEU CHUAN

150 13489:2016

PHAM V1 CHUNG NHAN:
San xuit va kinh doanh vat tw y té, trang thiét bi y té.
(Theo phu luc kém theo quyét dinh sé6 05032002/QD-ISOCERT ngay 05/03/2020)

AN IS0 13489
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Ngay chirng nhén :25/07/2019
Ngay phit hanh : Lin 2 - 05/03/2020
Ngay hét han : 24/07/2022

Chi tiét tai quyét dinh sé  :05032002/QD-ISOCERT

Purgc phép sir dung ddu chirng nhin
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M 190 13489:2016 TS VEVin Thae

Tra ciru higu lye chimg chi tai: hitps://isocert.org.vn

CONG TY CO PHAN CHUNG NHAN VA GIAM DINH Quéc TE ISOCERT

S6 40 day A, 16 12 KDT méi Bjnh Cong, Phudmg Dinh Céng, Quan Hoang Mai, Thanh 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™

CERTIFIGATE

No. 8935293400388-MED

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

HAI DUONG PHARMACEUTICAL MEDICAL MATERIALS JOINT STOCK COMPANY

Headquarter: No. 102 Chi Lang Street, Nguyen Trai Ward, Hai Duong City, Hai Duong Province, Vietnam.
Business location: 279C, Dien Bien Phu strect. Binh Han Ward, Hai Duong City, Hai Duong Province, Vietnam.

HDPHARMA EU PLANT - HAI DUONG PHARMACEUTICAL MEDICAL MATERIALS JOINT STOCK COMPANY -
Address: Lot No. 307. Cam Thuong Industrial Park, Cam Thuong Ward, Hai Duong City. Hai Duong Province, Vietnam.

2016

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

150 13485:2016

SCOPE CERTIFIED:

Manufacturing and trading medical supplies, medical equipment.
(As in the accreditation accompanied with accreditation decision No. 05032002/QD-1S0-
CERT dated 5th March, 2020)

Certification :25.Jul.2019

Issue date : 2nd issue - 05.Mar.2020
Valid date : 24.Jul.2022

Details in decision no. : 05032002/QD-ISOCERT

Approved to bear certification mark

GERTIFICATE 1S0 13485

MSc. Vu Van Thao

copmimcas 150 13485:2016

Check the validity of the certificate: https://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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