ISOCERT

Hai Hoa Cung Thinh Vuong

GIAY CHUNG NHAN

S6 9199293409490-MED

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

CONG TY CO PHAN DUOC PHAM THANH PHAT

Try so chinh va Nha may: L6 CN1-6, Khu cong nghiép Phi Nghia, Xa Phi Nghia, Huyén Chuong My, Thanh phé Ha Noi, Viét Nam.

Pugc danh gia va x4c nhan phit hgp véi yéu cau cua tiéu chuin:

150 13485:2016

Sin xuét va cung tmg san phim:

1. Xit, loai: Dung dich, hén dich, nhii twong xit hong; Dung dich, hén dich, nhii twong xit ngoai
da; Dung djch, hon dich, nhii twong xit mili; Dung dich, hén djch, nhii twong xjt tai; Dung djch,
hén djch, nhii twong xit ring miéng;

2. Kem - Gel - Ma;

. Dung dich, hén djch, nhii twong;

. Diu gio, dau xoa, cao xo0a, cao dan, fmg hit;

. Vién dit, loai: Vién @it trwe trang, Vién dit 4m dao;

. Vién - Cém - Bit;

. Gbi hd trg diéu tri;

. Mubi tim, mudi ngim chén;

. Dung djch, hén djch, nhii twong nhé mit; kem, gel, md tra mit; nwére mit nhén tao.
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Ngay chirng nhén lan ddu  :19.04.2022

Ngay chirng nhén :10.06.2025
Ngay phat hanh :Lan 5 - 10.06.2025
Ngay hét han : 09.06.2028

Chi tiét tai quyét dinh s6  : 100625.12/QD-ISOCERT

ISOCERT

M3 Truy Xuit Chimg Chi: : Vﬁ Neuvén Xodi
9199293409490 IS0 13485:2016 guy

Tra ciru higu Iye chimg chi tai: https://isocert.org,vn/tra-cuu-chung-chi-iso
CONG TY C6 PHAN CHUNG NHAN VA GIAM BINH QuOc TE ISOCERT
86,40 day A, L6 12 KDT méi Dinh Cong, Phuimg Binh Cong, Quan Hoang Mai, Thinh phé Ha Noi
Hotline: 1900.636.538, VPHN: 02473.036.538, VPHCM: 02873.056.538, Email: contactsi@isocert.org.vn, Website: http://isocert.org.vn
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ISOCERT

Harmonyzation And Prosperity

GERTIFIGATE

No. 9199293409490-MED

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

THANH PHAT PHARMACY JOINT STOCK COMPANY

Head office and Factory: Lot CN1-6, Phu Nghia Industrial Park, Phu Nghia Commune, Chuong My District, Hanoi, Vietnam.

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

150 13489:2016

Manufacturing and supplying of products:

1. Spray, type: Solution, suspension, throat spray emulsion; Solution, suspension, skin spray
emulsion; Solution, suspension, nasal spray emulsion; Solution, suspension, ear spray emulsion;
Solutions, suspensions, oral spray emulsions;

2. Cream - Gel - Ointments;

3. Solution, suspension, emulsion;

4. Wind medicated oil, medicated oils, Pain relief patch, inhaler;

5. Tablets, type: Rectal tablets, Vaginal tablets;

6. Pellets - Granules - Flour;

7. Therapeutic support pillow;

8. Bath salts, foot bath salts;

9. Solution, suspension, eve drop emulsion; eye cream, gel, ointment; artificial tears.

Original Certification : 19.Apr2022
Certification date : 10.Jun.2025

Issue date : 5th issue - 10.Jun.2025
Expiration date : 09.Jun.2028

Details in decision No. : 100625.12/QD-ISOCERT

=

Retrieval Information Code: 3 Mn Xoal
9199293409490 IS0 13485:2016 guy

Check the validity of the certificate: https://isocert.org.va/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 office: 02873.056.538, Email: contacts{@isocert.org.vn, Website: http://isocert.org.vn




CONG TY CP CHUNG NHANVA  CONG HOA XA HOI CHU NGHIA VIET NAM

GIAM DPINH QUOC TE ISOCERT Péc 1ap - T do - Hanh phic
S6: 100625.12/QD-ISOCERT
V/v cp gidy chimg nhn phii hop Hé N5i, ngay 10 thing 06 nam 2025

tiéu chuin

QUYET PINH
Vé viée cap Giay chirng nhian Hé thong quén 1y chat lwrong - Trang thiét bi Y té
ISO 13485:2016

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

Cdn ci gidy chimg nhdn ding ky hoat déng s6 314/TDC - HCHQ ngay 24/01/202% éiia Tong cuc Tiéu chudn
Do ludmg Chdt lwegmg; .
Cdn cir vao quy dinh n{é danh gid HTQL cua Céng ty CP ching nhdn va gidm dinh quic té ISOCERT;
Can cir vao bdo cdo két qua ciia Poan chuyén gia danh gid va két qua tham xét hé so chimg nhdn;

QUYET PINH:

Diéu 1. Cap Gidy chimg nhan Hé théng quan Iy chét luong - Trang thiét bj y té theo tiéu chudn ISO
13485:2016 cho Céng ty Co phin Dwge phim Thanh Phit ¢6 dia chi Tru s& chinh va Nha may
tai: L6 CN1-6, Khu cdng nghiép Phii Nghia, Xa Pht Nghia, Huyén Chuong My, Thanh phé Ha Nbi,
Viét Nam trong linh vuc hoat dgng: San xuit va cung {mg san phém:

L. Xit, loai: Dung dich, hén dich, nhil tuong xit hong; Dung/dich, hén dich, nhii twong xit ngoai da;
Dung dich, hdn dich, nhii twong xit miii; Dung dich, hn/dich, nhii twong xit tai; Dung dich, hén
dich, nhii tuong Xit ring miéng;

2. Kem - Gel - M&;

. Dung dich, hdn dich, nhii twong;

. Dau gié, diu xoa, cao xoa, cao dan, éng hit;

. Vién dat, loai: Vién dat tryc trang, Vién dit am daos

6. Vién - Cém - Bot;

7. G6i hd trg didu tri;

8. Mubi tim, muéi ngdm chn;

. Dung dich, hén dich, nhil tvong nho mit; kem, gel, m& tra mét; nuée mat nhan tao.

Bjéu 2. Giay chimg nhén nay c6 hiéu luc trong théi gian 03 nam ké tir ngay 10 thang 06 nim 2025
dén ngay 09 thang 06 nim 2028.

Trong thoi gian hiéu lyc cua Giay chimg nhdn, Céng ty Co phin Dwge phim Thanh Phat duoc
phép sir dung Gidy chimg nhdn s6 9199293409490-MED va duoc sir dung d4u chimg nhan cia
[SOCERT cho linh vuc hoat dong néu trén.

Piéu 3. Céng ty C6 phin Dwgc phim Thanh Phit c6 trch nhiém duy tri va cai tién Hé théng
quan ly chat lugng - Trang thiet bi Y té theo tiéu chuén ISO 13485:2016 va duge ISOCERT déanh
gid gidm sat dinh ky 1 ndm/1 lan, tong cdng 02 1in trong 03 nam./.
Noi nhin:
= Nhur trén;

- Luu ho so.
Fax: EMS: Mail:

o L

=

*Liew y: - Quyét dinh nay c6 gid tri 01 (ppg)ném ké tie ngay ky.
- Cdng ty Co phan Diwge pham Thénh Phdt phai ding kv hoat ddng theo quy dinh ctia phdp ludt va chiu rdch nhiém vé san phdm,
dich vy khi cung cdp ra thi triong,
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