7.2 Market Access Certifications (e.g., Medical Device
Registration)



China NMPA Class lll Registration
Certificate



China Class lll Medical Device Registration Certificate

This product is regulated as the highest-level (Class Ill) medical
device in China, with its safety endorsed by the state.
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U.S. FDA Registration



FDA Registration Certificate

FDA Registration for the Medical Device and Establishment (Registration No.:
3005613390)

Status: Active (valid as of 2026)

-\/K U.S. Department of Health & Human Services

Follow FDA | En Espariol

(57Y U.S. FOOD & DRUG I

ADMINISTRATION

Home | Food | Drugs ]| Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Establishment Registration & Device Listing

Proprietary Name: Spray Dressing; Gel Dressing; Liquid Dressing; Cream; Oral Dressing
Classification DRESSING,WOUND,HYDROGEL W/OUT DRUG AND/OR BIOLOGIC
Name:

Product Code: NAE

Device Class: 1

Regulation Number: 878.4022

Medical Specialty: General & Plastic Surgery

Registered Establish- NMS TECHNOLOGIES
ment Name:

Registered Establish- 3005613390
ment Number:

Owner/()perator; NMS TECHNOLOGIES
Owner/Operator 9083481

Number:

Establishment Op- Foreign Exporter; Manufacturer
erations:

Page Last Updated: 02/23/2026
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?lid=94882&Ipcd=NAE



U.5. FOOD & DRUG

ADMINISTRATION

Fodlow FLOA En Exparid

SEARCH

Homes | Focad | Oriigs | Madics Devicss | RaSaton Ematting Preducts | Vaccines, Rlood & Biclogics | Animal & Veternary | Cosmatics | Tobaocs Prodiects

Establishment Registration & Device Listing

Establishment:

Registration Number:
FEI Number*.
Status:

Data Of Registration
Status:

OwnerfOperator:

Crwner/Oparator
Number:

Official Correspon-
dent:

US Agent:

FPhone:

Email;

NMS TECHNOLOGIES

8 Qiaobei Road

Shigiao, Pukou District
Manjing Jiangsu, CN 211804

3005613390
3005613390
Active

2028

NMS TECHNOLOGIES

8 Qiaobei Road

Shigiao Town, Pukou Dist
Manjing, CN-32 CN 211804

9083481

Youliang Cai

& Qiaobei Road

Shigiao Town, Pukou Dist
NANJING, Jiangsu CN 211304

86-25-83400310

Leeveo Kee

Regrek LLC

19 Holly Cove Ln.
Dover, DE US 19901

302 6089028 Ext
Regrak.Cs@Hotmail Com

® Firm Establishment ldentifier (FEI) ghauld be used Tor idenlification of entities within the impors message sl

Page Last Updated: 0272372028



EU Market Access Registration and CE
Certification Documents



EU CE Certification / Representative

EU Class | Device Registration in Spain R I O

NOTIFICATION OF REGISTRATION b .

This is to certify that, according to the Furopean Council Regulation (EL)
performed all notification duties and responsibilities as the European Authorized Repres

1/745 Rjomavix S.L.

entative: |

MANUFACTURER:  NMS Technologies Co., Ltd.

ADDRESS: 8 [iaobei Road, Shigiao, Pukou District, Nanjing, China
The manufacturer has provided Riomavix S.L. with a Declaration of Conformity in accordance with European Council
REgu_IjltLun (EU) 2017/745 and has declared its responsibility for the truthfulness and accuracy of the materials
provided.

Medical Device: Spray Dressing

Where the manufacturer affix the CE mark to the device listed they must ensure that all the essential requirements
of European Council Regulation (EU)2017/745 are met.

The notification of abovementioned device has been completed by the European Authorized
Representative in Spain. The Spain Competent Authority is notifed of the manufacture's device and
has allocated registration. The registration number is RPS/849/2026

Issue date: 13/Apr/2026
Cert. No.: R20260402-1

C€

Riomavix S.L. (ES-AR-000001202)

Calle Almansa a3, 1D, 28039 Madrid Spain



EU CE Class | Device Certification
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CE Technical Documentation Review Report

Manufacturer:

Report Number:

Examination intent:

Product{s):

Type(s)/Model(s):

Classification:

Review result:

Shanghai, 2015-08-27

Rew, 05, 3013-12-17

Nanjing Magic Science and Technology
Development Co., Ltd.

8 Qiaobei Road, Shigiao, Pukou District, Nanjing,
Jiangsu 210003, China

15087045 001

Examination the completeness of the Technical
Documentation according to the requirements of the
Medical Devices Directive 83/42/EEC Annex VI

Spray Dressings

Aerosol

Class | non-sterile, rule 4
{according to manufacturer's declaration)

During the examination of the provided Technical
Documentation {No.: CE Technical Construction File,
Rev. A/0, Date: 2013 Jan.27), no Non-compliance
according to the requirements of the Medical Devices
Directive 93/42/EEC Annex VIl was detected.

i

Daniel ZHU Approved
Lead Auditor, Product As
Medical Device Services

TOV Rhainkand (Shanghai) Ce., Ltd, Ewmmdm.muyﬂ. Lame 777, West Tek (BG21} 6108 1168 amail  ; service-gaiuy.com
Urdem ng 1 3 5
e S e PR Ca e

Inbarmet | Pilpo\wwe uv.com



Multi-Country Market Access
Documents



This document certifies that the technology has been reviewed and approved/classified by

government health authorities across multiple jurisdictions.

Region /
Regulatory Authority Certificate / Document Type Page
Country
No.
MFDS
South Medical Device Import License
(Ministry of Food & Drug P.2
Korea Permit No. 14-1699. (Approved: 2014)
Safety)
MOHW
Medical Device Permit
Taiwan (Ministry of Health & P.3
License No. 000727. Class II/lll Device
Welfare)
HSA
Medical Device Registration
Singapore (Health Sciences P4
Registered as Low-Risk Medical Device
Authority)
MOH Product Classification
Malaysia P.5
(Ministry of Health) Confirmed definition as "Medical Device"
Regulatory Notification
Hong Kong| Department of Health Confirmed compliance (Non-drug/poison P.6
classification)
ARSA (Sanitary Sanitary Registration Certificate (
Honduras |Regulation Agency) P8

Certificado de Registro Sanitario)No.27437.
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Taiwan: Medical Device Permit

Y
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o edical Device Approval

MF 002605



Singapore: Medical Device Registration

MDO0840 - REGISTRATION FOR LOW RISK MEDICAL DEVICE > Pending Page 1 of 2

HSA

Hitalth Sclenees Adtfiosity

Health Sciences Authority

3 Singapore Goverament '
l@ Intggw??séﬁié * Ei:'ceilé?ge b
& GiFeeiack N

%,
Logon ID ; S0080294H Company Name : Mediquest Pte Ltd Transaction No. ;: TMD11568037¢
{Submitter)
Mediquest Pte Ltd (Unique Entity No.(UEN) : 200003944M)
[Licence Type : Registrant, Importer, Wholesaler]
16, JALAN KILANG, HOI HUP BUILDING, #04-05, SINGAPORE 159416
Main Tel. No. : 68373387, Fax No. : 68370824
Contact Person : CHRISTABEL MONTEIRO, Contact Tel. No. : 68373387
Contact Email : chris@mediquest.com.sg

MD0840 - REGISTRATION FOR LOW RISK MEDICAL DEVICE > Pending

- APPLICATION FORM
1. Applicant Info 2. Device Info 3. Product Owner Info
4. Manufacturing Site(s) Info 5. Model(s) Info 6. GMDN Info
7. Importer & Wholesaler Info 8. Supporting Document(s) 9. Remarks
Job Reference No. : MD11540122Y Submission Date : 10/10/2011
Status Date : 10/10/2011 Status : Pending

View Payment Advice
1. APPLICANT INFQ

Christabel Monteiro (NRIC/Passport No. : S0080294H), Tel. No. : 68373387, Fax No. : 68370824, Email : chris@mediguest.com.sg
2. DEVICE INFO

1. JUC SPRAY DRESSING (CLASS A) [Professional Use - Yes], [General Hospital], [FAMILY], SPRAY - ON NANO FILM ON
SURFACE OF SKIN; FORMS PHYSICAL BARRIER AGAINST INFECTION, SPRAY - ON NANO FILM ON SURFACE OF SKIN; FORMS
PHYSICAL BARRIER AGAINST INFECTION, HS Code:30051090, Professional use only:Y

3. PRODUCT OWNER INFO

NMS TECHNOLOGIES CO., LTD : 8 QIACBEI ROAD, SHIQIAO, PUKOU DISTRICT, NANJING, CHINA
4. MANUFACTURING SITE(s) INFO

1. NMS TECHNOLOGIES CO., LTD : 8 QIAOBEI ROAD, SHIQIAQ, PUKOU DISTRICT, NANJING, CHINA
5. MODEL(s) INFO

Product Code for Accessories:Not Applicable

1. JUC SPRAY DRESSING 10ML (Model # : -), 10 ML

2. JUC SPRAY DRESSING 30ML (Model # : #01030), 30 ML

6. GMDN INFO
1. Dressing, aerosol [Code : 45010)

7. IMPORTER & WHOLESALER INFO
1. Mediquest Pte Ltd [ES0001293] - Importer
2. Mediquest Pte Ltd [ESDD01294] - Wholesaler

8. SUPPORTING DOCUMENT(s)

S/No. Document Name Description Size (KB) Submission Date
1. CE Certificate JUC Other document 48 28/09/2011
spray.pdf

https://eservice hsa.gov.sg/medics/mdNotfn/mdNotfnMain.do?action=viewOnly&txN... 10/10/2011



Malaysia: Product Classification

MEDICAL DEVICE CONTROL DIVISION
MINISTRY OF HEALTH MALAYSIA
Level 5, Building Plot 3C4,

No.26, Jalan Persiaran Perdana,

B\
Yoo

|

(s

& Tel : (03) 8885 0600
&_ Precinct 3, Fax: (03-8885 0759
62675 Putrajaya hitp:/fwww.mdb.gov.my/

Our Ref: ( ) dim.KKM-153(BPP)TEK 4/30 jid |25 K|
Date: || November 2011

Syarikat Wellchem Sdn Bhd
928-929, Jalan 17/38
46400, Petaiing Jaya
Selangor Darul Ehsan
Malaysia.

(u/p: Mr. Yim Weng Kai)

Sir/Madam,
PRODUCT CLASSIFICATION

With reference to the above, | am pleased to inform you that the product as
listed in the Attachment falls under the definition of Medical Device.

For your information, currently we are implementing the Voluntary
Registration of Medical Device Establishment (MeDVER). All establishments
or companies dealing with medical device are encouraged to register under
MeDVER.

This letter does not constitute an approval for the products and shall not be
used for the purpose of promoting or advertising the products.

Thank you.

(ZAM L RAHMAN})
Dir r

Medical Device Control Division
Ministry of Health, Malaysia

‘Sila catatkan rujukan surat ini apabila menjawab’



Hong Kong: Regulatory Notification

This is the letter of exemption.

t_ .
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2319 8452
LT Tel. No.:
e
Enquiries 2319 B438
Hotline 2836 3880

GE T Faxline No. 2803 4962

E— PR/PPC/2186/2004/I1 (CC)

(REERALRRKE
(IN REPLY PLEASE QUOTE THIS FILE REF

Weir & Associates

5/F., The Landmark East,
1 Ice House Street,
Central, Hong Kong

Dear Sirs,

PHARMACEUTICALS REGISTRATION
AND
IVIPORT/EXPORT CONTROL SECTION
3/F, Public Health Laberatory Centre,

382 Nam Cheong Street,

Kowloon,

Hong Kong.

25 FEB 2004

Jievoushen JEFEERFIEME

Thank you for your letter dated 5 February 2004 with enclosure.

I wish to inform you that according
above-mentioned item does not fall within the mean
it is not required to be registered under the Pharmacy an

Please also mote the provisions of the
Ordinance related to the labelling and advertisi

Pleass quote our reference for enquiries.

I hereby certify that this copy
document is a true and complete
cop)ff‘og the original (or a properly
certified cqpy of the original
Dae - - 2 4 APy oA °7E"

_Solicitor, Hong Kong
Messrs. Weir & Associates
Cheonghar Wong,
Solicitor, Hong Kong SAR

to the information provided, the

ing of pharmaceutical products. Therefore,
d Poisons Regulations, (Cap. 138).

Undesirable Medical Advertisements
ng of medicines/medical appliances.

Regulatory Clearance for Market Access

Yours faithfully,

fu

“(Linda WOO)
for Chisf Pharmacist
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Honduras: Sanitary Registration Certificate

Direccion General de Regulacion Sanitaria

CERTIFICADO DE REGISTRO SANITARIO

El suscrito Director (a) de la Direcciéon General de Regulacién Sanitaria

CERTIFICA

Que mediante Resolucién No.27437 Fecha 10 de Septiembre del 2008 Expediente No. 24761
Registro Sanitario No. DM- 00002 Vigente Hasta: 10 de Septiembre del 2013

Ha quedado Registrado el Dispositive Meédico
Nombre Comercial: JUC VENBDA ANTISEPTICO EN SPRAY
Titular: GRUPO EVEREST S.. r‘ﬁ s

Domicilio: Honduras

Laboratorio Fabricante:
Domicilio: Honduras
Forma Farmacéutica: Spi
PresentaciénCFo rasede Polictilenol 30ml de Solucion en Spray
Composicién Selueion Acuoss de Agente-Ae¢ romolecular Cationico (sal de

Amonio)

6 @S EVEREST S. DE R. L.

cancelado si el
rresponde a la
liciones de

El Registrg del T

 DRA. SONIA MARILINDA BENRXZ e8PFRES
DIRECTORA GENERAL DE REGULACION SANITARIA
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