Anexa nr. 1
La Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE

Catre Agentia Medicamentului
si Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale
nr. ....... din ...........

Solicitantul Pharmony S.R.L. , cu sediul Str. Durlesti, 4, tel: 0 696 46 604,
0 799 844 01, e-mail info@pharmony.md, solicit inregistrarea in Registrul de stat al
dispozitivelor medicale a urmatoarelor categorii si tipuri de dispozitive medicale pentru
introducerea si punerea la dispozitie pe piata a urmatoarelor produse:

Nr. Denumire Denum_lre Model Cod Tara Producator
comerciala produs
SENZOR PENTRU
Medtrum S9 Glucose . MEDTRUM
1 MONITORIZAREA TouchCare® Sensor MD3660 | China | rpcHNOLOGIES INC.
GLICEMIEI
TRANSMITATOR DE
DATE PENTRU Medtrum s9 . MEDTRUM
2 MONITORIZAREA TouchCare® | Transmitter | MP1160 | China | trrpn61 0GIES INC.
GLICEMIEI

Se anexeaza urmatoarele acte:
1. Scrisoarea de autorizare de la producator;
2. Declaratia de conformitate;
3. Declaratia pe propria raspundere privind veridicitatea datelor.

Data Semnatura

Tabelul de receptionare a notificarii

Comentarii cu privire la
acceptul/refuzul receptionarii
notificarii, inclusiv motivul refuzului

Data/nr. de ordine atribuit notificarii Digitally signed by Sarco Alexandru

< ia (4 % i Date: 2023.11.10 11:04:59 EET
de catr_’e Av‘g_e_ntle (in cazul acceptarii Reason: MoldSign Signature
receptiona r||) Location: Moldova

Numele, prenumele, functia
persoanei responsabile de
receptionarea dosarului
Semnatura persoanei responsabile



mailto:info@pharmony.md

Anexa nr. 2
La Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE

Catre Agentia Medicamentului si Dispozitivelor Medicale

DECLARATIE PE PROPRIE RASPUNDERE

Solicitant: Pharmony SRL, cu sediul str. Durlesti, 4, declar pe proprie raspundere, cunoscand

prevederile art. 3521, Codul Penal al Republicii Moldova cu privire la falsul in declaratii, ca

documentele si datele furnizate pentru notificarea urmatoarelor dispozitive medicale:

Nr. Denumire Denum_lre Model Cod Tara Producator
comerciala produs
SENZOR PENTRU
Medtrum S9 Glucose . MEDTRUM
1 MONITORIZAREA MD3660 China
GLICEMIEI TouchCare® Sensor TECHNOLOGIES INC.
TRANSMITATOR DE
DATE PENTRU Medtrum S9 . MEDTRUM
2 MONITORIZAREA TouchCare® | Transmitter | MP1160 | China | rpoyinG) 0GIES INC.
GLICEMIEI

Numele, prenumele si functia
Alexandru Sarco
Director

Semnatura

Data
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edtrum Technologies Inc. , a company incorporated under the laws of
and having its principal place of business at 'N0.200 Niudun Road, Shanghai,
CHINA and represented by _Mr. Yang Cuijun , General Manager (in the
following "MEDTRUM”), hereby authorizes ”Pharmony” SRL, of.85, 7/7
Studentilor Str., Chisinau, MD2045 a company organised and existing under the
laws of the Republic of Moldova , represented by Mr. Alexandru Sarco, Director,
(in the following “PHARMONY”) so that with its own signature, in the name and on
behalf of MEDTRUM and regarding MEDTRUM medical devices and consumables
(the “Products”) in the Republic of Moldova (the “Territory”) shall:

POWER OF ATTORNEY

1. Submit all necessary documents to the corresponding Regulatory Authorities
of the Territory for the registration / re-registration and introduction of changes to
the Products in the name of MEDTRUM in the Territory.

2. Sign the contracts and documents related to the expert evaluation of the
registration materials, applications for registration / re-registration and introduction
of changes to the Products in the Territory after receiving the previous written
approval of MEDTRUM.

3. Make amendments, prior approved in writing by MEDTRUM, to update and
submit additional materials and documents to the Moldovan Regulatory Authorities
involved in the expert evaluation of materials related to registration / re-registration
and introduction of changes to the registration materials of the Products and to act
on behalf of MEDTRUM in the administrative proceedings held before the Moldovan
Regulatory Authorities.

4. Obtain necessary documents, registration certificates, and instructions for
medical use, patient information leaflets on behalf of MEDTRUM from Moldovan
Regulatory Authorities involved in the expert evaluation of materials related to
registration / re-registration and introduction of changes to the registration materials
of the Products.

Without limiting the generality of the above paragraphs, PHARMONY shall not
have nor be deemed to have the right, power or authority to execute any instrument

Medtrum ‘Technologies Inc. Tel: 021-50274751
N0.200 Niudun Road E- Mail: infoe medtrum.com
201203 Shanghai China Web: www . medirum.com

wwwanedirum.com
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or agreement binding, committing or affecting in anyway whatsoever any of the rights
of MEDTRUM.

Any amendments or supplements must be made in writing to the addresses
described hereinbefore or any other provided between the parties in writing, in order
to become valid. The same applies to waiving the requirement for written form.

PHARMONY shall have no right to delegate the powers granted in this Power
of Attorney without the prior written approval of MEDTRUM.

This power of attorney is granted for the express purposes stated herein without
power of substitution and shall not be used for any other purposes or involving, in any
manner, any other party not mentioned herein. This power of attorney expressly
excludes the right to sell, sublicense, assign or transmit through any means
whatsoever the ownership of the marketing authorizations of the Products in the

Territory to any person other than MEDTRUM.

The rights, power and authority of the attorneys-in-fact granted in this
instrument shall commence and be in full force and effect as of the date of its
signature, and shall remain valid until December, 31%, 2024 unless it is revoked by

MEDTRUM, by simple notice at any timewith immediate effect.
Every termination has to be in writing, no termination reasons are requested.

Nal{me: Yang Cuijun g%
[ ]
g

Position: General Mana

Date: 18" February, 2021

Meduum Fechnologies Inc. Tel: 021-50274781
No.200 Niudun Road E- Nl infow medtrune.com
201202 Shanghai China Web:www . medtrum.com

www.medtrum.con
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