Anexa nr. 1

La Procedurile administrative pentru notificarea

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat

al dispozitivelor medicale

nr.

dispozitivelor medicale care detin marcajul CE

Cétre Agentia Medicamentului
si Dispozitivelor Medicale

Solicitantul Tetis International Co SRL, cu sediul str, Calea Orheiului 103/3, Chisinau,

tel./fax: (022) 44 50 65, e-mail farma@tetis.md,

(adresa)

solicit inregistrarea in Registrul de stat al dispozitivelor medicale a urmétoarelor categorii si tipuri
de dispozitive medicale pentru introducerea si punerea la dispozitie pe piata a:

» Dispozitive medicale conform listei:

Nr. Modelul Nr de catalog Denumire Wi
1 PRK-8000 - Autorefractokeratometru
SIGMA F.O. LED ophthalmoscope
2 | 2.5V with rechargeable handle and 31582 Oftalmoscop direc
battery - pouch - black )
CHARGING STATION for Si to-
3 or Slgma oto 31586 Incarcator oftalmoscop
|~ | ophthalmo
C-008.33.610/ Oftalmoscop
4 HEINE OMEGA 600 LED 31755 indirect binocular
5 | KS-H1N 30879 Lampa frontal&

Se anexeazad urmatoarele acte:

a) declaratia de conformitate CE emis& de producitor pentru dispozitivul medical fabricat;
b) certificatul de conformitate CE valabil pentru dispozitivele fabricate, dupd eaz;
¢) actul prin care producatorul Tsi desemneaza reprezentantul.

Data 7 09 23

Setmnatt

Tabelul de receptionare a notificarii N 10368
(se completeaza de cétre Agentie Tn momentul depunerii notificarii decalre saligitant)

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

Data/nr. de ordine atribuit notificarii de
catre Agentie (in cazul acceptarii
receptiondrii)

Numele, prenumele, functia persoanei
responsabile de receptionarea dosarului

Semnatura persoanei responsabile

Digitally signed by Vidiborschii Vladimir 4

Date: 2023.09.07 09:14:54 EEST
Reason: MoldSign Signature
Location: Moldova




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

Cétre Agentia Medicamentului si Dispozitive Medicale

DECLA IE PE PROPRIE RASPUNDERE

Solicitant: Tetis International Co SRL, cu sediul str. Calea Orheiului 103/3, Chisinau,
1

declar pe proprie rdspundere, cunoscand prevederile art. 352 , Codul Penal al
Republicii Moldova cu privire la falsul in declaratii, c& documentele si datele furnizate
pentru notificarea dispozitivului medical:

* Dispozitive medicale conform listei:

Nr. Modelul Nr de catalog Denumire

1 PRK-8000 - Autorefractokeratometru
SIGMA F.O. LED ophthalmoscope

2 | 2.5V with rechargeable handle and 31682 Oftalmoscop direc
battery - pouch - black
CHARGING STATION for Si to-

3 or wigma oto 31586 Incarcator oftalmoscop
ophthalmo

C-008.33.610/ Oftalmoscop
4 HEINE OMEGA 600 LED 31755 indirect binocular
5 KS-H1N 30879 Lampa frontala

Sunt autentice si corespund realitatii.
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EC Declaration of Conformity PDTEC

| The EC Directives covered by this Declaration

93/42/EEC (MDD)  COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 concerming medical devices,
amended by 2007/47/£C

Manufacturer: POTEC Ca., Ltd.

40-4, Techno 2-ro, Yuseong-gu, Daejeon, 34015, Korea
( TEL: +82-42-632-3536 f FAX, +82-42-832-3537 / e-maii:webmaster@potec.biz )

EC Authorized Medical Device Safety Service GmbH
Representative: Schiffgraben 41, 30175 Hannover, Germany

The Product{s} Covered by this Declaration

Product description: Auto Ref-Keratometers

Type designation(s): PRK-5000, PRK-6000, FRK-7000, PRK-B000
MDD (93/42/EEC) Classification:  Class | with measuring function (Rule 12 of Annex 1X)
Conformity Assessment Route: Annex |l wio.4, 83/42/EEC

Start of CE Marking: 21.09.2005 {PRI-BC00); 19.08.2008 (PRK-8000);
17.10.2013 (PRK-7000); 28.12.2016 (PRK-8000)

The Basis on which Conformity is being declared
The product identified above complies with the essential requirements of the above EC Directives by
maeting the following standards:

- All applied harmonized standards were adopted under the EC Directive 93/42/EEC and published in the
Official Journal of the European Communities

This Declaration of Conformity is based on the EC Directive 93/42/EEC, Annex Il wio.4 and supported by
the TUV NORD CERT GmbH (0044} certificate, with reference o articles 1 and 3 of the directive
G3/42/EEC,

Notified Body:

TUV NORD CERT GmbH
Langemarckstralie 20, 45141 Essen, Germany

0044
EC Cerificate No.; 44 232 117847

Identification No.:

We, Potec Co., Lid., hereby declare under our sole responsibility that the above-mentioned products
comply with the essential requirements and provisions of Cauncil Directive 93/42/EEC,

Valid of this Declaration: 13.12.2018 - 28,05.2024

7 o
Daejeon, 31.08.2020 E% )
Place, Date of Issue: An-Soo Ko, President

...... e



EG-Zertifikat / EC-Certificate

gem. 93/42/EWG Anhang ll ohne (4 / acc. 93/42/EEC Annex I without (9)

Hiarmit wird beschainigt, dass dle Firma / This certifies, thal the company

POTEC Co., Ltd.

40-4, Technio 2-ro, Yuseong-gu
Daejeon 34015

Korea

fur die Produkts / die Kategoria: Liste der Produkle sishe Anlage
For the products £ product categary: List of producis see anngs 1

Automatische Ref-Keratomater
Auto Ref-Keratometers

#in Uualitdtssicherungasystem [Ur dis Auslegung, die Feriigung und dig Endionteolle der genannien Pmowktu naph Mafiy
des Antiang Il {ohrie Abschnitt 4) der Richlinie S342/EWG anwendal, Zusitzlich zur CE-Kennzeichnu
e Benannlen Slelle angetrachl warder. Die Gifltigkeit disses Zetifikats berant auf der Aufrechisrhal
sicherungssystemns in Ubs utmmum it den Anfargerungen der Richilinie und seiner Ubsrwachiung durch f“ili“‘ Bm,zmrw
Stelle gem. Anhang H Absehinill 6. Ras Zedifikat ist unter keinen Umstinden Gtartragbar,

has established a quality syster Bor design, produciion and final testing avc, (o the requirermenis of Anngs f] (without section 4}
of the direstive 93M42/EEC, Additionad to the | arking the notification aumber of the Notified Body bas b be affixed. The
validity of this ceriificate is hased on the mair Ace of the qually systam in accordance with the requirements of the dirsciive
and its swrvaillznce by the Notified Bady according Annex i section &, The cerlificate may not be: transferred under any

wireurnatances,

Reg.-MNr, / Reg.-No. 44 232 117847 Gililtighsit / Vadigity

Berchi Ne. | Report No. 3525 3083 van [ fram 2019492413
bis funtif  2024-05-28
Edition &

Zertifizierungssielie flir Medizinprodukte Essern, 2019-12-13

Coenifivation body for medical deviges

TOV NORD CERT GmbH Langemarckstralle 20 45141 Egden  www.lusv-nord-certde  medical@ivev-nord.de

Benannie Stelle Kenr-Nr. 0044 / Notfied Bady 1D, No, 0044
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ANLAGE/ANNEX

Anlage 1, Blatt Tvon i
Avpnex 1, page 1 af {

Reg.-Nr./ Reg. No. 44 232 117847

Produkle der Klasse im Typ UMDNS
Products of olass Im Type

Ref-Keratometer, automatische PRK-5000 12.2313 + 12-811
Auto-Ref-Keratometer PRK-5000

PRK-7000

PRK-BOCO

ungsverfahen auf dis
niit ten masstechnizehen

Anmerkung: Flr Predukie der Klasse | mit Messfunktion besahranid sich das Zertifizi
Haerslallungssehiellte in Zusamimenhang mit der Konformitat der Produk
Arnfarderungsn,

Note: For proditcts of class T with measwring funclions the certification procsss is restricts
manufacture vancernesd wilh the canformily of the devices with metrolagieal requs

to the asp
HETHN

Bericht Nr. / Report No. 3525 3093 Giltigkeit / Validity
volr f from 2019-12-13
Edition B

Zerdifizierungsstelle [ Medizinpradukte Essan, 2018-12-13
ification body for medical devices

Cari

T NORD CERT Srnbi Langemasckstralia 20 45141 Esgen  www.luev=noed-cert.de  medical@iuev-nard.de

Benannte Stelle Kenn-Nr. D044 / Nofified Body 1. No. 0044
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Manufacturer:

Trademark:

European Representative:

S

SRN

Trade name:

Product name:
Product code / Catalogue number:

Basic UDI
Classification acc. to MDR Ax. VIII:
Applied Standard & Common

Specification:

Conformity assessment procedure:

s

products meet the prowsmns oft e Req

W

7 /
=
2 = - EU DECLARATION OF CONFORMlTY

According to Art. 19 of Regulation (EU) 2017/745 on Medical Devices

Shantou Easywell Electronic Technologies Co.,Ltd

NO.1Westside of 6th Floor H5 Industrial Building, No. 16
Lianjiang Road,Longhu district,Shantou,China(515041)
Easywell

Kingsmead Service B.V.

Zonnehof 36, 2632 BE, Nootdorp, Netherland
NL-AR-000002066

Medical lights

Medical lights

KS Series, MST Series, SL Series, LED Series
697447153000L4 / 697447153001L6/
697447153004LC

Class |, rule 13

EN 1S0O14971:2012 , EN1041:2008, ENG60601-

1:2006+A1:2013, EN60601-1-2:2015, EN60601
41:2009

Annex Il + Annex Ill of MDR

We, the manufacturer, herewith declare under our sole responsibility that the above-mentioned
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EU DECLARATION OF CONFORMITY

HEINE Optotechnik GmbH & Co. KG
Dornierstr. 6, 82205 Giiching, Germany
www. heine.com

Single Registration Number: DE-MF-000006269
INDIRECT OPHTHALMOSCOPES

We hereby declare, under sole responsibility, that the devices covered by the present EU declaration of
cenformity are in accordance with the MDR 2017/745.

The indirect ophthalmoscopes consist of following combinations of

Product name Bagic UDL-DI GMDN _ UMDNS
________ _ SUEGA 6o

OMEGA 600 wired
OMEGA 500 LED
OMEGA 500
SIGMA 250
SIGMA 250 M2 i
Indirect Ophthalmoscope MONOCULAR 46788

HIO_01_Q9 12-818
Indirect Ophthalmoscope BINOCULAR 4063765_HHIO_0 _‘Q 46790
and

4053755_10_01_5Z 46790 12-818

mPack UNPLUGGED 4053755_PP_01_97
mPack mini

BETA battery handle
BETA SLIM battery handie 4063755_BH _01_YN
Large battery handle

BETA 4 USB rechargeable handle
BETA 4 NT rechargeable handie
BETA 4 SLIM NT rechargeable handle
BETA NT rechargeable handfe

BETA L rechargeable handie

BETA SLIM NT rechargeable handle
EN 200 wall transformer

EN 200-1 wall transformer

...... — 16-337

4053755_RH_01_79

4083755_WT_01_DE 16933 16-935

The indirect ophthalmoscopes are class | according to the risk classification of Annex VIII,

C€

References to any common specifications: N/A
This declaration of confarmity is valid until 2 revised declaration of conformity is issued.
HEINE OPTOTECHNM. ..«
s GmbH & Co. e

e N S e
Gilching, 20 January 2022 < Thomas Sauerer / PRRC L»gffﬁ%’ﬁfsr o
{Place and date of Issus) (Name/function and signature) 82205 (3*"[0””3@

Page 1 of 1




GIMA S.p.A. ITALIAN DIVISION
Via Marconi, 1 gima@gimaitaly.com
20060 Gessate (MI) —Italy EXPORT DIVISION

www.gimaitaly.com export@gimaitaly.com

DECLARATION OF CONFORMITY

We, undersigned GIMA S.p.A., with operational headquarters in Gessate (M), Via
Marconi 1, and registered office in Milano, Via Tommaso Grossi 2, acting as
manufacturer of the medical device:

GIMA Single Registration Number (SRN):

Medical Device

(Trade Name and description) Code Basic UDI-DI code

SIGMA F.O. LED OPHTHALMOSCOPE 2.5V with 80232792121201140000000Q9
31582
rechargeable handle and battery - pouch - black

Risk class | (Not sterile), according to the Rule 13 Annex VIII of Regulation (EU)
2017/745 (MDR), declares, under its own responsibility, that this medical device:

e comply with essential requirements and dispositions of Regulation (EU)
2017/745 (MDR), as from the Technical File filed ot the company;

e common Specifications have not been used for the compliance of the above
medical device;

e comply with directive 2011/65/EU (and subsequent amendments and
infegrations) on the restriction of the use of certain hazardous substances in
electrical and electronic equipment.

Gessate, 5/28/2021
GIMA S.p.A.

The legal Representative
(Nicola Manzoni)

A D
m\ﬂt%’?& N

Capital € 364.000,00 V.A.T. (IVA) Registration No. IT 00734640154 - Registered in Italy: R.E.A. Mi 477226
Reg. Imp. Tribunale di Milano 00734640154 - Registered Office: Via Tommaso Grossi, 2 — 20121 Milano




ITALIAN DIVISION

Via Marconi, 1 gima@gimaitaly.com
20060 Gessate (M) —Italy EXPORT DIVISION
www.gimaitaly.com export@gimaitaly.com

DECLARATION OF CONFORMITY

GIMA S.p.A.

We, undersighed GIMA S.p.A., with operational headquarters in Gessate (M), Via
Marconi 1, and registered office in Milano, Via Tommaso Grossi 2, acting as
manufacturer of the medical device:

GIMA Single Registration Number [SRN):

Medical Device

(Trade Name and description) Code Basic UDI-DI code

CHARGING STATION for Sigma oto-ophthalmo 31586 | 80232792120210800700000UJ

_—

Risk class I (Not sterile), according to the Rule 13 Annex VIl of Regulation (EU)
2017/745 (MDR), declares, under its own responsibility, that this medical device:

» comply with essentfial requirements and dispositions of Regulafion (EU)
2017/745 (MDR), as from the Technical File filed at the company;

* common Specifications have not been used for the compliance of the above
medical device;

* comply with directive 2011/65/EU (and subsequent amendments and
infegrations) on the restriction of the use of certain hazardous substances in
electrical and electronic equipment.

Gessate, 5/28/2021

GIMA S.p.A,
The legal Representative
(Nicola Manzoni)
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Capital € 364.000,00 V.A.T. {IVA) Registration No. [T 00734640154 - Registered in Italy: R.E.A. Mi 477226
Reg. Imp. Tribunale di Milano 00734640154 - Registered Office: Via Tommaso Grossi, 2 —20121 Milano




630191 - 0134

GESUNDHEIT UND WORLBEFIHDER

EC - Declaration of Conformity Fitderndes Migled dor

Deutschen Hochdruckiiga
Férdemdes Mitglied der

Document no.: BY80_CE_DoC Deutschen Diabetes Stiftung
Manufacturer: Beurer GmbH

Address: Soflinger Strasse 218, 89077 Uim, Germany

Product: Baby Scale

Type: BY8&0

This declaration of conformity is issued under the sole responsibility of the manufacturer.
The designated product conforms te the provisions of the following European Directives,
Commission Regulations and harmonised standards:

2014730/ EU Electromagnetic Compatibility (EMC)

EN 55014-1: 2006 + A1: 2009 + A2; 2011
EN 55014-2: 1997 + A1: 2001 + A2; 2008

2011/65/EU Restriction of the use of certain hazardous substances (RoHS)

Affixing of the

CE —~ mark: 2014
lssuer: Werner Meternek
Position: Director Research & Development
Place, date: Uim, 23.06.2016
- ! |, < Beurer GmbH
;%?;’éﬂrg':“d‘”g A "; /f{f/‘ /*fm %Wimﬂe 218 o 85077 Uy

s

BEURER GmbH - Postfach 1427 - D-89004 Ulm - Rausanschritt Stiflinger Strasse 218 - D-89077 Ulm - Tel. 0731/3989-0 » Fax 0731/3989-134 - kd@hevrer.da - Vewrberatcom
USL-tdNr:: DE147040787 - Sitz der Gesellscialt; Ul - Amtsgsricht Uim HRB 722213 - Aufcichisratsvorsitzender: Marin Bestiachamp - Beschdfsithrer: M. Bihle:, M. Hotmeister, G. Wilkenbach
Banker: Commeszbani Uim BiC: COBADEFFA30 1BAK: DE11 6304 0053 0920 1013 00 « Bagen-W. Bank Lim BIC: SOLADEST IBAN: DE35 6005 0101 7439 5020 17
Spiarkasse Uim BIC: SOLADES1ULM IBAN: DESY 6305 (040 0005 5048 40 - Vikshank Ulro-Bibrach BIG: ULMVDESSXAX IBAN: DE73 5308 0100 D001 0230 04
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