MOTHERCARE 3

MOTORLUJINEKOLOJIKMUAYENEMASASI
MOTORSGYNECOLOGICALEXAMINATIONCOUCH

cISSA

7\

\
1

+ Elektronik motoryardimiile yiikseklik ve basucu hareketi. o Electrical operated backrest and height adjustment.

+ Trendelenburg, terstrendelenburg pozisyonlari. ¢+ Electricaloperatedtrendelenburg,reversetrendelenburgposition
+ Yatak platformuzatmalkiti. + Bedextantionkit.
+ Ayarlanabilirve ¢ikartilabilir PU baldir destek aparatlan » Adjustableandremoveable PUlegsupport
+ Paslanmaz celik yan destekkorkuluklari ¢ Stainlesssteel sidesupports
+ Paslanmaz celik ¢ikanlabiliratik kiiveti. + Stainlesssteel removeablecontainerfordisposibles

+ Caprazkilitlenebilirplastikyapidatekerler. ¢+ Crosslockablecastors.

HASTAEL KUMANDASI
PATIENT HANDSET

+ Antistatiktekerler. (merkezi ve dogrusalkilit) (Opsiyonel) + Central anddirectionallockablecastors. (Optional)

+ Elektrostatik boyali metal aksam. ¢ Electrostatic paintedmetal frame.
+ Elektrostatik termal sprey metal cerceve (Opsiyonel). o FElectronic thermal spray metal frame (Optional).

+ Kolaytemizlenebilir, sugecirmez ve anti bakteriyel doseme. ¢+ Easycleanable, waterresistant anti microbial upholstery.

+ Yilksekligi ayarlanabilir paslanmaz celik, serum askisi. ¢+ Heightadjustablestainlesssteel IV pole.

+ 24V akii ilekesintisiz calisabilme. (Opsiyonel) * Battery Backup. (Optional)

+ IPX4 elektroniksistem. ¢+ IPX4standard electronic system.
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ATIKKUVETI
WASTE BIN

+ Uzunluk / OverallLengthOverall 1222cm + GiigGirisi/ PowerIn :1.5Amax. 230VAC 50-60 Hz
+En / OverallWidth :82cm = N ElektrikCarpmasinaKarsiKoruma/  :Class|, Type B
+ Yukseklik / Height :51-82cm § Electrical Shock Protection -
+ Trendelenburg/ Trendelenburg :10° § ¢ SuSizmasinaKarsi Koruma / : IPX4 - IPX6 ’E 2
g + TersTrendelenburg / Reverse Trendelenburg :10° E Liquid Ingress Protection E §
=« SirtKismi(Maximum) / BackrestAngle(Max.) :70° uﬂ.. + Akii / Batteries : 2x 12V Series, E X
g + TekerCap1/ CastorDiameter :12,5cm 5 Connected, % E
S + Yatak Alt Boslugu / Under Bed Clearance :15cm -i Sealed, E E}‘
E + GiivenliCalismaKapasitesi / Safe Working Load :190kg § Rechargeable, 3 g
S5 | (Aksesuarlardahil) / (With Accessories) é Lead/Acidgel, S S
% 1.2amphrs.
w

Sirt Harexeti DiizTrendelenburg TersTrendelenburg
Backrest oW Trendelenburg ReverseTrendelenburg
AN
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To: Whom It May Concern

Date: 05.06.2023

Authorization

We, Company-manufacturer MEYSA TIBBI CIHAZLAR SAN VE TIC A.S. located at Organize Sanayi Bolgesi 16.
Cadde No:73 Melikgazi Kayseri ,TURKIYE, hereby appoint following company:
F.C.P.C. “DataControl” S.R.L.,
17/6, N.Testimiteanu street,
MD-2025, Chisinau, Republic of Moldova,
to be our official representative at the responsible authorities of the Republic of Moldova for registration, renewal,
variation of registration etc. .

Sansel SAGIR
General Manager
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DECLARATION OF CONFORMITY

IN accordance with 93/42/EC Medical Devices Directive of the Council of European Union, whose purpose is providing
conformity of laws, directives and administrative of documents of member countries in respect to Medical Device;

Name and Address of the Company: MEYSA TIBBi CIHAZLAR SAN VE TiC A.S.

Tel: 490 352 5013 16 60 Fax: +90 352 503 16 61

Place and Address of Manufacture: OSB. 16.Cad No:73 Melikgazi Kayseri / TURKEY

Applied Directives: 93/42/EC- Medical Devices Directive

Classification and Annex Applied: Product is subject to Medical Devices Directive Class 1. Applied.

Name of Product and Types:

Examination Tables & Beds:
Diagno 01, Diagno 02, Diagno 04, Diagno 04
Declaration;

Our company manufactures the products stated above in accordance with the requirements of the current EN 980-
1996/A1 (Graphs and Symbols Used on labels) EN 1401 (Information provided with the Product by Manufacturer) 1ISO
13485:2003 Medical Devices Quality Management System.

Used Standards;

The mentioned products are complying with the requirements of the following standards; EN 60601-1:2006/A1:2013
EN 60601-1-2:2007 EN 60601-1-6:2010, IEC60601-2-38, EN 60601-2-52: 1-2010

The products described above were subjected to initial type experiments by Manufacturer and factory manufacture
control was carried out by regular tests.

Date of Issue 01.06.2018

Managing Director
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DECLARATION OF CONFORMITY

As MEYSA TIBBI CIHAZLAR SAN. VE TiC A.S., we declare that the following products are in
compliance with the provisions of the Council Directive MDR- 2017/745 for medical devices. All supporting
documents are stored within the manufacturer. We declare that we will fulfill the obligations imposed by the
guality system and that we will maintain the quality system adequately and effectively.

Manufacturer: MEYSA TIBBi CIHAZLAR SANAYIi VE TICARET A.S.
SRN NUMBER: TR-MF-000024429, MEYSA TIBBi CIHAZLAR SAN. VE TiC. A.S.

Manufacturer Address: Tacettin veli mah. Halit Narin Cad. Bahadir Plaza apt. no:7/11
MELIKGAZI/KAYSERI/TURKEY

Product information: Check the Attached Product List.
Directives: MDR(EU) 2017/745- Medical Device Regulation
Classification: Class-I Non Sterile Products - Annex VIl

Conformity Assessment: Annex IV Declaration of conformity (Annex Il & Annex Il1)

SANSEL SAGIR
General Manager
30.05.2022

KAYSERI/ TURKIYE
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Primary Product

Its number Name of the product TEMEL UDI-DI NUMBER
86816723878433 MIP 100 INFUSION HOLDER 868358388348R4
86816723878426 MIP 101 INFUSION HOLDER 868358388348R4
86816723878594 IMPULSE 01 PATIENT TRANSFER TROLLEY 868358388348R4
86816723878907 DONEE 01 BLOOD DONATION CHAIR 868358388348R4
86816723878020 NICE 2 BABY COT 868358388348R4
86816723878068 MOTHERCARE 3 GYNECOLOGICAL EXAMINATION COUCH 868358388348R4
86816723878013 NICE 1 BABY COT 868358388348R4
86816723878037 SUNRISE DELIVERY BED 868358388348R4
86816721878039 PIONEER 4.3 PLUS 4 MOTORS INTENSIVE CARE PATIENT BED 868358388348R4
86816721878336 PIONEER CLW 4 MOTORS COLUMN INTENSIVE CARE PATIENT BED WITH 868358388348R4

WEIGHT SCALE
86816721878237 PIONEER 3 3 MOTORS ELECTRICAL PATIENT BED 868358388348R4
86816721878282 PIONEER CL 4 MOTORS COLUMN MODEL INTENSIVE CARE PATIENT BED 868358388348R4
86816723890077 GRANDE CL 4 MOTORS INTENSIVE CARE PATIENT BED 868358388348R4
86816723891074 GRANDE 4 4 MOTORS INTENSIVE CARE PATIENT BED 868358388348R4
86816723891876 GRANDE 3 3 MOTORS ELECTRICAL PATIENT BED 868358388348R4
86816723891371 GRANDE 3.1 Trend 3 MOTORS ELECTRICAL PATIENT BED 868358388348R4
86816723891173 PIONEER 4.1 Trend 4 MOTORS ELECTRICAL PATIENT BED 868358388348R4
86816723889170 PIONEER 4.2 Care 4 MOTORS INTENSIVE CARE PATIENT BED 868358388348R4
86816723989177 PIONEER 22 MOTORS ELECTRICAL PATIENT BED 868358388348R4
86816723989986 PIONEER 4 4 MOTORS ELECTRICAL PATIENT BED 868358388348R4
86816723981003 PEDI03 3 MOTORS PEDIATRIC ELECTRICAL PATIENT BED 868358388348R4
86816723981010 PRIMITIVE 2 2 ADJUSTMENTS MANUEL PATIENT CARE BED 868358388348R4
86816723981027 PRIMITIVE 3 3 ADJUSTMENTS MANUEL PATIENT CARE BED 868358388348R4
86816723981034 DUO 2 2 MOTORS ELECTRICAL PATIENT BED 868358388348R4
86816723981041 ELITE 22 MOTORS ELECTRICAL PATIENT BED 868358388348R4
86816723981058 ELITE CL 4 MOTORS INTENSIVE CARE PATIENT BED 868358388348R4
86816723981065 ELIT 33 MOTORS ELECTRICAL PATIENT BED 868358388348R4
86816723981072 ELIT 4 4 MOTORS INTENSIVE CARE PATIENT BED 868358388348R4
86816723981089 ELIT 4.3 Plus 4 MOTORS INTENSIVE CARE PATIENT BED 868358388348R4
86816723981119 ELIT JUNIOR 3 MOTORS ELECTRICAL PEDIATRIC PATIENT CARE BED 868358388348R4
86816723981225 JUNIOR PEDIATRIC PATIENT BED 868358388348R4
86816723981232 JUIOR 3 3 MOTORS PEDIATRIC PATIENT CARE BED 868358388348R4
86816723981249 JUNIOR 4 4 MOTORS ELECTRICAL PEDIATRIC INTENSIVE PATIENT CARE 868358388348R4
86816723981256 DIAGNO 01 EXAII?AIIEI\?ATION CHOUCH 868358388348R4
86816723981263 DIAGNO 02 EXAMINATION CHOUCH 868358388348R4
86816723981287 DIAGNO 03 EXAMINATION CHOUCH 868358388348R4
86816726554327 MOTHER CARE 2 2 MOTORS GYNECOLOGICAL EXAMINATION COUCH 868358388348R4
86816726554358 DYNAMIC 2.0 GENERAL PURPOSE PATIENT STRETCHER 868358388348R4
86816726554907 MOVEE 2.0 PATIENT IMMEDIATE TREATMENT STRETCHER 868358388348R4
86816726554983 MOVEE 2.1 PATIENT IMMEDIATE TREATMENT STRETCHER 868358388348R4
86816726554976 MOVEE VERSUS OPERATION ROOM TRANSFER STRETCHER 868358388348R4
86816723890008 PIONEER 3.1 Trend 3 MOTORS PATIENT CARE BED 868358388348R4
86816723890701 IMPULSE STACKABLE WHEELCHAIR 868358388348R4




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. 46 din 09.06.2023

Solicitantul FCPC ,DataControl” S.R.L., cu sediul mun. Chisindu, str. N.
Testemitanu, 17/6, tel./fax: 022 27 37 12, e-mail: contact@datacontrol.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:

Product;: Examination Bed

Model: DIAGNO 04

Product: Gynecological Examination Couch

Model: MOTHERCARE 3

Se anexeaza urmatoarele acte:

1. Declaratie de Conformitate CE
2. Actul prin care produc8torul isi desemneaza reprezentantul
3. Declaratie pe propria raspundere.

Data 09.06.2023 ‘ Semnatura




Tabelul de receptionare a notificarii
(se completeazd de catre Agentie in momentul depunerii notificarii de catre solicitant)

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

Data/nr. de ordine atribuit notificarii
de citre Agentie (in cazul acceptarii
receptionarii)

Numele, prenumele, functia
persoanei responsabile de
receptionarea dosarului

Semnatura persoanei responsabile




Citre
Agentia Medicamentului
si Dispozitivelor Medicale

DECLARATIE PE PROPRIE RASPUNDERE

Solicitantul F.C.P.C. ”?DataControl” S.R.L., cu sediul in mun. Chisinau, str. N.
Testemitanu 17/6, tel./fax: 022 27 37 12, e-mail: contact@datacontrol.md,

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

Product: Examination Bed

Model: DIAGNO 04

Product: Gynecological Examination Couch

Model: MOTHERCARE 3

Sunt autentice si corespund realitatii

Alexandru Grabazei, director

Data: 09.06.2023
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To: Whom It May Concern
Date: 05.06.2023

Authorization

We, Company-manufaéturer MEYSA TIBBI CIHAZLAR SAN VE TIC A.S. located at Organize Sanayi Bélgesi 16.
Cadde No:73 Me!ikgazi Kayseri ,TURKIYE, hereby appoint following company:
F.C.P.C. “DataControl” S.R.L.,
17/6, N.Testimiteanu street,
MD-2025, Chisinau, Republic of Moldova,
to be our official representative at the responsible authorities of the Republic of Moldova for registration, renewal,

variation of registration etc. .

Sansel SAGIR
General Manager
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DECLARATION OF CONFORMITY

As MEYSA TIBBI CIHAZLAR SAN. VE TIC A.S., we declare that the following products are in
compliance with the provisions of the Council Directive MDR- 2017/745 for medical devices. All supporting
documents are stored within the manufacturer. We declare that we will fulfill the obligations imposed by the
quality system and that we will maintain the quality system adequately and effectively.

Manufacturer: MEYSA TIBBi CIHAZLAR SANAYI VE TICARET A.S.
SRN NUMBER: TR-MF-000024429, MEYSA TIBBi CIHAZLAR SAN. VE TiC. A.S.

Manufacturer Address: Tacettin veli mah. Halit Narin Cad. Bahadir Plaza apt. no:7/11
MELIKGAZi/KAYSERIITURKEY

Product information: Check the Attached Product List.
Directives: MDR(EU) 2017/745- Medical Device Regulation
Classification: Class-I Non Sterile Products - Annex VIII

Conformity Assessment: Annex IV Declaration of conformity (Annex Il & Annex IIl)

SANSEL SAGIR
General Manager‘
30.05.2022
KAYSERI/ TURKIYE




Primary Product

Its number Name of the product TEMEL UDI-DI NUMBER
86816723878433 MIP 100 INFUSION HOLDER 868358388348R4
86816723878426 MIP 101 INFUSION HOLDER 868358388348R4
86816723878594 IMPULSE 01 PATIENT TRANSFER TROLLEY 868358388348R4
86816723878907 DONEE 01 BLOOD DONATION CHAIR 868358388348R4
86816723878020 NICE 2 BABY COT 868358388348R4
86816723878068 MOTHERCARE 3 GYNECOLOGICAL EXAMINATION COUCH 868358388348R4
86816723878013 NICE 1 BABY COT 868358388348R4
86816723878037 SUNRISE DELIVERY BED 868358388348R4
86816721878039 PIONEER 4.3 PLUS 4 MOTORS INTENSIVE CARE PATIENT BED 868358388348R4
86816721878336 PIONEER CLW 4 MOTORS COLUMN INTENSIVE CARE PATIENT BED WITH 868358388348R4

WEIGHT SCALE
86816721878237 PIONEER 3 3 MOTORS ELECTRICAL PATIENT BED 868358388348R4
86816721878282 PIONEER CL 4 MOTORS COLUMN MODEL INTENSIVE CARE PATIENT BED 868358388348R4
86816723890077 GRANDE CL 4 MOTORS INTENSIVE CARE PATIENT BED 868358388348R4
86816723891074 GRANDE 4 4 MOTORS INTENSIVE CARE PATIENT BED 868358388348R4
86816723891876 GRANDE 3 3 MOTORS ELECTRICAL PATIENT BED 868358388348R4
86816723891371 GRANDE 3.1 Trend 3 MOTORS ELECTRICAL PATIENT BED 868358388348R4
86816723891173 PIONEER 4.1 Trend 4 MOTORS ELECTRICAL PATIENT BED 868358388348R4
86816723889170 PIONEER 4.2 Care 4 MOTORS INTENSIVE CARE PATIENT BED 868358388348R4
86816723989177 PIONEER 22 MOTORS ELECTRICAL PATIENT BED 868358388348R4
86816723989986 PIONEER 4 4 MOTORS ELECTRICAL PATIENT BED 868358388348R4
86816723981003 PEDI0O3 3 MOTORS PEDIATRIC ELECTRICAL PATIENT BED 868358388348R4
86816723981010 PRIMITIVE 2 2 ADJUSTMENTS MANUEL PATIENT CARE BED
86816723981027 PRIMITIVE 3 3 ADJUSTMENTS MANUEL PATIENT CARE BED
86816723981034 DUO 2 2 MOTORS ELECTRICAL PATIENT BED
86816723981041 ELITE 22 MOTORS ELECTRICAL PATIENT BED
86816723981058 ELITE CL 4 MOTORS INTENSIVE CARE PATIENT BED
86816723981065 ELIT 33 MOTORS ELECTRICAL PATIENT BED
86816723981072 ELIT 4 4 MOTORS INTENSIVE CARE PATIENT BED
86816723981089 ELIT 4.3 Plus 4 MOTORS INTENSIVE CARE PATIENT BED X gq BORAcs
86816723981119 ELIT JUNIOR 3 MOTORS ELECTRICAL PEDIATRIC PATIENT CARE BED 868358388348R4
86816723981225 JUNIOR PEDIATRIC PATIENT BED 868358388348R4
86816723981232 ’ JUIOR 3 3 MOTORS PEDIATRIC PATIENT CARE BED 868358388348R4
86816723981249 JUNIOR 4 4 MOTORS ELECTRICAL PEDIATRIC INTENSIVE PATIENT CARE 868358388348R4
86816723981256 DIAGNO 01 EXAEAIIEI\?ATION CHOUCH 868358388348R4
86816723981263 DIAGNO 02 EXAMINATION CHOUCH 868358388348R4
86816723981287 DIAGNO 03 EXAMINATION CHOUCH 868358388348R4
86816726554327 MOTHER CARE 2 2 MOTORS GYNECOLOGICAL EXAMINATION COUCH 868358388348R4
86816726554358 DYNAMIC 2.0 GENERAL PURPOSE PATIENT STRETCHER 868358388348R4
86816726554907 MOVEE 2.0 PATIENT IMMEDIATE TREATMENT STRETCHER 868358388348R4
86816726554983 MOVEE 2.1 PATIENT IMMEDIATE TREATMENT STRETCHER 868358388348R4
86816726554976 MOVEE VERSUS OPERATION ROOM TRANSFER S'\LRETCHER 868358388348R4
86816723890008 PIONEER 3.1 Trend 3 MOTORS PATIENT CARE BED 868358388348R4
868358388348R4

86816723890701

IMPULSE STACKABLE WHEELCHAIR
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DECLARATION OF CONFORMITY

IN accordance with 93/42/EC Medical Devices Directive of the Council of European Union, whose purpose is providing
conformity of laws, directives and administrative of documents of member countries in respect to Medical Device;

Name and Address of the Company: MEYSA TIBBi CIHAZLAR SAN VE TICA.S.

Tel: +90 352 5013 16 60 Fax: +90 352 503 16 61

Place and Address of Manufacture: OSB. 16.Cad No:73 Melikgazi Kayseri / TURKEY

Applied Directives: 93/42/EC- Medical Devices Directive

Classification and Annex Applied: Product is subject to Medical Devices Directive Class 1. Applied.

Name of Product and Types:

Examination Tables & Beds:
Diagno 01, Diagno 02, Diagno 04, Diagno 04
Declaration;

Our company manufactures the products stated above in accordance with the requirements of the current EN 980-
1996/A1 (Graphs and Symbols Used on labels) EN 1401 (Information provided with the Product by Manufacturer) ISO

13485:2003 Medical Devices Quality Management System.

Used Standards;

The mentioned products are éomplying with the requirements of the following standards; EN 60601-1:2006/A1:2013
EN 60601-1-2:2007 EN 60601-1-6:2010, IEC60601-2-38, EN 60601-2-52: 1-2010

The products described above were subjected to initial type experiments by Manufacturer and factory manufacture
control was carried out by regular tests.

Date of Issue 01.06.2018

Managing Director
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