TEHNOMEDICA

str.Ciuflea, 38/1 MD-2001, mun. Chisindu, Moldova tel./fax: (022)601 102, 601 087
e-mail <tehnomedica md@yahoo.com> <tehnomedicamd@gmail.com>

Anexanr. 7

la Documentatia standard nr.115
din 15.09.2021

CERERE DE PARTICIPARE

Catre Serviciul Medical al Ministerului Afacerilor Interne

Stimati domni,

Ca urmare a anuntului/invitatiei de participare/de preselectie aparut in Buletinul
achizitiilor publice si/sau Jurnalul Oficial al Uniunii Europene, nr. ocds-b3wdpl-
MD-1722945636715, 1D: 21266545 din 06.08.2024 privind aplicarea procedurii

pentru atribuirea contractului privind achizitionarea Pieselor de schimb, accesorii

si instrumentariu medical noi, Tehnomedica SRL, am luat cunostintd de conditiile

st de cerintele expuse in documentatia de atribuire si exprimdm prin prezenta
interesul de a participa, in calitate de ofertant/candidat, neavind obiectii la

documentatia de atribuire.

Data completarii: 22.08.2024
Cu stima,

Tehnomedica SRL
Director Tatiana Roibu

(semnatura autorizata)

Digitally signed by Roibu Tatiana
Date: 2024.08.22 12:17:41 EEST
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA
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TEHNOMEDICA

str.Ciuflea 38/1, MD-2001, mun. Chisindu, Moldova tel./fax: (022)601 102, 601 087
e-mail <tehnomedica md@yahoo.com> <tehnomedicamd@gmail.com>

Anexa nr. 8

la Documentatia standard nr.115
din 15.09.2021

DECLARATIE
privind valabilitatea ofertei

Catre Serviciul Medical al Ministerului Afacerilor Interne

Stimati domni,

Ne angajam sa mentinem oferta valabilda, privind achizitionarea Pieselor de
schimb, accesorii_si_instrumentariu_medical, prin procedura de achizitic cererea
ofertelor de pret, pentru o duratd de 60 zile, (saizeci zile), din data deschiderii
ofertei, respectiv pana la data de 28.10.2024 (ziua/luna/anul), si ea va ramane
obligatorie pentru noi si poate fi acceptata oricand Tnainte de expirarea perioadei de
valabilitate.

Data completarii: 22.08.2024

Cu stima,
Tehnomedica SRL
Director Tatiana Roibu

(semnatura autorizata)
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MOLDOVA

CEREYIFIGART
DE INBEGISTRARE

SOCIETATEA CU RASPUNDERE LIMITATA "TEHNOMEDICA"
ESTE INREGISTRATA LA CAMERA INREGISTRARII DE STAT

Numarul de indentificare de stat - codul fiscal
1002600053256

Data inregistrarii 17.04.2002

Data eliberarii 16.02.2005

A b

17 %%
Bolboceanu Adela, registrator de stat 5 ‘/,/ C Ny
Functia, numele, prenumele persoanei ~  semnatura
care a eliberat certificatul B

MD 0027040




LISTA FONDATORILOR
SRL. TEHNOMEDICA

Fondator unic: Roibu Tatiana

IDNP: date cu caracter personal



& mobias.

ofp group

F/COM/CC/23/02

Nr, CIF26-842.2020
Data: 13 Februarie 2020

CERTIFICAT
PRIVIND EXISTENTA CONTURILOR CURENTE

Prin prezentul, Mobiasbanca - OTP Group S.A., codul bancii (BIC): MOBBMD?22, confirma c3 compania
TEHNOMEDICA S.R.L. cod fiscal (IDNO) 1002600053256, detine urmatoarele conturi curente la Mobiasbanca - OTP
Group S.A., Sucursala. 26 Negruzzi:

1. MDL - MD65M0Q2224ASV98310887100
——— L8NSV Y6510887100
2. EUR- MD06MO2224ASV98311097100
— O 2oV Y6511097100

fiat | U

ef L .
Numele, Prenumele si Semnattura 2/«
Director sucursalei ,,Gheorghe M6eanu”

Ny i

000 b:“

Executor :Eduard Cilcic
Tel: 022-812-150

Moblasbanca - OTP Group S.A. . Capital Social: 100 000 000 MDL « Numar de fnregistrare de stat = ]0‘;12(:’(]’9_[}'(]951’89
Mbii Stiefan TelONMBrrsi- GG PALMID:2012-Chisin 56 OM6IdbV. Felefon: +373 22256 456's éifhla“ll.‘?i%@h:riﬁ??ba??%md‘_-'m@g?iﬂsjbﬁq@:gﬂd
i 373 22 256 456 « e-mail: info@mobiasbanca.md = www.mobiasbanca mc

bd. Stefan cel Mare si Sfint 81A + MD-2012 Chisin3u, Moldova » telefan: +37



Data prezentarii 19.03.2024 10:40:02

SITUATIILE FINANCIARE
pentru perioada 01.01.2023 - 31.12.2023

Entitatea: TEHNOMEDICA S.R.L.
Cod curio: 37700778
Cod IDNO: 1002600053256

Sediul:

MD:

Raionul(municipiul): 102, DDF CENTRU
Cod CUATM: 0130, SEC.CENTRU
Strada: Ciuflea nr.38 bl.1

Activitatea principala: G4646, Comert cu ridicata al produselor farmaceutice

Forma de proprietate: 16, Proprietate colectiva

Forma organizatorico-juridica: 530, Societdti cu rdspundere limitatd

Date de contact:

Telefon: +37369153407
WEB:

E-mail: troibu@yahoo.com

Numele si coordonatele al contabilului-sef: DI (dna) Popescu Ecaterina Tel. 069153407

Numarul mediu al salariatilor in perioada de gestiune: 4 persoane.

Persoanele responsabile de semnarea situatiilor financiare* Roibu Tatiana

Anexe la SNC

“Prezentarea situatiilor financiare”
Aprobat de Ministerul Finantelor
al Republicii Moldova

Unitatea de masura: leu

BILANTUL
Anexa 1
la
Sold la
Nr. cpt. Indicatori Cod rd. inceputul perioadei | Sfirsitul perioadei de
de gestiune gestiune
1 2 3 5
ACTIV
A. ACTIVE IMOBILIZATE
I. Imobilizari necorporale
1. Imobilizari necorporale in curs de executie 010
2. Imobilizari necorporale in exploatare, total 020 255 255
din care:
021
2.1. concesiuni, licente si marci
2.2. drepturi de autor si titluri de protectie 022

2.3. programe informatice 023



3. Alte rezerve

Total rezerve
(rd.080 + rd.090 + rd.100)

Profit (pierdere)

1. Corectii ale rezultatelor anilor
precedenti

2. Profit nerepartizat (pierdere
neacoperita) al anilor precedenti

IV.
3. Profit net (pierdere netd) al

perioadei de gestiune

4. Profit utilizat al perioadei de
gestiune

Total profit (pierdere)

(rd.120 + rd.130 + rd.140 + rd.150)

V. | Rezerve din reevaluare

VI. | Alte elemente de capital propriu

Total capital propriu

(rd.060 + rd.070 + rd.110 + rd.160

+rd.170 + rd.180)

100

110

120 X

130 15015860
140 X
150 X (

160 15015860

170
180

190 15021260

6559408

6559408

27561

3625532

6531847

SITUATIA FLUXURILOR DE NUMERAR

Indicatori

1

Fluxuri de numerar din activitatea
operationala

incasari din vinzari

Plati pentru stocuri si servicii procurate

de la 01.01.2023 pind la 31.12.2023

Cod rd

Perioada de gestiune

precedenta

2 3

010

020

Plati catre angajati si organe de asigurare sociala si 030

medicala

Dobinzi platite

Plata impozitului pe venit
Alte incasari

Alte plati

Fluxul net de numerar din activitatea

operationala

(rd.010 - rd.020 - rd.030 - rd.040 - rd.050 +

rd.060 - rd.070)

Fluxuri de numerar din activitatea de

investitii

incaséri din vinzarea activelor imobilizate

Plati aferente intrarilor de active imobilizate

Dobinzi incasate

Dividende incasate

inclusiv: dividende incasate din strainatate

040
050
060
070

080

090
100
110
120
121

25886423

19645736

446482

279058
1619791

6413686

721252

3625532

3625532

curenta

4

27561

11390328

6531847

17949736

17955136

Anexa 4

36294157

29605666

485617

498688
2027610

5293780

2438016



Alte incasari (plati)

Fluxul net de numerar din activitatea de
investitii

(rd.090 - rd.100 + rd.110 + rd.120 * rd.130)
Fluxuri de numerar din activitatea financiara

Incas&ri sub form3 de credite si imprumuturi

Plati aferente rambursarii creditelor si
fmprumuturilor

Dividende platite

inclusiv: dividende platite nerezidentilor
incasé&ri din operatiuni de capital

Alte incasari (plati)

Fluxul net de numerar din activitatea
financiara

(rd.150 - rd.160 - rd.170 + rd.180 £ rd.190)

Fluxul net de numerar total
(£ rd.080 % rd.140 £ rd.200)

Diferente de curs valutar favorabile (nefavorabile)

Sold de numerar la inceputul perioadei de
gestiune

Sold de numerar la sfirsitul perioadei de
gestiune
(£ rd.210 %+ rd.220 + rd.230)

Documente atasate - Nota explicativa (fisierul pdf)

'E_T@ Nota explicativa Tehnomedica 2023.pdf

130

140

150

160

170
171
180

190

200

210

220

230

240

739000

268530

2499064

-2028594

-1307342

-160086

6867356

5399928

1450000

900000

3408000

-2858000

-419984

-192712

5399928

4787232


https://declaratie-electronica.fisc.md/ro/declarations/file/65cc7af398df67f655082736

(2

GUVERNUL
REPUBLICII
MOLDOVA

! I v I C b. t
\\ PORTALUL GUVERNAMENTAL _
AL CETATEANULUI §I AL UNITATILOR DE DREPT

SERVICIUL FISCAL DE STAT

CERTIFICAT

privind lipsa sau existenta restantelor fata de bugetul public national

Nr 1223256 Din  49.08.2024 12:23
Ne or

DATE DESPRE CONTRIBUABIL / IHOOPMALA O HANOTOMNATENbLUMKE

Codul fiscal / Numarul de identificare
durckanbHbI Ko / VAeHTUdUKALMOHHBIA HOMep

1002600053256

Denumirea
HanmeHoBaHve

SOCIETATEA CU RASPUNDERE LIMITATA TEHNOMEDICA

ATESTAREA LIPSEI SAU EXISTENTEI RESTANTELOR CONFORM DATELOR SISTEMULUI
INFORMATIONAL AUTOMATIZAT / MOATBEPXOEHWE OTCYTCBUA MU HATUYMA
3AOOMKHOCTEWM COMMACHO AAHHBIM MHDPOPMALIMOHHOW ABTOMATU3UPOBAHHON
CUCTEMBI

La data emiterii prezentului certificat restanta fata de bugetul public national constituie
Ha paTy Bblgaym gaHHOM CNpaBKM 3a0MKHOCTb NEPE HaLMOHaNbHOM NYy6ANYHBIM BIOI)KETOM COCTaBNAET

0 MDL

VALABIL PANA LA / OEVICTBUTENEH OO 03.09.2024 12:23

Prezentul document este eliberat in temeiul Art. 29, alin. (3) din Legea cu privire la registre nr. 71/2007 si in
baza datelor furnizate de Serviciul Fiscal de Stat in Portalul Guvernamental al Cetateanului si al Unitétilor de
Drept / CripaBKa BblaHa B cooTBeTcBMe co cT. 29 n. (3) 3akoHa o peecTpax N2 71/2007 Ha OCHOBaHWN OaHHbIX,
NpPeAoCTOCTaBNEHHbIX [OCYAapCTBEHHON Hanorosol cnyxboii Ha [MopTane [MpaBuTenbcTBa [paxbaHVHa W
tOpunanyeckunx Inu,.

Generat si semnat de Portalul Guvernamental al Cetateanului si al Unitatilor de Drept la 19.08.2024 12:23

Prezentul certificat este semnat electronic in conformitate cu Legea nr.124 din 19.05.2022
CepTudukaT NOANMCaH 3NEKTPOHHOM MONANNCHIO B cooTBeTCBME ¢ 3akoHOM N2 124 07 19.05.2022

Certificatul este descarcat din Portalul Guvernamental al CeptTudukat ckayeH ¢ [paBuTenbCTBEHHOro  [llopTana
Cetateanului si al Unitatilor de Drept (mcabinet.gov.md) si  paxpgaHuHa w lOpuandeckux vy (mcabinet.gov.md) wu
este semnat electronic de catre posesorul acestui portal si  noagmMcaH 3NeKTPOHHOW MOANUCHIO BRafenbua nopTana u
are aceiasi valoare juridica ca si documentele eliberate pe  v“MeeT Takalo Xe IOPUAVYECKYID CWMY, KaK U [OKYMEHTb
suport de hartie de catre organele cu atributi de BbijaBaemble Ha bymare opraHamu Hanorosow
administrare fiscald. Verificarea autenticitati semnaturii  agmuHucTpauun.  MpoBepKy — MOAMVHOCTM  3NEKTPOHHO
electronice poate fi realizatd cu ajutorul Serviciului  MoANMCU MOXHO OCYLLECTBUTb C MOMOLLbIO OCYAapCBEHHOM
Guvernamental de Semnatura Electronica (msign.gov.md Cnyx60l1 3neKTpoHHO Moanuckio (msign.gov.md)


https://mcabinet.gov.md
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https://msign.gov.md

TEHNOMEDICA

str.Ciuflea, 38/1 MD-2001, mun. Chisindu, Moldova tel./fax: (022)601 102, 601 087
e-mail <tehnomedica md@yahoo.com> <tehnomedicamd@gmail.com>

Catre Serviciul Medical al Ministerului Afacerilor Interne

In atentia Grupului de lucru
al COP nr. ocds-b3wdpl-MD-1722945636715,

1D:21266545
Declaratie privind disponibilitatea prezentarii mostrelor

Prin prezenta, declaram ca vom prezenta mostre in decurs de 5 zile de la solicitarea
autoritatii contractante pentru produsele oferite in cadrul procedurii prenonate privind

achizitionarea Pieselor de schimb, accesorii si instrumentariu medical.

Cu respect,

Director Tatiana Roibu
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TEHNOMEDICA

str.Ciuflea, 38/1 MD-2001, mun. Chisindu, Moldova tel./fax: (022)601 102, 601 087
e-mail <tehnomedica md@yahoo.com> <tehnomedicamd@gmail.com>

Catre Serviciul Medical al Ministerului Afacerilor Interne

In atentia Grupului de lucru
al COP nr. ocds-b3wdpl-MD-1722945636715,

1D:21266545
Declaratie

Prin prezenta, declaram ca termenul de valabilitate la momentul livrarii va constitui cel

putin 80% din termenul total al produsului.

Cu respect,

Director Tatiana Roibu
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B/ BRAUN Quslly Maoagement

Aesculap AG
Postfach 40
D-78501 Tuttlingen

e-mail: konrad.kobel@aesculap.de
http://www.aesculap.de

Quality Inspection Certificate

Cert.-No.: 1- 010212

Aesculap AG certifies, that

our products and raw materials

Instrument-type Steel-type Hardness-HRC
Retractors X20Cr13 40-48
Scissors X50CrMoV15; X38CrMoV 15 50-58
Chisel, Gouges, Curettes X46(Cr13; X20Cr13 50-58; 40-48
(Bone) Rongeure X46Cr13 50-58
Dissecting Forceps X15Cr13; X20Cr13 40-48
Forceps with shaft handle | X15Cr13; X20Cr13 40-48
Forceps with ring handle | X20Cr13 40-48

are designed, manufactured and tested according defined and documented specifications
and procedures.

The following national and international standards and requirements were met:

[X]  ENISO 13485:2003 (AC 2009)

<] Council Directive 93/42 EEC of 14. June 1993 concerning Medical Devices

|E ISO 7153-1 (Surgical Instruments-Metallic materials: Part 1: Stainless steel)

X Others: The defined requirements and performed tests cover also corrosion analisis, cutting
ability, elasticity and mechanical resistance were applicable.
Technical / physical test according to the quality specification - passes test
Chemical test according to the quality specification — passes test

/ i. V.
oy [ \/UU U,\
Erhard Wolfgang Fuchs
irector Quality Management Organization Project Manager QM-Instruments

Vorsitzender des Aufsichtsrates: Vorstand: Sitz der Gesellschaft: Tuttlingen  Bankverbindungen: Hausanschrift:

Prof. Dr. h.¢. Ludwig Georg Braun Prof. Dr. Hanns-Peter Knaebel Req. Gericht: Stuttgart HRB 726261 Deutsche Bank AG Tuttlingen Aesculap AG
[Vorsitzender) Steuernummer: 21060/00036 BLZ €53 700 75, Konto 21 22 000 Am Aesculap-Platz
Dr. Harald Stallforth IBAN DE44 6537 0075 0212 2000 00 78532 Tuttlingen
(stellv. Vorsitzender) WEEE-Reg.-Nr. DE 65109852 SWIFT CODE: DEUT DESS 603 Deutschland
Dr. Joachim Schulz Baden-Wiirttembergische Bank

BLZ 600 501 01, Konto 487 1905
IBAN DE31 6005 0101 0004 8719 05
SWIFT CODE: SOLA DE ST




Konformitiatserklirung
Declaration of Conformity

Wir [ We,

Aesculap AG
Am Aesculap-Platz
78532 Tuttlingen

GERMANY

SRN: DE-MF-000005504

erkldren in alleiniger Verantwortung, dass die folgenden Artikel mit den Anforderungen der
Medizinprodukte-Verordnung (EU) 2017/745 (ibereinstimmen.
declare under our sole responsibility that the following products are in conformity with the requirements of
the Medical Device Regulation (EU) 2017/745.

Siehe angehingte Artikelliste / See attached product list

Die Risikoklasse nach Anhang VIII ist angehédngter Liste zu entnehmen.
Fiir die genannten Artikel wurde ein Konformitatsbewertungsverfahren nach
Anhang IX durchgefiihrt.
The risk class according to Annex VIl is mentioned in attached list
For the attached products a conformity assessment procedure has been carried out according to
Annex IX.

Benannte Stelle / Notified Body: DNV MEDCERT GmbH, Pilatuspool 2, 20355 Hamburg, Germany
Kennnummer [ Identification number: 0482

EU Quality Management System Certificate — Regulation (EU) 2017/745 on medical devices,
Annex IX Chapter |; No. 7400GB448230921
EU Technical Documentation Assessment Certificate, Regulation (EU) 2017/745 on medical devices,
Annex IX Chapter Il; No. 20000GB450240321

Gltig bis / Valid until:

21.01.2026
Tuttlingen, Germany
i.V. i.V.
Martin Schauble Matthias Welke
Vice President R&D Director Global Regulatory Affairs

Dieses Dokument ist ohne manuelle Unterschrift giiltig. Die Freigabe erfolgt iiber einen elektronischen Unterschrifts=
Prozess. | This document is valid without manual signature. It is signed via electronic signature process.
SA-DE13-M-4-1-11-100-1-1-EN Version 13.0, Seite/Page 1 von/of 43, Giiltig ab/Valid since 2023-11-30
GRA,blocmade

Data ID: 150594362 - Version: 13.0 - Document ID: BDoCS-AIM-033128 - Effective Date: 2024-06-18

Viewed by: Udrea, loan-Alexandru (udrealro) - Document as a print out invalid 24h after: 2024-07-30 08:33 (CET)
Aesculap Division - This document contains information that is the confidential and proprietary property of B. Braun.



Konformitiatserklirung

Declaration of Conformity
Zweckbestimmung | The bone punches are used for removing bone, ligaments, cartilage, and similar
Intended Purpose | tissue.
Basic-UDI-DI: 40392390000029623G
Artikelnummer Bezeichnung Risikoklasse
Ref. Number Description Risk Class
FK900B KERRISON BLK COATED 130 UP 180X1MM REG 1]
FK900R KERRISON DET130 DEG UP 1IMM 180MM 1]
FK901B KERRISON BLK COATED 130 UP 180X2MM REG 1]
FK901R KERRISON DET130 DEG UP 2MM 180MM 1]
FK902B KERRISON BLK COATED 130 UP 180X3MM REG [l
FK902R KERRISON DET130 DEG UP 3MM 180MM.REG 1]
FK903B KERRISON BLK COATED 130 UP 180X4MM REG 1]
FK903R KERRISON DET130 DEG UP 4MM 180MMREG [l
FK904B KERRISON BLK COATED 130 UP 180X5MM REG 1]
FK904R KERRISON DET130 DEG UP 5MM 180MMREG 1]
FK905B KERRISON BLK COATED 130 UP 180X6MM REG Il
FK905R KERRISON DET130 DEG UP 6MM 180MMREG i
FK906B KERRISON BLK COATED 130 UP 180X1MM THIN [l
FK906R KERRISON DET130 DEG UP 1IMM 180MMTHP [l
FK907B KERRISON BLK COATED 130 UP 180X2MM THIN i
FK907R KERRISON DET130 DEG UP 2MM 180MMTHP [l
FK908B KERRISON BLK COATED 130 UP 180X3MM THIN 1]
FK908R KERRISON DET130 DEG UP 3MM 180MMTHP i
FK909B KERRISON BLK COATED 130 UP 180X4MM THIN [l
FK909R KERRISON DET130 DEG UP 4AMM 180MMTHP Il
FK910B KERRISON BLK COATED 130 UP 180X5MM THIN i
FK910R KERRISON DET130 DEG UP 5MM 180MMTHP [l
FK911B KERRISON NOIR 130DEG UP 180MM 1.5MM 1]
FK911R KERRISON DET.130DEG UP 180MM 1.5MM 1l
FK912B KERRISON NOIR 130DEG UP 180MM 2.5MM Il
FK912R KERRISON DET.130DEG UP 180MM 2.5MM 11
FK913B KERRISON BLK COATED 130 UP 200X2MM REG [l
FK913R KERRISON DET130 DEG UP 2MM 200MMREG [l
FK914B KERRISON BLK COATED 130 UP 200X3MM REG [l
FK914R KERRISON DET130 DEG UP 3MM 200MMREG [l
FK915B KERRISON BLK COATED 130 UP 200X4MM REG [l
FK915R KERRISON DET130 DEG UP 4MM 200MMREG [l
FK916B KERRISON BLK COATED 130 UP 200X5MM REG [l
FK916R KERRISON DET130 DEG UP 5MM 200MMREG [l
FK917B KERRISON BLK COATED 130 UP 200X6MM REG [l

Dieses Dokument ist ohne manuelle Unterschrift giiltig. Die Freigabe erfolgt iiber einen elektronischen Unterschrifts=

Prozess. | This document is valid without manual signature. It is signed via electronic signature process.

SA-DE13-M-4-1-11-100-1-1-EN Version 13.0, Seite/Page 8 von/of 43, Giiltig ab/Valid since 2023-11-30

GRA,blocmade

Data ID: 150594362 - Version: 13.0 - Document ID: BDoCS-AIM-033128 - Effective Date: 2024-06-18
Viewed by: Udrea, loan-Alexandru (udrealro) - Document as a print out invalid 24h after: 2024-07-30 08:33 (CET)

Aesculap Division - This document contains information that is the confidential and proprietary property of B. Braun.




Konformititserklirung

Declaration of Conformity

Artikelnummer Bezeichnung Risikoklasse
Ref. Number Description Risk Class
FK950R KERRISON DET90 DEG UP 3MM 180MMREG 1]
FK951B KERRISON BLK COATED 90 UP 180X4MM REG 1l
FK951R KERRISON DET90 DEG UP 4AMM 180MMREG 1]
FK952B KERRISON BLK COATED 90 UP 180X5MM REG 1]
FK952R KERRISON DET90 DEG UP 5MM 180MMREG 1l
FK954R KERRISONDET90 DEG DOWN1IMM180MMREG 1]
FK955R KERRISONDET90 DEG DOWN2MM180MMREG 1]
FK956R KERRISONDETS0 DEG DOWN3MM180MMREG 1l
FK957R KERRISONDET90 DEG DOWN4MM180MMREG 1]
FK958R KERRISONDET90 DEG DOWN5MM180MMREG 1]
FK960B KERRISON BLK COATED DET 200MM 1MM i
FK960R KERRISON 130DG-UP 200MM 1MM 1]
FK961B KERRISON DETACH 130DG UP 200MM 1MM THIN 1]
FK961R KERRISON DETACH.130DEG UP 200MM 1MM THIN 1]
FK962B KERRISON DETACH 130DG UP 200MM 2MM THIN Il
FK962R KERRISON DETACH.130DEG UP 200MM 2MM THIN 1]
FK963B KERRISON DETACH 130DG UP 200MM 3MM THIN 1]
FK963R KERRISON DETACH.130DEG UP 200MM 3MM THIN i
FK964B KERRISON DETACH 130DG UP 200MM 4MM THIN 1]
FK964R KERRISON DETACH.130DEG UP 200MM 4MM THIN 1]
FK965B KERRISON DETACH 130DG UP 200MM 5MM THIN i
FK965R KERRISON DETACH.130DEG UP 200MM 5MM THIN 1]
FK966B KERRISON NOIR DET.130DEG UP 200MM 1.5MM 1l
FK966R KERRISON DET.130DEG UP 200MM 1.5MM i
FK967B KERRISON NOIR DET.130DEG UP 200MM 2.5MM 1]
FK967R KERRISON DET.130DEG UP 200MM 2.5MM 1l
FK968B KERRISON NOIR 130DEG UP 200MM 1.5MM THIN i
FK968R KERRISON DET.130DEG UP 200MM 1.5MM THIN 1]
FK969B KERRISON NOIR 130DEG UP 200MM 2.5MM THIN 1l
FK969R KERRISON DET.130DEG UP 200MM 2.5MM THIN i
FK970B KERRISON 15MM NOIR 130DEG UP 200MM 2MM 1]
FK970R KERRISON 15MM DET.130DEG UP 200MM 2MM 1]
FK971B KERRISON 15MM NOIR 130DEG UP 180MM 2MM 1]
FK971R KERRISON 15MM DET.130DEG UP 180MM 2MM 1]
FK972B KERRISON 15MM NOIR 130DEG UP 180MM 3MM 1]
FK972R KERRISON 15MM DET.130DEG UP 180MM 3MM 1]
FK973B KERRISON 15MM NOIR 130DEG UP 180MM 4MM 1]
FK973R KERRISON 15MM DET.130DEG UP 180MM 4MM 1]
FK974B KERRISON 15MM NOIR 130DEG UP 180MM 5MM 1]
FK974R KERRISON 15MM DET.130DEG UP 180MM 5MM 1]
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* * * * * Benannt durch/Designated by

Zentralstelle der Lander

i !Lé ** fiir Gesundheitsschutz

— bei Arzneimitteln und
* * Medizinprodukten

* %* #* BS-MDR-099

www.zlg.de

&1

Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and il
(Class lla and Class llb Devices)

No. G10 010066 0438 Rev. 01

Manufacturer: AESCULAP AG
Am Aesculap-Platz
78532 Tuttlingen
GERMANY

SRN Manufacturer: DE-MF-000005504

The Certification Body of TUV SUD Product Service GmbH certifies that the manufacturer has
established, documented and implemented a quality management system as described in

Article 10 (9) of the Regulation (EU) 2017/745 on medical devices. Details on device categories
covered by the quality management system are described on the following page(s).

The Report referenced below summarises the result of the assessment and includes reference to
relevant CS, harmonized standards and test reports. The conformity assessment has been carried
out according to Annex IX Chapter | and Ill of this regulation with a positive result.

The quality management system assessment was accompanied by the assessment of technical
documentation for devices selected on a representative basis.

The certified quality management system is subject to periodical surveillance by TUV SUD Product
Service GmbH. The surveillance assessment shall also include an assessment of the technical
documentation for the device or devices concerned on the basis of further representative samples.
All applicable requirements of the testing and certification regulation of TUV SUD Group have to be
complied with.

For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:G10 010066 0438 Rev. 01

Report No.: 713203407 / 713203404 / 713203403 / 713203400 / 713203397 /
713203393 / 713203388 / 713205439 / 713229575

Preceding Certificate No.: G10 010066 0438 Rev. 00

Valid from: 2021-12-09

Valid until: 2025-09-07

Date of Initial Issuance: 2020-07-10

C)@/L\_/

Christoph Dicks
Issue date: 2021-12-09 Head of Certification/Notified Body

Page 1 of 5
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EU Quality Management System Certificate (MDR)
Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and il

(Class lla and Class lIb Devices)

No. G10 010066 0438 Rev. 01

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Page 2 of 5

lla
H030201 - MULTIPLE CLIP APPLIERS FOR VIDEOSURGERY

lla
Z120114 - SURGICAL NAVIGATION INSTRUMENTS

lla

Z121009 - INSTRUMENTS FOR MOTORISED NEUROSURGERY
SYSTEMS

lla

Z121305 - MOTORISED ORTHOPAEDIC SURGERY SYSTEM
INSTRUMENTS

lla

712011482 - SURGICAL NAVIGATION INSTRUMENTS -
SOFTWARE ACCESSORIES

llb

K020101 - MONO- AND BIPOLAR SURGICAL INSTRUMENTS,
SINGLE-USE

All professional disciplines that use endoscopy: Cutting, dissection,
mobilization and coagulation of tissue.

The endoscopic bipolar multifunctional instruments are used for
the cutting, dissection, grasping, and coagulation of tissue in
minimally invasive surgery.

The instruments are used for the cutting, dissection, grasping, and
coagulation of tissue in minimally invasive surgery.

The monopolar single-use shafts are used in all endoscopic
disciplines, for cutting, dissection, mobilization and coagulation of
tissue. The monopolar single-use shafts are supplied in sterile
condition. They are used in combination with the reusable handles
of the Adtec monopolar product line.

The SINGLE USE / Bipolar - Coagulation Tweezers from
AESCULAP are used for the same purpose as the comparative
models already on the market for several years. It is intended for
grasping, coagulating tissues, organs and other medical supplies.

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 + 80339 Munich « Germany

D)

Product Service



=
=L
()
™
-
(==
LLl
(&)
¢
o
(=]
<t
(&)
™
e
(==
Ll
=
¢
—
<
x
=
©
=
e
o
LI
()
4
i
ol

=3k =
B2rE

ZERTIFIKAT & CERTIFICATE o

* * * * * Benannt durch/Designated by

Zentralstelle der Lander

i !Lé ** fiir Gesundheitsschutz

— bei Arzneimitteln und
* * Medizinprodukten

* %* #* BS-MDR-099

www.zlg.de

&1

Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and il
(Class lla and Class llb Devices)

No. G10 010066 0438 Rev. 01

It differs slightly in shape due to the materials used and can only
be used once (SINGLE USE) by the user.

The single-use electrode handle with fingertip keys (monopolar) is
fitted with a fixed cable and a disposable knife electrode and is
used in open surgical procedures. The single-use electrode handle
with fingertip keys (monopolar) is used to conduct the HF current
from the HF device to the operating site, to hold the required
working electrode and to activate the cutting or coagulating current
supplied by the HF device.

Classification: llb

Device Group: L180202 - ENDOSCOPIC ELECTROSURGERY SCISSORS,
REUSABLE

Intended Purpose: All professional disciplines that use endoscopy: Cutting,

preparation, and grasping of tissues, Biopsies, Suturing.

Classification: llb

Device Group: L180302 - ENDOSCOPIC ELECTROSURGERY HANDPIECES,
REUSABLE

Intended Purpose: All professional disciplines that use endoscopy: Cutting,

preparation, and grasping of tissues, Biopsies, Suturing.

Classification: llb

Device Group: L180402 - ENDOSCOPIC ELECTROSURGERY FORCEPS,
REUSABLE

Intended Purpose: The instruments are used for preparing and grasping and for
removal of biopsies, with different working tips for each intended
use.

Bipolar, detachable tubular shaft instruments are used for the
cutting, dissection, grasping, and coagulation of tissue in minimally
invasive surgery.

All professional disciplines that use endoscopy: Cutting,
preparation, and grasping of tissues, Biopsies, Suturing.

The MIC tubular shaft instruments, with different working tips for
each intended use, are used for cutting, dissection, grasping,
removal of biopsies and/or for coagulation.

Classification: IIb
Device Group: L180201 - OPEN ELECTROSURGERY SCISSORS, REUSABLE
Intended Purpose: Surgical scissors: The instruments are used to cut tissue and/or

medical materials and supplies. Dissecting scissors: The
instruments are used to cut and/or dissect tissue. Nail scissors:

Page 3 of 5
TUV SUD Product Service GmbH is Notified Body with identification no. 0123 ®
TUV SUD Product Service GmbH « Certification Body  Ridlerstrafe 65 + 80339 Munich « Germany TUV
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EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and il
(Class lla and Class llb Devices)

No. G10 010066 0438 Rev. 01

The instruments are used to cut or split finger nails and toe nails
and/or cuticles. Bandage scissors and material scissors: The
instruments are used to cut medical materials and supplies and/or
clothing. Micro scissors: The instruments are used to cut and/or
dissect tissue during micro surgical procedures.

Classification: lIb
Device Group: L180401 - OPEN ELECTROSURGERY FORCEPS, REUSABLE
Intended Purpose: Bipolar forceps are used for hemostatic coagulation as well as

grasping and dissecting of tissue in surgical procedures.

These Aesculap instruments are used in general surgery.
Depending on the design of the working ends, they are used for
cutting, preparing, holding and/or monopolar coagulation.

Classification: IIb
Device Group: Z120109 - ELECTROSURGICAL INSTRUMENTS
Intended Purpose: The generator GN160 is a bipolar high frequency surgical device.

It is used to convert electrical current into bipolar energy for
coagulation with bipolar instruments in all fields of surgery.

The single foot switches GN161 and GK226 are used for activating
compatible Aesculap devices for HF surgery. The single foot
switch GN092 is used for activating the JET function of the JET
irrigation unit (GN090). The foot controls are Class AP devices.
The foot control circuit is ignition-safe and approved for operation
in medical environments according to IEC/DIN EN 60601-1. The
housing is constructed according to Protection Type IPX8.

The Lektrafuse HF generator GN200 is used for vessel sealing
and vessel division in open and minimally invasive surgery. The
instruments can seal vessels of up to and including 7 mm. The
Lektrafuse HF generator is not suitable for use in tube sterilization/
tube coagulation for sterilization. With respect to the electric shock
hazard, the Lektrafuse HF generator meets the classification and
safety requirements of a type CF device. The Lektrafuse HF
generator is intended for operation and storage in closed spaces.

Classification: lla
Device Group: Z120103 - DERMOTOMY EQUIPMENT
Intended Purpose: -

Classification: lla

Device Group: Z120190 - VARIOUS INSTRUMENTS FOR GENERAL AND
MULTIDISCIPLINARY SURGERY

Intended Purpose: -

Page 4 of 5
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EU Quality Management System Certificate (MDR)
Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and il
(Class lla and Class llb Devices)

No. G10 010066 0438 Rev. 01

Classification: lla
Device Group: L090901 - BONE CUTTERS, REUSABLE
Intended Purpose: -

Classification: lla
Device Group: Q019001 - SALIVA ASPIRATORS AND SALIVA ABSORBENTS
Intended Purpose: -

Classification: lla
Device Group: A0701 - ADAPTERS AND CONNECTORS
Intended Purpose: -

Classification: lla

Device Group: L030101 - SUCTION AND IRRIGATION SURGICAL CANNULAS
AND HANDPIECES, REUSABLE

Intended Purpose: -
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Classification: lla
Device Group: A019001 - BLUNT NEEDLES
»uF:: Intended Purpose: -
i
Classification: lla
Device Group: Z120204 - INSTRUMENTS FOR THE ACQUISITION AND

MANAGEMENT OF ENDOSCOPIC AND MINIMALLY INVASIVE
SURGERY IMAGES

Intended Purpose: -

~

The validity of this certificate
depends on conditions and/or
is limited to the following:

Revision History: Rev. Dated Report
00 2020-07-10 713175266
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TEHNOMEDICA

str.Ciuflea, 38/1 MD-2001, mun. Chisindu, Moldova tel./fax: (022)601 102, 601 087
e-mail <tehnomedica_md@yahoo.com> <tehnomedicamd@gmail.com>

Catre Serviciul Medical al Ministerului Afacerilor Interne

In atentia Grupului de lucru
al COP nr. ocds-b3wdp1-MD-1722945636715,

1D:21266545

Declaratie privind inregistrarea dispozitivelor medicale

Prin prezenta, declaram ca, dispozitivul medical si accesoriile oferite Tn cadrul procedurii
prenotate sunt Tnregistrate in Registrul de Stat al Dispozitivelor Medicale al Agentiei
Medicamentului si Dispozitivelor Medicale.

Dovada inregistrarii dispozitivelor medicale se regdseste pe pagina web a Agentiei

Medicamentului si Dispozitivelor Medicale www.amdm.gov.md

Extras din Registrul de Stat al Dispozitivelor Medicale al Agentiei Medicamentului si

Dispozitivelor Medicale:

DM000406581 | INSTRUMENT | FK967R | Germania | AESCULAP | TEHNOMEDICA | Rg04- | 04.01.2023
CHIRURGICAL AG S.R.L. 000003
DMO000406510 | INSTRUMENT | FK914R | Germania | AESCULAP | TEHNOMEDICA | Rg04- | 04.01.2023
CHIRURGICAL AG S.R.L. 000003
DMO000406512 | INSTRUMENT | FK915R | Germania | AESCULAP | TEHNOMEDICA | Rg04- | 04.01.2023
CHIRURGICAL AG S.R.L. 000003
DM000406514 | INSTRUMENT | FK916R | Germania | AESCULAP | TEHNOMEDICA | Rg04- | 04.01.2023
CHIRURGICAL AG S.R.L. 000003
DM000405990 | INSTRUMENT | FF803R | Germania | AESCULAP | TEHNOMEDICA | Rg04- | 04.01.2023
CHIRURGICAL AG S.R.L. 000003
DM000405991 | INSTRUMENT | FF805R | Germania | AESCULAP | TEHNOMEDICA | Rg04- | 04.01.2023
CHIRURGICAL AG S.R.L. 000003

Cu respect,

Director Tatiana Roibu
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