LP. “AGENTIA SERVICiI PUBLICE”

Departamentul inregistrare si licentiere a unitdtilor de drept

: EXTRAS

din Registrul de stat al persoanelor juridice

nr. 1968 din 01.02.2019

Denumirea completai: SOCIETATEA CU RASPUNDERE LIMITATA

«TEHNOMEDICA» .

Denumirea prescurtati: « TEHNOMEDICA» S.R.L. .

Forma juridica de organizare: Societate cu Raspundere Limitata.

Numarul de identificare de stat si codul fiscal: 1002600053256.

Data inregistrarii de stat: 17.04.2002.

Sediul: MD-2001, str. Ciuflea, 38/1, mun.Chisinau, Republica Moldova.
Obiectul principal de activitate:

1 Fabricarea utilajului medical si chirurgical si a dispozitivelor ortopedice;
2 Comertul cu ridicata al produselor farmaceutice;

3 Comertul cu amanuntul al produselor farmaceutice;

4 Practica medicala;

5 Importul, fabricarea, comercializarea, asistenta tehnic si (sau) reparatia dispozitivelor
medicale si (sau) a opticii;

6 Activititi de consultare pentru afaceri si management.

Capitalul social: 5400 lei.

Administrator: ROIBU TATIANA,

Asociati:

1. ROIBU TATIANA 100 %.

Prezentul extras este eliberat in temeiul art. 34 al Legii nr. 220-XVI din 19 octombrie 2007 privind
inregistrarea de stat a persoanelor juridice si a intreprinzatorilor individuali si confirmd datele din
Registrul de stat la data de: 01.02.2019.

/ ) \
Specialist coordonator . AANYYY Clichici Elena
tel. 022-20-7838 \ [£9%88; \U

Digitally signed by Roibu Tatiana
Date: 2024.03.05 14:08:22 EET
Reason: MoldSign Signature
Location: Moldova

Date cu caracter personal. Operator: LP. “Agentia Servicii Publice” 10 0000059



& 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



MINISTERUL SANATATI, MUNCI $1 PROTECTIEL APROBAT;
SOCIALE AL REPUBLICH MOLDOVA ‘ Anexanr. 3 la Legea nr. 10 din 03
MIHHCTEPCTBO 3, (P ABOONPAHEHI TPY, 1A H COLHAJLHOI ey februarie 2009 pl‘iVil’!d Supraveghcrea

JATIHTRI PI:('II.\'I;_.IIII\‘H \I(l.'l,1()[j‘\ -
AGENTIA NATIONALA PENTRU SANATATE de stat a sanatatii publice (Monitorul
Oficial nr. 67 art nr: 183 din

PUBLICA
HAIHOHATBHOE ATEHCTRO OBHIECTBEHHOIO 310POB L
03.04.2009)

2028, mun. Chisindu, str, Gheorghe. Asachi, 67 a
Tel. + 373 22 574501, fax =~ 373 22 729725
IDNO 1018691000021
e-mail ansp e anspamd: anticamerad ansp.oud

AUTORIZATIE SANITARA PENTRU FUNCTIONARE

Nr. 005347/2020 /f/?

Data cmiterii 19 mai 2020 Valabila pind la 19 mai 2025

Denumirea unitdtii economice  TEHNOMEDICA SRL

For tutelar TEHNOMEDICA S.R.L.

Adresa, numadrul de Republica Moldova, mun. Chisiniiu, sec. Centru, str. Ciuflea, 38, bloc. 1,
telefon, fax. e~-mail 069909500, 022 601-102, tehnomedicamd@gmail.com

4. Profilul, genul de G 46.46. Comert cu ridicata al produselor farmaceutice

Comertul cu ridicata a dispozitivelor medicale

W o —

activitate

(cod CAEM)
5. Grupele de produse (mdrfuri) care urmeaza a fi fabricate, depozitate, utilizate, serviciile care urmeaza a fi
prestate: dispozitive medicale
(cod OCPO)
6. Volumul/capacitate: 31,2 m.p.
7. Autorizatia sanitard a fost cliberata in baza materialelor de supraveghere de stat a sdntatii publice, a
rezultatelor investigatiilor de laborator si, dupa caz, masuratorilor instrumentale
15.05.2020
(data, luna, anul)
8. Clauze de functionare:
Detindtorul autorizatiei sanitare de functionare este obligat:
1) s respecte legislatia sanitard a Republicii Moldova;
2) sd solicite Agentiei Nationale pentru Sindtate Publici sau subdiviziunilor teritoriale ale acesteia
prelungirea valabilitatii autorizatiei sanitare cu 30 dc zile pini la expirarea termenului de valabilitate;
3) sa notifice imediat Agentia Nationald pentru Sandtate Publicd sau subdiviziunile teritoriale ale acesteia
despre orice modificare ori extindere a genurilor de activitate, cu exceptia cclor indicate in autorizatic.
9. Nerespectarea legislatici sanitare in  vigoare conduce la aplicarea misurilor de constringere
administrativa in conformitate ew prévederile art. 65, 66, 67 ale Legii nr. 10/2009.

IS TATe |7 ___ CSPChisiniu

(denunmirea teritoriului deservit)

Director Agentiei Nagionale S0 Eaidochia Teaci semnat electronic
pentru (numele. prenumele) (semndtura)
Sandtate Publica/ sef CSP

teritoriale

Digitally signed by Tcaci Eudochia
Date: 2020.05.19 14:30:08 EEST
Reason: MoldSign Signature
L.ocation: Moldova




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 IMSP ,,Spitalul Clinic Balti”

Stimati domni,

Ne angajam sa mentinem oferta valabild, privind achizitionarea Setului retractor
complex pentru abord minim invaziv la regiunea lombara a coloanei vertebrale, a.
2024, prin procedura de achizitie valoare mica, pentru o duratd de 45 zile
(patruzeci si cinci zile), respectiv pana la data de 23.04.2024 (ziua/luna/anul), si ea
va ramane obligatorie pentru noi si poate fi acceptatd oricand inainte de expirarea
perioadei de valabilitate.

Data completarii: 05.03.2024

Cu stima,
Tehnomedica SRL
Director Tatiana Roibu

(semnatura autorizatd)


mailto:tehnomedica_md@yahoo.com
mailto:tehnomedicamd@gmail.com

APROBAT

prin Ordinul

Ministrului Finantelor

nr. 145 din 24 noiembrie 2020

DECLARATIE
privind confirmarea identititii beneficiarilor efectivi si neincadrarea acestora in
situatia condamnarii pentru participarea la activitati ale unei organizatii sau grupari
criminale, pentru coruptie, frauda si/sau spalare de bani.

Subsemnatul(a), Tatiana Roibu, reprezentant imputernicit al ,,Tehnomedica” SRL
in calitate de ofertant/ofertant asociat desemnat castigator in cadrul procedurii de achizitie
publica nr. ocds-b3wdpl-MD-1709124766260 din 06.03.2024 declar pe propria raspundere,
sub sanctiunile aplicabile faptei de fals in acte publice, ca beneficiarul/beneficiarii efectivi
ai operatorului economic in ultimii 5 ani nu au fost condamnati prin hotarare judecatoreasca
definitiva pentru participarea la activitdti ale unei organizatii sau grupari criminale, pentru
coruptie, frauda si/sau spalare de bani.

Numele si prenumele beneficiarului efectiv IDNP al beneficiarului efectiv

Tatiana Roibu 0992606484592

Data completarii: 05.03.2024

Semnat: electronic

Nume/prenume: Tatiana Roibu

Functia: Director

Denumirea operatorului economic: Tehnomedica SRL

IDNO al operatorului economic: 1002600053256




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 IMSP ,,Spitalul Clinic Balti”

In atentia Grupului de lucru
al procedurii nr. ocds-b3wdp1-MD-1709124766260,

ID: 21179686

Declaratie privind inregistrarea dispozitivelor medicale

Prin prezenta, declaram ca produsele oferite in cadrul licitatiei deschise prenotate sunt
inregistrate Tn Registrul de Stat al Dispozitivelor Medicale a Agentiei Medicamentului si
Dispozitivelor Medicale.

Dovada inregistrarii dispozitivelor medicale se regdseste pe pagina web a Agentiei

Medicamentului si Dispozitivelor Medicale www.amdm.gov.md.

SPINE CLASSICS

INSTRUMENT MLD

DMO000513579 FG170 | Germania AESCULAP | TEHNOMEDICA | Rg04- 2023-

CHIRURGICAL RETRACTOR SET AG S.R.L. 000123 05-06
CPL.
onousiresz | DSTIMENT | ConTANER | ka2 | comara | ASCULAP | TEHNOMEDICA |t | 2025
onoonsorzz | BSTEMENT | WRETENTION | ki | Gemaria | AESCULA®. | TEHNOMEDICA | Bute | 202
ononsiorss | BSTRMENT | BASKET | 2z | comara | ASSCULA® | TEHNOMEDICA | et | 02
ovoonsorss | DSTEMENT | FLTERFOR | k0 | Gemara | AESCULA® | TEHNOMEDICA | fute | 2025
Cu respect,

Director Tatiana Roibu


mailto:tehnomedica_md@yahoo.com
mailto:tehnomedicamd@gmail.com
http://www.amdm.gov.md/
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ZERTIFIKAT & CERTIFICATE ¢

** *ﬁ A Benannt durch/Designated b

~<

Zentralstelle der Lander

it !l_é VA;/* fiir Gesundheitsschutz
*

bei Arzneimitteln und
Medizinprodukten

** *** ZLG-BS-244.10.08

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex |l excluding (4)
(Devices in Class lla, llb or 1lI)

No. G1 010066 0426 Rev. 00

www.zlg.de

Product Service

Manufacturer: AESCULAP AG
Am Aesculap-Platz
78532 Tuttlingen
GERMANY

Product Category(ies): Implants, Instruments and Devices
(for detailed information see attachment)

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex II. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class Il devices an additional Annex Il (4) certificate is mandatory. See
also notes overleaf.

Report No.: 713159626
Valid from: 2019-07-27
Valid until: 2024-05-26
Date, 2019-07-16 / / d
Stefan Preil}
Head of Certification/Notified Body
Page 1 of 2

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH -« Certification Body « Ridlerstrae 65 + 80339 Munich « Germany
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ZERTIFIKAT & CERTIFICATE ¢

** *** Benannt durch/Designated by

* Y Zentraistelle der Lénder <
* -L * fur Gesundheitsschutz 2

- bei Arzneimitteln und
** * Medizinprodukten §

) % *k* ZLG-BS-244.10.08

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, llb or 1lI)

No. G1 010066 0426 Rev. 00

Product Service

Facility(ies): AESSULAPAG
y( ) Am Aesculap-Platz, 78532 Tuttlingen, GERMANY

Surgical and dental instruments

Joint implants (hip, knee)

Spinal implants

Implants for osteosynthesis
Neurosurgical vascular implants
Products for ligature

Motor systems

High frequency surgery devices
Endoscopic systems

Navigation system

Surgical suction pumps

Implants for replacement of connective tissue
Vascular prostheses and accessories
and other surgical accessories
Collagen implants

Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH - Certification Body - Ridlerstra3e 65 + 80339 Munich + Germany



B/ BRAUN

Declaration

The certification body of TUV Siid Management Service GmbH and the TUV Siid Product
Service GmbH confirm that we,

AESCULAP AG
AM AESCULAP-PLATZ
78532 TUTTLINGEN / GERMANY

have established and are maintaining a quality management system according to

ISO 9001:2015
(Certificate Registration No.: 12 100 21724 TMS)
EN ISO 13485:2016
(Certificate No.: Q5 17 03 10066 408)

for the following area

Development, Production and Distribution of Implants, Instruments, Containers,
Devices, Suture Material, Tissue Adhesives and Procedure Kits.

Furthermore we have implemented the conformity assessment procedure
as per annex II, clause 3 of the Medical Device Directive 93/42/EEC of June 14", 1993
for medical products.

By labeling the products
Aesculap Product Groups
as per attached list
with the CE mark

we, AESCULAP AG confirm,
that we follow the essential requirements
according to MDD 93/42/EEC Annex I.

TU"!TLINGEN 2018-03-13

AESCULAP AG

i. A.
Thomas Marquard \[V)-enise Hermle
Regulatory Affairs Regulatory Affairs

page 1 of 2



B/ BRAUN

Attachment to Declaration of 2018-03-13

Aesculap Product Groups

Surgical, diagnostic and dental instruments

Joint Implants (Hip, Knee)

Spinal Implants

Implants for osteosynthesis

Neurosurgical Vascular Implants

Products for Ligature

Motor Systems

Sterilization Containers and Accessoires

Hith Frequency Surgery Devices

Endoscopic Systems

Navigation Systems

Surgical Suction Pumps

Special Suture-Sets

Implants for Replacement of Connective Tissue

Tissue Adhesives

Vascular Prosthesis and Accessories

Local Haemostatics

Other Surgical Accessories

2018-03-13

page 2 of 2



B } BRAU N Aesculap AG

Global Sales & Market Management

Postfach 40
78501 Tuttlingen

Germany
Contact: Selina Riester
Fon: +49 7461 95-31578

To whom it may concern Fax: +49 746178980
Email: selina.riester@aesculap.de
Internet: http://www.bbraun.com
Date: March 01, 2017

German DIN Standard DIN 58953-8
Logistics of sterile medical devices

Dear Mrs. Roibu,

The requested information regarding the storage time of sterile containers is part of the DIN
58953 part 8- Logistics of sterile medical devices. Unfortunately this German standard is
not available in English language.

The European standard for packaging materials EN 868 and the 1SO standard for sterile
packaging materials do not include any information regarding the storage time of
packaging materials.

The above mentioned DIN standard 58953-8 gives the following recommendations with regards to the
storage time of containers:

It is pointed out that the loss of sterility is more event related than time related. The storage
time is not such an important factor, more important are different influences during
storage, transport and handling of sterile goods. Therefore the storage time cannot be

fixed in a general matter. The DIN standard gives only recommendations for storage time of
containers. The final decision has to be made by the hygienic commission of the respective
hospital considering the detailed storage conditions in this hospital. The recommendation
for the storage time for sterile containers is generally 6 months, no matter if the container
is single packed or double packed or stored in open or closed shelves.

Chairman of Supervisory Board: Executive Board: Corporate Office: Tuttlingen Bank Account: Address:

Prof. Dr. h.e. Ludwig Georg Braun Prof. Dr. Hanns-Peter Knaebel Register Court: Stuttgart HRB 726261 Deutsche Bank AG Tuttlingen Aesculap AG
(Chairman) VAT reg. no. DEB12160059 BLZ 653 700 75 Konto 21 22 000 00 Am Aesculap-Platz
Dr. Jens von Lackum IBAN DE44 6537 0075 0212 2000 00 78532 Tuttlingen
Dr. Joachim Schulz WEEE-Reqg.-No. DE 65109852 SWIFT | BIC DEUTDESS653 Germany

Baden-Wiirttembergische Bank
BLZ 600 501 01 Konto 487 1905
IBAN DE31 6005 0101 0004 8719 05
SWIFT | BIC SOLADEST



B/ BRAUN

Page 2 to the letter of March 01, 2017 to
To whom it may concern

The following notes are made in DIN58953-8:

1. The recommendation of storage time of 6 months for container is only a recommendation which
would diminish the risk of contamination during transport and opening of the container. Longer
storage time would increase the risk of contamination on the surface of the container depending
on the storage conditions. However this would not necessarily lead to a recontamination of the
packed instruments during storage time.

Tabelle 1 - Empfohlene Lagerdauer fiir sterile Medizinprodukte

Lagerung geschiitzt

Art der Verpackun Lagerung ungeschiitzt’®
jassEng gerang ung (nach 7.1.2)
Sterilbarrieresystem Dient zur Bereitstellung zum 6 Monate jedoch nicht ldnger als
alsbaldigen Gebrauch® das Verfallsdatum

Ist als Lagerungsart zu vermeiden

Verpackungssystem (Kombination | 5 Jahre sofern keine andere Verfallsfrist vom Hersteller festgelegt ist
aus Sterilbarrieresystem und
Schutzverpackung)

ANMERKUNG  siehe auch [4] und [5]

3 In Regalen in Rdumen, die nicht der Raumklasse Il nach DIN 19464:2008-12 entsprechen.
¢ Unter alsbaldigem Gebrauch wird die Anwendung bzw. der Gebrauch des Produktes innerhalb von
maximal 2 Tagen [ 48 h verstanden

With kind regards,

Aesculap AG

RAR /

/

A N -
Le a‘&p;gi}}gr o/ Selina Riester
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