TEHNOMEDICA

str.Ciuflea, 38/1 MD-2001, mun. Chisinau, 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

Citre IMSP ,,Spitalul Clinic Bilti”

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-b3wdp1-
MD-1674572129267, ID: 21072242 din 24.01.2023 privind aplicarea procedurii

pentru atribuirea contractului privind achizitionarea articolelor parafarmaceutice

pentru anul 2023, noi, Tehnomedica SRL, am luat cunostintd de conditiile si 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: 29.03.2023
Cu stima,
Tehnomedica SRL

1 1 1 Digitally signed by Roibu Tatiana
DlreCtor Tatiana ROlbu Date: 2023.03.29 17:35:45 EEST

o . - Reason: MoldSign Signature
(semndtura autorizata) Location: Moldova



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

TEHNOMEDICA

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

Anexa nr. &

la Documentatia standard nr.115
din 15.09.2021

DECLARATIE
privind valabilitatea ofertei

Catre IMSP ,,Spitalul Clinic Balti”

Stimati domni,

Ne angajam sda mentinem oferta valabild, privind achizitionarea articolelor
parafarmaceutice pentru anul 2023, prin procedura de achizitie licitatie deschisa,
pentru o duratd de 90 zile (noudzeci zile), respectiv pana la data de 03.07.2023
(ziua/luna/anul), si ea va raméane obligatorie pentru noi si poate fi acceptata oricand
inainte de expirarea perioadei de valabilitate.

Data completarii: 29.03.2023

Cu stima,
Tehnomedica SRL
Director Tatiana Roibu

(semnatura autorizata)
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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.

il 8 )
Specialist coordonator ( K AN Y Y Clichiei Blena
tel. 022-20-7838 \ (529428

Date cu caracter personal. Operator: LP. “Agentia Servicii Publice” 10 0000059
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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
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DIRECTIA GENERALA COMERT,
ALIMENTATIE PUBLICA S| PRESTARI SERVICII

NOTIFICARE NR. P-12697/2020 DIN 22.07.2020
Valabila de la: 22.07.2020 Pina la: NELIMITAT

Eliberat pentru

Denumire companie: TEHNOMEDICA, Societate cu raspundere limitata

Detalii suplimentare

CAEM

(G.46.46

depozit;

SEC.CENTRU, Ciuflea str., nr. 38/1
suprafata comerciala: 31,2 m?

cu program de lucru: 09:00 — 17:00

zile de odihna: Simbata, Duminica

https://comert.chisinau.md/autorizatii.php?l=ro



https://comert.chisinau.md/autorizatii.php?l=ro

Anexa nr.7.2 la Instructiunea
aprobata prin ordinul IFPS
nr. 400 din 14 martie 2014

CCO4 AE

CERTIFICAT
privind lipsa sau existenta restantelor fata de bugetul public national
Nr- | A2304879 din 1 20032023

1. Destinatia / Haznauenwne

PENTRU PARTICIPAREA LA PROCEDURI PRIVIND ACHIZITIILE PUBLICE

2. Date despre contribuabil / ndopmarus o HaaoromiaTeIbInuKe

Denumirea Codul fiscal / Numirul de identificare
HanmenoBanue OuckanpHblil Ko7 / neHTH(HUKaINOHHBI HOMED
TEHNOMEDICA SR.L. 1002600053256

Adresa sediului de bazi (strada, numarul) Codul - Denumirea localititii

AJnipec OCHOBHOI'O MECTOPACIIOIOKEH s (yJIHLa, HOMEp) Kopn - HanmeHoBaHHE HACEIEHHOTO ITyHKTa

Ciufleanr.38 bl.1 0130-SEC.CENTRU

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /
[NoaTBeprxaeHne OTCYTCTBHS WM HAJTMYMS HEOUMKH COTJIACHO NaHHBIX VH(OopMaImOHHOM aBTOMAaTH3HPOBAHHON
CHCTEMBI

La data emiterii prezentului certificat restanta fatd de bugetul public national constituie/ Ha naty
BbIJJAYM JJAHHOU CIIPAaBKH HEOMMKA MEPel HAIIMOHATBHBIM ITyOTMYHBIM OF0KETOM COCTABJISET:
0,00 lei/nei.

4. Valabil pini la / JlefictBurenen go 13.04.2023

5. Autentificarea Serviciului Fiscal de Stat / Tloarsepsxnenne I'ocynapgifs o 8 HATOTOBOM CITYKOBI

Digitally signed by Muntean Iuliana

Date: 2023.03.29 16:51:40 EEST i )

. . . . Reason: MoldSign Signature ; A 2 2

Sef interimar Directie Leoation: Moldem = Elena TIRSINA
Functia/[loiokHOCTH Semnitura/Iloammics Numele si prenumele/®amummst 1 uMst

L.S/ M.IL.
Executor: FODOR V

Numele si prenumele/@amunus 1 umst

Este extras din Sistemul Informational al SFS SIA ,,Contul curent al contribuabilului”// 29.03.2023 ora 15:22:03
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)

NOTA (100,54)



http://cc.sfs.md//Register/GetReport?id=%20+651716&partnumber=2
http://cc.sfs.md//Register/GetReport?id=%20+651716&partnumber=2
http://cc.sfs.md//Register/GetReport?id=%20+651716&partnumber=2
http://cc.sfs.md//Register/GetReport?id=%20+651716&partnumber=2
valeria.fodor
Машинописный текст
Șef interimar Direcție

valeria.fodor
Машинописный текст
Elena TÎRSÎNA

valeria.fodor
Машинописный текст
FODOR V.


bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

i AT

By Royal Charter

This is to certify that: Mdlnlycke Health Care AB
Gamlestadsvagen 3C
Box 13080
SE-402 52 Goteborg
Sweden

Holds Certificate Number: MD 83345

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

The design, development, manufacture, marketing, sales and distribution of sterile wound and
scar dressings, open wound products, cavity dressings, polyurethane foam with and without
additives for incorporation into medical devices, swabs, sponges, sterile alcohol wipes, skin
care products, non-sterile textile bandages and support, sterile wound irrigation solutions,
operation sets, surgical and equipment drapes, procedure packs, surgical gowns and medical
staff clothing for use in the patient environment, sterile and non-sterile medical gloves and
sterile surgical gloves, self-warming blankets, turning and positioning devices.

The design, development, manufacture, marketing, sales and distribution of single patient use
Negative Pressure wound therapy pumps and accessories. Distribution of laparoscopic

(o C SN eed ¢

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2004-07-21 Effective Date: 2021-11-28
Latest Revision Date: 2021-11-24 Expiry Date: 2024-11-27
& Page: 1 of 1
e ..making excellence a habit”

0003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+83345&ReIssueDate=24%2f11%2f2021&Template=uk

bsi.

EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 722028 R000

By Royal Charter

Manufacturer: Molnlycke Health Care AB

Address:
Gamlestadsvagen 3C
Box 13080

SE-402 52 Goteborg
Sweden

Single Registration Number: SE-MF-000014042

Scope: See attached Device Schedule

On the basis of our examination of the quality system in accordance with Regulation (EU) 2017/745, Annex IX
Chapter I and III, the quality system meets the requirements of the Regulation. For the placing on the market of
Class III and Class IIb implantable devices an Annex IX Chapter II certificate is required.

For and on behalf of BSI, a Notified Body for the above Regulation (Notified Body Number 2797):

R

Graeme Tunbridge, Senior Vice President Medical Devices

First Issued: 2020-05-08 Date: 2022-07-13 Expiry Date: 2025-05-07
..making excellence a habit’

Page 1 of 7

Validity of this certificate is conditional on the Manufacturer's quality system being maintained to the requirements of the Regulation as demonstrated
throu > required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V.,, Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporat itact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.




bsi.

EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 722028 R000

Device Schedule: Class III and Class IIb devices

Class III Intended purpose

Gelling fibre dressing with silver See MDR 722078

Soft silicone foam dressing with silver See MDR 722079

Self-adherent soft silicone foam dressing with silver See MDR 758927

Soft silicone exudate transfer dressing with silver See MDR 758929

Saline dressing See MDR 722077

Class ITb Intended purpose
Self-adherent soft silicone multi-layer foam dressing Management of exuding wounds

Protection of compromised and/or fragile skin

May be used as part of a prophylactic therapy to prevent skin
damage and to reduce postoperative blistering

May be used on dry necrotic wounds in combination with gels

Self-adherent soft silicone flexible foam dressing Management of exuding wounds

Protection of compromised and/or fragile skin

May be used as part of a prophylactic therapy to prevent skin
damage and to reduce postoperative blistering

May be used on dry necrotic wounds in combination with gels

Self-adherent soft silicone foam dressing - lite Management of non/low exuding wounds

Protection of compromised and/or fragile skin &
Self-adherent soft silicone flexible foam dressing - lite Management of non/moderately exuding wounds

Protection of compromised and/or fragile skin
Soft silicone foam dressing Management of exuding wounds

Protection of compromised and/or fragile skin
May be used as part of a prophylactic therapy to prevent skin

damage
Soft silicone foam dressing with channels Management of exuding wounds
Soft silicone foam dressing - lite Management of non/low exuding wounds

Protection of compromised and/or fragile skin

First Issued: 2020-05-08 Date: 2022-07-13 Expiry Date: 2025-05-07
..making excellence a habit’

Page 2 of 7

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.



bsi.

EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 722028 R000

Class I1b Intended purpose
Soft silicone exudate transfer dressing Management of exuding wounds
Protection of compromised and/or fragile skin
Soft silicone wound contact layer Non-adherent
Allows passage of exudate and provides protection of tissues
Saline topical irrigation solution Topical irrigation, wound cleansing, irrigation of mucous
membranes and rinsing of eyes
Alginate dressing Moderately to heavily exuding wounds, infected and non-

infected such as pressure sores, venous and arterial ulcers,
diabetic ulcers, post-operative sounds, dermal lesions and
other external wounds inflicted by trauma

Adhesive dressing with absorbent pad To absorb, protect and maintain a moist wound healing
environment in open and closed wounds
Intended for low to moderately exuding wounds

Gelling fibre dressing Intended for exuding wounds: leg and foot ulcers, pressure
ulcers, partial thickness burns, surgical wounds, donor sites
and malignant wounds

Thermic drape Intended to help prevent the patient from cooling during the
perioperative period

Absorbent / superabsorbent dressing Moderately to heavily exuding wounds
As a primary or secondary dressing where high absorbency is
required

First Issued: 2020-05-08 Date: 2022-07-13 Expiry Date: 2025-05-07

..making excellence a habit”

Page 3 of 7

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Am
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540
A Member of the BSI Group of Companies.

erdam, Netherlands. Tel: + 31 (0) 20 346 07 80
at 389 Chiswick High Road, London, W4 4AL, UK.



bsi.

EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

s TS

By Royal Charter

MDR 722028 R000

Device Schedule: Class I1a, Custom-made and other devices

Device(s) Risk Classification
Self-adherent soft silicone surgical dressing Class Ila
Adhesive dressing with absorbent pad Class Ila
Surgical gloves - natural rubber latex Class IIa
Surgical gloves - polychloroprene Class IIa
Surgical gloves - polyisoprene Class IIa
Film dressing Class IIa
Film dressing, non-adherent Class ITa
Transparent adhesive 1V film dressings Class Is
Surgical gowns Class Is
Swabs and sponges Class Is
Scar management dressings Class Is
Surgical and equipment drapes Class Is
Examination gloves Class Is

For Class Is devices, the Notified Body conformity assessment is limited to the aspects relating to establishing, securing
and maintaining sterile condition

First Issued: 2020-05-08 Date: 2022-07-13 Expiry Date: 2025-05-07
..making excellence a habit’

Page 4 of 7

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

T, ML
sy <L Q’é,ux.

By Royal Charter

MDR 722028 R000

Certificate History

sy of the b

Date Reference Action
number
08 May 2020 3110440 First Issue.
17 December 2021 3331670 Change to address of Siam Steri Services.
Addition of Radiation (Gamma Sterilization) to activities for Siam Steri Services
22 April 2021 3406750 Amended - Addition of critical subcontractor STERIS TOMOE (Thailand) Ltd for

Radiation (Gamma Sterilization)

Amended - Removal of critical subcontractor Steris Applied Sterilisation
Technologies, Swindon

Amended - Addition of critical subcontractor Synergy Health Sterilisation UK Ltd,
Bradford for Radiation (Gamma Sterilization)

03 May 2021 3426520 Supplemented — addition of device category: Absorbent post-operative wound
dressings
Amended - addition of Sterigenics Belgium (Petit-Rechain) SA for ETO Sterilization
08 July 2021 3479391 Supplemented — addition of device self-adherent soft silicone multi-layer foam
dressing
Supplemented — addition of device self-adherent soft silicone flexible foam
dressing

Supplemented — addition of device self-adherent soft silicone foam dressing - lite
Supplemented — addition of device self-adherent flexible foam dressing - lite
Supplemented — addition of device soft silicone foam dressing

Supplemented — addition of device soft silicone dressing with channels
Supplemented — addition of device soft silicone foam dressing - lite
Supplemented — addition of device soft silicone exudate transfer dressing
Supplemented — addition of device saline topical irrigation solution

Amended - addition of Sterigenics North Carolina for ETO sterilization

Amended - addition of Molnlycke Manufacturing, Brunswick for Manufacture
Amended - addition of Moist Heat Sterilization for services supplied by MéInlycke
Health Care, Oldham

Amended - update device schedule description for post-operative dressing to self-
adherent soft silicone surgical dressing

First Issued: 2020-05-08 Date: 2022-07-13 Expiry Date: 2025-05-07

™

..making excellence a habit.

Page 5 of 7

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the requ surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

ands. Tel: + 31 (0) 20 346 07 80
High Road, London, W4 4AL, UK.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherla
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick
A Member of the BSI Group of Companies.
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 722028 R0O00

Date

23 September 2021

07 December 2021

18 January 2022

18 February 2022

30 March 2022

09 May 2022

Reference
number
3496354

3551783

3598641

3617621

3638164

3675862

First Issued: 2020-05-08

Action

Supplemented — addition of gelling fibre dressing with silver

Supplemented - addition of surgical gloves, natural rubber latex

Supplemented - addition of surgical gloves, polychloroprene

Supplemented — addition of surgical gloves, polyisoprene

Amended — addition of packaging for services supplied for Mélnlycke Oldham
Amended — addition of Freudenberg for manufacturing

Amended — addition of Colonial metals as a Crucial Supplier of medicinal substance
Amended - addition design for Méinlycke, Lot 9, Malaysia and Malnlycke, Lot BS &
B6, Malaysia

Amended — addition of design, packaging and final inspection for Mélnlycke, Plot 204
Malaysia

Supplemented — addition of alginate dressing

Amended — addition of critical subcontractor Foshan United Medical Technologies for
manufacture and control of sterilization

Amended — addition of critical subcontractor Synergy Health Ede BV for irradiation
(x-ray sterilization)

Supplemented - addition of adhesive dressing with absorbent pad and soft silicone
wound contact layer

Amended — minor correction to intended purpose for self-adherent soft silicone
flexible foam dressing — lite

Supplemented — addition of soft silicone foam dressing with silver

Supplemented — addition of self-adherent soft silicone foam dressing with silver
Supplemented — addition of soft silicone exudate transfer dressing with silver
Supplemented — addition of adhesive dressing with absorbent pad (Class IIa)
Amended - subcontractors: change of address for two Mdlnlycke Thailand sites and
addition of Mdlnlycke Manufacturing, Wiscasset

Supplemented — addition of saline dressing & gelling fibre dressing.

Amended — addition of critical subcontractors Dansk & SteriServices.

Supplemented — addition of thermic drape, film dressing & film dressing, non-

adherent

Date: 2022-07-13 Expiry Date: 2025-05-07
..making excellence a habit’

Page 6 of 7

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
Y jh the required surveillance activities of the Notified Body.

e Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
ember of the BSI Group of Companies.
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 722028 R000

Date Reference Action
number
Current 3719023 Supplemented — addition of absorbent / superabsorbent dressing

Amended - addition of critical subcontractors Winner Medical (Jiayu) and Winner
Medical (Chongyang), 9A

First Issued: 2020-05-08 Date: 2022-07-13 Expiry Date: 2025-05-07
..making excellence a habit”

Page 7 of 7

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 01965
Issued To: MolInlycke Health Care AB
Box 13080

Gamlestadsvagen 3C
SE-402 52 Goteborg
Sweden

In respect of:

See certificate scope page.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

JS M J/&.—-;

Stewart Brain, Head of Compliance & Risk -
Medical Devices

First Issued: 1998-06-29 Date: 2018-05-30 Expiry Date: 2023-06-28

..making excellence a habit”
Page 1 of 2

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



bsi.

Certificate No: CE 01965

,W«Mu
By Royal Charter

Certificate Scope:

The design and manufacture of sterile medicated and non-medicated open wound products:

e Adhesive bandage and dressing

e Exudate-absorbent dressing, hydrophilic-gel (alginate and gel fibre
e Exudate-absorbent dressing, non-gel (absorbent,superabsorbent,foam)
e Semi-permeable film dressing, wound-nonadherent

e Semi-permeable film dressing

e Sterile wound irrigation solutions

e Wound-nonadherent dressing, absorbent

e Wound-nonadherent dressing, permeable

e Wound dressing with silver salt

e Wound dressing with sodium salt

e Wound dressing with porcine collagen

The design and manufacture of non-sterile emollient creams, self-warming blankets and
negative pressure wound therapy (NPWT) system, pumps and accessories.

The design and manufacture of sterile suction irrigation sets, veress needles, trocars,
laparoscopic instruments, endo retrieval pouches, XRD swabs and sponges.

The manufacture of sterile surgical gloves.

First Issued: 1998-06-29 Date: 2018-05-30 Expiry Date: 2023-06-28

..making excellence a habit”
Page 2 of 2

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



TEHNOMEDICA

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

mail.com>

Catre IMSP ,,Spitalul Clinic Balti”

In atentia Grupului de lucru
al LD nr. ocds-b3wdp1-MD-1674572129267,

ID: 21072242 din 31.03.2023

Declaratie privind inregistrarea dispozitivelor medicale

Prin prezenta, declaram ca produsele oferite in cadrul licitatiei deschise prenotate sunt

inregistrate in Registrul de Stat al Dispozitivelor Medicale a Agentiei Medicamentului si

Dispozitivelor Medicale.

Dovada 1inregistrarii dispozitivelor medicale se regdseste pe pagina web a Agentiei

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

PANSAMENT i
STERIL _ | MOLNLYCKE HEALTH | TEHNOMEDICA
DM000239405 | ~ocsprant 187805 | Suedia | capr Ag SRL Rg04-000253 | 2019-08-10
RADIOOPAC
PANSAMENT
STERIL _ | MOLNLYCKE HEALTH | TEHNOMEDICA
DM000239401 | Xocspranr 187605 | Suedia | capr AB SRL Rg04-000253 | 2019-08-10
RADIOOPAC
MANUST MOLNLYCKE HEALTH | TEHNOMEDICA
DM000375929 | CHIRURGICALE 82270 | Suedia Rg04-000236 | 2022-06-10
CARE AB SR.L.
STERILE
MENUST MOLNLYCKE HEALTH | TEHNOMEDICA
DM000375930 | CHIRURGICALE 82275 | Suedia Rg04-000236 | 2022-06-10
CARE AB SR.L
STERILE
MANUST MOLNLYCKE HEALTH | TEHNOMEDICA
DM000375931 | CHIRURGICALE 82280 | Suedia Rg04-000236 | 2022-06-10
CARE AB SR.L
STERILE
MANUST MOLNLYCKE HEALTH | TEHNOMEDICA
DM000375932 | CHIRURGICALE 82285 | Suedia Rg04-000236 | 2022-06-10
CARE AB SR.L.
STERILE
MANUST MOLNLYCKE HEALTH | TEHNOMEDICA
DM000375933 | CHIRURGICALE 82290 | Suedia Rg04-000236 | 2022-06-10
STERILE CARE AB SR.L.

Cu respect,

Director

Tatiana Roibu



mailto:tehnomedica_md@yahoo.com
mailto:tehnomedicamd@gmail.com
http://www.amdm.gov.md

TEHNOMEDICA

str.Ciuflea, 38/1 MD-2001, mun. Chisinau, 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 LD nr. ocds-b3wdp1-MD-1674572129267,

ID: 21072242 din 31.03.2023
Declaratie privind disponibilitatea prezentarii mostrelor

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

achizitionarea articolelor parafarmaceutice pentru anul 2023.

Cu respect,

Director Tatiana Roibu


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

APROBAT

prin Ordinul

Ministrului Finantelor

nr. 145 din 24 noiembrie 2020

DECLARATIE
privind confirmarea identitatii 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
publicd nr. ocds-b3wdpl-MD-1674572129267, 1ID: 21072242 din 31.03.2023 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 judecatoreascd definitivd pentru participarea la activitati 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: 29.03.2023

Semnat: electronic

Nume/prenume: Tatiana Roibu

Functia: Director

Denumirea operatorului economic: Tehnomedica SRL

IDNO al operatorului economic: 1002600053256




187605
187802
187805
187901

Prosop abdominal, 10x60cm, 5buc
Prosop abdominal, 40x40cm, 2buc
Prosop abdominal, 40x40cm, 5buc
Prosop abdominal, 40x60cm, 5buc

185060 Tampon abdominal 10x40cm, 5buc
185460 Tampon abdominal 30x40cm, 5buc
185830 Tampon abdominal 40x65cm, 1buc

154160
154360
154460
154560

185305
185405

Burete Nol, 5buc
Burete No3, 5buc
Burete No4, 5buc
Burete No5, 5buc

impachetat 6 straturi, 10x10cm, 5buc
impachetat 6 straturi, 10x20cm, 5buc

40 / 240
24 /144
25/ 150
14 /7 84

125/ 750
45/ 270
30/ 180

175 / 1050
150 /7 900
75/ 450
75 /7 450

90 / 540
90 / 540

Status October 2008
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The Biogel® Surgeons is a sterile, latex surgical glove with excellent barrier protection.
The unique Biogel® coating provides great fit, feel and comfort and makes the glove

easy to don, even with damp hands.

Biogel® key features and benefits

e 9/10 surgeons prefer Biogel for fit, feel and comfort’
e Reduced chance of a hole with an industry-leading AQL* result of 0.65'

e Every glove (100%) is air inflation tested and visually inspected for quality and safety!
e Improved efficiency as less gloves are wasted?
e Non-pyrogenic, potentially reducing the risk of post-operative complications®

ACTUAL COLOUR REF 822

Recommended use
Recommended for all surgical procedures.

Biogel quality

Biogel has an industry leading freedom from holes AQL* of
0.65. The industry standard requirement for AQL* is 1.5. The
lower the number, the fewer the holes and the higher the
quality of glove. Biogel is proven to have the lowest glove
failure rate among major competitors. Non-Biogel gloves
are at least 3.5 times as likely to fail than Biogel gloves?.

Material information

* Natural rubber latex
* Micro-roughened surface
* Biogel hydrogel polymer coating

* Beaded cuff
e Powder-free

» Non-pyrogenic

Re-order REF 822

82255 5% 50/Box
82260 6 50/Box
82265 6% 50/Box
82270 7 50/Box
82275 72 50/Box
82280 8 50/Box
82285 812 50/Box
82290 9 40/Box

4 boxes per case

C MOLNLYCKE
HEALTH CARE



Product specifications Biogel® Surgeons gloves REF 822

Standard
requirement

Physical glove properties

Length, mm Lay flat palm
(Tolerance width, mm
+20 mm; -10 mm) (£3mm)

82255 55 283 71

82260 6.0 285 77
82265 65 285 85
82270 70 288 91

82275 75 298 96

82280 8.0 299 103
82285 8.5 301 109
82290 9.0 301 115

Pairs per box: 50/40 for size 9

Typical thickness profile - single wall

Cuff 8.1 mils 0.21 mm
Palm 10.0 mils 0.26 mm
Finger 10.6 mils 0.27 mm

General information

Contra-indications: This product contains natural rubber latex which may
cause allergic reactions including anaphylactic responses.

Allergenicity: Biogel gloves are produced to have low levels of agueous
extractable protein and have been shown to have a low potential for
inducing allergic contact dermatitis or ‘Type IV allergy’.

Pyrogenicity: Each batch of Biogel gloves is tested to have a low endotoxin
level (<20 EU/pair).

Product standards: Biogel gloves are tested and manufactured to the
following standards:

e Quality/Environmental: 1ISO 9001, ISO 13485, ISO 14001

e Product: ASTM D3577, EN455-1, EN455-2, EN455-3, EN455-4
e Sterilisation: Gamma irradiation

e Viral Penetration: Bacteriophage test, ASTM F1671

e Allergenicity/Pyrogenicity:1SO 10993 (PART 5 and 10)

Force at break (N) (EN455)

Initial >9 19
Aged >9 17
Typical accelerator analysis

% wiw

Dithiocarbamate (DTC) n/a <0.02
Diphenyl thiourea (DPTU]) n/a none
Diphenyl guanidine (DPG) n/a none
Zinc mercaptobenzothiazole (ZMBT) n/a none
Thiurams n/a none
Typical extractable protein

(using Modified Lowry EN455/ <50ug/g <20ug/g
ASTM D5712)

AQL* freedom from holes

(1000 ml water leak test) 15 0.65
Post packing and irradiation

Process average typically <0.20%
Grip

(Measure of the surface grip.

Scale of 1-5, the higher the value,

the greater the level of drag) n/a 1.0

Registering authority: In Europe the gloves are CE marked (notified body
BSi, number 0086) indicating compliance with Council Directive 93/42/EEC.
In US the gloves are FDA registered. Biogel Surgical gloves are a Class Ila
Product.

Storage: Store in a cool, dry place away from sources of heat or direct
sunlight.

Packaging: One pair per pack, in a high quality inner wrap, packed

into a film pack (constructed of a laminate of polyester and low-density
polyethylene). 50 pairs per collation case for sizes 5.5-8.5; 40 pairs for
size 9.0; 200 pairs per transit case for sizes 5.5-8.5; 160 pairs for size 9.0.
Disposal: Gloves & outer wrap dispose of as clinical waste. Paper inner
wrap, collation case & transit case can be recycled as paper or disposed

of as clinical waste.

Shelf life: Five (5) years from date of manufacture.

Manufacturer: Made and packed in Malaysia by Mélnlycke Health Care
Sdn Bhd.

Country of origin: Malaysia.
E-mail address: biogel@molnlycke.com
Date of issue: May 2012.

References: 1. Why Choose Biogel. MKT004. 2009. Data on file. 2. In Use Surgical Glove Failure Rate Comparison. Study G009-005.
2009. Data on file. 3. Biogel Endotoxin Report, Non-Pyrogenic Surgical Gloves. REPRHJV004. 2010. Data on file.

*AQL=Acceptable Quality Level refers to the maximum number of defective products that could be considered acceptable during the

random sampling of an inspection, in this case freedom from holes in gloves.

Find out more at www.molnlycke.com

Mélnlycke Health Care AB, Box 13080, SE-402 52 Géteborg, Sweden.
T+46317223000. F +46 31 722 34 00. www.molnlycke.com

The Molnlycke Health Care and Biogel names and logos are registered trademarks globally to the Mélnlycke Health Care

Group of companies. Copyright (2012)

@ MOLNLYCKE
CO HEALTH CARE

#39957



	DECLARAŢIE
	(semnătura autorizată)

	DECLARAŢIE
	privind confirmarea identității beneficiarilor efe

		2023-03-29T17:35:45+0300
	Moldova
	MoldSign Signature




