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Anexanr. 7
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Digitally signed by Roibu Tatiana
Date: 2022.11.06 11:17:10 EET
Reason: MoldSign Signature
Location: Moldova

CERERE DE PARTICIPARE

Catre Centrul pentru Achizitii Publice Centralizate in Sanatate

Stimati domni,
Ca urmare a anuntului/invitatiei de participare/de preselectie aparut in Buletinul

achizitiilor publice si/sau Jurnalul Oficial al Uniunii Europene, BAP nr. 77 din

30.09.2022 privind aplicarea procedurii pentru atribuirea contractului privind

achizitionarea de Instrumentar Medical/Chirurgical conform necesitatilor IMSP

Spitalul Clinic Republican Timofei Mosneaga 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: 04.11.2022
Cu stima,

Tehnomedica SRL

Director Tatiana Roibu

(semnatura autorizata)
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mailto:tehnomedicamd@gmail.com
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Anexa nr. &

la Documentatia standard nr.115
din 15.09.2021

DECLARATIE
privind valabilitatea ofertei

Catre Centrul pentru Achizitii Publice Centralizate in Sanatate

Stimati domni,

Ne angajam sa mentinem oferta valabila, privind achizitionarea de Instrumentar
Medical/Chirurgical conform necesitatilor IMSP Spitalul Clinic Republican
Timofei Mosneaga pentru anul 2023, prin procedura de achizitie licitatie deschisa,
pentru o duratd de 160 zile, (una sutd saizeci zile), respectiv pana la data de
18.04.2023 (ziua/luna/anul), si ea va ramane obligatorie pentru noi si poate fi
acceptata oricand inainte de expirarea perioadei de valabilitate.

Data completarii: 04.11.2022

Cu stima,
Tehnomedica SRL
Director Tatiana Roibu

(semnatura autorizata)
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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
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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



LISTA FONDATORILOR
SRL. TEHNOMEDICA

Fondator unic: Roibu Tatiana

IDNP: date cu caracter personal



Data prezentarii 19.04.2022 13:56:22
Anexe la SNC
“Prezentarea situatiilor financiare”
Aprobat de Ministerul Finantelor
al Republicii Moldova

SITUATIILE FINANCIARE

pentru perioada 01.01.2021 -31.12.2021

Entitatea: SRL "TEHNOMEDICA"
Cod CUIIO: 37700778

Cod IDNO: 1002600053256
Sediul:

MD:

Raionul(municipiul): 102, DDF CENTRU
Cod CUATM: 0130, SEC.CENTRU
Strada:

Activitatea principala: G4646, Comert cu ridicata al produselor farmaceutice
Forma de proprietate: 16, Proprietate colectiva

Forma organizatorico-juridica: 530, Societati cu raspundere limitata

Date de contact:
Telefon: 022601102
WEB:

E-mail:

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

Numarul mediu al salariatilor in perioada de gestiune: 5 persoane.

Persoanele responsabile de semnarea situatiilor financiare* Popescu Ecaterina

Unitatea de masura: leu

BILANTUL
Anexa 1
la31.12.2021
Sold la
Nr. cpt. Indicatori Cod rd. inceputul perioadei de Sfirsitul perioadei de
gestiune gestiune
1 2 3 4 5
ACTIV

ACTIVE IMOBILIZATE
I. Imobilizari necorporale
1. Imobilizari necorporale in curs de executie 010 0 0
2. Imobilizari necorporale in exploatare, total 020 319 255
din care:

021 0 0
2.1. concesiuni, licente si marci
2.2. drepturi de autor si titluri de protectie 022 0 0
2.3. programe informatice 023 0 0
2.4. alte imobilizari necorporale 024 319 255
3. Fond comercial 030 0 0
4. Avansuri acordate pentru imobilizari necorporale 040 2861138 3906847
Il. Imobilizari corporale
1. Imobilizari corporale in curs de executie 060 0 0
2. Terenuri 070 0 0
3. Mijloace fixe, total 080 2174915 1775960
din care:

081 1038156 929187
3.1. cladiri
3.2. constructii speciale 082 0 0
3.3. masini, utilaje si instalatii tehnice 083 34609 18080
3.4. mijloace de transport 084 1042950 806787



3.5. inventar si mobilier 085 0 0
3.6. alte mijloace fixe 086 59200 21906
4. Resurse minerale 090 0 0
5. Active biologice imobilizate 100 0 0
6. Investitii imobiliare 110 0 0
7. Avansuri acordate pentru imobilizari corporale 120 0 0
(10,060 1 101070 + 1. 80 # 4,090 + £ 100 4 110 + rd.120) 130 2174915 1775960
Ill. Investitii financiare pe termen lung
1. Investitii financiare pe termen lung in parti neafiliate 140 0 0
2. Investitii financiare pe termen lung in parti afiliate, total 150 0 0
din care:

151 0 0
2.1. actiuni si cote de participatie detinute in partile afiliate
2.2 imprumuturi acordate partilor afiliate 152 0 0
2.3 imprumuturi acordate aferente intereselor de participare 153 0 0
2.4 alte investitii financiare 154 0 0
Total investitii financiare pe termen lung 160 0 0
(rd.140 + rd.150)
IV. Creante pe termen lung si alte active imobilizate
1. Creante comerciale pe termen lung 170 0 0
2. Creante ale partilor afiliate pe termen lung 180 0 0
inclusiv: creante aferente intereselor de participare 181 0 0
3. Alte creante pe termen lung 190 0 0
4. Cheltuieli anticipate pe termen lung 200 0 0
5. Alte active imobilizate 210 0 0
Total creante pe termen lung si alte active imobilizate 220 0 0
(rd.170 + rd.180 + rd.190 + rd.200 + rd.210)
(0,050 + 1A1130 1 0160 + 10.220) 230 5036372 5683062
ACTIVE CIRCULANTE
1. Stocuri
1. Materiale si obiecte de mica valoare si scurta durata 240 4996 4996
2. Active biologice circulante 250 0 0
3. Productia in curs de executie 260 0 0
4. Produse si marfuri 270 1326025 491017
5. Avansuri acordate pentru stocuri 280 0 0
'(l;gfza‘ltg:t—:iggso + rd.260 + rd.270 + rd.280) 290 1331021 496013
Il. Creante curente si alte active circulante
1. Creante comerciale curente 300 1022910 2800290
2. Creante ale partilor afiliate curente 310 0 0
inclusiv: creante aferente intereselor de participare 311 0 0
3. Creante ale bugetului 320 6546 6546
4. Creantele ale personalului 330 0 0
5. Alte creante curente 340 0 0
6. Cheltuieli anticipate curente 350 13569 2114
7. Alte active circulante 360 31297
I11. Investitii financiare curente
1. Investitii financiare curente in parti neafiliate 380 700000 0
2. Investitii financiare curente in parti afiliate, total 390 0 0
din care:

391 0 0
2.1. actiuni si cote de participatie detinute in partile afiliate
2.2. imprumuturi acordate partilor afiliate 392 0 0
2.3. imprumuturi acordate aferente intereselor de participare 393 0 0




2.4. alte investitii financiare in parti afiliate 394 0 0
I;f;l}(l)n:(:;t;ga)fmanuare curente 400 700000 0
IV. Numerar si documente banesti 410 6916759 6867356
TOTAL ACTIVE CIRCULANTE
(rd.290 + rd.370 + rd.400 + rd.410) 420 10022102 10172319
.(rrg?;la ﬁcr.;IXZEO) 430 15058474 15855381
PASIV

CAPITAL PROPRIU
1. Capital social si neinregistrat
1. Capital social 440 5400 5400
2. Capital nevarsat 450 0 0
3. Capital neinregistrat 460 0 0
4. Capital retras 470 0 0
5. Patrimoniul primit de la stat cu drept de proprietate 480 0 0
(440 + 10.450 ¢ 10460 + 470 1 r.480) . 5400 5400
Il. Prime de capital 500 0 0
Ill. Rezerve
1. Capital de rezerva 510 0 0
2. Rezerve statutare 520 0 0
3. Alte rezerve 530 0 0
;rrzf?ic:e::;\.’sezo +rd.530) >40 0 0
IV. Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 550 0
2. Profit nerepartizat (pierdere neacoperita) al anilor precedenti 560 14705486 12203358
3. Profit net (pierdere neta) al perioadei de gestiune 570 2864668
4. Profit utilizat al perioadei de gestiune 580 0
(ra.550 1 16560 + rd 570 + rd560) 590 14705486 15068026
V. Rezerve din reevaluare 600 0 0
VI. Alte elemente de capital propriu 610 0 0
(10,490 5 161500 + 14340 + 14,590 + rc. 600 + rd.610) 620 14710885 15073426
DATORII PE TERMEN LUNG
1. Credite bancare pe termen lung 630 0 0
2. Imprumuturi pe termen lung 640 0 0
din care:

641 0 0
2.1. imprumuturi din emisiunea de obligatiuni
inclusiv: imprumuturi din emisiunea de obligatiuni convertibile 642 0 0
2.2. alte imprumuturi pe termen lung 643 0 0
3. Datorii comerciale pe termen lung 650 0 0
4. Datorii fata de partile afiliate pe termen lung 660 0 0
inclusiv: datorii aferente intereselor de participare 661 0 0
5. Avansuri primite pe termen lung 670 0 0
6. Venituri anticipate pe termen lung 680 0 0
7. Alte datorii pe termen lung 690 0 0
TOTAL DATORII PE TERMEN LUNG 700 0 0
(rd.630 + rd.640 + rd.650 + rd.660 + rd.670 + rd.680 + rd.690)
DATORII CURENTE
1. Credite bancare pe termen scurt 710 0 0




2. imprumuturi pe termen scurt, total 720 0 0
din care:
721 0 0
2.1. imprumuturi din emisiunea de obligatiuni
inclusiv: imprumuturi din emisiunea de obligatiuni convertibile 722 0 0
2.2. alte imprumuturi pe termen scurt 723 0 0
3. Datorii comerciale curente 730 149510 288048
4. Datorii fata de partile afiliate curente 740 0 0
& inclusiv: datorii aferente intereselor de participare 741 0 0
5. Avansuri primite curente 750 0 0
6. Datorii fata de personal 760 977 100
7. Datorii privind asigurarile sociale si medicale 770 0 0
8. Datorii fatd de buget 780 197101 493807
9. Datorii fata de proprietari 790 0 0
10. Venituri anticipate curente 800 0 0
11. Alte datorii curente 810 0 0
TOTAL DATORII CURENTE
(rd.710 + rd.720 + rd.730 + rd.740 + rd.750 + rd.760 + rd.770 + 820 347588 781955
rd.780 + rd.790 + rd.800 + rd.810)
PROVIZIOANE
1. Provizioane pentru beneficiile angajatilor 830 0 0
2. Provizioane pentru garantii acordate cumparatorilor/clientilor 840 0 0
3. Provizioane pentru impozite 850 0 0
F 4. Alte provizioane 860 0 0
TOTAL PROVIZIOANE 870 0 0
(rd.830 + rd.840 + rd.850 + rd.860)
(0,620 7 1700 + .620 + rd.870) 80 15058474 15855361
SITUATIA DE PROFIT S| PIERDERE
de 1a 01.01.2021 pina la31.12.2021
Anexa 2
Perioada de gestiune
Indicatori Cod rd.
precedenta curenta
1 2 3 4
Venituri din vinzari, total 010 16620028 21962759
din care:
011 13778008 19347659
venituri din vinzarea produselor si marfurilor
venituri din prestarea serviciilor si executarea lucrarilor 012 2842020 2615100
venituri din contracte de constructie 013 0 0
venituri din contracte de leasing 014 0 0
venituri din contracte de microfinantare 015 0 0
alte venituri din vinzari 016 0 0
Costul vinzarilor, total 020 12527753 16833673
din care:
021 11595535 16054470
valoarea contabild a produselor si marfurilor vindute
costul serviciilor prestate si lucrarilor executate tertilor 022 932218 779203
costuri aferente contractelor de constructie 023 0 0
costuri aferente contractelor de leasing 024 0 0
costuri aferente contractelor de microfinantare 025 0 0
alte costuri aferente vinzarilor 026 0 0
Profit brut (pierdere bruta) (rd.010 - rd.020) 030 4092275 5129086
Alte venituri din activitatea operationala 040 986 1238
Cheltuieli de distribuire 050 0
Cheltuieli administrative 060 1569273 1518335
Alte cheltuieli din activitatea operationala 070 17430 79468




Rezultatul din activitatea operationala: profit (pierdere)
(rd.030 + rd.040 - rd.050 - rd.060 - rd.070) 080 2506558 3532521
Venituri financiare, total 090 1257613 365919
din care:
091 0 0
venituri din interese de participare
inclusiv: veniturile obtinute de la partile afiliate 092 0 0
venituri din dobinzi 093 0 0
inclusiv: veniturile obtinute de la partile afiliate 094 0 0
venituri din alte investitii financiare pe termen lung 095 0 0
inclusiv: veniturile obtinute de la partile afiliate 096 0 0
venituri aferente ajustarilor de valoare privind investitiile
! ) . 097 0 0
financiare pe termen lung si curente
venituri din iesirea investitiilor financiare 098 0 0
venituri aferente diferentelor de curs valutar si de suma 099 1257613 365919
Cheltuieli financiare, total 100 666851 603812
din care:
101 0 0
cheltuieli privind dobinzile
inclusiv: cheltuielile aferente partilor afiliate 102 0 0
cheltuieli aferente ajustarilor de valoare privind investitiile
) : . ’ 103 0 0
financiare pe termen lung si curente
cheltuieli aferente iesirii investitiilor financiare 104 0 0
cheltuieli aferente diferentelor de curs valutar si de suma 105 666851 603812
Rezultatul: profit (pierdere) financiar(a) (rd.090 - rd.100) 110 590762 -237893
Venituri cu active imobilizate si exceptionale 120 0 0
Cheltuieli cu active imobilizate si exceptionale 130 0 0
Rezultatul din operatiuni cu active imobilizate si 140 0 0
exceptionale: profit (pierdere) (rd.120 - rd.130)
Rezultatul din alte activitati: profit (pierdere) (rd.110 + 150 500762 237893
rd.140)
Profit (pierdere) pina la impozitare (rd.080 + rd.150) 160 3097320 3294628
Cheltuieli privind impozitul pe venit 170 410288 429960
Profit net (pierdere neta) al perioadei de gestiune (rd.160 - 180 2687032 2864668
rd.170)
SITUATIA MODIFICARILOR CAPITALULUI PROPRIU
de la 01.01.2021 pind la 31.12.2021
Anexa 3
Nr Sold la inceputul Sold la sfirsitul
d/c; Indicatori Cod rd perioadei de Majorari Diminuari perioadei de
gestiune gestiune
1 2 3 4 5 6 7
Capital social si neinregistrat
1. Capital social 010 5400 0 5400
( ( (
2. Capital nevarsat 020 0 0 0
) ) )
3. Capital neinregistrat 030 0 0 0
l.
( ( (
4. Capital retras 040 0 0 0
) ) )
5. Patlrlmonlul primit de la stat cu drept de 050 0 0 0
proprietate
Total capital social si neinregistrat
(rd.010 + rd.020 + rd.030 + rd.040 + rd.050) 060 5400 0 >400
Il. | Prime de capital 070 0 0 0
Rezerve
1. Capital de rezerva 080 0 0 0
2. Rezerve statutare 090 0 0 0
.
3. Alte rezerve 100 0 0 0
Total rezerve
(rd.080 + rd.090 + rd.100) 110 0 0 0




Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 120 X 0 0 0
ghﬁg‘:fgrgfgz‘;i;izat (pierdere neacoperitd) al 130 14705486 0 2502128 12203358
. ZésPtri(l)Jfri]tenet (pierdere netd) al perioadei de 140 X 2864668 0 2864668
( (
4. Profit utilizat al perioadei de gestiune 150 X 0 0 0
) )
'(';fo;(')’:°gt.1('3’éeid:‘fﬂo +rd.150) 160 14705486 2864668 2502128 15068026
V. | Rezerve din reevaluare 170 0 0 0 0
VI. | Alte elemente de capital propriu 180 0 0 0 0
Total capital propriu
(rd.060 + rd.070 + rd.110 + rd.160 + rd.170 + 190 14710886 2864668 2502128 15073426
rd.180)
SITUATIA FLUXURILOR DE NUMERAR
de la 01.01.2021 pind la 31.12.2021
Anexa 4
Perioada de gestiune
Indicatori Cod rd
precedenta curenta
1 2 3 4
Fluxuri de numerar din activitatea operationala
Incasari din vinzari 010 17211991 23444192
Plati pentru stocuri si servicii procurate 020 13370873 18993827
mz“;ﬂigiltge angajati si organe de asigurare sociala si 030 554000 456668
Dobinzi platite 040 0 0
Plata impozitului pe venit 050 414542 331089
Alte incasari 060 2220519 1598942
Alte plati 070 5025576 3293285
(1010 16,020 - 16,030 - 1040 - 10,050 + 1060 - ra.070) | O%° 67519 1968265
Fluxuri de numerar din activitatea de investitii
Incasari din vinzarea activelor imobilizate 090 0 0
Plati aferente intrarilor de active imobilizate 100 0 0
Dobinzi incasate 110 0 0
Dividende incasate 120 0 0
inclusiv: dividende incasate din straindtate 121
Alte incasari (plati) 130 0 0
Fluxul net de numerar din activitatea de investitii 140 0 0
(rd.090 - rd.100 + rd.110 + rd.120 * rd.130)
Fluxuri de numerar din activitatea financiara
incasari sub formé& de credite si imprumuturi 150 630000 800000
Plati aferente rambursarii creditelor si imprumuturilor 160 830000 0
Dividende platite 170 2019064 2512000
inclusiv: dividende platite nerezidentilor 171
incasari din operatiuni de capital 180 0 0
Alte incasari (plati) 190 0 0
(& eh080 = ra.140 & 1a.200) 210 2151545 256265
Diferente de curs valutar favorabile (nefavorabile) 220 401419 -305668
Sold de numerar la inceputul perioadei de gestiune 230 8666885 6916759
(S:Ii,gion;r:‘;lz_;:‘) I: ::i;gl(i):)ul perioadei de gestiune 240 6916759 6867356

Documente atasate - Nota explicativa (fisierul pdf)



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
NI | A2221455 din 1 26102022

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 / lefictBurenen go 10.11.2022

5. Autentificarea Serviciului Fiscal de Stat / IToarsepsxnerne I'ocy nificLBeTHHM
Digitally signed by lasinschi Veronica o

Date: 2022.10.26 15:38:18 EEST Ry @o\I'1

Reason: MoldSign Signature A .

Sef DDF CENTRU  Location: Moldova UM Veronica IASINSCHI

Functia/[loiokHOCTH Semnitura/Iloammics Numele si prenumele/®amummst 1 uMst

OYf HAJIOTOBOH CITYKOBI

L.S/ MLIL.
Executor:  FODOR V.

Numele si prenumele/@amunus 1 umst

Este extras din Sistemul Informational al SFS SIA ,,Contul curent al contribuabilului”// 26.10.2022 ora 15:09:31
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)
NOTA (0,00)



valeria.fodor
Машинописный текст
Șef  DDF CENTRU 

valeria.fodor
Машинописный текст
Veronica IASINSCHI

valeria.fodor
Машинописный текст
FODOR V.


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 Centrul pentru Achizitii Publice
Centralizate in Sanéatate

In atentia Grupului de lucru
al Licitatiei Deschise nr.ocds-b3wdp1-MD-1664978976714,

ID: 21065120

Declaratie privind disponibilitatea prezentarii mostrelor

Prin prezenta, declardm cd vom prezenta mostre in decurs de 10 zile de la solicitarea
autoritatii contractante pentru produsele oferite in cadrul licitatiei prenonate privind

achizitionarea de Instrumentar Medical/Chirurgical conform necesitatilor IMSP Spitalul Clinic

Republican Timofei Mosneaga, pentru anul 2023.

Cu respect,

Director Tatiana Roibu


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>

Catre Centrul pentru Achizitii Publice
Centralizate in Sanatate

In atentia Grupului de lucru
al Licitatiei Deschise nr.ocds-b3wdp1-MD-1664978976714,

ID: 21065120

Declaratie privind inregistrarea dispozitivelor medicale

Prin prezenta, declaram cad 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 regaseste pe pagina web a Agentiei

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

Lista cu numerele de inregistrare se anexeaza la prezenta declaratie.

Cu respect,

Director Tatiana Roibu


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

SPECULA

DM000384720 | 2PV 15965 | Germania | GEUDER AG | TEHNOMEDICA S.R.L. | Rg04-000260 | 2022-01-11

DM000384872 ENFST&%'\I"ESTE 16189 | Germania | GEUDER AG | TEHNOMEDICA S.R.L. | Rg04-000260 | 2022-01-11

DM000384912 IONFSTTAFI{_lI\J/II\I/IgI'E\ITE 32168 | Germania | GEUDER AG | TEHNOMEDICAS.R.L. | Rg04-000260 | 2022-01-11
PENSETA .

DMO00385189 | e nrc 31308 | Germania | GEUDER AG | TEHNOMEDICAS.R.L. | Rg04-000260 | 2022-01-11
PENSETA )

DM000385137 | oF L 19008 | Germania | GEUDER AG | TEHNOMEDICA S.R.L. | Rg04-000260 | 2022-01-11
PENSETA .

DMO00385198 | o arc 31624 | Germania | GEUDER AG | TEHNOMEDICAS.R.L. | Rg04-000260 | 2022-01-11
PENSETA )

DM000385199 | PR ¢ 31625 | Germania | GEUDER AG | TEHNOMEDICAS.R.L. | Rg04-000260 | 2022-01-11
PIESA DE

DM000385577 | MANA, 32011 | Germania | GEUDER AG | TEHNOMEDICASR.L. | Rg04-000260 | 2022-01-11
OFTALMICA
PIESA DE

DM000385578 | MANA, 32012 | Germania | GEUDER AG | TEHNOMEDICAS.R.L. | Rg04-000260 | 2022-01-11
OFTALMICA
PIESA DE

DM000385564 | MANA, 24332 | Germania | GEUDER AG | TEHNOMEDICASR.L. | Rg04-000260 | 2022-01-11
OFTALMICA
PIESA DE

DM000385562 | MANA, 24318 | Germania | GEUDER AG | TEHNOMEDICAS.R.L. | Rg04-000260 | 2022-01-11
OFTALMICA
PORTAC )

DM000385022 | (0% TAC 17545 | Germania | GEUDER AG | TEHNOMEDICA S.R.L. | Rg04-000260 | 2022-01-11

DM000385435 g%ifﬁ?& 19718 | Germania | GEUDER AG | TEHNOMEDICA S.R.L. | Rg04-000260 | 2022-01-11

DM000384848 ENFiLT_LhJ/II\fEIIE\‘TE 15780 | Germania | GEUDER AG | TEHNOMEDICA S.R.L. | Rg04-000260 | 2022-01-11

DM000385196 E)E#ifmc " 31622 | Germania | GEUDER AG | TEHNOMEDICAS.R.L. | Rg04-000260 | 2022-01-11
INSTRUMENT [ AESCULAP A07.PS-

DM000083554 | (TSOMENT | FEO41S | Germania | AT TEHNOMEDICASRL. | oo, oo 2018-04-04
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DM000084930 | LTSN | FMs99R | Germania | A TEHNOMEDICASRL. | g)coc oo 2018-04-04
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INSTRUMENT | AESCULAP A07.PS-

DM000079885 | i Sty | BIOIZR | Germania | AC TEHNOMEDICASRL. | o0v0 oo 2018-04-04




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 Centrul pentru Achizitii Publice
Centralizate in Sanéatate

In atentia Grupului de lucru
al Licitatiei Deschise nr.ocds-b3wdp1-MD-1664978976714,

ID: 21065120
Declaratie privind termenul de valabilitate

Prin prezenta, declardm ca termenul de valabilitate restant la momentul livrarii pentru

produsele oferite in cadrul licitatiei prenonate privind achizitionarea de Instrumentar

Medical/Chirurgical conform necesitatilor IMSP Spitalul Clinic Republican Timofei Mosneaga,

pentru anul 2023, va constitui cel putin de 80% din termenul total al produsului si nu mai putin

de 12 luni.

Cu respect,

Director Tatiana Roibu


mailto:tehnomedica_md@yahoo.com
mailto:tehnomedicamd@gmail.com
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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 575415

Issued To: Geuder AG
HertzstraBBe 4
69126 Heidelberg
Germany

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 2797):

(o C_SNaed ¢

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2016-06-29 Date: 2020-08-10 Expiry Date: 2024-05-25

..making excellence a habit’
Page 1 of 7

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, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



bsi.

Certificate No: CE 575415

By Royal Charter

Certificate Scope:

Design, development and manufacture of devices for ophthalmology: Ultrasonic Handpieces;
Single-Use Light Conductors / Fiber Optics, sterile; Fiber Optic Instruments, reusable; Single-
Use Accessory Kits with Ultrasonic Tips, sterile; Ultrasonic tips, reusable; Single-Use
Vitrectomy Instruments, sterile; Single-Use DMEK Cartridge, sterile; Single-Use-DMEK-
Transportation Cartridge, sterile; Sclera Pins; Single-Use Iris Retractor, sterile; Vitrectomy
Infusion Tube and Cutting Heads; Single-Use Trocar System, sterile; Single-Use Ophthalmic
Cannula; Injection-/Infusion Tubing; Single-Use Tubing Sets, sterile; Tubing Sets, reusable;
Cassettes; Single use vitreous cutters, sterile; Single-Use Vitrectors, sterile; Single-use LED
Lightsource, sterile; Single-Use Silicone Implants, sterile.

Those aspects of Annex II related to sterility in the design, development and manufacture of
devices for ophthalmology: Single-Use Adapters, sterile; I/A Instruments, sterile.

Auslegung, Entwicklung und Herstellung von Produkten fiir die Ophthalmologie:
Ultraschallhandgriffe; Einmal-Lichtleiter, steril; Kaltlichtinstrumente, wiederverwendbar;
Einmal-Kits mit Ultraschallspitzen, steril; Ultraschallspitzen, wiederverwendbar; Einmal-
Vitrektomiespitzen, steril; Einmal-DMEK-Kartusche, steril; Einmal-DMEK-Transportkartusche,
steril; Sklerandgel; Einmal-Irisretraktor, steril; Vitrektomie Infusionsrohr und Schneidekopfe;
Einmal-Trokarsystem, steril; ophthalmologische Einmal-Kaniilen; Injektions- /
Infusionshalterungen; Einmal-Schlauchsysteme, steril; Schlauchsysteme, wiederverwendbar;
Kassetten; Einmal-Vitrektoren, steril; Einmal-LED Lichtquellen, steril; Einmal-
Silikonimplantate, steril.

Die Aspekte des Anhangs II im Zusammenhang mit der Sterilitat bei der Auslegung,
Entwicklung und Herstellung von Einmal-Adaptern fiir Glasspritzen, steril; Spiil- und
Sauginstrumenten, steril.

First Issued: 2016-06-29 Date: 2020-08-10 Expiry Date: 2024-05-25

..making excellence a habit’
Page 2 of 7

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, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



bsi.

By Royal Charter

EC Certificate - Full Quality Assurance System

Supplementary Information to CE 575415

Issued To: Geuder AG
HertzstraB3e 4
69126 Heidelberg
Germany
Number | Device Name | Intended purpose per IFU
Class IIb
MD 1105 Ultrasonic Handpieces Used with ultrasound tips to perform
phacoemulsification, a surgical procedure that uses
ultrasonic energy to fragment (or emulsify) a
cataractous lens and removes the lens material
through a small incision.
MD 0105 Single-use Silicone Implants, For use on the sclera to aid in retinal
sterile reattachment.
Class IIa
MD 0105 Single-use Light Conductors / For endoillumination during vitreoretinal surgery,
Fiber Optics, sterile allowing the surgeon to see intraocular details and
lesions in the anterior and posterior segment of
the eye.
MD 0105 Single-use Light Conductors / For endoillumination during vitreoretinal surgery,
Fiber Optics, sterile, incl. Uno allowing the surgeon to see intraocular details and
Colorline lesions in the anterior and posterior segment of
the eye.
First Issued: 2016-06-29 Date: 2020-08-10 Expiry Date: 2024-05-25

..making excellence a habit’
Page 3 of 7

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, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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By Royal Charter

EC Certificate - Full Quality Assurance System

Supplementary Information to CE 575415

Issued To: Geuder AG
HertzstraB3e 4
69126 Heidelberg
Germany

Number | Device Name | Intended purpose per IFU

Class IIa

MD 0105 Fiber Optic Instruments, For endoillumination during vitreoretinal surgery,
reusable allowing the surgeon to see intraocular details and

lesions in the anterior and posterior segment of
the eye.

MD 0105 Single-use Accessory Kits with Accessories and tips to be used with US-
Ultrasonic Tips, sterile handpieces to perform phacoemulsification.

MD 0105 Ultrasonic tips, reusable US tips to be used with US-handpieces to perform

phacoemulsification.

MD 0105 Single-use Vitrectomy For manipulation and crushing of intraocular tissue
Instruments Uno Colorline, during pars plana vitrectomy. For usage in the
sterile posterior eye segment for cutting and gripping of

ocular structures.

MD 0102 Single-use DMEK Cartridge, Used for Descemet Membrane Endothelial
sterile Keratoplasty, a special technique for corneal

transplantation. For uploading and injecting
descemet membrane transplant.

MD 0102 Single-use DMEK Transportation | Used for Descemet Membrane Endothelial
Cartridge, RAPID Keratoplasty, a special technique for corneal

transplantation. For uploading, transporting and
injecting descemet membrane transplant.

First Issued: 2016-06-29 Date: 2020-08-10 Expiry Date: 2024-05-25

..making excellence a habit’
Page 4 of 7

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, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Supplementary Information to CE 575415

Issued To: Geuder AG
HertzstraB3e 4
69126 Heidelberg
Germany
Number | Device Name | Intended purpose per IFU
Class IIa
MD 0105 Sclera Pins To be used to occlude temporarily the exterior
points of access (incisions) during surgeries in the
posterior segment to minimize leakages of liquid or
gases.
MD 0105 Single-use Iris Retractor, sterile To be used dilate the iris mechanically.
MD 0105 Mega-Vit Vitrectomy Infusion Accessories to use with high speed drive for
Tube and Cutting Heads cutting and intraocular removal of the vitreous
body.
MD 0105 Single-use Trocar System Uno To open and keep the scleral incision (in the area
Colorline, sterile of pars plana) in open state, so to allow access of
different ophthalmic surgical instruments to the
inside of the eye.
First Issued: 2016-06-29 Date: 2020-08-10 Expiry Date: 2024-05-25

..making excellence a habit’
Page 5 of 7

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, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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By Royal Charter

EC Certificate - Full Quality Assurance System

Supplementary Information to CE 575415

Issued To: Geuder AG
HertzstraBe 4
69126 Heidelberg
Germany
Number | Device Name | Intended purpose per IFU
Class IIa
MD 0102 Single-use Ophthalmic Cannula Used to supply or remove liquids such as saline

solution (BSS), viscous liquids, PFCL, air or gases.
Capsule polishing needles or vacuum cleaner
needles with silicone tip can also be used to
remove tissue or materials.

MD 0102 Injection/Infusion Tubing Infusion Tubing: applying liquids and air.
Injection tubing: applying viscous solutions into
eyes in vitreoretinal surgery.

MD 0102 Single-use Tubing Sets, sterile Irrigation and aspiration of aqueous solutions,
air injections and silicone oil into the eve.

MD 0102 Tubing Sets, reusable For irrigation and aspiration of aqueous solutions,
air injections and silicone oil into the eye.

MD 0102 Cassettes Connected to the ophthalmic system for
irrigation and aspiration.

MD 1105 Single-use vitreous cutters, sterile | For removal of vitreous body from the eye.

First Issued: 2016-06-29 Date: 2020-08-10 Expiry Date: 2024-05-25

..making excellence a habit’
Page 6 of 7

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, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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By Royal Charter

EC Certificate - Full Quality Assurance System

Supplementary Information to CE 575415

Issued To: Geuder AG
HertzstraB3e 4
69126 Heidelberg
Germany
Number | Device Name | Intended purpose per IFU
Class IIa
MD 1105 Single-use Vitrectors, sterile, Uno | For removal of vitreous body from eye.
Colorline
MD 1105 OcuLED Single-use LED For endoillumination during ocular surgery.
Lightsource, sterile
Class Is
MD 0105 Single-use Adapters, sterile Used during the pneumatic injection of silicone oil

into the eyes of patients. It is a protective holder
for the glass syringes that are filled with silicone
oil or viscous fluids. It is to prevent injuries in
case the glass syringe breaks under the pressure.
MD 0102 I/A Instruments, sterile Used in ophthalmological surgery, to remove
liquids and tissue from the eye and irrigate the
eye with air or balanced saline solution (BSS).

First Issued: 2016-06-29 Date: 2020-08-10 Expiry Date: 2024-05-25

..making excellence a habit’
Page 7 of 7

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, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

No. CE 575413

Issued To: Geuder AG
HertzstraBBe 4
69126 Heidelberg
Germany

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 V. The quality assurance system meets the requirements of the directive. For the placing on the
market of class IIb and class III products an Annex III certificate is required.

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

(o C_ SR ocd

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2016-06-29 Date: 2019-05-24 Expiry Date: 2024-05-25

..making excellence a habit’
Page 1 of 4

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, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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Certificate No: CE 575413

By Royal Charter

Certificate Scope:

Manufacture of ophthalmic Single-Use Light Conductors / Fiber Optics, sterile; Single-Use
Ophthalmic Cannula, sterile; Single-Use Tubing Sets, sterile; Irrigation/Aspiration (I/A)
Instruments, sterile; Single-use Endo-probes, sterile; Single-use Knives, sterile; Single-use
Trephines, sterile.

Those aspects of Annex V related to sterility in the manufacture of Bonn Injection Sets for
ophthalmology.

Those aspects of Annex V related to metrology in the manufacture of ophthalmic surgical
measuring devices.

Herstellung von ophthalmologischen Einmal-Lichtleitern, steril; ophthalmologischen Einmal-
Kaniilen, steril; Einmal-Schlauchsystemen, steril; Spiil- und Sauginstrumenten, steril; Einmal-
Endosonden, steril; Einmal-Messern steril; Einmal-Trepanen, steril.

Die Aspekte des Anhangs V im Zusammenhang mit der Sterilitit bei der Produktion Bonner
Injektonssets, steril.

Die Aspekte des Anhangs V im Zusammenhang mit der Messfunktion bei der Produktion der
ophthalmologischen Messinstrumente.

First Issued: 2016-06-29 Date: 2019-05-24 Expiry Date: 2024-05-25

..making excellence a habit’
Page 2 of 4

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, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Production Quality Assurance

Supplementary Information to CE 575413

Issued To: Geuder AG
Hertzstra3e 4
69126 Heidelberg
Germany
Number | Device Name | Intended purpose per IFU
Class IIa
MD 0105 Single-use Light Conductors / | For endoillumination during vitreoretinal
Fiber Optics, sterile surgery, allowing the surgeon to see
intraocular details and lesions in the anterior
and posterior segment of the eye.
MD 0102 Single-use Ophthalmic Used to supply or remove liquids such as
Cannula, sterile saline solution (BSS), viscous liquids, PFCL, air
or gases. Capsule polishing needles or vacuum
cleaner needles with silicone tip can also be
used to remove tissue or materials.
MD 0102 Single-use Tubing Sets, sterile | Irrigation and aspiration of aqueous solutions,
air injections and silicone oil into the eye.
MD 0102 Irrigation/Aspiration (I/A) Used in ophthalmological surgery, to remove
Instruments, sterile liquids and tissue from the eye and irrigate the
eye with air or balanced saline solution (BSS).
MD 0105 Single-use Endoprobes Uno To direct and localize the transmission of laser
Colorline, sterile output energy to the operative site in the
ophthalmic surgical field. The laser is used to
finely coagulate ocular tissue.
First Issued: 2016-06-29 Date: 2019-05-24 Expiry Date: 2024-05-25

..making excellence a habit’
Page 3 of 4

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, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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By Royal Charter

EC Certificate - Production Quality Assurance

Supplementary Information to CE 575413

Issued To: Geuder AG
Hertzstra3e 4
69126 Heidelberg
Germany
Number | Device Name | Intended purpose per IFU
Class IIa
MD 0105 Single-use Knives, sterile To make surgical cuts in ophthalmological
surgery.
MD 0105 Single-use Trephines, sterile Used for preparing the donor cornea for
transplantation.
Class Is
MD 0105 Bonn Injection Set, sterile Used to inject medications intravitreally. The
medications do not come with the set.
Class Im
MD 0104 Measuring Instruments Instruments for length and angle
measurements in ophthalmology.
First Issued: 2016-06-29 Date: 2019-05-24 Expiry Date: 2024-05-25

..making excellence a habit’
Page 4 of 4

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, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

This is to certify that: Geuder AG
HertzstraBe 4
69126 Heidelberg
Germany

Holds Certificate No: FM 575411

and operates a Quality Management System which complies with the requirements of ISO 9001:2015 for the
following scope:

Design, development, manufacture, warehousing, distribution, installation and maintenance of
ophthalmo-surgical instruments, active device systems and associated accessories, implants,
sterilisation trays and containers.

Warehousing and distribution of gases, silicone oils, dyes, perfluorocarbons and
semifluorinated alkanes for ophthalmology.

For and on behalf of BSI:

Andrew Launn, EMEA Systems Certification Director

Original Registration Date: 2001-06-01 Effective Date: 2020-05-26
Latest Revision Date: 2020-05-18 Expiry Date: 2023-05-25
m Page: 1 of 1
UKAS : ™
..making excellence a habit.

003

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.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+575411&ReIssueDate=18%2f05%2f2020&Template=cemea_en

bsi.
Certificate of Registration

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

By Royal Charter

This is to certify that: Geuder AG
HertzstraBe 4
69126 Heidelberg
Germany

Holds Certificate Number: MD 575412

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

Please see scope page.

(o C_ el C

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2016-06-27 Effective Date: 2020-05-26
Latest Revision Date: 2020-05-18 Expiry Date: 2023-05-25
@ Page: 1 of 2
UKAS . o
..making excellence a habit:

003

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+575412&ReIssueDate=18%2f05%2f2020&Template=uk

Certificate No: MD 575412

Registered Scope:

Design, development, manufacture, warehousing, distribution, installation and maintenance of active and
non active, sterile and non sterile ophthalmic surgical devices/systems, instruments and accessories,
ophthalmic implants, sterilization trays and containers.

Warehousing and distribution of silicone oils, dyes, perfluorocarbons and semifluorinated alkanes for use
as liquid intraocular endotamponades and gas-based intraocular tamponades and vitreous substitutes for
the area of ophthalmology.

Auslegung, Entwicklung, Produktion, Lagerhaltung, Vertrieb, Installation und Instandhaltung von aktiven
und nicht aktiven, sterilen und nicht sterilen ophthalmo-chirurgischen Geraten/Systemen, Instrumenten
und Zubehdr, ophthalmologischen Implantaten, Sterilisationsbehaltern und Sterilisationscontainern.
Lagerhaltung und Vertrieb von Silikondlen, Farbemitteln, Perfluorcarbonverbindungen und semiflourierten
Alkanen fiir die Verwendung als fllissige intraokulare Endotamponaden, gasformige intraokulare
Tamponaden und Glaskorperersatzstoffe im Einsatzbereich der Ophthalmologie.
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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.
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