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

Digitally signed by Roibu Tatiana
Date: 2022.07.28 18:02:04 EEST
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, nr. ocds-b3wdp1-

MD-1655881859284, ID: 21058854 din 29.07.2022 privind aplicarea procedurii

pentru atribuirea contractului privind achizitionarea dispozitivelor medicale,

conform necesitatilor institutiilor medico-sanitare publice pentru anul 2022 (lista

suplimentara 7), 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: 28.07.2022
Cu stima,

Tehnomedica SRL

Director Tatiana Roibu

(semndtura autorizata)
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Anexanr. 8
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 dispozitivelor
medicale, conform necesitatilor institutiilor medico-sanitare publice pentru anul
2022 (lista suplimentara 7), prin procedura de achizitie licitatie deschisa, pentru o
durata de 120 zile, (una sutd douazeci zile), respectiv pana la data de 30.11.2022
(ziua/luna/anul), si ea va ramane obligatorie pentru noi si poate fi acceptata oricand
inainte de expirarea perioadei de valabilitate.

Data completarii: 28.07.2022

Cu stima,
Tehnomedica SRL
Director Tatiana Roibu

(semnatura autorizata)
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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



MOLDOVA

CEREYIFIGART
DE INBEGISTRARE

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

Numarul de indentificare de stat - codul fiscal
1002600053256

Data inregistrarii 17.04.2002

Data eliberarii 16.02.2005

A b

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

MD 0027040




LISTA FONDATORILOR
SRL. TEHNOMEDICA

Fondator unic: Roibu Tatiana

IDNP: date cu caracter personal



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- | A2213896 din 1 2507.2022

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 09.08.2022

CHHOH HaJOTOBOM CITY>KOBI

5. Autentificarea Serviciului Fiscal de Stat / [ToxrBepxaenune I'ocynapcis
Digitally signed by lasinschi Veronica

I '? X
W[ || P
Sef DDF CENTRU Date: 2022.07.25 12:50:48 EEST I & () l
> Reason: Mokd—S%gﬁ—S%ggeamfe— % Ql‘
Functia/JlomkHOCTh emnatura/IToanucy b

Location: Moldova

Veronica IASINSCHI

Numele si prenumele/®amunst 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”// 25.07.2022 ora 11:54:54
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.


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)






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-1655881859284,
ID: 21058854 din 29.07.2022

Declaratie privind inregistrarea dispozitivelor medicale

Prin prezenta, declaram ca, dispozitivul medical si accesoriile oferite Tn cadrul licitatiei
deschise prenotate sunt Inregistrate In Registrul de Stat al Dispozitivelor Medicale al Agentiei
Medicamentului si Dispozitivelor Medicale.

Dovada inregistrarii dispozitivelor medicale se regdseste pe pagina web a Agentiei

Medicamentului si Dispozitivelor Medicale www.amdm.gov.md

Anexa: extrase din Registrul de Stat al Dispozitivelor Medicale al Agentiei

Medicamentului si Dispozitivelor Medicale

Cu respect,

Director Tatiana Roibu


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

AGENTIA MEDICAMENTULUI
51 DISPOZITIVELOR MEDICALE

@

Denumire

Declaratii de conformitate Ck
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Aesculap® ELAN 4

Surgeon’s Darlings for Precision, Performance and Pleasure.
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il Category Medicine [ Healthcare
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Aesculap® ELAN 4

Surgeon's Darlings for Precision and Performance -
Engineered in Germany.

As a surgeon, | need to do the best
job possible in order to maintain
my patients’ health and quality of
life and to save lives.

We surgeons are perfectionists
and we are under constant pressure.
That's why precision is extremely
important to us.

Both in my private life and at
work, | attach great value to
high-performance, high-precision,
reliable products that meet these
requirements and help me to
achieve my goals.

Why should | accept
compromises in the
operating theatre?




PRECISION PERFORMANCE PLEASURE




Aesculap® ELAN 4

Surgeon's Darlings for Precision.

The watch | wear is a masterpiece
of precision and each cog is a
remarkable work of art. | wear it
on my wrist all day long and it has
almost become a part of me. | can
hardly feel it but | know it's there
and is working perfectly.

That's just how | feel about the
ELAN 4. It sits perfectly in my hand
and is so well balanced that it has
become like an extended arm,
a natural part of my hand. The
ELAN 4 is precise, comfortable to
hold and it runs smoothly and
quietly.

How did they achieve
that?



System with angle gears

ELAN 4 without angle gears

INNOVATIVE RESULT: BENEFITS:
GERMAN
ENGINEERING: no couplings needed

handpieces become shorter

> New positioning of the and lighter
motor before the angle, the angle does not get hot
meaning there is no need sits comfortably in the hand : -
for an angle gear or a can be held more reliable and high-precision,
motor coupling. comfortably convenient and safe gl’ip




Aesculap® ELAN 4

Surgeon’s Darlings for Performance.

My car has to be reliable and have
enough horsepower - for me, that
goes without saying. As well as
accelerating quickly when re-
quired, it needs to cruise smoothly
on long journeys and take me to
my destination quickly and safely.
| expect exactly the same from my
motor system.

ELAN 4 sets new standards in
terms of overall performance.
Never before have | laid hand on a
system that operates so quietly
yet is so powerful.

How was this made
possible?



on/off function

DESIGN The Winner of the

VLGN iF DESIGN AWARD 2016
g08S Category Medicine / Healthcare

INNOVATIVE RESULT: BENEFITS:

GERMAN
ENGINEERING: The rotation speed is directly

transferred, resulting in
> very smooth running
> integrated motors > no loss of power
> on/off function integrated > high reliability )
into the cable or hose to > compact construction - quick, powerful and
the motor coupling no extra switch reliable work




Aesculap® ELAN 4

Surgeon's Darlings for Pleasure.

In our high-tech world, simplicity
is now a luxury - things need to be
simple to use. It's more fun when
things just work intuitively,
without the need for head-
scratching or guesswork. Just like
my smart phone. It is intuitive to
use and all of my important apps
are clearly arranged on the home
screen.

The same is true of the ELAN 4.
| can select the motor drive type
that | am used to. The systems are
straightforward and operation is
self-explanatory.

The couplings work according to
the plug and play principle and
the burrs fit every length of hand-
piece. This is what stress-free
work looks like.

This brings a smile to
my face - and | bet
I'm not the only one!



electric system

pneumatic system

INNOVATIVE RESULT: BENEFITS:

GERMAN
extremely easy to use

ENGINEERING: streamlined surgical set with The system is a joy to work

all couplings are plug and fewer components with because it is set up

play com.pat|b|e handpiece will always contain c/ear/y and simp/y.
standardised burr lengths the correct motor

and clear coding of burrs self-explanatory

Fewer components and a

all operating elements are all types and sizes of burrs are universal burr length offer
marked gold available for all handpiece lengths savings potentials.



Aesculap® ELAN 4

Surgeon’s Darlings for Precision

Engineered in Germany.
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> GA822

ELAN 4 electro
perforator driver
with Hudson
coupling

> GA849

ELAN 4 electro
craniotome and
multifunction
handpiece (2-ring)

> GA861

ELAN 4 electro
handpiece
standard
(1-ring) L4

and Performance -

> GA862

ELAN 4 electro
handpiece
standard
(1-ring) L7

> GA863

ELAN 4 electro
handpiece
standard
(1-ring) L10

J

PR

> GA864

ELAN 4 electro
handpiece
standard
(1-ring) L13
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The performance of the ELAN 4 is
impressive, particularly the way
the ELAN 4 operates quietly and
with precision while its excellent
ergonomic design means it sits com-
fortably in your hand. It is simply a plea-
sure to work with the ELAN 4.

> GA836

ELAN 4 electro
micro sagittal saw

b A

> GA837

ELAN 4 electro
micro recipro-
cating saw

> GA824

ELAN 4 electro
low speed motor
with Intra coupling

> GA808

ELAN 4 electro
foot control

> GA800

ELAN 4 electro
control unit

> GA806

ELAN 4 electro
motor cable
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Aesculap® ELAN 4

Surgeon’s Darlings for Precision and Performance -
Engineered in Germany.
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> GA722 > GA749 > GA761 > GA762 > GA763 > GA764
ELAN 4 air ELAN 4 air ELAN 4 air ELAN 4 air ELAN 4 air ELAN 4 air
perforator driver cranitotome and handpiece handpiece handpiece handpiece
with Hudson multifunction standard standard standard standard
coupling handpiece (2-ring)  (1-ring) L4 (1-ring) L7 (1-ring) L10 (1-ring) L13
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The clear and simple system
set-up is a joy to work with.
Every handpiece always
contains the correct motor,
reducing the risk of errors.

> GA702R 3m
> GA703R 5m

| ELAN 4 air wall hose

- -

- | srlllar [

8 EIY) & !4 7
> GA736 > GA737 > GA724 > GA708 > GA705R
ELAN 4 air ELAN 4 air ELAN 4 air ELAN 4 air ELAN 4 air
micro sagittal micro recipro- low speed motor foot control motor hose 3 m
saw cating saw with Intra coupling
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Aesculap® ELAN 4

Surgeon’s Darlings for Precision and Performance -

Engineered in Germany.
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> GB941R

ELAN 4 electro/air
fixed duraguard,
pediatric

]

> GB942R

ELAN 4 electro/air
fixed duraguard,
standard

> GB943R

ELAN 4 electro/air
fixed duraguard,
long

> GB945R

ELAN 4 electro/air
holding sleeve for
craniotome and
multifunction
handpiece

> GB947R

ELAN 4 electro/air
turnable duraguard,
standard
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The streamlined surgical set
and the universal burr length
reduce the inventory and
mean there is the welcome
potential for savings.

> GA3955U ® fiof

ELAN 4 electro
disposable tube set
for irrigation pump

s

5 7

Y Disposable spray nozzles for ELAN 4 electro/air ®

GA258SU
GA259SU
GA261SU
GA262SU
GA263SU
GA264SU

Disposable spray nozzle for saws

Disposable spray nozzle for cranitome attachments
Disposable spray nozzle for 1-ring handpiece L4
Disposable spray nozzle for 1-ring handpiece L7
Disposable spray nozzle for 1-ring handpiece L10
Disposable spray nozzle for 1-ring handpiece L13
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Aesculap® ELAN 4

Surgeon’s Darlings for Precision and Performance -
Engineered in Germany.
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> ELAN 4 electro ECCOS"® holder

GBO076R
GBO77R
GB082R
GBO83R
GB0O85R
GB086R
GB087R

GBO073R
GB718R
GB719R
GB720R
GBO072R

ECCOS” holder for perforator driver GA822
ECCOS” holder for low speed motor Intra GA824
ECCOS” holder for 1 handpiece

ECCOS” holder for 3 handpieces

ECCOS" holder for craniotome GA849
ECCOS® holder for micro sagital saw GA836
ECCOS” holder for reciprocating saws GA832
and GA837

ECCOS” holder for motor cable

ECCOS” holder for 12 burrs

ECCOS"” holder for 3 craniotome attachments
ECCOS” universal holder for saw blades
ECCOS® cable/hose positioning guide

AR L

Configuration example ELAN 4 air

> ELAN4 air ECCOS® holder

GBO53R
GBO56R
GBO57R
GBO62R
GBO63R
GBO65R
GBO66R
GBO67R

GB718R
GB719R
GB720R
GBO72R

ECCOS” holder for motor hose

ECCOS” holder for perforator driver GA722
ECCOS” holder for low speed motor Intra GA724
ECCOS” holder for 1 handpiece

ECCOS” holder for 3 handpieces

ECCOS” holder for craniotome GA749

ECCOS® holder for micro sagittal saw GA736
ECCOS® holder for micro reciprocating saws GA732
and GA737

ECCOS” holder for 12 burrs

ECCOS” holder for 3 craniotome attachments
ECCOS” universal holder for saw blades

ECCOS® cable/hose positioning guide
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Here in the certified central sterile supply
department, we welcome Aesculap’s sterili-

sation process and specialised knowledge in

the area of sterile processing. The ELAN 4 meets

the increasingly strict requirements and sets ‘
new standards for the sterile processing of motor
systems.

> ELAN4 electro rinsing device + accessories > ELAN4 air rinsing device + accessories
GB692R  ELAN 4 electro rinsing device GB691R  ELAN 4 air rinsing device

GB698R  ELAN 4 electro rinsing adaptor GB697R  ELAN 4 air rinsing adaptor

GB600860 ELAN 4 electro oilspray adaptor GB600850 ELAN 4 air oilspray adaptor

GB600  STERILIT® Power Systems oil spray GB600  STERILIT® Power Systems oil spray
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Aesculap® ELAN 4

Surgeon’s Darlings for Precision and Performance -

Engineered in Germany.
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Saw blades - Sagittal saw ﬁ
for GA736 and GA836

V]

> GP491R

Saw blade
S sagittal
10/13/0.3 mm

> GP492R

Saw blade
S sagittal
15/5/0.3 mm

Vil

> GP493R

Saw blade
S sagittal
20/5/0.3 mm

> GP494R

Saw blade
S sagittal
20/10/0.3 mm

Vi

> GP495R

Saw blade
S sagittal
20/15/0.3 mm

> GP496R

Saw blade
S sagittal
25/5/0.3 mm

Vi

> GP497R

Saw blade
S sagittal
25/12/0.3 mm



The ELAN 4 is produced using state- ' ﬁ ':
of-the-art manufacturing technolo-
gy in Tuttlingen, Germany, at the
Aesculap AG Innovation Factory, which
was specifically built to produce motor

and sterile container systems.

Saw blades - Reciprocating saw @

for GA737 and GA837

I |

&

> GP542R

Reciprocating
saw blade
micro

13/0.3 mm

> GP543R

Reciprocating
saw blade
micro

20/0.3 mm

Vi

> GP544R

Reciprocating
saw blade
micro

13/0.3 mm

Vil

> GP545R

Reciprocating
saw blade
micro

20/0.3 mm
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Aesculap® ELAN 4

Surgeon’s Darlings for Precision and Performance -
Engineered in Germany.
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Burrs for 1-ring handpieces

> Rosen burrs

0.6 mm 0.8 mm

Art No. GP111R* GP112R*

27 mm 2.7 mm

Art No. GP122R GP123R*

Y Rosen burrs, soft cut

3.0mm 4.0 mm

Art No. GP133R GP134R

> Twin-Cut burrs

40mm 5.0 mm

Art No. GP184R GP185R

1.0 mm

GP113R

3.0 mm

GP124R

5.0 mm

GP135R

6.0 mm

GP186R

1.0 mm

GP114R*

3.5 mm

GP125R

6.0 mm

GP136R

7.0 mm

GP187R

1.4 mm

GP115R

4.0 mm

GP126R

1.4 mm

GP116R*

4.5 mm

GP127R

1.8 mm

GP117R

5.0 mm

GP128R

1.8 mm

23 mm 2.3 mm

GP118R* GP120R GP121R*

6.0 mm

GP129R

* Burrs with longer overhang
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Burrs for 1-ring handpieces

> Diamond burrs

@ 06mm 08mm 10mm 10mm 14mm 14mm 18mm 1.8mm 23 mm 23 mm

Art No. GP141R* GP142R* GP143R GP144R* GP145R GP146R* GP147R GP148R* GP149R GP150R*

27mm 27mm 3.0mm 35mm 40mm 45mm 50mm 6.0 mm

Art No. GP151R GP152R* GP153R GP154R GP155R GP156R GP157R GP158R

> Diamond burrs, coarse

20mm 20mm 23mm 23mm 30mm 3.0mm 40mm 50mm 6.0 mm

Art No. GP161R GP162R* GP163R GP164R* GP165R GP166R* GP168R GP169R GP170R

> Diamond burrs, extra coarse

30mm 40mm 50mm 6.0mm 7.0 mm

Art No. GP173R GP174R GP175R GP176R GP177R

* Burrs with longer overhang
21
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Aesculap® ELAN 4

Surgeon’s Darlings for Precision and Performance -
Engineered in Germany.
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Burrs for 1-ring handpieces

> Neuro cutter, US-Type

1.5mm 20mm 2.5mm

Art No.

Y Neuro cutter, diamond coarse

@ 1.5mm 1.5mm 2.0mm
Art No. GP211R  GP212R* GP213R
> Barrel burrs, standard
40mm 50mm 6.0 mm
Art No. GP224R GP225R GP226R
> Cone burrs
40mm 50mm 6.0 mm
Art No. GP234R GP235R GP236R

GP201R* GP202R* GP203R*

3.0 mm

GP204R

2.0 mm

GP214R*

3.0 mm

GP205R*

25mm 25 mm

GP215R GP216R*

> Neuro cutter, Aesculap-Type

20mm 25 mm 3.0 mm

Art No. GP208R GP209R GP210R

30mm 30mm 4.0mm 4.0mm

GP217R GP218R* GP219R GP220R*

> Barrel burrs, soft cut

Art No.

40mm 50mm 6.0 mm

GP228R GP229R GP230R

> Reverse Taper burr, diamond coarse

W

Art No.

4.0 mm

GP238R

* Burrs with longer overhang
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Burrs for 1-ring handpieces

> Acorn burrs

40mm 50mm 6.0 mm

GP194R GP195R GP196R

21 mm 23 mm 23 mm

10mm 10mm 22 mm

3.0 mm
Art No. GP193R
> Lindemann
1.8 mm
Length 7 mm
Art No. GP241R

GP242R GP243R GP240R

> Pin cutter

1.0 mm

Art No. GP190R

> Tungsten carbide-
Rosen burrs

1.0 mm

20mm 30mm 4.0mm 50 mm

Art No. GP13TC

GP119TC GP124TC GP126TC GP128TC GP129TC

> Oval burrs
40mm 55 mm
Art No. GP232R  GP233R
> Twist drills
1.5mm 2.0 mm
Art No. GP188R GP189R
> Tungsten carbide-
Neuro cutter
6.0 mm 3.0 mm
Art No. GP210TC
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Aesculap® ELAN 4

Surgeon’s Darlings for Precision and Performance -
Engineered in Germany.

Burrs for 2-ring handpieces

> Rosen burrs

23mm 30mm 35mm 40mm 45mm 50mm 6.0mm 7.0mm 8.0mm

Art No. GP301R GP302R GP303R GP304R GP305R GP306R GP307R GP308R GP309R

> Diamond burrs

@ 23mm 30mm 35mm 40mm 45mm 50mm 6.0mm

Art No. GP311R GP312R GP313R GP314R GP315R GP316R GP317R

> Diamond burrs, coarse

23mm 3.0mm 40mm 50mm 6.0 mm

Art No. GP321R GP322R GP323R GP324R GP325R

> Diamond burrs, extra coarse

40mm 5.0mm 6.0 mm

Art No. GP328R GP329R GP330R

24



Burrs for 2-ring handpieces

> Neuro cutter, US-type

> Neuro cutter, Aesculap-type

20mm 25mm 3.0mm 3.0 mm 3.0 mm

Art No. GP361R GP362R GP363R GP364R* Art No. GP367R

> Neuro cutter, diamond coarse

& 3.0 mm

3.0 mm

Art No. GP370R GP371R*

> Barrel burrs, standard

> Barrel burrs, soft cut

40mm 50mm 6.0 mm 40mm 50mm 6.0mm
Art No. GP374R GP375R GP376R Art No. GP378R GP379R  GP38OR
> Cone burrs > Reverse Taper burrs, diamond coarse
40mm 50mm 6.0 mm g 40mm 6.0 mm
Art No. GP384R GP385R GP386R Art No. GP388R  GP389R

* Burrs with longer overhang
25



Aesculap® ELAN 4

Surgeon’s Darlings for Precision and Performance -
Engineered in Germany.
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Burrs for 2-ring handpieces

> Acorn burrs

5.0 mm
Art No. GP355R
> Lindemann
1.8 mm
Length 7 mm
Art No. GP391R

6.0mm 75mm 9.0 mm

GP356R GP357R GP358R

21 mm 23 mm 23 mm

10 mm 10 mm 22 mm

GP392R GP393R GP397R

> Craniotome cutter, spiral type

Length o

Art No. GP341R

> Twin-Cut burrs

5.0 mm

Art No. GP335R

GP342R GP343R

6.0mm 7.0mm 8.0 mm

> Oval burr
4.0 mm
Art No. GP382R

> Pin cutter
1.0 mm
Art No. GP350R

> Craniotome cutter, straight type

Length

Art No.

9.0 mm

GP336R GP337R GP338R GP339R

GP351R GP352R GP353R

> Diamond disc ®

Art No.

25 mm

GP398SU
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Burrs for 2-ring handpieces

1.5mm 2.0 mm

GP348R GP349R

> Twist drills (cutting depth 4 mm - for pilot holes) > Twist drills
1.0mm 1T.1mm 12mm 1.5mm
Art No. GP344R GP345R GP346R GP347R Art No.
> Tungsten carbide-
Rosen burr
23mm 3.0mm 40mm 50mm 6.0mm 70mm 8.0mm
Art No. GP301TC GP302TC GP304TC GP306TC GP307TC GP308TC GP309TC

> Tungsten carbide-
Neuro cutter

3.0 mm

Art No. GP367TC

> Tungsten carbide-
Taper burr

1.2 mm

1.6 mm

Art No.

GP395TC GP396TC

> Tungsten carbide-
Side cutter ®

3.0 mm

Art No.

GP399TC-SU
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Aesculap®

Surgeon’s Darlings for Precision and Performance -
Engineered in Germany.

Order information

> ELAN 4 electro

GA800 ELAN 4 electro control unit

GA806 ELAN 4 electro motor cable

GA808 ELAN 4 electro foot control

GA822 ELAN 4 electro perforator driver with Hudson coupling
GA849 szf\rli\:g)electro craniotome and multifunction handpiece
GA861 ELAN 4 electro handpiece standard (1-ring) L4
GA862 ELAN 4 electro handpiece standard (1-ring) L7

GA863 ELAN 4 electro handpiece standard (1-ring) L10
GA864 ELAN 4 electro handpiece standard (1-ring) L13
GA836 ELAN 4 electro micro sagittal saw

GA837 ELAN 4 electro micro reciprocating saw

GA824 ELAN 4 electro low speed motor with Intra coupling

> ELAN 4 air

GA702R ELAN 4 air wall hose 3 m

GA703R ELAN 4 air wall hose 5 m

GA705R ELAN 4 air motor hose 3 m

GA708 ELAN 4 air foot control

GA710R ELAN 4 air wall-adaptor Aesculap-Draeger

GA712R ELAN 4 air wall-adaptor Schrader with diffusor

GA713R

GA715R

GA722

GA749

GA761

GA762

GA763

GA764

GA736

GA737

GA724

ELAN 4 air wall-adaptor DIN with diffusor

ELAN 4 air wall-adaptor Synthes

ELAN 4 air perforator driver with Hudson coupling

ELAN 4 air cranitotome and multifunction handpiece (2-ring)

ELAN 4 air handpiece standard (1-ring) L4

ELAN 4 air handpiece standard (1-ring) L7

ELAN 4 air handpiece standard (1-ring) L10

ELAN 4 air handpiece standard (1-ring) L13

ELAN 4 air micro sagittal saw

ELAN 4 air micro reciprocating saw

ELAN 4 air low speed motor with Intra coupling

> Attachments for craniotome and multifunction

handpiece
GB941R ELAN 4 fixed duraguard, pediatric
GB942R ELAN 4 fixed duraguard, standard
GB943R ELAN 4 fixed duraguard, long
GB945R ELAN 4 holding sleeve
GB947R ELAN 4 turnable duraguard, standard



Aesculap®

Surgeon’s Darlings for Precision and Performance -
Engineered in Germany.

Order information

> Accessories for automated irrigation

GA395SU

GA258SU

GA259SU

GA261SU

GA262SU

GA263SU

GA264SU

ELAN 4 electro disposable tube set for irrigation pump

ELAN 4 disposable spray nozzle for saws

ELAN 4 disposable spray nozzle for cranitome attachments

ELAN 4 disposable spray nozzle for 1-ring handpiece L4

ELAN 4 disposable spray nozzle for 1-ring handpiece L7

ELAN 4 disposable spray nozzle for 1-ring handpiece L10

ELAN 4 disposable spray nozzle for 1-ring handpiece L13

> Reprocessing

GBO53R

GBO56R

GBO57R

GB062R

GBO63R

GBO65R

GBO66R

GBO67R

GBO73R

GB0O76R

GB0O77R

ELAN 4 air ECCOS® holder for motor hose

ELAN 4 air ECCOS® holder for perforator driver GA722

ELAN 4 air ECCOS® holder for low speed motor Intra GA724

ELAN 4 air ECCOS® holder for 1 handpiece

ELAN 4 air ECCOS® holder for 3 handpieces

ELAN 4 air ECCOS® holder for craniotome GA749

ELAN 4 air ECCOS® holder for micro sagittal saw GA736

ELAN 4 air ECCOS® holder for reciprocating saws GA732
and GA737

ELAN 4 electro ECCOS® holder for motor cable

ELAN 4 electro ECCOS® holder for perforator driver GA822

ELAN 4 electro ECCOS® holder for low speed motor Intra GA824

GB082R

GB083R

GB0O85R

GBO86R

GB0O87R

GB718R

GB719R

GB720R

GBO72R

GB691R

GB692R

GB697R

GB698R

GB600

GB600850

GB600860

ELAN 4 electro ECCOS® holder for 1 handpiece

ELAN 4 electro ECCOS® holder for 3 handpieces

ELAN 4 electro ECCOS® holder for craniotome GA849

ELAN 4 electro ECCOS® holder for micro sagital saw GA836

ELAN 4 electro ECCOS® holder for reciprocating saws GA832
and GA837

ELAN 4 ECCOS® holder for 12 burrs

ELAN 4 ECCOS® holder for 3 craniotome attachments

ECCOS® universal holder for saw blades

ECCOS® cable/hose positioning guide

ELAN 4 air rinsing device

ELAN 4 electro rinsing device

ELAN 4 air rinsing adaptor

ELAN 4 electro rinsing adaptor

STERILIT® Power Sytems oil spray

ELAN 4 air oil spray adaptor

ELAN 4 electro oil spray adaptor
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Project Overview

10 GA800 (GA800) 1
ELAN 4 electro control unit

Customer Reference: 1

20 TE730 (TE730) 1
Power cord Europe; black

R

Customer Reference: 2

30 GA808 (GA808) 1
ELAN 4 electro foot control

Customer Reference: 3

40 GA806 (GA806) 1
ELAN 4 electro motor cable

Customer Reference: 4
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Project Overview

50 GB0O73R

(GBO73R)

ECCOS fixation for ELAN 4 motor cable

Customer Reference: 5

60 GA862

(GA862)

ELAN 4 electro 1-ring handpiece L7

Customer Reference: 6

70 GA864

(GA864)

ELAN 4 electro 1-ring handpiece L13

Customer Reference: 7

80 GBO83R

(GBO83R)

ECCOS fixation for 3 ELAN 4 electro handpieces

\

e B

=

| ASCAY

-
~ -l

Customer Reference: 8

90 GA849

(GA849)

ELAN 4 electro craniotome and multifunction handpiece

Customer Reference: 9

r
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Project Overview

100 GB0O85R

(GBO85R)

ECCOS fixation for ELAN 4 electro craniotome and multifunction
handpiece

o BT e [T —

Customer Reference: 10

110 GB942R

(GB942R)
ELAN 4 dura guard standard

Customer Reference: 11

120 GB719R

(GB719R)
ECCOS fixation for 3 ELAN 4 craniotome attachments

Customer Reference: 12

130 GB945R

(GB945R)
ELAN 4 holding sleeve

SE Sy
TR T TN TR T

Customer Reference: 13

140 GP342R

(GP342R)
ELAN 4 2-RING CRANIOTOME CUTTER STANDARD

=== =

Customer Reference: 14

10
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Project Overview

150 GA822 (GA822) 1
ELAN 4 electro perforator driver

P ' ELAN 4 clectro

Customer Reference: 15

160 GB076R (GB0O76R) 1
ECCOS fixation for ELAN 4 electro perforator driver

T

Customer Reference: 16

170 GB302R (GB302R) 1
Cranial perforator

Customer Reference: 17

180 GB304R (GB304R) 1
Cranial perforator

Customer Reference: 18
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Project Overview

(GB572R)
Eccos Fixation

190 GB572R

-

Customer Reference: 19

200 GP124R

(GP124R)
ELAN 4 1-RING ROSEN BURR D3.0

&

Customer Reference: 20

210 GP126R

(GP126R)
ELAN 4 1-RING ROSEN BURR D4.0

Customer Reference: 21

220 GP128R

(GP128R)
ELAN 4 1-RING ROSEN BURR D5.0

Customer Reference: 22

230 GP129R

(GP129R)
ELAN 4 1-RING ROSEN BURR D6.0

Customer Reference: 23

Page
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Project Overview

240 GP121R

(GP121R)
ELAN 4 1-RING ROSEN BURR+ D2.3

N

Sam

Customer Reference: 24

250 GP152R

(GP152R)
ELAN 4 1-RING DIAMOND BURR+ D2.7

Customer Reference: 25

260 GP153R

(GP153R)
ELAN 4 1-RING DIAMOND BURR D3.0

Customer Reference: 26

270 GP155R

(GP155R)
ELAN 4 1-RING DIAMOND BURR D4.0

Customer Reference: 27

280 GP157R

(GP157R)
ELAN 4 1-RING DIAMOND BURR D5.0

Customer Reference: 28

290 GP158R

(GP158R)
ELAN 4 1-RING DIAMOND BURR D6.0

Customer Reference: 29

Page
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Project Overview

300 GP149R

(GP149R)
ELAN 4 1-RING DIAMOND BURR D2.3

Customer Reference: 30

310 GP118R

(GP118R)
ELAN 4 1-RING ROSEN BURR+ D1.8

&—

Customer Reference: 31

320 GP189R

(GP189R)
ELAN 4 1-RING TWIST DRILL D2.0

e 1 |

Customer Reference: 32

330 GP202R

(GP202R)
ELAN 4 1-RING NEURO CUTTER+ SOFT D2.0

=

Customer Reference: 33

340 GP203R

(GP203R)
ELAN 4 1-RING NEURO CUTTER+ SOFT D2.5

I

Customer Reference: 34

350 GB718R

(GB718R)
ECCOS fixation for 12 ELAN 4 burrs

Customer Reference: 35

Page
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Project Overview

360 GB698R (GB698R)
Rinsing adapter for ELAN 4 electro applied parts
Customer Reference: 36
370 GB600 (GB600) 6

Sterilit Power Systems

Customer Reference: 37

380 GB600860

(GB600860) 1
ELAN 4 ELECTRO OIL SPRAY-ADAPTER

-

Customer Reference: 38

Page 8/ 10



Project Overview

390 JK442 (JK442) 1

Bottom, without base perforation, Standard 1/1, outer length: 592
mm, outer width: 274 mm, outer heigth: 135 mm, inner length: 544
mm, inner width: 258 mm, inner heigth: 120 mm

Customer Reference: 39

400 JF221R (JF221R) 1
Perforated basket, Standard 1/1, 540 x 253 x 36 mm, with feet

Customer Reference: 40

410 JK489 (JK489) 1

Inner Lid, basis, Standard 1/1, silver, outer length: 582 mm, outer
width: 291 mm, outer heigth: 36 mm

—

Customer Reference: 41

420 JG785B (JG785B) 2

Accessories Container, identification label, standard, aluminium,
red, outer length: 56 mm, outer width: 18 mm

Customer Reference: 42

Page 9/ 10



Project Overview

430 JK090 (JK090) 1
Reusable Filter, package of 10 pieces, diam. 190 mm

Customer Reference: 43

440 JG744 (JG744) 1
Indicator Label, package of 1000 pieces, outer length: 80 mm

STER. DAT,
STER. DATE

STER.NR
STER. NO. E :
NAME =
( VERFALL, DAT, D x
EXP. DATE £
8

L AESCULAP

EN IS0 11140-1 type 1

=
oy
~
9]
g

Customer Reference: 44
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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-1655881859284,
ID: 21058854 din 29.07.2022

Declaratie privind instalarea si instruirea personalului

Prin prezenta, declardim ca vom asigura instalarea dispozitivului oferit si instruirea

personalului privind utilizarea utilajului la sediul beneficiarului.

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 Sanéatate

In atentia Grupului de lucru

al Licitatiei Deschise nr.ocds-b3wdp1-MD-1655881859284,
ID: 21058854 din 29.07.2022

Declaratie privind termenul de garantie

Prin prezenta, declaram ca termenul de garantie pentru dispozitivul livrat si instalat va
constitui 24 luni. Conditiile de valabilitate a garantiei emise de producator sunt descrise In

scrisoarea anexata la prezenta declaratie.

Cu respect,

Director Tatiana Roibu


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

B/ BRAUN

Aesculap AG
Global Marketing & Sales

Postfach 40
78501 Tuttlingen

Contact: Alexandra Samara
To whom it may concern Fon: +49 7461 95-2450
Fax: +49 7461 95-
Email: alexandra.samara@aesculap.de
Internet: http://www.bbraun.com
Date: March 28, 2022

Quality standards and warranty for AESCULAP products

Dear Sirs,

In the following, we would like to explain some of the points that make our AESCULAP products the
quality products that they are. Since 1867, our trademark symbol, the AESCULAP crowned serpent
staff, represents attributes such as quality, functionality, safety, reliability, durability and economy.
All our quality products “Made by Aesculap” carry this symbol. An AESCULAP quality product in
your hands is, therefore, a contribution to success and quality for the benefit of the patient — because
we do not want any compromises when it comes to our health.

MATERIAL

The material used for our instruments complies with the steel qualities recommended in DIN, ISO
and ASTM standards. However, we fulfill even higher requirements, as they are defined in these
standards, by our own delimitation of the analysis values and the permissible structural states. By
doing this, we improve the characteristics and the corrosion resistance of our instruments.

In our material testing laboratory, equipped with state of the art testing equipment (emission
spectrometer for chemical analysis, scanning electron microscope, etc.), we test and monitor the
material we receive.

PATTERN CONSISTENCY

The raw parts for our surgical instruments are manufactured in our own forge, by using tools we
have designed and produced in accordance with our own special construction guidelines.

During manufacturing, the production stages of our instruments are monitored by using
measurement check sheets, factory samples and internal quality guidelines.

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

Prof. Dr. Heinz-Walter GroBe Dr. Joachim Schulz Register Court: Stuttgart HRB 726261 Deutsche Bank AG Tuttlingen Aesculap AG
(Chairman) VAT reg. no. DEB12160059 BLZ 653 700 75 Konto 21 22 00000  Am Aesculap-Platz
Or. Jens von Lackum IBAN DE44 6537 0075 0212 200000 78532 Tuttlingen
(Deputy Chairman) WEEE-Reg.-No. DE 65109852 SWIFT / BIC DEUTDESSE53 Germany
Dr. Katrin Sternberg Baden-Wiirttembergische Bank

BLZ 600 501 01 Konto 487 1905
IBAN DE31 6005 0101 0004 8718 05
SWIFT / BIC SOLADEST
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Page 2 to the letter of March 28, 2022 to

These measures and an internal quality standard applying only to our AESCULAP instruments allow
us to produce instruments within even tighter tolerances than those defined by the relevant industry
standards. As a consequence we can enable an excellent pattern consistency.

MANUFACTURING

In our manufacturing, we only use state of the art machines and equipment. Qualified skilled
workers, which are factory-trained, enable a precise and professional production.

The computer controlled thermal treatment in our modern vacuum hardening units and random
checks conducted on the hardening results, are leading to enhanced mechanical characteristics
and corrosion resistance for our instruments.

CHECKS

For us, the quality control already begins with the decision of the material to be used and is
continued in the check of the supplied material, the testing of the unmachined parts, as well as in
the various checks during and after important stages of the production process, right up to the
extensive final inspection of the finished product.

QUALITY

The quality of all AESCULAP products is enabled by our quality assurance system, which fulfills the
requirements of the world wide valid quality management standards DIN EN ISO 9001, DIN EN
46001, DIN EN I1SO 13485 and the Medical Devices Directive 93/42/EEC of the Council of 14 June
1993. This quality management system is described in an AESCULAP quality manual and
procedures which are certified by an independent certification organisation accredited/notified. This
certification allows us to label our products with the CE-Mark.

WARRANTY
We warrant that every AESCULAP product that leaves the factory, is free from any defects in
material and workmanship.

This warranty will be valid for the period of 24 months, starting on the day of the original delivery,
defined by the date of the invoice.

The prerequisite for this is a professional use, reprocessing, care and sterilisation of the products.
Please refer to the recommendations of the working team “Proper Maintenance of Instruments” and
the IFU.
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Page 3 to the letter of March 28, 2022 to

Excluded from this warranty are:

- Damage due to overstressing or droppage
- Improper usage which is not according to the product’s intended use

- Damage due to corrosion by chemicals. For instance, physiologic saline
solution.

- Improper handling, cleaning and care during disposal and reprocessing,
such as

- unsuitable disinfectant and cleaning agents,
- unsuitable cleaning methods,

- unsuitable care additives

- unsuitable storage in the tray

- Normal wear and tear

- Inadequate sterilisation conditions,
e.g. insufficient quality of the sterilising steam.

- Disassembling, repair or modification by a customer or third party

- Malfunctions due to an exceeding of the recommended maintenance
interval (e.g. wear of ball bearings etc.)

- usage with defective accessories or components which are not certified by
AESCULAP

With kind regards,

Aesculap AG
(IR
LG [ i,V
|~ | JAESCULAP fe
T\ Y - J ‘u’t’ TF’C’ \-:{LF \A

“Reinhard Fro fi’acps'mo“ Lena Burghart
Director Global Sa Senior Business Development Manager Global Sales
Mid-Sized Countries Europe Mid-Sized Countries Europe



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-1655881859284,
ID: 21058854 din 29.07.2022

Declaratie privind perioada de reactie

Prin prezenta, declaram ca, in cazul aparitiei defectiunilor tehnice, perioada de reactie va

fi mai putin de jumatate de ora la telefon si 24 ore sau mai putin la sediul beneficiarului.

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 Sanéatate

In atentia Grupului de lucru
al Licitatiei Deschise nr.ocds-b3wdp1-MD-1655881859284,
ID: 21058854 din 29.07.2022

Declaratie privind anul de producere
si prezentarea suplimentara a parametrilor tehnici

Prin prezenta, declaram ca, anul de producere a dispozitivului medical oferit nu este mai
vechi de anul 2021. Documente detaliate privind parametrii tehnici vor fi prezentate la solicitarea
grupului de lucru, conform declaratiilor semnate in textul DUAE, dat fiind volumul acestora

considerabil, ce nu poate fi plasat pe platforma electronica.

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 Sanéatate

In atentia Grupului de lucru

al Licitatiei Deschise nr.ocds-b3wdp1-MD-1655881859284,
ID: 21058854 din 29.07.2022

Declaratie

Prin prezenta, declaram ca, in perioada garantiei, vom asigura organizarea inspectiilor
planificate/intretinere profilacticd conform unui grafic prestabilit si mentenanta dispozitivului

medical. Cu titlu informativ, dispozitivul medical oferit se autocalibreaza.

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 Sanéatate

In atentia Grupului de lucru
al Licitatiei Deschise nr.ocds-b3wdp1-MD-1655881859284,
ID: 21058854 din 29.07.2022

Prin prezenta, Va informam ca, dispozitivul medical oferit, conform codului vamal
atribuit, nu se regaseste in Lista echipamentelor electrice si electronice indicate iIn Anexa 1B din
HG nr. 212/2018 pentru aprobarea Regulamentului privind DEEE. Astfel, inregistrarea in lista
producatorilor nu se impune in cazul livrarii si plasarii pe piata a dispozitivului mentionat.

Totodata, mentiondm ca aspectul dat a fost consultat cu specialistii din cadrul sistemului
colectiv de gestionare a deseurilor de EEE, asociatia patronala ,,Moldcontrol”, care au confirmat
ca eventuala livrare a dispozitivului in cauza nu se supune prevederilor regulamentului mentionat

supra.

Cu respect,

Director Tatiana Roibu
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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-1655881859284,
ID: 21058854 din 29.07.2022

Declaratie privind inregistrarea dispozitivelor medicale

Prin prezenta, declaram ca, dispozitivul medical si accesoriile oferite Tn cadrul licitatiei
deschise prenotate sunt Inregistrate In Registrul de Stat al Dispozitivelor Medicale al Agentiei
Medicamentului si Dispozitivelor Medicale.

Dovada inregistrarii dispozitivelor medicale se regdseste pe pagina web a Agentiei

Medicamentului si Dispozitivelor Medicale www.amdm.gov.md

Anexa: extrase din Registrul de Stat al Dispozitivelor Medicale al Agentiei

Medicamentului si Dispozitivelor Medicale

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
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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
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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
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ZERTIFIKAT ¢ CERTIFICATE ¢

! TUV'SUD
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(( DAKKS
£ Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 010066 0435 Rev. 00

Product Service

Holder of Certificate: £AESCULAP AG
Am Aesculap-Platz
78532 Tuttlingen
GERMANY

Certification Mark:

scope of Certificate: Design and development, production,
technical service and distribution of implants,
instruments, instrument management systems,
containers, devices, tissue adhesives

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned above

has established and is maintaining a quality management system, which meets the requirements of the
listed standard(s). See also notes overleaf.

Report No.: 713175266
Valid from: 2020-06-01
Valid until: 2023-05-31

COn

Date, 2020-05-27 Christoph Dicks
Head of Certification/Notified Body

Page 1 of 2
TUV SUD Product Service GmbH - Certification Body - Ridlerstrae 65 + 80339 Munich » Germany ‘|UV®
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ZERTIFIKAT ¢ CERTIFICATE

« DAle(eﬁsche

Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 010066 0435 Rev. 00

Product Service

i . EN ISO 13485:2016
Applled Standard(s)' Medical devices - Quality management systems -
Requirements for regulatory purposes
(1SO 13485:2016)
DIN EN ISO 13485:2016

ilitv(i . AESCULAP AG
Facll tY( es) Am Aesculap-Platz, 78532 Tuttlingen, GERMANY

AESCULAP AG
Carl-Braun-Str. 1, 34212 Melsungen, GERMANY

e Surgical and dental instruments

e Joint implants (hip, knee)

¢ Spinal implants

e Implants for osteosynthesis

e Neurosurgical vascular implants

* Products for ligature

o Motor systems

» Sterilization containers and accessories
¢ High frequency surgery devices

¢ Endoscopie systems

¢ Navigation systems

¢ Surgical suction pumps

¢ Implants for replacement of connective tissue
¢ Tissue adhesives

¢ Vascular prostheses and accessories

¢ Local haemostatics

¢ Other surgical accessories

¢ Collagen implants

Page 2 of 2
TOV SUD Product Service GmbH - Certification Body * RidlerstraRe 65 « 80339 Munich Germany Tl'JV®



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
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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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