QW@% < mﬂ A %@% @@Vy S @@@@ %‘@@&@W
24 O A O\ A.‘" Atm AN e NS\ AN 1 JIEP
& S\ ! @A@ -

Fiv

REPUBLICA MOLDOVA

- Societatea cu  Raspundere Limitati

"ENDO-CHIRURGIE"

ESTE N&GIQTMTA LA CAMFRA I\'REGI RARII D}: STAT

Numarul de identificare de stat - codul fiscal

1009600033242
Data inregistrarii 24'02:2__90;9_4;; T,
Data elibersrii 24.09.2009

Jimbei Mihai, registrator

3 Funct/a ‘numele, prenumele persoanei
care a eliberat certificatul
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I.P. "AGENTIA SERVICII PUBLICE"
Departamentul inregistrare si licentiere a unitatilor de
drept

Extras
din Registrul de stat al persoanelor juridice
nr. 131049 din 29.02.2024

Denumirea completa: Societatea cu Raspundere Limitata "ENDO-CHIRURGIE"
Denumirea prescurtata: "ENDO-CHIRURGIE" S.R.L.

Forma juridica de organizare: Societate cu raspundere limitata

Numarul de identificare de stat si codul fiscal: 1009600033242

Data inregistrarii de stat: 24.09.2009

Sediu: MD-2021, strada Drumul Viilor 30/2, ap. 54, mun. Chisinau, Republica Moldova

Genurile de activitate:
1. Acordarea asistentei medicale de catre institutiile medico-sanitare private;
2. Activitatea farmaceutica;
3. Importul, fabricarea, comercializarea, asistenta tehnica si (sau) reparatia dispozitivelor
medicale si (sau) a opticii;
4. Comertul cu amanuntul al articolelor medicale si ortopedice;
5. Comertul cu amanuntul al produselor cosmetice si de parfumerie, articolelor de toaleta;
6. Alte activitati de asistenta medicala;
7. Activitati de intretinere corporala;
8. Activitati de consultare pentru afaceri si management;
9. Activitati de cercetare a pietei si de sondaj al opiniei publice;
10. Importul si (sau) fabricarea, depozitarea, comercializarea angro a substantelor si
materialelor chimice, toxice, articolelor si produselor chimice de menaj;
11. Importul si (sau) depozitarea, comercializarea produselor de uz fitosanitar si (sau) a
fertilizantilor;
Capitalul social: 1132300 Lei
Administrator: GHEREG VICTOR
Asociati:
1. GHEREG VICTOR, partea sociala 1132300 Lei, ce constituie 100%
Beneficiari efectivi: GHEREG VICTOR

Prezentul extras este eliberat in temeiul art. 34 al Legii nr.220/2007 privind Tnregistrarea de stat a
persoanelor juridice si a intreprinzatorilor individuali si confirma datele din Registrul de stat la data
de 29.02.2024

Specialist coordonator
Victoria Burcovschi
tel. 022-207862

Acest document poate contine date cu caracter personal

Extras din Registrul de stat al persoanelor juridice nr. 131049 din 29.02.2024

Document semnat electronic in conformitate cu Legea nr. 91 din 29.05.2014. Verificarea semnaturii
poate fi realizatd la adresa: https://msign.gov.md.
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Nr: CIF-16423.2022
Data: 21.11.2022
CERTIFICAT
PRIVIND EXISTENTA CONTURILOR CURENTE

Prin prezentul, OTP Bank S.A., codul bancii (BIC): MOBBMD22,confirma ca compania ENDO-CHIRURGIE
SRL, cod fiscal (IDNO) 1009600033242, detine urmatoarele conturi curente la OTP Bank S.A., Sucursala
Corporativa:

Tip cont Cod IBAN Valuta contului
Cont curent MD53MO2224ASV56624407100 MDL
Cont curent MD80MO2224ASV56624837100 EUR
Cont curent MD88M02224ASV56624677100 usD

Certificatul este emis Tn baza cererii clientului.

Cu respect,

Cornelia Rotari LS.

Director Sucursala Corporativa

Ex: Eugeniu Dilan

Tel; 0(22)812-491

OTP Bank | Confidential

OTP Bank LTC nficé@nti%I . B
OTP Bank S.A. « Capital Social: 100 000 000 MDL « Numar de inregistrare de stat - 1002600006089

bd. Stefan cel Mare si Sfint 81A « MD-2012 Chisindu, Moldova. telefon: +373 22 256 456 . e-mail: info@mebiasbanca.md . www.mobiasbanca.md
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GUVERNUL
REPUBLICII
MOLDOVA

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

SERVICIUL FISCAL DE STAT

CERTIFICAT

privind lipsa sau existenta restantelor fata de bugetul public national

Nr 1536242 Din - 94.10.2024 15:36
Ne or

DATE DESPRE CONTRIBUABIL / IHOOPMALA O HANOTOMNATENbLUMKE

Codul fiscal / Numarul de identificare
durckanbHbI Ko / VAeHTUdUKALMOHHBIA HOMep

1009600033242

Denumirea
HanmeHoBaHve

Societatea cu Raspundere Limitatd ENDO-CHIRURGIE

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

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

0 MDL

VALABIL PANA LA / OEVICTBUTENEH OO 19.10.2024 15:36

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

Generat si semnat de Portalul Guvernamental al Cetateanului si al Unitatilor de Drept la 04.10.2024 15:36

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

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


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

Data prezentarii 29.05.2024 21:02:01

SITUATIILE FINANCIARE
pentru perioada 01.01.2023 - 31.12.2023

Entitatea: ENDO-CHIRURGIE S.R.L.
Cod CUIIO: 40649012
Cod IDNO: 1009600033242

Sediul:

MD:

Raionul(municipiul): 102, DDF CENTRU
Cod CUATM: 0130, SEC.CENTRU
Strada: Drumul Viilor nr.30 bl.2 of.54

Activitatea principala: G4646, Comert cu ridicata al produselor farmaceutice

Forma de proprietate: 15, Proprietatea privata

Forma organizatorico-juridica: 530, Societdti cu rdspundere limitatd

Date de contact:

Telefon: 137379268662
WEB:

E-mail: vghereg@gmail.com

Numele si coordonatele al contabilului-sef: DIl (dna) Zalilova Victoria Tel. 079268662

Numarul mediu al salariatilor in perioada de gestiune: 10 persoane.

Persoanele responsabile de semnarea situatiilor financiare* Ghereg_Victor

Anexe la SNC

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

Unitatea de masura: leu

BILANTUL
Anexa 1
la31.12.2023
Sold la
Nr. cpt. Indicatori Cod rd. inceputul perioadei | Sfirsitul perioadei de
de gestiune gestiune
1 2 3 5
ACTIV
A. ACTIVE IMOBILIZATE
I. Imobilizari necorporale
1. Imobilizari necorporale in curs de executie 010
2. Imobilizari necorporale in exploatare, total 020 1 1
din care:
021
2.1. concesiuni, licente si marci
2.2. drepturi de autor si titluri de protectie 022

2.3. programe informatice 023



2.4. alte imobilizdri necorporale 024 1 1
3. Fond comercial 030
4. Avansuri acordate pentru imobilizari necorporale 040
Total imobilizari necorporale 050 1 1
(rd.010 + rd.020 + rd.030 + rd.040)
I1. Imobilizari corporale
1. Imobilizari corporale in curs de executie 060
2. Terenuri 070
3. Mijloace fixe, total 080 408148 333537
din care:
081
3.1. cladiri
3.2. constructii speciale 082
3.3. masini, utilaje si instalatii tehnice 083 13300 11084
3.4. mijloace de transport 084 334752 278175
3.5. inventar si mobilier 085 37311 25831
3.6. alte mijloace fixe 086 22785 18447
4. Resurse minerale 090
5. Active biologice imobilizate 100
6. Investitii imobiliare 110 1436235 1394605
7. Avansuri acordate pentru imobilizari corporale 120
Total imobilizari corporale
(rd.060 + rd.070 + rd.080 + rd.090 + rd.100 + 130 1844383 1728142
rd.110 + rd.120)
III1. Investitii financiare pe termen lung
1. questitii financiare pe termen lung in parti 140 55833 55833
neafiliate
2. Investitii financiare pe termen lung in parti 150
afiliate, total
din care:
S S ) I 151
2.1. actiuni si cote de participatie detinute in partile
afiliate
2.2 imprumuturi acordate partilor afiliate 152
2.3 imprumuturi acordate aferente intereselor de 153
participare
2.4 alte investitii financiare 154
Total investitii financiare pe termen lung
160 55833 55833
(rd.140 + rd.150)
IV. Creante pe termen lung si alte active
imobilizate
1. Creante comerciale pe termen lung 170
2. Creante ale partilor afiliate pe termen lung 180
inclusiv: creante aferente intereselor de participare 181
3. Alte creante pe termen lung 190




4. Cheltuieli anticipate pe termen lung
5. Alte active imobilizate

Total creante pe termen lung si alte active
imobilizate
(rd.170 + rd.180 + rd.190 + rd.200 + rd.210)

TOTAL ACTIVE IMOBILIZATE
(rd.050 + rd.130 + rd.160 + rd.220)

ACTIVE CIRCULANTE
I. Stocuri

1. Materiale si obiecte de mica valoare si scurta
durata

2. Active biologice circulante

3. Productia in curs de executie

4, Produse si marfuri

5. Avansuri acordate pentru stocuri

Total stocuri
(rd.240 + rd.250 + rd.260 + rd.270 + rd.280)

I1. Creante curente si alte active circulante

1. Creante comerciale curente

2. Creante ale partilor afiliate curente

inclusiv: creante aferente intereselor de participare
3. Creante ale bugetului

4. Creantele ale personalului

5. Alte creante curente

6. Cheltuieli anticipate curente

7. Alte active circulante

Total creante curente si alte active circulante
(rd.300 + rd.310 + rd.320 + rd.330 + rd.340 +
rd.350 + rd.360)

II1. Investitii financiare curente

1. Investitii financiare curente in parti neafiliate

2. Investitii financiare curente in parti afiliate, total

din care:

2.1. actiuni si cote de participatie detinute in partile
afiliate

2.2. imprumuturi acordate partilor afiliate

2.3. imprumuturi acordate aferente intereselor de
participare

2.4. alte investitii financiare in parti afiliate

Total investitii financiare curente
(rd.380 + rd.390)

IV. Numerar si documente banesti

TOTAL ACTIVE CIRCULANTE
(rd.290 + rd.370 + rd.400 + rd.410)

200
210

220

230

240

250
260
270

280

290

300
310
311
320
330
340

350
360

370

380

390

391

392

393

394

400

410

420

1900217

95330

8825203

2369036

11289569

7523496

351195
541087

61979

17091

8494848

94500

94500

960001

20838918

1783976

88208

6810853

1538219

8437280

8044821

694195
121610
84123

21183

8965932

94500

94500

600126

18097838



TOTAL ACTIVE

(rd.230 + rd.420) 430 22739135 19881814
PASIV
CAPITAL PROPRIU
I. Capital social si neinregistrat
1. Capital social 440 1132300 1132300
2. Capital nevarsat 450
3. Capital neinregistrat 460
4. Capital retras 470
5. Pat_rimoniul primit de la stat cu drept de 480
proprietate
Fotal capital social s neinregietat ey |40
II. Prime de capital 500
II1. Rezerve
1. Capital de rezerva 510
2. Rezerve statutare 520 150000 150000
3. Alte rezerve 530
o e+ 1530
IV. Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 550
ihilrgsfligtré\gggs;tizat (pierdere neacoperitd) al 560 10807209 9210983
3. PI?Ofit net (pierdere netd) al perioadei de 570 2559588
gestiune
4. Profit utilizat al perioadei de gestiune 580
(re-350 + 4,580 + 70,670 + rd.580) 590 10807209 11770571
V. Rezerve din reevaluare 600
VI. Alte elemente de capital propriu 610
TOTAL CAPITAL PROPRIU
(rd.490 + rd.500 + rd.540 + rd.590 + rd.600 + 620 12089509 13052871
rd.610)
DATORII PE TERMEN LUNG
1. Credite bancare pe termen lung 630
2. imprumuturi pe termen lung 640 2940000 2620000
din care:
641
2.1. imprumuturi din emisiunea de obligatiuni
inclusiv: imprumuturi din emisiunea de obligatiuni 642
convertibile
2.2. alte imprumuturi pe termen lung 643 2940000 2620000
3. Datorii comerciale pe termen lung 650




4. Datorii fata de partile afiliate pe termen lung
inclusiv: datorii aferente intereselor de participare
5. Avansuri primite pe termen lung

6. Venituri anticipate pe termen lung

7. Alte datorii pe termen lung

TOTAL DATORII PE TERMEN LUNG

(rd.630 + rd.640 + rd.650 + rd.660 + rd.670 +
rd.680 + rd.690)

DATORII CURENTE

1. Credite bancare pe termen scurt

2. Imprumuturi pe termen scurt, total

din care:
2.1. imprumuturi din emisiunea de obligatiuni

inclusiv: Tmprumuturi din emisiunea de obligatiuni
convertibile

2.2. alte imprumuturi pe termen scurt

3. Datorii comerciale curente

4. Datorii fata de partile afiliate curente
inclusiv: datorii aferente intereselor de participare
5. Avansuri primite curente

6. Datorii fatd de personal

7. Datorii privind asigurarile sociale si medicale
8. Datorii fatd de buget

9. Datorii fata de proprietari

10. Venituri anticipate curente

11. Alte datorii curente

TOTAL DATORII CURENTE

(rd.710 + rd.720 + rd.730 + rd.740 + rd.750 +
rd.760 + rd.770 + rd.780 + rd.790 + rd.800 +
rd.810)

PROVIZIOANE
1. Provizioane pentru beneficiile angajatilor

2. Provizioane pentru garantii acordate
cumparatorilor/clientilor

3. Provizioane pentru impozite
4. Alte provizioane

TOTAL PROVIZIOANE
(rd.830 + rd.840 + rd.850 + rd.860)

TOTAL PASIVE
(rd.620 + rd.700 + rd.820 + rd.870)

660
661
670
680
690

700

710
720

721

722

723
730
740
741
750
760
770
780
790
800
810

820

830

840

850
860

870

880

2940000

3421119
1838323

1838323
1009058

1351374

2472

47699

20272

19309

7709626

22739135

SITUATIA DE PROFIT SI PIERDERE

de la 01.01.2023 pinad la 31.12.2023

Indicatori Cod rd.

Perioada de gestiune

2620000

757953
1598323

1598323
935224

558876

2801

2592

353174

4208943

19881814

Anexa 2



precedenta curenta
1 2 3 4

Venituri din vinzari, total 010 13527133 35444396
din care:

011 12604757 33971269
venituri din vinzarea produselor si marfurilor
venifu_ri din prestarea serviciilor si executarea 012 922376 1473127
lucrarilor
venituri din contracte de constructie 013
venituri din contracte de leasing 014
venituri din contracte de microfinantare 015
alte venituri din vinzari 016
Costul vinzarilor, total 020 9045941 27880903
din care:

- TP 021 9043028 27864224

valoarea contabila a produselor si marfurilor
vindute
cost.uI serviciilor prestate si lucrarilor executate 022 2913 16679
tertilor
costuri aferente contractelor de constructie 023
costuri aferente contractelor de leasing 024
costuri aferente contractelor de microfinantare 025
alte costuri aferente vinzarilor 026
Profit brut (pierdere brutd) (rd.010 - rd.020) 030 4481192 7563493
Alte venituri din activitatea operationala 040 58894 23786
Cheltuieli de distribuire 050 279457 609565
Cheltuieli administrative 060 3305228 3274634
Alte cheltuieli din activitatea operationala 070 632034 739809
Rezultatul din activitatea operationala: profit
(pierdere) (rd.030 + rd.040 - rd.050 - rd.060 - 080 323367 2963271
rd.070)
Venituri financiare, total 090 1493805 1890834
din care:

091
venituri din interese de participare
inclusiv: veniturile obtinute de la partile afiliate 092
venituri din dobinzi 093
inclusiv: veniturile obtinute de la partile afiliate 094
venituri din alte investitii financiare pe termen lung 095
inclusiv: veniturile obtinute de la partile afiliate 096
venituri aferente ajustarilor de valoare privind 097
investitiile financiare pe termen lung si curente
venituri din iesirea investitiilor financiare 098
venituri aferente diferentelor de curs valutar si de 099 1493805 1890834

suma




Cheltuieli financiare, total

din care:

cheltuieli privind dobinzile

inclusiv: cheltuielile aferente partilor afiliate

cheltuieli aferente ajustarilor de valoare privind
investitiile financiare pe termen lung si curente

cheltuieli aferente iesirii investitiilor financiare

cheltuieli aferente diferentelor de curs valutar si de
suma

Rezultatul: profit (pierdere) financiar(a)
(rd.090 - rd.100)

Venituri cu active imobilizate si exceptionale
Cheltuieli cu active imobilizate si exceptionale

Rezultatul din operatiuni cu active imobilizate
si exceptionale: profit (pierdere) (rd.120 -
rd.130)

Rezultatul din alte activitati: profit (pierdere)
(rd.110 + rd.140)

Profit (pierdere) pina la impozitare (rd.080 +
rd.150)

Cheltuieli privind impozitul pe venit

Profit net (pierdere netd) al perioadei de
gestiune (rd.160 - rd.170)

SITUATIA MODIFICARILOR CAPITALULUI PROPRIU

100

101

102

103

104

105

110

120

130

140

150

160

170

180

1427141

1427141

66664

2422525

1202956

1219569

1286233

1609600

297482

1312118

de la 01.01.2023 pina la 31.12.2023

Nr.

d/o Indicatori Cod rd
1 2 3
Capital social si neinregistrat
1. Capital social 010
2. Capital nevarsat 020
3. Capital neinregistrat 030
L |4, Capital retras 040
5. Patrimoniul primit de la stat cu 050
drept de proprietate
Total capital social si
neinregistrat 060
(rd.010 + rd.020 + rd.030 + rd.040
+ rd.050)
II. | Prime de capital 070

III. | Rezerve
1. Capital de rezerva 080

2. Rezerve statutare 090

Sold la
inceputul Majorari Diminuéri
perioadei de
gestiune
a4 5 6
1132300
( (
) )
( (
) )
1132300
150000

2294517

160578

2133939

-403683

-403683

2559588

2559588

Anexa 3

Sold la sfirsitul
perioadei de

gestiune
7
1132300
(
)
(
)
1132300

150000



3. Alte rezerve

Total rezerve

100

(rd.080 + rd.090 + rd.100) 110 150000
Profit (pierdere)
1. Corec';ii' ale rezultatelor anilor 120 X
precedenti
2. Profit r_1evrepart|z_at (pierdere _ 130 10807209 1596226
neacoperita) al anilor precedenti
Iv. ) . “
3. P_roﬂt _net (pler_dere neta) al 140 X 2559588
perioadei de gestiune
4, Pr.ofit utilizat al perioadei de 150 X ( ( (
gestiune ) ) )
Total profit (pierdere)
(rd.120 + rd.130 + rd.140 + rd.150) 160 10807209 2559588 1596226
V. | Rezerve din reevaluare 170
VI. | Alte elemente de capital propriu 180
Total capital propriu
(rd.060 + rd.070 + rd.110 + rd.160 190 12089509 2559588 1596226
+ rd.170 + rd.180)
SITUATIA FLUXURILOR DE NUMERAR
de la 01.01.2023 pind la 31.12.2023
Perioada de gestiune
Indicatori Cod rd
precedenta curenta
1 2 3 4
Fluxuri de numerar din activitatea
operationala
fncasari din vinzari 010 13733060
Plati pentru stocuri si servicii procurate 020 12143342
Plati catre angajati si organe de asigurare sociala si 030 1645260
medicala
Dobinzi platite 040 116672
Plata impozitului pe venit 050 194398
Alte incasari 060 427059
Alte plati 070 3610721
Fluxul net de numerar din activitatea
operationala 080 -3550274
(rd.010 - rd.020 - rd.030 - rd.040 - rd.050 +
rd.060 - rd.070)
Fluxuri de numerar din activitatea de
investitii
Incasé&ri din vinzarea activelor imobilizate 090 2907030
Plati aferente intrarilor de active imobilizate 100
Dobinzi incasate 110
Dividende incasate 120
inclusiv: dividende incasate din strainatate 121

150000

9210983

2559588

11770571

13052871

Anexa 4

35962354

29432653

2044815

160578
474018
2196659

1941347

4105602



Alte incasari (plati)

Fluxul net de numerar din activitatea de
investitii

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

Incas&ri sub form3 de credite si imprumuturi

Plati aferente rambursarii creditelor si
fmprumuturilor

Dividende platite

inclusiv: dividende platite nerezidentilor
incaséri din operatiuni de capital

Alte incasari (plati)

Fluxul net de numerar din activitatea
financiara

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

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

Diferente de curs valutar favorabile (nefavorabile)

Sold de numerar la inceputul perioadei de
gestiune

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

Documente atasate - Nota explicativa (fisierul pdf)

%2 Note 2023.signed.pdf
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https://declaratie-electronica.fisc.md/ro/declarations/file/66576d7608ad43dce90d1ebc

“Endo-Chirurgie” S.R.L.

Codul fiscal: 1009600033242 0

Adresa postalad: mun.Chisindu, str. Mesterul Manole, nr. 9. CH|RURG[E
Telefon/Fax: (022) 23-21-33, (022) 66-72-86
E-mail: info@akson.md

Nr.142/10 din 17.10.2024

DECLARATIE

privind valabilitatea ofertei

Catre IP Universitatea de Stat de Medicina si Farmacie ”Nicolae
Testemitanu”, MD-2004, mun. Chisinau, bd. Stefan cel Mare, nr. 165.

Stimati domni,

Ne angajam sa mentinem oferta valabild, privind achizitionarea
"Consumabile stomatologice si solutii dezinfectante”, prin procedura de

achizitie Licitatie Deschisa, numarul unic de identificare al procedurii de
achizitie: ocds-b3wdp1-MD-1727856764847/21286590, pentru o durata
de 90 (nouazeci) zile, din data limitda de depunere a ofertelor,
23 octombrie 2024, respectiv pana la data de 31 ianuarie 2024, inclusiv,

si ea va ramane obligatorie pentru noi si poate fi acceptata oricand
inainte de expirarea perioadei de valabilitate.

Data completarii 17 octombrie 2024 Cu stima,
“Endo-Chirurgie” S.R.L.

(semnatura autorizata)


https://achizitii.md/ro/organization/idno/1007600000794
https://achizitii.md/ro/organization/idno/1007600000794
https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1727856764847

“Endo-Chirurgie” S.R.L.

Codul fiscal: 1009600033242 0

Adresa postald: mun.Chisindu, str. Mesterul Manole, nr. 9. CH|RURG[E
Telefon/Fax: (022) 23-21-33, (022) 66-72-86

E-mail: info@akson.md

Nr. 143/10 din 17.10.2024

Catre: IP Universitatea de Stat de Medicina si Farmacie
“Nicolae Testemitanu”,

Numarul unic de identificare al procedurii de achizitie:
ocds-b3wdp1-MD-1727856764847/21286590,
"Consumabile stomatologice si solutii dezinfectante”.

DECLARATIE

Prin prezenta, SRL "Endo-Chirurgie” declara urmatoarele:

1. Valivra bunurile conform conditiilor mentionate in anuntul de participare
si anume: “Termenii si conditiile de livrare/prestare solicitati: 65 zile din

momentul semndrii contractului la locul indicat de autoritatea

contractanta.

2. Va asigura transportarea, descarcarea si depozitarea bunurilor la
depozitul/sediul indicat de catre Autoritatea Contractanta.

3. Termenul de valabilitate restant (la momentul livrarii), va fi minim 12 luni
pentru toate consumabilele, in afara de cele specificate de producator.

4. Va prezenta mostre in termenii si conditiile solicitate de Autoritatea
Contractanta.

5. in cazul in care oferta companiei va fi declarata cistigatoare (total sau
partial), in decurs de 5 (cinci) zile, in conformitate cu prevederile legale
in vigoare, va prezenta declaratia privind confirmarea identitatii
beneficiarilor efectivi si neincadrarea acestora in situatia condamnarii
pentru participarea la activitati ale unei organizatii sau grupari criminale,
pentru coruptie, frauda si/sau spalare de bani.

Cu respect,
Administrator Victor GHEREG


https://achizitii.md/ro/organization/idno/1007600000794
https://achizitii.md/ro/organization/idno/1007600000794
https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1727856764847

(D HALYARD

EC Declaration of Conformity

Product description : Synthetic Gloves — Non-sterile

Product Codes : See Attachment A

UMDNS Code: 11882 (Gloves Examination/Treatment)

GNIDN Code: 56286 (Nitrile Examination/Treatment Glove, Non-powdered)

47176 (Vinyl Examination/Treatment Glove, Non-powdered)

CE Manufacturer (and place of issue): O&M Halyard, Inc.
9120 Lockwood Blvd.
Mechanicsville, Virginia (VA) 23116, USA

EU Authorized Representative: Arc Royal
Virginia Road Kells, Co
Meath, Ireland

Product Standards: BS EN 455-1:2000
BS EN 455-2:2015
BS EN 455-3:2015
BS EN 455-4:2009

Start of CE: See Attachment A
Conformity Assessment Route: Annex VII

Device Classification: | (as per rule One of Annex IX)
CE certificate number: N/A

Quality Systems Certificate: FM 697013 (BSI)

I, the undersigned, hereby declare that the specified medical device(s) meet(s) the applicable provisions of
European Council Directive 93/42/EEC of 14 June 1993 concerning Medical Devices.

All supporting documentation that contains proof of compliance to the aforementioned Directive(s) is retained
under the premises of O&M Halyard, Inc. This declaration applies to all devices on the attached product list
from the signature date forward.

Authorized Signature: %M &L/\r

Name: AngélaL.Bunn,RAC  /-AuUG20/9
Title:  Director, Regulatory Affairs Global Products Division
O&M Halyard, Inc.

| EU-012-R03 Non-Sterile Page 1 of 3




\) HALYARD

Attachment A (Product List)

This attachment specifies the products included in the above referenced Declaration of Conformity

Product | Alternative | proquct Description Start of
Code Code CE mark
PURPLE NITRILE-XTRA* Powder-Free Purple Nitrle* Exam
50600M 50481 Gloves/X-Small (5,5) 04-Feb-2015
50601M 50482 PURPLE NITRILE-XTRA* Powder-Free Purple Nitnle* Exam 04-Feb-2015
Gloves/Small (6,5)
PURPLE NITRILE-XTRA* Powder-Free Purple Nitrile* Exam
50602M 50483 Gloves/Medium (7.5) 04-Feb-2015
PURPLE NITRILE-XTRA* Powder-Free Purple Nitnite* Exam
50603M 50484 Gloves/Large (8.5) 04-Feb-2015
PURPLE NITRILE-XTRA* Powder-Free Purple Nitrile* Exam
50604M 50485 Gloves/X-Large (9) 04-Feb-2015
52000M 50486 PURPLE NITRILE* Powder-Free Purple Nitrile* Exam Gloves X- 04-Feb-2015
Small (5,5)
52001M 50487 ZSU;PLE NITRILE* Powder-Free Purple Nitrile Exam Gloves/Small 04-Feb-2015
PURPLE NITRILE* Powder-Free Purple Nitrile Exam
52002M 50488 Gloves/Medium (7.,5) 04-Feb-2015
52003M 50489 ZUSR)’PLE NITRILE* Powder-Free Purple Nitrile Exam Gloves/Large 04-Feb-2015
52004M 50490 PURPLE NITRILE* Powder-Free Purple Nitrile Exam Gloves/X- 04-Feb-2015
Large (9)
55030M 65030 Synthetic Exam PF Vinyl Multi-Lingual, XS 04-Feb-2015
55031M 65031 Synthetic Exam PF Vinyl Multi-Lingual, Small 04-Feb-2015
55032M 65032 Synthetic Exam PF Vinyl Multi-Lingual, Medium 04-Feb-2015
55033M 65033 Synthetic Exam PF Vinyl Multi-Lingual, Large 04-Feb-2015
55034M 65034 Synthetic Exam PF Vinyl Multi-Lingual, XL 04-Feb-2015
31197 570225 Kirkland Nitrile Exam Gloves - Small 15-Mar-2016
31200 570224 Kirkland Nitrile Exam Gloves - Medium 15-Mar-2016
31210 570226 Kirkland Nitrile Exam Gloves - Large 15-Mar-2016
13938 N/A Sterling* Nitrile Powder-Free Exam Gloves, CE, XS 04-Feb-2015
13940 N/A Sterling* Nitrile Powder-Free Exam Gloves, CE, Small 04-Feb-2015
13941 N/A Sterling* Nitrile Powder-Free Exam Gloves, CE, Medium 04-Feb-2015
13942 N/A Sterling* Nitrile Powder-Free Exam Gloves, CE, Large 04-Feb-2015
13943 N/A Sterling* Nitrile Powder-Free Exam Gloves, CE, XL 04-Feb-2015
44286 N/A STERLING* NITRILE-XTRA* Powder-Free Exam Gloves, XS (CE) 28-Aug-2015
44287 N/A STERLING* NITRILE-XTRA* Powder-Free Exam Gloves, S (CE) 28-Aug-2015
44288 N/A STERLING* NITRILE-XTRA* Powder-Free Exam Gloves, M (CE) 28-Aug-2015
44289 N/A STERLING* NITRILE-XTRA* Powder-Free Exam Gloves, L (CE) 28-Aug-2015
44290 N/A STERLING* NITRILE-XTRA* Powder-Free Exam Gloves, XL (CE) 28-Aug-2015
44740 N/A BASICS* White Powder-Free Nitrile Exam Gloves, XS 18-May-2016
44741 N/A BASICS* White Powder-Free Nitrile Exam Gloves, S 18-May-2016

| EU-012-R03 Non-Sterile

Page 2 of 3




\\) HALYARD

Product | Alternative | product Description Start of
Code Code CE mark
44742 N/A BASICS* White Powder-Free Nitrile Exam Gloves, M 18-May-2016
44743 N/A BASICS* White Powder-Free Nitrile Exam Gloves, L 18-May-2016
44744 N/A BASICS* White Powder-Free Nitrile Exam Gloves, XL 18-May-2016
44749 N/A BASICS* Blue Powder-Free Nitrile Exam Gloves, XS 18-May-2016
44750 N/A BASICS* Blue Powder-Free Nitrile Exam Gloves, S 18-May-2016
44751 N/A BASICS* Blue Powder-Free Nitrile Exam Gloves, M 18-May-2016
44752 N/A BASICS* Blue Powder-Free Nitrile Exam Gloves, L 18-May-2016
44753 N/A BASICS* Blue Powder-Free Nitrile Exam Gloves, XL 18-May-2016
45256 N/A Black Fire* Powder-Free Nitrile Exam Gloves, XS 16-Mar-2017
45257 N/A Black Fire* Powder-Free Nitrile Exam Gloves, Small 16-Mar-2017
45258 N/A Black Fire* Powder-Free Nitrile Exam Gloves, Medium 16-Mar-2017
45259 N/A Black Fire* Powder-Free Nitrile Exam Gloves, Large 16-Mar-2017
45260 N/A Black Fire* Powder-Free Nitrile Exam Gloves, XL 16-Mar-2017
47195 N/A PURPLE NITRILE* MAX Powder-Free Exam Gloves/Small 3-Nov-2017
47196 N/A PURPLE NITRILE* MAX Powder-Free Exam Gloves/Medium 3-Nov-2017
47197 N/A PURPLE NITRILE* MAX Powder-Free Exam Gloves/Large 3-Nov-2017
47198 N/A PURPLE NITRILE* MAX Powder-Free Exam Gloves/X-Large 3-Nov-2017
47471 N/A STERLING ZERO* Nitrile Powder-Free Exam Gloves, XS 31-July-2019
47472 N/A STERLING ZERO* Nitrile Powder-Free Exam Gloves, S 31-July-2019
47473 N/A STERLING ZERO* Nitrile Powder-Free Exam Gloves, M 31-July-2019
47474 N/A STERLING ZERO* Nitrile Powder-Free Exam Gloves, L 31-July-2019
47475 N/A STERLING ZERO* Nitrile Powder-Free Exam Gloves, XL 31-July-2019

| EU-012-R03 Non-Sterile

Page 3 of 3
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schiulke -+

EU Declaration of Conformity

Manufacturer
according to Regulation 2017/745

Registration Number
acc. to Art. 31 2017/745

Product Name

Basic UDI-DI
Code acc. to Art. 26 2017/745
Intended Purpose

Risk Class
according to Regulation 2017/745

Standards applied

Notified Body

Conformity Assessment Procedure
according to Regulation 2017/745

Certificates

Version

Schilke & Mayr GmbH
Robert-Koch-Str. 2
22851 Norderstedt
Germany

DE-MF-000005701
. - ®
aspirmatic

4032651BSC00000018AD
D99
disinfectant for suction units

Ila
Annex VI
rule 16

EN ISO 13485
additional standards see technical documentation
Schilke & Mayr GmbH

DQS Medizinprodukte GmbH
August-Schanz-Str. 21
60433 Frankfurt am Main

Germany
No.: 0297
Annex IX Chapter |, Il section 4 and IlI
A IX 004567 MDR2017Q
L 004567 MDR2017B
EN ISO 13485 004567 MP2016
1-0

Schilke & Mayr GmbH herewith declares that the device covered by this declaration is in conformity with the Regulation 2017/745

concerning medical devices.

Schiilke & Mayr GmbH declares that Schiilke & Mayr GmbH bears the sole responsibility for issuing this declaration

Norderstedt 16.06.2023

ppa.
F ‘f
Dr. Sven'Pfleging

Schillke & Mayr GmbH
Chief Commercial Officer

15.06.2023
ppa.

’

Lars Lemke
Schiilke & Mayr GmbH
Chief Operating Officer

This Declaration is valid until an updated version has been issued, but not longer than

03.05.2028



schilke -+

EU Declaration of Conformity

Schiilke & Mayr GmbH

Manufacturer ) Robert-Koch-Str. 2
according to Regulation 2017/745 22851 Norderstedt
Germany

Registration Number

acc. to Art. 31 2017/745 RE-HF-B0000501

Product Name gigasept® AF forte
Basic UDI-DI 4032651BSC00000035AD
Code acc. to Art. 26 2017/745 712011385
Intended Purpose cleaning and disinfection agent for manual reprocessing of medical devices
Risk Class : Ila
according to Regulation 2017/745 Annex VIl
rule 16
Standards applied EN ISO 13485
i : additional standards see technical documentation
Schiilke & Mayr GmbH

' DQS Medizinprodukte GmbH
: August-Schanz-Str. 21
Notified Body ’ 60433 Frankfurt am Main
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Germany
No.: 0297
Conformity Assessment Procedure .
according to Regulation 2017/745 Annex IX Chapter |, Il section 4 and IlI
) 004567 MDR2017Q
Certificates . Annex IX 004567 MDR2017B
EN ISO 13485 004567 MP2016
Version _ ' 1-0

Schiilke & Mayr GmbH herewith declares that the device covered by this declaration is in conformity with the Regulation 2017/745
concerning medical devices.

Schiilke & Mayr GmbH declares that Schiilke & Mayr GmbH bears the sole responsibility for issuing this declaration

Norderstedt * 05.06.2023 05.06.2023
ppa. ' ppa. / /
, ! t {;//(f
Dr. Sven Pflegi ¥ Lars Lemke

Schiilke & Mayr GmbH Schiilke & Mayr GmbH
Chief Commercial Officer Chief Operating Officer

This Declaration is valid until an updated version has been issued, but not longer than
03.05.2028 .
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Manufacturer
according to Regulation 2017/745

Registration Number
acc. to Art. 31 2017/745

Product Name

Basic UDI-DI
Code acc. to Art. 26 2017/745
Intended Purpose

Risk Class
according to Regulation 2017/745

Standards applied

Notified Body

Conformity Assessment Procedure
according to Regulation 2017/745

Certificates

Version

schilke -¢

EU Declaration of Conformity

Schiilke & Mayr GmbH
Robert-Koch-Str. 2
22851 Norderstedt
Germany

DE-MF-000005701
mikrozid® AF liquid

4032651BSC000000209Y
D0799
disinfectant and cleaner of medical device surfaces

Ila

Annex VI
rule 16
EN ISO 13485

additional standards see technical documentation
Schilke & Mayr GmbH

DQS Medizinprodukte GmbH
August-Schanz-Str. 21
60433 Frankfurt am Main

Germany

No.: 0297

Annex IX Chapter |, Il section 4 and IlI

Annex IX 004567 MDR2017Q
004567 MDR2017B

EN ISO 13485 004567 MP2016

1-0

Schiilke & Mayr GmbH herewith declares that the device covered by this declaration is in conformity with the Regulation 2017/745

concerning medical devices.

Schillke & Mayr GmbH declares that Schiilke & Mayr GmbH bears the sole responsibility for issuing this declaration

Norderstedt 15.06.2023 15.06.2023 &
ppa. }’ (/A ppa. // / / '
Dr. Sven Pﬂﬁn‘g v /Lars Lemke
Schiillke & Mayr GmbH Schiilke & Mayr GmbH

Chief Commercial Officer Chief Operating Officer

This Declaration is valid until an updated version has been issued, but not longer than
03.05.2028




schilke -+

EU Declaration of Conformity

Schiilke & Mayr GmbH
Manufacturer Robert-Koch-Str. 2
according to Regulation 2017/745 22851 Norderstedt
Germany

Registration Number

acc. to Art. 31 2017/745 DEMF-D00005701

Product Name mikrozid® AF wipes
Basic UDI-DI 4032651BSC000000209Y
Code acc. to Art. 26 2017/745 D0799
Intended Purpose disinfectant and cleaner of medical device surfaces
Risk Class Ila
according to Regulation 2017/745 annex Vil
rule 16
Standards applied EN ISO 13485

additional standards see technical documentation
Schillke & Mayr GmbH

DQS Medizinprodukte GmbH
August-Schanz-Str. 21
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Notified Body 60433 Frankfurt am Main
Germany
No.: 0297
. p .
2::5?&;’;%? ;S;S:I;;? 20?(7:7;’:? annex IX Chapter I, Il section 4 and llI
: annex IX 004567 MDR2017Q
Cerifieates 004567 MDR2017B
EN ISO 13485 004567 MP2016
Version 1-0

Schiilke & Mayr GmbH herewith declares that the device covered by this declaration is in conformity with the Regulation 2017/745
concerning medical devices.

Schiilke & Mayr GmbH declares that Schiilke & Mayr GmbH bears the sole responsibility for issuing this declaration

Norderstedt 156.06.2023 15.06.2023

Schiilke & Mayr GmbH Schiilke & Mayr GmbH
Chief Commercial Officer Chief Operating Officer

This Declaration is valid until an updated version has been issued, but not longer than
03.05.2028
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tradus din documentul original in limba Englezd

schiulke -¢

Declaratie de conformitate CE

Denumirea dispozitivului medical rotasept®

Numarul preparatului FO7

Grupa produsului Dezinfectant, instrumente pentru dispozitive medicale
Categoria produsului 05 - Instrumente si dispozitive pentru spitale
Destinatia dezinfectant pentru instrumente

Categoria de risc b

conform Directivei 93/42/CEE, Anexa IX

Standarde aplicate EN ISO 13485

pentru standardele suplimentare, a se vedea documentatia
tehnica la Departamentul de reglementare al Schiilke &

Mayr GmbH

Producator Schiilke & Mayr GmbH

conform Directivei 93/42/CEE Str. Robert-Koch, nr. 2
22851 Norderstedt
Germania

Organism notificat DQS Medizinprodukte GmbH

Str. August-Schanz, nr. 21
60433 Frankfurt pe Main

Declaratie de conformitate

Germania
Nr. de identificare: 0297
3 Procedura de evaluare a conformitatii Anexa ll, exceptie Sectiunea 4
conform Directivei Consiliului 93/42/CEE
Certificate eliberate Anexa Il 93/42/CEE Certif. inreg. cu nr. 004567 MR2
Versiunea 8.0

Prin prezenta, Schiilke & Mayr GmbH declara ca dispozitivul care face obiectul prezentei declaratii este
in conformitate cu Directiva Consiliului 93/42/CEE privind dispozitivele medicale.

Schiilke & Mayr GmbH declard ca Schiilke & Mayr GmbH este pe deplin unicul raspunzator pentru
eliberarea acestei Declaratii.

Norderstedt, 06.05.2019 06.05.2019
(Semndturd olografd ilizibild) (Semndturd olografd ilizibild)
ppa. Dr. Peter Oltmanns ppa. Dr. Werner Weltgen
Director Departamentul de reglementare & Cercetare Director Calitate si SSM
Schilke & Mayr GmbH Schiilke & Mayr GmbH

Prezenta Declaratie este valabila pana la eliberarea unei versiuni actualizate, dar nu mai tarziu de 18.12.2023.

www.lexlogos.ro



Subsemnatul, Suciu Bradut-Crisan, traducator autorizat de catre Ministerul de Justitiei
cu autorizatia nr. 30426/2010, certific exactitatea prezentei traduceri in limba romana cu textul

inscrisului in limba engleza, care mi-a fost prezentat.

Traducator autorizat :

—

S
Tt

sciu Bradut-Crisan '
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mikrozid®
AFliquid

schiulke -¢

Alcohol-based, rapid disinfection of non-invasive
medical devices and surfaces.

mikrozid® AF liquid

Our Plus
® broad efficacy within very short time
@ [eaves no streaks

® ready to use

Application areas

The product is suitable for disinfecting medical devices and
other surfaces (PT2). Our classic product among the rapid
disinfectant oroducts is suitable for disinfecting near-patient
surfaces with an increased risk of infection that require short
exposure times.

Instructions for use

Apply undiluted to the surface, wipe and allow taking effect.
Ensure complete wetting and maintain the surface moist
during the entire exposure time.

Ensure that all visible dirt is removed before disinfection.
Maximum yield of 50 ml/m?. For professional use only. Any
serious incidents related to the product are to be reported
to the manufacturer and competent authority. Not for final
disinfection of semicritical and critical medical devices!

Microbiological efficacy

Efficacy Concentration Contact time

bactericidal

in accordance with VAH
Guidelines with short
contact times

ready-to-use 1 min.

bactericidal
EN13727, EN16615
- dirty conditions

ready-to-use 1 min.

tuberculocidal
EN14348
- dirty conditions

ready-to-use 1 min.

yeasticidal
EN13624, EN16615
- dirty conditions

ready-to-use 1 min.

Efficacy

Concentration

Contact time

yeasticidal

in accordance with VAH
Guidelines with short
contact times

ready-to-use

1 min.

virucidal against

enveloped viruses
EN14476
- dirty conditions

ready-to-use

30 sec.

limited spectrum

virucidal activity
EN14476
- dirty conditions

ready-to-use

30 sec.

Polyoma SV40

in accordance with DVV
(German Registered
Association for Combating
Viral Diseases)//RKI|
Guideline

ready-to-use

5 min.

Certificates
* OGHMP certificate
* VAH certificate
* |HO listed



mikrozid~ AF liquid

Product data Related Products
Composition: * mikrozid® AF wipes
100 g solution contains the following active substances:

24,75 g Ethanol (94 %), 35 g Propan-1-ol

Labeling according to Regulation (EC) No. 648/2004: perfumes

* mikrozid® sensitive liquid
¢ schiilke wipes
¢ schiilke wipes safe&easy

Chemical-physical data
Environmental information

Color colourless
Density ca. 0,89g/cm3/ 20°C schiilke manufactures products economically and with
Flash point 27 °C/ Method : DIN 51755 Part 1 advanced, safe and environmentally friendly production
Form liquid processes while at the same time maintaining our high quality
pH Not applicable standards.
Viscosity, dynamic not determined
Expert opinion and information
Please visit our website for an overview of all available
Special advice literature/reports on the product: www.schuelke.com.
Use disinfectants safely. Always read the label and product For individual questions:
information before use. Application Department
The product has good material compatibility with metals Phon.e:.+49 40 52100-666
and plastics (except acrylic glass and alcohol-sensitive E-Mail: info@schuelke.com

paints).Surfaces that are particularly sensitive to alcohol,

such as acrylic glass, must not be treated. When using
alcoholic disinfectants, please observe the fire and explosion
protection in accordance with the trade association regulation
"Disinfection Work in Health Care". Keep away from heat and
sources of ignition. Wearing protective gloves is advised.
Further information is available on request.The shelf-life of the
opened container can be found on the packaging.

Information for order

Item Delivery form Item no.
mikrozid® AF liquid 250 ml spray bottle 10/Carton on request
mikrozid® AF liquid 1 | bottle 10/Carton on request
mikrozid AF liquid -NLGRLVLT- 1 | FL 10/Carton on request
mikrozid® AF liquid 200 | 1/drum(s) on request
mikrozid® AF liquid 10| 1/Canister on request

These products are not available in every country. For more information please contact our
local subsidiary or distributor.

Application aids

Application aids Item no.
Cankeyfor5+101 135810
Compressed-air nozzle 120001
Decanter funnel 117901
measuring cup 50 ml 136102
Opener all-in-one (11 eurobottle/can/container) 70000804
schiilke dosing feeder 51/ 101 (20ml / stroke) 117101
schilke tap for 51/10 I can 135501
trigger-sprayer for 500 /1000 ml 180124
* Xk

* *

«f

EMA. DAS, h MED DQS h MED schiflke Headquarters
?mss Schiilke & Mayr GmbH
e B e onoon Robert-Koch-Str. 2

Schilke & Mayr GmbH holds a Manufacturer's Authorisation 22851 Norderstedt, Germany

according to sect 13 para 1 German Drug Law and Certificates of Phone +49 40-52100-0

GMP Compliance for medicinal products. Fax +4940-52100-318
www.schuelke.com
info@schuelke.com

#17/910107-WORLD-en-02-36 5/2024
This product information is not automatically updated.



bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

A 4
By Royal Charter

This is to certify that: Safeskin Medical & Scientific
(Thailand) Ltd.
200 Moo 8, Kanchanavanich Road,
Tambol Prik, Amphur Sadao,
Songkhla
90120
Thailand

Holds Certificate Number: FM 697757

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

Design and Development, Production and Distribution of Industrial Gloves-Sterile and Non-
Sterile Examination Gloves.

For and on behalf of BSI:

Chris Cheung, Head of Compliance & Risk - Asia Pacific

Original Registration Date: 2018-08-12 Effective Date: 2021-08-12
Latest Revision Date: 2021-07-16 Expiry Date: 2024-08-11
ﬁ Page: 1 of 2

ANS! National Accreditation Board
ACCREDITED

= ..making excellence a habit.
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This certificate is valid only if provided original copies are in complete set.

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=FM+697757&ReIssueDate=16%2f07%2f2021&Template=thailand_en

Certificate No: FM 697757

Location Registered Activities
Safeskin Medical & Scientific Design and Development, Production and Distribution of
(Thailand) Ltd. Industrial Gloves-Sterile and Non-Sterile Examination Gloves.

200 Moo 8, Kanchanavanich Road,

Tambol Prik, Amphur Sadao, Including the following support function:

Owens & Minor Halyard Incorporation. 5405 Windward

Songkhla Parkway, Alpharetta, GA, USA : Design and Development of
901_20 Industrial Gloves-Sterile and Non-Sterile Examination Gloves.
Thailand
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DQS Medizinprodukte GmbH | August-Schanz-Str. 21 | 60433 Frankfurt am Main

Schilke & Mayr GmbH

Robert-Koch-Strale 2
22851 Norderstedt
Germany

Date: 2023.12.18

Notified Body Confirmation Letter
Reference: 1000156054

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate surveillance
in the framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746 as
regards the transitional provisions for certain medical devices and in vitro diagnostic medical devices

This letter confirms that, DQS Medizinprodukte GmbH, a Notified Body designated against Regulation (EU)
2017/745 (MDR) and identified by the number 0297 on NANDO, has received a formal application in
accordance with Section 4.3, first subparagraph of Annex VII of MDR and has signed a written agreement in
accordance with Section 4.3, second subparagraph of Annex VII of MDR with the following manufacturer:

Schilke & Mayr GmbH

Robert-Koch-Stral3e 2
22851 Norderstedt
Germany

SRN: DE-MF-000005701

The devices covered by the formal application and the written agreement mentioned above are identified in
the Tables listed below: Table 1 identifies the devices for which an MDR application has been received, written
agreement concluded and for which DQS Medizinprodukte GmbH is also responsible for appropriate
surveillance of the corresponding devices under the applicable Directive. Table 2 identifies the devices for
which an MDR application has been received and a written agreement concluded, but DQS Medizinprodukte
GmbH has not yet taken the responsibility for appropriate surveillance of the corresponding devices under
the applicable Directive.

In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive
93/42/EEC (MDD) that expired after 26 May 2021 and before 20 March 2023, without having been withdrawn,
this letter also confirms that the manufacturer signed the written agreement under MDR by the date of
MDD/AIMDD certificate expiry, or provided evidence that a competent authority of a Member State had
granted a derogation or exemption from the applicable conformity assessment procedure in accordance
with Article 59(1) of MDR or Article 97(1) of the MDR respectively, by the 20 Mar 2023 for the relevant devices.
The transition timelines that apply to the devices covered by this letter, subject to the manufacturer’s
continued compliance to the other conditions specified in Article 120.3c of MDR (as amended by (EU)
2023/607), are shown below:

e 26 May 2026 for Class III custom-made implantable devices

DQS Medizinprodukte GmbH August-Schanz-Str. 21 Phone +49 69 95427-300 Registered in Frankfurt a.M.
Managing Director: 60433 Frankfurt am Main Fax +49 69 95427-388 AG HRB 83350
Sigrid Uhlemann Germany info-med@dgs.de VAT: DE 260 263 917

www.dgsglobal.com {IQNET


mailto:info-med@dqs.de
http://www.dqsglobal.com
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e 31 December 2027 for Class III devices and Class IIb implantable devices excluding Well-established
technologies (WET - sutures, staples, dental fillings, dental braces, tooth crowns, screws, wedges, plates,
wires, pins, clips and connectors)

e 31 December 2028 for other Class IIb devices, Class IIa, Class I devices placed on the market in sterile
condition or have a measuring function

e 31 December 2028 for devices not requiring the involvement of a notified body under MDD but requiring
it under MDR (e.g., class I devices that qualify as re-usable surgical instruments)

On behalf of the Notified Body,

Hovsep Aro
Regulatory Affairs Manager

iA (s



Table 1: Devices covered by this letter and for which the NB is also responsible for appropriate
surveillance of the corresponding devices under the applicable Directive:

Device name and Basic
UDI-DI (as proposed by
the manufacturer

within the application)

MDR Device
classification (as
proposed by the
manufacturer and
verified at the pre-
application stage)

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

MDD/AIMDD
Certificate
Reference(s) of the
devices under MDR
application, and the
NB Identification

octenisan® md nasal Class IIa N/A 004567 MR2

gel NB 0297

octenilin® wound gel Class IIb excluding Class  N/A 004567 MR2
IIb implantable NB 0297
non-WET

octenilin® wound Class IIb excluding Class  N/A 004567 MR2

irrigation solution IIb implantable NB 0297
non-WET

octenisept® gel / Class IIb excluding Class = N/A 004567 MR2

octenisept® wound gel IIb implantable NB 0297
non-WET

thermosept® ED Class IIb excluding Class = N/A 004567 MR2
IIb implantable NB 0297
non-WET

gigasept® FF new / Class IIb excluding Class  N/A 004567 MR2

desimatic ID plus IIb implantable NB 0297
non-WET

rotasept® Class IIb excluding Class  N/A 004567 MR2
IIb implantable NB 0297

non-WET

Table 2: Devices covered by this letter and for which the NB is NOT responsible for appropriate
surveillance of the corresponding devices under the applicable Directive:

MDR Device
classification (as
proposed by the
manufacturer and
verified at the pre-
application stage)

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

Device name and
Basic UDI-DI (as
proposed by the
manufacturer within
the application)

N/A N/A N/A N/A



Confirmation Letter Revision History

Date

2023-12-18

NB internal reference
traceable to each
version of the letter

1000156054
Cert-ID

Cert-ID

Action

Initial issue

description of change (e.g. addition of device XYZ to Table

1)

description of change (e.g. removal of device XYZ from
Table 2)
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DECLARATIE

Anexa nr. 12

privind lista principalelor livrari/prestéri efectuate in ultimii 3 ani de activitate

Pretul
- - contractului/ -
d,\}:) c o%?::ggtlj:ui E:::frigli;er‘i{t:‘;?grl‘g Furnci:zaélrtt?ltuei? Pres b vgﬁlloa/rea iciil IiI\DlsarLzag?eitea
sa tatorului® unuri o(;rserwc re (luni)
livrate/prestate
Achizitie . -
. ; .| IMSP Spitalul Clinic . .
1. dezinfectanti Militar Central contractant unic 38 802.50 12 luni, 2021
Achizitie ,
- : : IMSP Institutul de . -
2. dezinfectanti Medicina Urgenta contractant unic 24 441.14 12 luni, 2021
Achizitie IMSP Policlinica
3. dezinfectanti Stomatogica contractant unic 64 802.60 12 luni, 2021
Republicana
Achizitie
4. dezinfectanti IMSP CS Ungheni contractant unic 6 736.00 12 luni, 2022
Achizitie Biroul de
dezinfectanti Coordonare al
Organizatiei . .
5. Mondiale a Sanatatii contractant unic 14 299.90 12 luni, 2022
in Republica
Moldova
Achizitie
6. dezinfectanti Repromed SRL contractant unic 5200.00 12 luni, 2023
Achizitie o
: : . | Ambasada Italieie in .
7. dezinfectanti Republica Moldova contractant unic 3 375.00 2022-2023
Achizitie
8. dezinfectanti Cardiomed SRL contractant unic 11 659.00 12 luni, 2023
Achizitie
o. dezinfectanti CME Sancos SRL contractant unic 4 116.00 12 luni, 2023
Achizitie ICS Laboratorul
10. dezinfectanti Medical-Synevo contractant unic 6 625.00 12 luni, 2023
SRL
Achizitie
. dezinfectanti Bijustil SRL contractant unic 7 674.00 12 luni, 2023
Achizitie
12. dezinfectanti | Eldorado Terra SRL | contractant unic 5 210.00 12 luni, 2024

" Se precizeaza calitatea in care a participat la indeplinirea contractului, care poate fi

de: contractant unic sau lider de asociatie; contractant asociat; subcontractant.

Semnat:

Nume: Victor GHEREG

Functia in cadrul firmei: Director.

Denumirea firmei: "Endo-Chirurgie” SRL.
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