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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. 163798 din 10.01.2025

Denumirea completa: Societatea Comerciala "DENOLGA MEDICAL" S.R.L.
Denumirea prescurtata: S.C. "DENOLGA MEDICAL" S.R.L.

Forma juridica de organizare: Societate cu raspundere limitata.

Numarul de identificare de stat si codul fiscal: 1005600059558

Data Tnregistrarii de stat: 15.12.2005

Sediu: MD-2019, strada Grenoble 149A, mun. Chisindu, Republica Moldova.

Genurile de activitate:
1. Importul, fabricarea, comercializarea, asistenta tehnica si (sau) reparatia dispozitivelor
medicale si (sau) a opticii;
2. Acordarea asistentei medicale de catre institutiile medico-sanitare private;
3. Activitatea farmaceutic3;
4. Comertul cu ridicata al aparatelor electrice de uz casnic;
5. Comertul cu ridicata al cerealelor, semintelor si furajelor pentru animale;

Capitalul social: 5400 Lei
Administrator(i): GHERMAN IRINA.
Asociati:
1. GHERMAN IRINA, partea sociala 5400 Lei, ce constituie 100%
Beneficiari efectivi GHERMAN IRINA.

Prezentul extras este eliberat in temeiul art. 34 al Legii nr.220/2007 privind inregistrarea de stat a
persoanelor juridice si a intreprinzatorilor individuali si confirma datele din Registrul de stat la data de
10.01.2025

Specialist coordonator
Aurelia Racu
tel. 022-207839

Acest document poate contine date cu caracter personal . .
Extras din Registrul de stat al persoanelor juridice nr. 163798 din 10.01.2025 Pagina 1din1
Prezentul document este semnat electronic in conformitate cu Legea nr.124 din 19.05.2022. Verificarea

semnaturii poate fi realizata la adresa: https://msign.gov.md.
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Sucietatea Comercialii "DENOLGA MEDICAL" SR.L.
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Numarul de indentificare de stat - codul fiscal
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Dinfe foregiitrad 15.12.2005

Dragomir Ala, registrator de stat
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MD 0048642



Data prezentarii 07.04.2025 09:46:02

SITUATIILE FINANCIARE
pentru perioada 01.01.2024 - 31.12.2024

Entitatea: S.C. DENOLGA MEDICAL S.R.L.
Cod cUIiO: 40256896
Cod IDNO: 1005600059558

Sediul:

MD: 2043

Raionul(municipiul): 102, DDF CENTRU
Cod CUATM: 0130, SEC.CENTRU
Strada: Grenoble nr.149A

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: 022260602

WEB:

E-mail: octavian.cucerenco@yahoo.com

Numele si coordonatele al contabilului-sef: DI (dna) Cucerenco Octavian Tel. 078260602

Numarul mediu al salariatilor in perioada de gestiune: 6 persoane.

Persoanele responsabile de semnarea situatiilor financiare* Gherman Irina

Anexe la SNC

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

Unitatea de masura: leu

BILANTUL
Anexa 1
la 31.12.2024
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. Imobilizéri necorporale in exploatare, total 020 6175
din care:
021
2.1. concesiuni, licente si marci
2.2. drepturi de autor si titluri de protectie 022
2.3. programe informatice 023 6175



2.4. alte imobilizdri necorporale 024
3. Fond comercial 030
4. Avansuri acordate pentru imobilizari necorporale 040
Total imobilizari necorporale
(rd.010 + rd.020 + rd.030 + rd.040) 050 6175
I1. Imobilizari corporale
1. Imobilizari corporale in curs de executie 060 1436740
2. Terenuri 070
3. Mijloace fixe, total 080 596985 374096
din care:
081

3.1. cladiri
3.2. constructii speciale 082
3.3. masini, utilaje si instalatii tehnice 083 119639 78965
3.4. mijloace de transport 084 456771 279864
3.5. inventar si mobilier 085 2182 642
3.6. alte mijloace fixe 086 18393 14625
4. Resurse minerale 090
5. Active biologice imobilizate 100
6. Investitii imobiliare 110
7. Avansuri acordate pentru imobilizari corporale 120
Total imobilizari corporale
(rd.060 + rd.070 + rd.080 + rd.090 + rd.100 + 130 596985 1810836
rd.110 + rd.120)
III1. Investitii financiare pe termen lung
1. Investitii financiare pe termen lung in parti 140
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
(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

596985

12272

551698

2938937

3502907

2932089

181055
57330
999805
62494
3055

4235828

9013372

16752107

1817011

2288

1084561

1069905

2156754

7762339

939

1767618
10631
5371

9546898

5940801

17644453



TOTAL ACTIVE

(rd.230 + rd.420) 430 17349092 19461464
PASIV
CAPITAL PROPRIU
I. Capital social si neinregistrat
1. Capital social 440 5400 5400
2. Capital nevarsat 450 g
3. Capital neinregistrat 460
4. Capital retras 470 g
5. Pat_rimoniul primit de la stat cu drept de 480
proprietate
(340 4 14,050 4 19450 + 16,470 + d.450) 490 5400 5400
II. Prime de capital 500
II1. Rezerve
1. Capital de rezerva 510
2. Rezerve statutare 520
3. Alte rezerve 530
Total rezerve 540
(rd.510 + rd.520 + rd.530)
IV. Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 550 -19830
2. 'Profit nerepar.tizat (pierdere neacoperitd) al 560 14855438 0827441
anilor precedenti
3. PI?Ofit net (pierdere netd) al perioadei de 570 5848161
gestiune
4. Profit utilizat al perioadei de gestiune 580 g
(re-350 + 4,580 + ra.670 + rd.580) 590 14855438 15655772
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 14860838 15661172
rd.610)
DATORII PE TERMEN LUNG
1. Credite bancare pe termen lung 630
2. Imprumuturi pe termen lung 640
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
3. Datorii comerciale pe termen lung 650




4. Datorii fatd de partile afiliate pe termen lung 660
inclusiv: datorii aferente intereselor de participare 661
5. Avansuri primite pe termen lung 670
6. Venituri anticipate pe termen lung 680
7. Alte datorii pe termen lung 690
TOTAL DATORII PE TERMEN LUNG
(rd.630 + rd.640 + rd.650 + rd.660 + rd.670 + 700
rd.680 + rd.690)
DATORII CURENTE
1. Credite bancare pe termen scurt 710
2. Imprumuturi pe termen scurt, total 720
din care:

721
2.1. imprumuturi din emisiunea de obligatiuni
inclusiv: imprumuturi din emisiunea de obligatiuni 722
convertibile
2.2. alte imprumuturi pe termen scurt 723
3. Datorii comerciale curente 730 348586 3267379
4. Datorii fata de partile afiliate curente 740
inclusiv: datorii aferente intereselor de participare 741
5. Avansuri primite curente 750 1223547
6. Datorii fatd de personal 760
7. Datorii privind asigurarile sociale si medicale 770 75365 77204
8. Datorii fata de buget 780 840756 455709
9. Datorii fata de proprietari 790
10. Venituri anticipate curente 800
11. Alte datorii curente 810
TOTAL DATORII CURENTE
760 + 1770 1760 # 1790 4 rB00 4 | 820 2488254 3800292
rd.810)
PROVIZIOANE
1. Provizioane pentru beneficiile angajatilor 830
2. Provvifioane pentru garantii acordate 840
cumparatorilor/clientilor
3. Provizioane pentru impozite 850
4. Alte provizioane 860
TOTAL PROVIZIOANE 870
(rd.830 + rd.840 + rd.850 + rd.860)
TOTALPASIVE, 20+ ra70

SITUATIA DE PROFIT SI PIERDERE
de la 01.01.2024 pina la 31.12.2024
Anexa 2

Indicatori ‘ Cod rd. |

Perioada de gestiune




precedenta curenta
1 2 3 4

Venituri din vinzari, total 010 20751187 28767992
din care:

011 20064208 28478109
venituri din vinzarea produselor si marfurilor
venifu_ri din prestarea serviciilor si executarea 012 686979 289883
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 13452043 18917250
din care:

- TP 021 13143066 18799930

valoarea contabila a produselor si marfurilor
vindute
cost.uI serviciilor prestate si lucrarilor executate 022 308977 117320
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 7299144 9850742
Alte venituri din activitatea operationala 040 7331
Cheltuieli de distribuire 050 42317 23263
Cheltuieli administrative 060 3038487 3785271
Alte cheltuieli din activitatea operationala 070 520016 399362
Rezultatul din activitatea operationala: profit
(pierdere) (rd.030 + rd.040 - rd.050 - rd.060 - 080 3705655 5642846
rd.070)
Venituri financiare, total 090 1734925 1511719
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 930236 430093

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

de la 01.01.2024 pina la 31.12.2024

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
perioadei de
gestiune

a4

5400

5400

Majorari

1210057

1210057

524868

524868

4230523

540907

3689616

Diminuari

467215

467215

1044504

1044504

6687350
839189

5848161

Anexa 3

Sold la sfirsitul
perioadei de

gestiune
7

5400
(
)
(
)

5400



3. Alte rezerve

Total rezerve
(rd.080 + rd.090 + rd.100)

Profit (pierdere)

1. Corectii ale rezultatelor anilor
precedenti

2. Profit nerepartizat (pierdere
neacoperita) al anilor precedenti

Iv.
3. Profit net (pierdere netd) al

perioadei de gestiune

4. Profit utilizat al perioadei de
gestiune

Total profit (pierdere)

(rd.120 + rd.130 + rd.140 + rd.150)

V. | Rezerve din reevaluare

VI. | Alte elemente de capital propriu

Total capital propriu

(rd.060 + rd.070 + rd.110 + rd.160

+rd.170 + rd.180)

100

110
120 X 1936 21766
130 14855438 5027997
140 X 5848161
150 X ( (

) )
160 14855438 5850097 5049763
170
180
190 14860838 5850097 5049763

SITUATIA FLUXURILOR DE NUMERAR

Indicatori

1

Fluxuri de numerar din activitatea
operationala

incasari din vinzari

Plati pentru stocuri si servicii procurate

Plati catre angajati si organe de asigurare sociala si

medicala

Dobinzi platite

Plata impozitului pe venit
Alte incasari

Alte plati

Fluxul net de numerar din activitatea

operationala

(rd.010 - rd.020 - rd.030 - rd.040 - rd.050 +

rd.060 - rd.070)

Fluxuri de numerar din activitatea de

investitii

incaséri din vinzarea activelor imobilizate

Plati aferente intrarilor de active imobilizate

Dobinzi incasate

Dividende incasate

inclusiv: dividende incasate din strainatate

de la 01.01.2024 pind la 31.12.2024

Perioada de gestiune

Cod rd
precedenta
2 3
010 23944833
020 14627331
030 2183721
040
050 350000
060 1997952
070 5722436
080 3059297
090
100
110
120
121

curenta

4

-19830

9827441

5848161

15655772

15661172

Anexa 4

28067864

16438318

2434008

880000
1836609

8625480

1526667



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 Nota explicativa.signed.pdf

130

140

150

160

170
171
180

190

200

210

220

230

240

1955755

-1955755

1103542

-258062

8167892

9013372

4616000

-4616000

-3089333

16762

9013372

5940801
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privind lipsa sau existenta restantelor fata de bugetul public national

Nr. 1123558 Din - 51.00.2025 11:23
Ne or

DATE DESPRE CONTRIBUABIL / IHOOPMALA O HANOTOMNATENbLUMKE

Codul fiscal / Numarul de identificare
durckanbHbI Ko / VAeHTUdUKALMOHHBIA HOMep

1005600059558

Denumirea
HanmeHoBaHve

Societatea Comerciala "DENOLGA MEDICAL" S.R.L.

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 16.09.2025 11:23

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 01.09.2025 11:23

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
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* * *** Benannt durch/Designated by

Zentralstelle der Lander

g !._é ** fiir Gesundheitsschutz

w.zlg.de

bei Arzneimitteln und

*: ** Medizinprodukten E
* % K BS-MDR-099

Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and IlI
(Class lla and Class IIb Devices)

No. G10 084462 0072 Rev. 05

Manufacturer: KARL STORZ SE & Co. KG
Dr.-Karl-Storz-Strale 34
78532 Tuttlingen
GERMANY

SRN Manufacturer - DE-MF-000005723

The Certification Body of TUV SUD Product Service GmbH certifies that the manufacturer has
established, documented and implemented a quality management system as described in Article
10 (9) of the Regulation (EU) 2017/745 on medical devices. Details on device categories covered
by the quality management system are described on the following page(s). The Report referenced
below summarises the result of the assessment and includes reference to relevant CS, harmonized
standards and test reports. The conformity assessment has been carried out according to Annex IX
Chapter | and lll of this regulation with a positive result.

The quality management system assessment was accompanied by the assessment of technical
documentation for devices selected on a representative basis.

The certified quality management system is subject to periodical surveillance by TUV SUD Product
Service GmbH. The surveillance assessment shall also include an assessment of the technical

documentation for the device or devices concerned on the basis of further representative samples. All

applicable requirements of the Testing, Certification, Validation and Verification Regulations TOV
SUD Group have to be complied with.
For details and certificate validity see: www.tuvsud.com/ps-cert?g=cert:G10 084462 0072 Rev. 05

Report No.: 713280463
Preceding Certificate No.: G10 084462 0072 Rev. 04
Valid from: 2025-04-10
Valid until: 2025-12-17
Date of Initial Issuance: 2020-12-18
CODn
Christoph Dicks
Issue date: 2025-04-10 Head of Certification/Notified Body
Page 1 of 10

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 « 80339 Munich « Germany
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Zentralstelle der Lander

** !._é ** fiir Gesundheitsschutz
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bei Arzneimitteln und

* * Medizinprodukten ;

* ¥ #* BS-MDR-099

Product Service

EU Quality Management System Certificate (MDR)
Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and IlI

(Class lla and Class IIb Devices)

No. G10 084462 0072 Rev. 05

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Page 2 of 10

Class lla
A018099 - NEEDLES - OTHER ACCESSORIES
.

Class lla

A060102 - SURGICAL DRAINAGE CONNECTION MEDICAL
TUBES

A

Class lla
A060399 - FLUID COLLECTION BAGS AND SYSTEMS - OTHER
A.

Class lla
K010101 - TROCAR, SINGLE-USE
A.

Class lla

K010201 - MINIMALLY INVASIVE SURGERY SURGICAL
INSTRUMENTS, SINGLE-USE

A.

Class lla
K030203 - ARTHROSCOPY BLADES, SINGLE-USE
A.

Class lla
K030299 - ARTHROSCOPY SURGICAL INSTRUMENTS,
SINGLE USE - OTHER

A

Class lla
L0102 - SURGICAL KNIVES, REUSABLE
A.

Class lla

L030101 - SUCTION AND IRRIGATION SURGICAL CANNULAS
AND HANDPIECES, REUSABLE

A

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

TUV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 « 80339 Munich « Germany
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Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and IlI
(Class lla and Class IIb Devices)

No. G10 084462 0072 Rev. 05
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Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Page 3 of 10

Class lla

L030199 - GENERAL SURGERY SURGICAL CANNULAS AND
HANDPIECES, REUSABLE - OTHER

A

Class lla
L031202 - ABDOMINAL TROCAR, REUSABLE
A.

Class lla

L031203 - OTOLARYNGOLOGICAL SURGERY TROCAR,
REUSABLE

A

Class lla
L031301 - GENERAL SURGERY BIOPSY FORCEPS,
REUSABLE

A

Class lla

L031401 - GENERAL SURGERY SPREADERS AND
RETRACTORS, REUSABLE

A

Class lla

L0399 - GENERAL SURGERY INSTRUMENTS, REUSABLE -
OTHER

A

Class lla

L050903 - GYNECOLOGICAL SURGERY FORCEPS,
REUSABLE

A

Class lla

L059099 - OBSTETRICS AND GYNECOLOGY INSTRUMENTS,
REUSABLE - OTHER

A

Class lla

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 « 80339 Munich « Germany
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Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and IlI
(Class lla and Class IIb Devices)

No. G10 084462 0072 Rev. 05
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Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Page 4 of 10

L080501 - BRONCHUS CLAMPS, REUSABLE
A

Class lla

L0899 - THORACIC SURGERY INSTRUMENTS, REUSABLE -
OTHER

A

Class lla

L0916 - ORTHOPAEDIC SURGERY BURS AND TIPS,
REUSABLE

J.

Class lla
L1206 - LAPAROSCOPIC AND THORACOSCOPIC SURGERY
SPREADERS AND RETRACTORS, REUSABLE

A

Class lla

L140202 - NASAL AND PARANASAL CAVITY SURGERY
PLIERS, REUSABLE

A.

Class lla
L140402 - TRACHEOTOMY INSTRUMENTS, REUSABLE
A.

Class lla
L149002 - ENT LEVERS, REUSABLE
A.

Class lla
L149003 - ENT RETRACTORS, REUSABLE
A.

Class lla
L149007 - ENT SPOONS, REUSABLE
A.

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 « 80339 Munich « Germany
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I;: EU Quality Management System Certificate (MDR)
" Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and IlI
w (Class lla and Class IIb Devices)
No. G10 084462 0072 Rev. 05
4
o
() Classification: Class lla
<L Device Group: L149099 - ENT INSTRUMENTS, REUSABLE - OTHER
(& ] Intended Purpose: J.
™
= Classification: Class lla
oc Device Group: L180102 - ENDOSCOPIC ELECTROSURGERY DISSECTORS,
LLl REUSABLE
o Intended Purpose: A
4
o Classification: Class lla
<L Device Group: Q030302 - ENT SURGERY BURS AND HANDPIECES, SINGLE-
- USE
s Intended Purpose: A
©
= Classification: Class lla
E Device Group: U090101 - URINARY STONE RETRIEVAL BASKETS
T Intended Purpose: A
(<
< Classification: Class lla
Device Group: U090199 - URINARY STONE RETRIEVAL DEVICES - OTHER
{H'H[[[ Intended Purpose: A
>0
R 1)]=1
g I
Al Classification: Class lla
!ﬁ'ﬁ Device Group: U090303 - UROGENITAL ENDOSCOPY BRUSHES
Intended Purpose: A
4
E Classification: Class lla
< Device Group: U090399 - SINGLE-USE INSTRUMENTS FOR UROGENITAL
X ENDOSCOPY - OTHER
— Intended Purpose: A
Ll
o
o Classification: Class lla
LLl Device Group: Z120109 - ELECTROSURGICAL INSTRUMENTS
o Intended Purpose: 1.
4
f— Classification: Class lla
< Device Group: Z120110 - LASER SURGERY INSTRUMENTS
N Intended Purpose: A
™
e
o Page 5 of 10
LLl TUV SUD Product Service GmbH is Notified Body with identification no. 0123 ®
N TUV SUD Product Service GmbH - Certification Body * Ridlerstrake 65 » 80339 Munich » Germany TUV
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—
<
o]
™
=
(==
Ll
(]
\ 4
o
(=]
<
()
™
f—
= =
LLJ
()
\ 4
f—
<<
xx
=
©
N
—
o
L
(]
4
i
o
L

A

7]
N

ZERTIFIKAT & CERTIFICATE & &

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Page 6 of 10

Class lla
2120114 - SURGICAL NAVIGATION INSTRUMENTS
.

Class lla

Z120190 - VARIOUS INSTRUMENTS FOR GENERAL AND
MULTIDISCIPLINARY SURGERY

A

Class lla
Z120202 - MOTORISED INSTRUMENTS FOR ENDOSCOPIC
SURGERY

A

Class lla
Z120203 - ENDOSCOPIC LITHOTRIPSY INSTRUMENTS
A.

Class lla

Z120204 - INSTRUMENTS FOR THE ACQUISITION AND
MANAGEMENT OF ENDOSCOPIC AND MINIMALLY INVASIVE
SURGERY IMAGES

A

Class lla

Z120205 - UPPER GASTROINTESTINAL TRACT ENDOSCOPY
INSTRUMENTS

A.

Class lla
Z120206 - LOWER GASTROINTESTINAL TRACT ENDOSCOPY
INSTRUMENTS

A

Class lla
2120207 - GENITOURINARY ENDOSCOPY INSTRUMENTS
A.

Class lla
2120208 - PULMONARY ENDOSCOPIC INSTRUMENTS

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 « 80339 Munich « Germany
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* * *** Benannt durch/Designated by
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BS-MDR-099

Medizinprodukten %
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Product Service

EU Quality Management System Certificate (MDR)
Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and IlI

(Class lla and Class IIb Devices)

No. G10 084462 0072 Rev. 05

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:

Page 7 of 10

Class lla
2120210 - ENT ENDOSCOPY INSTRUMENTS
A.

Class lla
2120211 - ORTHOPAEDIC ENDOSCOPY INSTRUMENTS
J.

Class lla

2120290 - VARIOUS INSTRUMENTS FOR ENDOSCOPY AND
MINI-INVASIVE SURGERY

A

Class lla

2120802 - GYNAECOLOGY AND FERTILITY TREATMENT
INSTRUMENTS

A

Class lla
Z121305 - MOTORISED ORTHOPAEDIC SURGERY SYSTEM
INSTRUMENTS

A

Class lla
2121601 - EXTRACORPOREAL LITHOTRIPSY INSTRUMENTS
J.

Class lla
Z121690 - VARIOUS INSTRUMENTS FOR UROLOGY
A.

Class lla
Z129099 - VARIOUS INSTRUMENTS FOR FUNCTIONAL
EXPLORATION AND THERAPEUTIC INTERVENTIONS - OTHER

A

Class llb

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

TUV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 « 80339 Munich « Germany
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Product Service

EU Quality Management System Certificate (MDR)
Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and IlI

(Class lla and Class IIb Devices)

No. G10 084462 0072 Rev. 05

Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Page 8 of 10

Z120109 - ELECTROSURGICAL INSTRUMENTS

Footswitches are intended to activate and control functions of
medical devices. Footswitches do not have body contact.

Class lIb

Z120109 - ELECTROSURGICAL INSTRUMENTS

High-frequency generators are intended to provide electrical power
for high-frequency surgical application parts. High-frequency
generators do not have body contact.

Class llb
Z120109 - ELECTROSURGICAL INSTRUMENTS

HF Electrodes are intended for cutting, coagulation or vaporization
of tissue.

Class lIb

2120290 - VARIOUS INSTRUMENTS FOR ENDOSCOPY AND
MINI-INVASIVE SURGERY

The footswitches are used to activate and control the functions of
medical devices

Class lIb

Z120203 - ENDOSCOPIC LITHOTRIPSY INSTRUMENTS
CALCUSPLIT probes are intended to guide pneumatic pulse
energy for lithotripsy to the calculus. Probes are surgically invasive
and meant tor short term use.

Class lIb

Z120203 - ENDOSCOPIC LITHOTRIPSY INSTRUMENTS

Laser units are intended to provide laser radiation for cutting,
coagulation, vaporization and ablation of biological tissue, as well
as for lithotripsy of stones during surgical procedures. Laser units
do not have body contact.

Class IIb

Z120290 - VARIOUS INSTRUMENTS FOR ENDOSCOPY AND
MINI-INVASIVE SURGERY

Insufflators with heating are intended to deliver and heat CO2 for
insufflation (creating and maintaining a cavity) or replacement of
ambient air in laparoscopy, thoracoscopy, transanal endoscopy
and endoscopic vessel harvesting. Insufflators are non-invasive
and meant for short-term use.

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

TUV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 « 80339 Munich « Germany
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Product Service

EU Quality Management System Certificate (MDR)
Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and IlI

(Class lla and Class IIb Devices)

No. G10 084462 0072 Rev. 05

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:
Page 9 of 10

Class lIb

Z120290 - VARIOUS INSTRUMENTS FOR ENDOSCOPY AND
MINI-INVASIVE SURGERY

The device is used to centrally display and enable remote control
of the parameters.

Class lIb

Z120290 - VARIOUS INSTRUMENTS FOR ENDOSCOPY AND
MINI-INVASIVE SURGERY

Insufflators with heating and smoke evacuation are intended to
deliver and heat CO2 for insufflation and smoke evacuation.
Insufflators with heating and smoke evacuation are non-invasive
and meant for short-term use.

Class lIb

Z120290 - VARIOUS INSTRUMENTS FOR ENDOSCOPY AND
MINI-INVASIVE SURGERY

Heated tubing sets with filter for insufflation are intended for
filtration, transfer and heating of CO2 from the insufflator to the
patient. Heated tubing sets with filter for insufflation are non-
invasive and meant for short-term use

Class IIb

Z120290 - VARIOUS INSTRUMENTS FOR ENDOSCOPY AND
MINI-INVASIVE SURGERY

Heated tubing sets with filter for insufflation and smoke evacuation
are intended for filtration, transfer and heating of CO2 from the
insufflator to the patient as well as filtration and transfer of smoke
from the patient to the insufflator. Heated tubing sets with filter for
insufflation and smoke evacuation are non-invasive and meant for
short-term use.

Class IIb

Z120290 - VARIOUS INSTRUMENTS FOR ENDOSCOPY AND
MINI-INVASIVE SURGERY

Heated and humidified tubing sets with filter for insufflation and
smoke evacuation are intended for filtration, transfer, heating and
humidification of CO2 from the insufflator to the patient as well as
filtration and transfer of smoke from the patient to the insufflator.
Heated and humidified tubing sets with filter for insufflation and
smoke evacuation are non-invasive and meant for short-term use.

Class llb
Z120290 - VARIOUS INSTRUMENTS FOR ENDOSCOPY AND

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 « 80339 Munich « Germany
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Product Service

EU Quality Management System Certificate (MDR)
Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and IlI
(Class lla and Class IIb Devices)

No. G10 084462 0072 Rev. 05

MINI-INVASIVE SURGERY

Intended Purpose: Smart Smoke Evacuation is intended to communicate the level of
surgical smoke to the insufflator. Smart Smoke Evacuation does
not have body contact

Classification: Class lIb

Device Group: Z120190 - VARIOUS INSTRUMENTS FOR GENERAL AND
MULTIDISCIPLINARY SURGERY

Intended Purpose: Suction/irrigation pumps are intended to irrigate irrigation fluid into

organs, joints and on fields of intervention, as weil as to suction off
irrigation and body fluids, secretions, tissue and gases.
Suction/irrigation pumps do not have body contact.

Classification: Class lIb

Device Group: Z120290 - VARIOUS INSTRUMENTS FOR ENDOSCOPY AND
MINI-INVASIVE SURGERY

Intended Purpose: Insufflators are intended to deliver CO2 for insufflation (creating

and aintaining a cavity) or replacement of ambient air in
laparoscopy, thoracoscopy, ransanal endoscopy and endoscopic
vessel harvesting. Insufflators are non-invasive and meant for
short-term use

The validity of this certificate - none -
depends on conditions and/or
is limited to the following:
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Revision History:

Rev. Dated Report Description
00 2020-12-18 713169106 -
01 2022-04-14 713224270 -
02 2022-09-22 713249165 -

03 2023-09-27 713253483 /713274574  Supplemented: Device(s)/group of
device(s) added

04 2023-11-23 713300338 Supplemented: Device(s)/group of
device(s) added
05 2025-04-10 713280463 Supplemented: Device(s)/group of

device(s) added

Page 10 of 10
TUV SUD Product Service GmbH is Notified Body with identification no. 0123
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Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and IlI
(Class | Devices in sterile condition, with measuring function or reusable surgical instruments)

No. G11 084462 0071 Rev. 00

Manufacturer: KARL STORZ SE & Co. KG
Dr.-Karl-Storz-Strale 34
78532 Tuttlingen
GERMANY

The Certification Body of TUV SUD Product Service GmbH certifies that the manufacturer has
established, documented and implemented a quality management system as described in

Article 10 (9) of the Regulation (EU) 2017/745 on medical devices. Details on device categories
covered by the quality management system are described on the following page(s).

The Report referenced below summarises the result of the assessment and includes reference to
relevant CS, harmonized standards and test reports. The conformity assessment has been carried
out according to Annex IX Chapter | and Il of this regulation with a positive result. As applicable the
involvement of the notified body is limited to the aspects relating to:

- establishing, securing and maintaining sterile conditions,

- conformity of the devices with the metrological requirements,

- reuse of the device, in particular cleaning, disinfection, sterilization, maintenance and functional
testing and the related instructions for use.

The certified quality management system is subject to periodical surveillance by TUV SUD Product
Service GmbH. All applicable requirements of the testing and certification regulation of TUV SUD
Group have to be complied with.

For details and certificate validity see: www.tuvsud.com/ps-cert?g=cert:G11 084462 0071 Rev. 00

Report No.: 713169106
Valid from: 2020-12-17
Valid until: 2025-12-16
C'@’K/
Christoph Dicks
Issue date: 2020-12-17 Head of Certification/Notified Body
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Zentralstelle der Lander

** !._é ** fiir Gesundheitsschutz

= bei Arzneimitteln und
* * Medizinprodukten

* ¥ #* BS-MDR-099

www.zlg.de

Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and IlI
(Class | Devices in sterile condition, with measuring function or reusable surgical instruments)

No. G11 084462 0071 Rev. 00

Classification: I
Device Properties: MDS 1006 - Reusable surgical instruments
Device Group: MDN 1208 - Non-active non-implantable instruments

Classification: |

Device Properties: MDS 1005.1 - Ethylen oxyde sterilization
MDS 1005.2 - Sterilisation by irradiation
Device Group: MDN 1208 - Non-active non-implantable instruments

Classification: |

Device Properties: MDS 1005.1 - Ethylen oxyde sterilization
MDS 1005.2 - Sterilisation by irradiation
Device Group: MDN 1202 - Non-active non-implantable devices for

administration, channelling and removal of substances, including
devices for dialysis

The validity of this certificate - none -
depends on conditions and/or
is limited to the following:
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