Anexanr. 7
la Documentatia standard aprobata prin
Ordinul Ministrului Finantelor
nr. 115 din 15 septembrie 2021
ocds-b3wdp1-MD-1688049323608

CERERE DE PARTICIPARE

Catre IMSP ..Spitalul Clinic Balti”
(3100, MOLDOVA, mun.Balti, mun.Balti, str. Decebal, 101)

Stimati domni,

Ca urmare a anuntului/invitatiei de participare/de preselectie aparut in Buletinul achizitiilor publice
si/sau Jurnalul Oficial al Uniunii Europene, nr. din 29.06.2023 (ziua/luna/anul), privind aplicarea
procedurii pentru atribuirea contractului privind achizitionarea instrumentelor si accesoriilor
pentru trusa laparoscopica Autocon, producator Karl Storz, Germania, din dotarea IMSP
Spitalul Clinic Balti, pentru a. 2023, noi SC ,.Denolga Medical” SRL (denumirea/numele
ofertantului/candidatului), am luat cunostinta de conditiile si de cerintele expuse in documentatia de
atribuire si exprimam prin prezenta interesul de a participa, in calitate de ofertant/candidat, neavind

obiectii la documentatia de atribuire.

Data completarii 10.07.2023 Cu stima,
Ofertant/candidat
,Denolga Medical” SRL

(semnatura autorizatd)

Digitally signed by Gherman Irina
Date: 2023.07.19 12:43:28 EEST
Reason: MoldSign Signature
Location: Moldova




Anexanr. 8
la Documentatia standard aprobata prin
Ordinul Ministrului Finantelor
nr. 115 din 15 septembrie 2021
ocds-b3wdp1-MD-1688049323608

DECLARATIE
privind valabilitatea ofertei

Catre IMSP ..Spitalul Clinic Balti”
(3100, MOLDOVA, mun.Balti, mun.Balti, str. Decebal, 101)

Stimati domni,

Ne angajam sa mentinem oferta valabild, privind achizisionarea privind achizitionarea

instrumentelor si accesoriilor pentru trusa laparoscopica Autocon, producator Karl Storz,

Germania, din dotarea IMSP Spitalul Clinic Balti, pentru a. 2023, prin procedura de achizitie

Licitatie Publica, pentru o durata de 60 zile, (saizeci zile), respectiv pana la data de 17/09/2023

(ziua/luna/anul), si ea va ramane obligatorie pentru noi si poate fi acceptata oricand Tnainte de

expirarea perioadei de valabilitate.

Data completarii 10.07.2023 Cu stima,
Ofertant/candidat
“Denolga Medical” SRL

(semnatura autorizatd)



Anexanr. 22

la Documentatia standard aprobata prin

Ordinul Ministrului Finantelor
nr. 115 din 15 septembrie 2021

Numarul procedurii de achizitie ocds-b3wdp1-MD-1688049323608 din 29.06.2023

Obiectul achizitiei: Instrumentarul si accesorii pentru trusa laparoscopica Autocon, producitor Karl Storz, Germania, din dotarea IMSP Spitalul
Clinic Balti, pentru a. 2023

Denumirea Denumirea Tara de Produ- Specificarea tehnica deplini solicitata de Specificarea tehnici deplini propusa de Standarde
bunurilor/serviciilor modelului origine citorul ciitre autoritatea contractanta citre ofertant de referinta
bunului/servi
ciului
1 2 3 4 5 6 7
Bunuri/servicii
Lotul — 1 Instrumentele si accesoriile pentru trusa laparoscopici Autocon, producitor Karl Storz, Germania,
din dotarea IMSP Spitalul Clinic Balti, pentru a. 2023
1.1. Telescop de tip HOPKINS, forward si Telescop de tip HOPKINS, forward si oblique
oblique , de 30°, vedere marita, diametru 10 | de 30°, vedere marita, diametru 10 mm,
Telescop de tip . mm, lungime 31 cm, autoclavabil, lungime 31 cm, autoclavabil, transmisie
Hopkins, 30°, 10 mm, 31 cm 26003BA Germania Karl Storz transmisie luminii cu fibra optica luminii cu fibra optica Incorporata, lentile de CE, 150
incorporata, lentile de sapfir rezistente la sapfir rezistente la defecte mecanice.
defecte mecanice.
1.2. Telescop HOPKINS® Forward-Oblique Telescop HOPKINS® Forward-Oblique 30°,
Telescon de ti 30°, diametru 5 mm, lungime 29 cm, diametru 5 mm, lungime 29 cm, autoclavabil,
COp o P 26046BA Germania Karl Storz autoclavabil, lumina de transmisie cu fibra lumina de transmisie cu fibra optica CE, ISO
Hopkins, 30°, 5 mm, 29 cm o n < . R - . .
optica incorporata, lentile de sapfir incorporata, lentile de sapfir rezistente la
rezistente la defecte mecanice. defecte mecanice.
1.3. Cablu de lumina cu fibra optica, cu conector | Cablu de lumina cu fibra optica, cu conector
Cablu de lumina cu fibra 495NCSC Germania Karl Storz drept, extrem de rezistent la caldura, cu drept, extrem de rezistent la caldura, cu CE. 1SO

opticd, 250 cm, ¥4,8 mm

blocare de sigurantd, diametru 4,8 mm,
lungime 250 cm

blocare de siguranta, diametru 4,8 mm,
lungime 250 cm




1.4.

Cablu de lumina cu fibra

Cablu de lumina cu fibra optica, cu conector
drept, extrem de rezistent la caldura, cu
blocare de siguranta, transmisie

Cablu de lumina cu fibra optica, cu conector
drept, extrem de rezistent la caldura, cu
blocare de siguranta, transmisie Tmbunatatita a

optica, 230 cm, 3,5 mm 495NAC Germania Karl Storz imbunatatita a luminii, diametru 3,5 mm, luminii, diametru 3,5 mm, lungime 230 cm, CE, 150
lungime 230 cm, poate fi utilizat pentru poate fi utilizat pentru aplicatii ICG
aplicatii ICG
1.5. Trocar, dimensiune 6 mm , compus din: Trocar, dimensiune 6 mm , compus din:
Trocar, numai, cu varf conic, Canula, Trocar, numai, cu varf conic, Canula,
Trocar, dimensiune 6 mm 30160GC Germania Karl Storz lungime 10,5 cm, cu conector LUER-Lock | lungime 10,5 cm, cu conector LUER-Lock CE, ISO
pentru insuflare, 30160 L1 Vana cu folie pentru insuflare, 30160 L1 Vana cu folie din
din silicon silicon
1.6. Canula de silicon in forma de petala, Canula de silicon in forma de petala,
Canula, dimensiune 6 mm 30160G1 Germania Karl Storz dimensiune 6 mm, lungime 10,5 cm, cu dimensiune 6 mm, lungime 10,5 cm, cu CE, ISO
conector LUER-Lock pentru insuflare conector LUER-Lock pentru insuflare
1.7. Trocar, dimensiune 11 mm: compus din: Trocar, dimensiune 11 mm: compus din:
Trocar, dimensiune 11 mm 30103AC Germania Karl Storz Troca[ numai cu varf ?OniC; ’ Canulé fara Troca{ numai cu vart c.:onic; ) Canulé faira CE, ISO
supapd, cu robinet de insuflare, lungime supapd, cu robinet de insuflare, lungime 10,5
10,5 cm; Supapa automatd cm; Supapd automata
1.8. C_anulé,_ fara supapa, 30103H2 Germania Karl Storz Cam_ﬂé fara supapa, dimensiune 11 mm, Cam_llé fara supapa, dimensiune 11 mm, CE, 1SO
dimensiune 11 mm lungime 10,5 cm lungime 10,5 cm
1.9. ﬁ]/[ra]lqngon de reducere, 11/5 30140DB Germania Karl Storz Manson de reducere, 11/5 mm Mangon de reducere, 11/5 mm CE, 1SO
1.10. Pensa de disectie si prindere de tip Pensa de disectie si prindere de tip
autoascutire, rotativa, cu stift conector autoascutire, rotativa, cu stift conector pentru
pentru coagulare unipolara, dimensiune 5 coagulare unipolara, dimensiune 5 mm,
Pensi de apucare 33352DF Germania Karl Storz anm,ulung’ime 36 cm, atrauma?icé, falci cu lungime 36 cm, atraumgticé, falci cu duble'i CE, 1SO
ubla actiune, lungimea lamei 17 mm., actiune, lungimea lamei 17 mm., compusa
compusa din: Maner din plastic, cu clichet, | din: Maner din plastic, cu clichet, cu suprafata
cu suprafata de contact mai mare; Tub de contact mai mare; Tub exterior, izolat;
exterior, izolat; Insertie pentru forceps Insertie pentru forceps
1.11. Pensa de disectie de tip autoascutire, ,,Nas Pensa de disectie de tip autoascutire, ,,Nas de
de delfin”, rotativa, cu stift conector pentru | delfin”, rotativa, cu stift conector pentru
coagulare unipolara, dimensiune 5 mm, coagulare unipolara, dimensiune 5 mm,
Disecare i apucare. Forceps | 33352DN Germania Karl Storz lungime 36 cm, falci cu actiune dubla, lungime 36 cm, félci cu actiune dubla, CE, 1SO

lungimea lamei 18 mm., compusa din:
Maner din plastic, cu clichet, cu suprafata
de contact mai mare; Tub exterior, izolat;
Forceps Insert

lungimea lamei 18 mm., compusa din: Maner
din plastic, cu clichet, cu suprafatd de contact
mai mare; Tub exterior, izolat; Forceps Insert




1.12.

Pensa pentru disectie si prindere de tip
autoascutire REDDICK-OLSEN, rotativa,
cu stift conector pentru coagulare unipolara,
dimensiune 5 mm, lungime 36 cm, falci cu

Pensa pentru disectie si prindere de tip
autoascutire REDDICK-OLSEN, rotativa, cu
stift conector pentru coagulare unipolara,
dimensiune 5 mm, lungime 36 cm, falci cu

Pensa de apucare 33352KJ Germania Karl Storz actiune dubla, lungimea lamei 13 mm., actiune dubla, lungimea lamei 13 mm., CE, 150
compusi din: Maner din plastic, cu clichet, | compusa din: Maner din plastic, cu clichet, cu
cu suprafata de contact mai mare; Tub suprafata de contact mai mare; Tub exterior,
exterior, izolat; Insertie pentru forceps izolat; Insertie pentru forceps
1.13. Pensa de apucare de tip autoascutire Pensa de apucare de tip autoascutire
DeBAKEY, rotativa, cu stift conector DeBAKEY, rotativa, cu stift conector pentru
pentru coagulare unipolara, dimensiune 5 coagulare unipolard, dimensiune 5 mm,
mm, lungime 36 cm, cu félci inguste si lungime 36 cm, cu filci inguste si curbate,
Pensa de apucare 33352DK Germania Karl Storz curbate, atraumatice, falci cu dubla actiune, | atraumatice, falci cu dubla actiune, constand CE, ISO
constand din: Maner din plastic, cu clichet, | din: Maner din plastic, cu clichet, cu suprafata
cu suprafata de contact mai mare; Exterior | de contact mai mare; Exterior Tub, izolat;
Tub, izolat; Forceps Insert Forceps Insert
1.14. Pensa pentru disectie si prindere Pensa pentru disectie si prindere autoascutire,
autoascutire, rotativa, cu stift de conectare rotativa, cu stift de conectare pentru coagulare
pentru coagulare unipolara, dimensiune 5 unipolard, dimensiune 5 mm, lungime 36 cm,
Pensa de Disecare si _ mm, Iungime.36 cm, unghi drept, Curbat pe unghi drept, curbat.pe dreaptq, falci cu
’ 33352R Germania Karl Storz dreapta, falci cu actiune dubla, lungimea actiune dubld, lungimea lamei 16 mm., CE, ISO
apucare. | . A . aaa . R LT . . .
amei 16 mm., constand din: Maner din constand din: Maner din plastic, cu clichet, cu
plastic, cu clichet, cu suprafata de contact suprafatd de contact mai mare; Tub exterior,
mai mare; Tub exterior, izolat; Insertie izolat; Insertie forceps
forceps
1.15. Pensa pentru disectie si prindere tip Pensa pentru disectie si prindere tip
autoascutire, rotativa, cu stift conector autoascutire, rotativa, cu stift conector pentru
pentru coagulare unipolara, dimensiune 5 coagulare unipolard, dimensiune 5 mm,
Pensi de apucare 33352HM Germania Karl Storz mm, lur}gim.e 36 cm, ,,.félci aliga‘For”, falci lungime 36 cm, ,falci alligator”, falci cu dublé CE, 1SO
cu dubla actiune, lungimea lamei 18 mm., actiune, lungimea lamei 18 mm., compus din:
compus din: Maner din plastic, cu clichet, Maner din plastic, cu clichet, cu suprafata de
cu suprafata de contact mai mare; Tub contact mai mare; Tub exterior, insertie
exterior, insertie izolatd; forceps insert izolatd; forceps insert
1.16. Pensa de apucare tip autoascutire, Pensa de apucare tip autoascutire, atraumatica,
Pensa de apucare 33352LF Germania Karl Storz atraumatica, rotativa, cu stift conector rotativa, cu stift conector pentru coagulare CE, ISO

pentru coagulare unipolara, dimensiune 5
mm, lungime 36 cm, falci goale, falci cu

unipolard, dimensiune 5 mm, lungime 36 cm,
falci goale, falci cu actiune singla, lungimea




actiune singla, lungimea lamei 30 mm.,
constand din: Méaner din plastic, cu clichet,
cu suprafata de contact mai mare; Tub
exterior, izolat; Insertie pentru forceps

lamei 30 mm., constand din: Méaner din
plastic, cu clichet, cu suprafata de contact mai
mare; Tub exterior, izolat; Insertie pentru
forceps

1.17. Pensa de apucare tip autoascutire, rotativa, | Pensa de apucare tip autoascutire, rotativa, cu
cu pin conector pentru coagulare unipolara, | pin conector pentru coagulare unipolara,
dimensiune 5 mm, lungime 36 cm, falci dimensiune 5 mm, lungime 36 cm, falci
Pensa de apucare 33352WT Germania Karl Storz atraumatice, cu actiune singla, lungimea atraumatice, cu actiune singld, lungimea lamei | CE, 1SO
lamei 28 mm., constand din: Maner din 28 mm., constand din: Maner din plastic, cu
plastic, cu clichet, cu zona de contact mai clichet, cu zona de contact mai mare; Tub
mare; Tub exterior, izolat; Forceps Insertie | exterior, izolat; Forceps Insertie
1.18. Pensa de apucare tip autoascutire, Pensa de apucare tip autoascutire, atraumatica,
atraumatica, rotativa, cu stift de conectare rotativa, cu stift de conectare pentru coagulare
pentru coagulare unipolara, falci goale filci | unipolara, filci goale falci cu actiune dubla,
Pensa de apucare 33352LFD Germania Karl Storz Icu ag;iune dubla, _1ungin_1ea lamei 30 mm., angimga lamei 30 mm., Iungime 316 cm, CE, 1SO
ungime 36 cm, dimensiune 5 mm, compus | dimensiune 5 mm, compus din: Maner din
din: Maner din plastic, cu clichet, cu plastic, cu clichet, cu suprafata de contact mai
suprafata de contact mai mare; Tub exterior, | mare; Tub exterior, izolat; Insertie pentru
izolat; Insertie pentru forceps forceps
1.19. Pensa de apucare tip autoascutire, rotativa, Pensa de apucare tip autoascutire, rotativa, cu
cu stift conector pentru coagulare unipolara, | stift conector pentru coagulare unipolara,
atraumatica, falci cu dubla actiune, atraumatica, falci cu dubla actiune, lungimea
Pensi de apucare 33352WTD Germania Karl Storz lungimea lamei 28 mm., dimensiune 5 mm, | lamei 28 mm., dimensiune 5 mm, lungime 36 | CE, ISO
lungime 36 cm, constand din: Méner din cm, constand din: Maner din plastic, cu
plastic, cu clichet, cu zona de contact mai clichet, cu zona de contact mai mare; Tub
mare; Tub exterior, izolat ; Forceps Insertie | exterior, izolat ; Forceps Insertie
1.20. Pensa de apucare tip autoascutire, rotativa, Pensa de apucare tip autoascutire, rotativa, cu
cu pin conector pentru coagulare unipolard, | pin conector pentru coagulare unipolara,
dimensiune 5 mm, lungime 36 cm, falci dimensiune 5 mm, lungime 36 cm, falci
atraumatice, zimtate - serate la capat, atraumatice, zimtate - serate la capat, mijloc,
Pensa de apucare 33352FG Germania Karl Storz mijloc, clic a cate 3 randuri; cu actiune clic a cate 3 randuri; cu actiune dubla, CE, ISO
dubla, lungimea lamei 28 mm., compusa lungimea lamei 28 mm., compusa din:
din: Maner din plastic, cu clichet, cu zona Maner din plastic, cu clichet, cu zona de
de contact mai mare; Tub exterior, izolat; contact mai mare; Tub exterior, izolat; Pensa
Pensa Introduce Introduce
1.21. Pensa de apucare bipolara, Model tip Pensa de apucare bipolara, Model tip
Pensa de apucare bipolara 38651CS Germania Karl Storz CLERMONT- FERRAND, rotativa, CLERMONT- FERRAND, rotativa, CE, ISO

demontabild, cu pin conector pentru

demontabild, cu pin conector pentru coagulare




coagulare bipolara, falci cu actiune simpla,
falci inguste, la capat rotungite, pentru
disectia fina a structurilor fine, apucarea si
coagularea bipolard a structurilor fine,
lungimea lamelor 16 mm., dimensiune 5
mm, lungime 36 cm, constand din; Maner
din plastic bipolar, fara clichet, ; tub
Invelis exterior; Insertie pensa bipolara

bipolara, falci cu actiune simpla, falci inguste,
la capat rotungite, pentru disectia find a
structurilor fine, apucarea si coagularea
bipolara a structurilor fine, lungimea lamelor
16 mm., dimensiune 5 mm, lungime 36 cm,
constand din: Maner din plastic bipolar, fara
clichet, ; tub Invelis exterior; Insertie pensa
bipolara

1.22.

Pensa de disectie si apucare

Pensa pentru disectie si prindere bipolara,
model CLERMONT-FERRAND, rotativa,
cu stift de conectare pentru coagulare
bipolara, falci cu actiune simpla, falci plate,

Pensa pentru disectie si prindere bipolara,
model CLERMONT-FERRAND, rotativa, cu
stift de conectare pentru coagulare bipolara,
falci cu actiune simpla, falci plate, pentru

bipolara 38651KL Germania Karl Storz pentru disectie si prindere, lungimea disectie si prindere, lungimea lamelor 19 CE, ISO
lamelor 19 mm., dimensiune 5 mm, lungime | mm., dimensiune 5 mm, lungime 36 cm,
36 cm, constand din: Plastic Maner bipolar, | constdnd din: Plastic Maner bipolar, fara
fara clichet; Manta exterioard; Insertie clichet; Manta exterioard; Insertie bipolara
bipolara
1.23. ,»Pensa de prindere bipolara tip KELLY, ,,Pensa de prindere bipolara tip KELLY,
model CLERMONT-FERRAND, rotativa, model CLERMONT-FERRAND, rotativa,
demontabila, cu pin conector pentru demontabila, cu pin conector pentru coagulare
coagulare bipolara, falci cu actiune dubla, bipolara, filci cu actiune dubla, curbe,
Pensa de prindere bipolara 38651ML Germania Karl Storz curbe, potrivite special pentru disectie, potrivite special pentru disectie, lungimea CE, ISO
lungimea lamelor 24 mm., dimensiune 5 lamelor 24 mm., dimensiune 5 mm, lungime
mm, lungime 36 cm, constand din: Maner 36 cm, constand din: Maner plastic bipolara,
plastic bipolara, fara Clichet; Invelis fara Clichet; Invelis exterior bipolara ; Insert
exterior bipolara ; Insert pensa bipolara pensa bipolara
1.24. Cablu unipolar de naltd frecventa, cu mufda | Cablu unipolar de Tnaltd frecventd, cu mufa de
Cablu uI}ipOlar de nalta 26005M Germania Karl Storz de 5 mm, lungime 300 cm, pentru utilizgrg ] 5 mm, lungime 300 cm, pentru utilizgrg cu CE. 1SO
frecventa, 300 cm cu electrocoagulator, conexiune compatibild | electrocoagulator, conexiune compatibila cu
cu tip ICC tip ICC
1.25. Cablu bipolar de nalta frecventa, lungime Cablu bipolar de nalta frecventa, lungime 300
Cablu bi?olar de nalta 26176LE Germania Karl Storz 300 cm, pentru utilizare cu L cm, pgntru utilizarg cu electrqcoagglator, CE. 15O
frecventd, 300 cm electrocoagulator, conexiune compatibild cu | conexiune compatibila cu seria T si ICC
seria T si ICC
1.26. Foarfece tip autoascutire, rotativa, Foarfece tip autoascutire, rotativa, dimensiune
Foarfece 34321MW Germania Karl Storz dimensiune 5 mm, lungime 36 cm, zimtata, | 5 mm, lungime 36 cm, zimtata, curbata, CE, ISO

curbatd, conica, cu stift de conectare pentru
coagulare unipolara, falci cu actiune dubla,

conicd, cu stift de conectare pentru coagulare
unipolard, falci cu actiune dubla, lungime




lungime lame 15 mm., constand din:
Maéner din plastic, fara clichet; Tub
exterior, izolat; Foarfece Insertie

lame 15 mm., constand din: Maner din
plastic, fard clichet; Tub exterior, izolat;
Foarfece Insertie

1.27. Insertie foarfece tip autoascutire cu manta Insertie foarfece tip autoascutire cu manta
exterioard, curbate, falci cu actiune dubla, exterioara, curbate, falci cu actiune dubla,
Foarfece Insertie 34310MA-D Germania Karl Storz falci in forma de lingura, lungime lame 17 falci in forma de lingurd, lungime lame 17 CE, ISO
mm, dimensiune 5 mm, lungime 36 cm, mm, dimensiune 5 mm, lungime 36 cm, steril,
steril, de unica folosintd, pachet de 10buc. de unica folosinta, pachet de 10buc
1.28. Foarfece carlig tip autoascutire, rotativa, Foarfece carlig tip autoascutire, rotativa, cu
cu stift de conectare pentru coagulare stift de conectare pentru coagulare unipolara,
unipolara, dimensiune 5 mm, lungime 36 dimensiune 5 mm, lungime 36 cm, falci cu
Foarfece carlig 34321EH Germania Karl Storz cm, falci cu actiune singla, lungime lame 10 | actiune singla, lungime lame 10 mm constand | CE, ISO
mm constand din: Méner din plastic, fara din: Maner din plastic, fara clichet; Tub
clichet; Tub exterior, izolat; Insertie exterior, izolat; Insertie foarfece
foarfece
1.29. Electrod de coagulare si disectie, in forma Electrod de coagulare si disectie, in forma de
E.lectr.od de coagulare si 26775UF Germania Karl Storz de'L, cu Hpin.conec.tor pentru Coagqlare L_, cu pi_n conector pentru coagulare unipolara, CE, 1SO
disectie unipolara, dimensiune 5 mm, lungime de dimensiune 5 mm, lungime de lucru 36 cm
lucru 36 cm
1.30. Retractor tip CUSCHIERI, dimensiune 10 Retractor tip CUSCHIERI, dimensiune 10
Retractor de . y . <
tip CUSCHIERI, dimensiune | 30623URL | Germania | Karl Storz | ™™ lungime 36 cm, suprafagd mare de ) mm, lungime 36 cm, suprafatd marede = | o 150
10 mm contact, suprafa‘ga de. contact aprox. .30 cm?, | contact, suprafaga de. contact aprox. .30 cm?,
constand din: Insertie; Maner exterior constand din: Insertie; Maner exterior
1.31. Portac Macro , maner axial ergonomic cu Portac Macro , maner axial ergonomic cu
Suport ac Macro, 5 mm, 33 _ clichet decuplabil, gliberare clichet pe clichet decuplabil, eliberare clichet pe‘par'tea
om ' ' 26173KAL Germania Karl Storz partea dreapta, falci curbate stanga, cu dreapta, filci curbate stdnga, cu insertie din CE, ISO
insertie din carburd de tungsten @ 5 mm, carbura de tungsten @ 5 mm, lungime 33 cm
lungime 33 cm
1.32. Instrument de legare noduri tip Instrument de legare noduri tip
Instrument legare noduri , 5 26596SK Germania Karl Storz KOC_KERLING, dimensiune 5 mm, KOCKERLING, dimerlsiune 5 mm, lungime CE, 150
mm, 36 cm lungime de lucru 36 cm, pentru Tnnodare de lucru 36 cm, pentru Tnnodare
extracorporala extracorporala
1.33. Aplicator de cleme, demontabil, rotativ, cu | Aplicator de cleme, demontabil, rotativ, cu
clichet pentru blocarea bransei,care sustine | clichet pentru blocarea bransei,care sustine
Clip-Aplicator 30444GA Germania Karl Storz clema, dimensiune 10 mm, lungime 36 cm, | clema, dimensiune 10 mm, lungime 36 cm, CE. 15O

compus din: Maner metalic, cu clichet; Tub
metalic exterior; Insert, pentru ligatura
cleme (medii)

compus din: Maner metalic, cu clichet; Tub
metalic exterior; Insert, pentru ligatura cleme
(medii)




1.34. CIipHri de titan Pilling-Weck, 30460AP Germania Karl Storz Clipuri dg _titan , ster@le, 250 buc in cartuse , | Clipuri d(s 'titan , sterile, 2_50 buc in cartuse , CE. 1SO
medii pentru utilizare cu clip aplicatoare 10mm pentru utilizare cu clip aplicatoare 10mm
1.35. Ligatura tip Endo-Loop, cu nod tip Ligatura tip Endo-Loop, cu nod tip ROEDER,
ROEDER, pentru cioturi hemoragice, cu pentru cioturi hemoragice, cu sutura sintetica
Ligatura Endo-Loop, 12x 26172AE Germania Karl Storz sutura sintetica absorbabila, de unica absorbabila, de unica folosinta, sterila, USP 0, | CE, ISO
folosinta, sterila, USP 0, dimensiune 3 mm, | dimensiune 3 mm, lungime 33 cm, pachet de
lungime 33 cm, pachet de 12 12
1.36. Maner cu supapa trompeta, pentru aspiratie | Maner cu supapa trompeta, pentru aspiratie
sau irigare, autoclavabil, pentru utilizare cu | sau irigare, autoclavabil, pentru utilizare cu
Maner cu valva trompeta 30804 Germania Karl Storz tuburi de aspiratie de coagulare de 5 mm si | tuburi de aspiratie de coagulare de 5 mm si CE, ISO
tuburi de aspiratie si irigare de 3, 3,551 5 tuburi de aspiratie si irigare de 3, 3,5 si 5 mm
mm
1.37. Tub de aspiratie si irigare, cu orificii Tub de aspiratie si irigare, cu orificii laterale,
Tub de aspiratie si irigare, 36 26173BN Germania Karl Storz laterwalei,' suprafata antireflex, cu robvineE cu suprafata antireflex, cu rotjine} cu df)ué céi CE, 1SO
cm doua cai pentru control cu o singurd mana, pentru control cu o singura mana, dimensiune
dimensiune 5 mm, lungime 36 cm 5 mm, lungime 36 cm
Semnat: Numele, Prenumele: Gherman Irina In calitate de: Director

Ofertantul: ,,Denolga Medical” SRL Adresa: Mun. Chisinau, str. Banulescu Bodoni, 45, of. 315
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Anexa nr.23
la Documentatia standard aprobata prin

Ordinul Ministrului Finantelor
nr. 115 din 15 septembrie 2021

Numérul procedurii de achizitie ocds-b3wdpl-MD-1688049323608 din 29.06.2023

Obiectul de achizitiei: Instrumentarul si accesorii pentru trusa laparoscopica Autocon, producitor Karl Storz, Germania, din dotarea IMSP Spitalul Clinic Balti, pentru a. 2023

Denumirea Unitatea | Canti- Pret Pret Suma Suma Termenul de | Clasificatie bugetara (IBAN) Dis-
bunurilor/serviciilor de tatea unitar unitar fara cu TVA | livrare/prest count
Cod CPV misuri (fari (cu TVA are %
TVA) TVA)
1 2 3 4 5 6 7 8 9 10 11
Bunuri/servicii

Lotul -1 instrumentele si accesoriile pentru trusa laparoscopici Autocon, producitor Karl Storz, Germania,
din dotarea IMSP Spitalul Clinic Bilti, pentru a. 2023

i i ° 53 373.20
1.1. 33100000-1 ;)eﬁfrc]:ogld;:p Hopkins, 30°, BUC. 5 6404784 | 106746.40 128 095.68 31.12.2023 MD58TRPCCW518430A00124AA
i i ° 45303.30
1.2 33100000-1 ST;Iﬁ]sch g;tlp Hopkins, 30°, BUC. 1 5436396 | 4530330 54 363.95 31.12.2023 MD58TRPCCW518430A00124AA
1.3. 33100000-1 Cat.’hf de lumina cu fibra BUC. 5 11764.72 1411766 | 23529 44 28 235,33 31.12.2023 MD58TRPCCW518430A00124AA
opticd, 250 cm, @4,8 mm
1.4. 33100000-1 Cal?hf de lumina cu fibra BUC. 1 10054.88 1206586 | 1005488 12 065.86 31.12.2023 MD58TRPCCW518430A00124AA
opticd, 230 cm, 93,5 mm
1.5. | 33100000-1 | Trocar, dimensiune 6 mm Buc. 6 5816.24 | §979.49 | 34897.44 41876.93 31.12.2023 MD58TRPCCW518430A00124AA
1.6. 33100000-1 | Canula, dimensiune 6 mm Buc. 10 3468.40 | 4162.08 | 34684.00 41 620.80 31.12.2023 MD58TRPCCW518430A00124AA
1.7. 33100000-1 | Trocar, dimensiune 11 mm Buc. 6 813740 | 9764.88 | 48824.40 58 589.28 31.12.2023 MD58TRPCCW518430A00124AA
3. fard 3 2125.20
1.8. 33100000-1 C_anula,_ fara supapa, BuC. 6 255024 | 1275120 15 301.44 31.12.2023 MD58TRPCCW518430A00124AA
dimensiune 11 mm
1.9. 33100000-1 | Manson de reducere, 11/5 mm Buc. 2 2290.80 | 2748.96 | 4581.60 5497.92 31.12.2023 MD58TRPCCW518430A00124AA
1.10.| 33100000-1 | Pensd de apucare Buc. 2 1264545 | 1517454 | 25290.90 30 349.08 31.12.2023 MDS58TRPCCW518430A00124AA
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1.11.| 33100000-1 | Disecare si apucare. Forceps Buc. 3 1264545 | 1517454 | 37936.35 45 523.62 31.12.2023 MDS8TRPCCW518430A00124AA
1.12.| 33100000-1 | Pensa de apucare Buc. 3 1264545 | 15174.54 | 37936.35 45 523.62 31.12.2023 MD58TRPCCW518430A00124AA
1.13.| 33100000-1 | Pensd de apucare Buc. 2 1264545 | 15174.54 | 25290.90 30 349.08 31.12.2023 MD58TRPCCW518430A00124AA
1.14.| 33100000-1 | Pensade Disecare si apucare. Buc. 2 1264545 | 15174.54 | 25290.90 30 349.08 31.12.2023 MD58TRPCCW518430A00124AA
1.15.| 33100000-1 | Pensd de apucare Buc. 2 1264545 | 15174.54 | 25290.90 30 349.08 31.12.2023 MD58TRPCCW518430A00124AA
1.16.| 33100000-1 | Pensd de apucare Buc. 2 1264545 | 15174.54 | 25290.90 30 349.08 31.12.2023 MD58TRPCCW518430A00124AA
1.17.| 33100000-1 | Pensd de apucare Buc. 2 1264545 | 15174.54 | 25290.90 30 349.08 31.12.2023 MD58TRPCCW518430A00124AA
1.18.| 33100000-1 | Pensd de apucare Buc. 2 1264545 | 15174.54 | 25290.90 30 349.08 31.12.2023 MD58TRPCCW518430A00124AA
1.19.| 33100000-1 | Pensa de apucare Buc. 1 1264545 | 1517454 | 1264545 15 174.54 31.12.2023 MDS8TRPCCW518430A00124AA
1.20.| 33100000-1 | Pensa de apucare Buc. 2 1264545 | 1517454 | 25290.90 30 349.08 31.12.2023 MDS8TRPCCW518430A00124AA
1.21.| 33100000-1 | Pensd de apucare bipolara Buc. 2 22801.25 | 2736150 | 45602.50 54 723.00 31.12.2023 MDS8TRPCCW518430A00124AA
3 i ie si 22 801.25
1.22. 33100000-1 gieslos;ge disectie si apucare BUC. 2 2736150 | 4560250 54 723.00 31.12.2023 MD58TRPCCW518430A00124AA
1.23.| 33100000-1 | Pensa de prindere bipolara Buc. 4 2334355 | 28012.26 | 93374.20 112049.04 | 31.12.2023 MD58TRPCCW518430A00124AA
1.24. 33100000-1 Cablu uI}lpolar de inalta BUC. 3 1708.10 200972 | 512430 . 31.12.2023 MD58TRPCCW518430A00124AA
frecventa, 300 cm
1.25. 33100000-1 Cablu blPolar de nalta BUC. 3 2534.60 304152 | 7603.80 9 124.56 31.12.2023 MD58TRPCCW518430A00124AA
frecventa, 300 cm
1.26.| 33100000-1 | Foarfece Buc. 2 1222640 | 14671.68 | 24 452.80 29 343.36 31.12.2023 MD58TRPCCW518430A00124AA
1.27.| 33100000-1 Foarfece Insertie Buc. 4 12466.23 | 14959.48 | 49 864.92 59 837.90 31.12.2023 MD58TRPCCW518430A00124AA
1.28.| 33100000-1 | Foarfece carlig Buc. 2 12226.40 | 14671.68 | 24 452.80 29 343.36 31.12.2023 MD58TRPCCW518430A00124AA
i 3174.92
1.29. 33100000-1 dEilsc:gg;d de coagulare si BUC. 4 380990 | 1269968 15 239.62 31.12.2023 MD58TRPCCW518430A00124AA
’ i 23184.92
1.30. 33100000-1 Retractor de tip CUSCHIERI, BuC. 1 3184.9 2782190 | 23 184.92 27 821.90 31.12.2023 MD58TRPCCW518430A00124AA
dimensiune 10 mm
1.31.| 33100000-1 | Suportac Macro, 5 mm, 33 cm Buc. 2 19822.95 | 23787.54 | 39645.90 47 575.08 31.12.2023 MD58TRPCCW518430A00124AA
i 1753.05
1321 21000001 mrsT:ruSngeCr::]Iegare noduri , 5 BUC. 1 210366 | 1753.05 2103.66 31.12.2023 MD58TRPCCW518430A00124AA
1.33.| 33100000-1 | Clip-Aplicator Buc. 2 18339.60 | 22007.52 | 36679.20 44015.04 31.12.2023 MD58TRPCCW518430A00124AA
i i i illing- 8104.34
1341 21000001 ﬁlelgﬂn de titan Pilling-Weck, BUC. 20 072521 | 16208680 | 10450416 | 31-12:2023 MD58TRPCCW518430A00124AA
1.35.| 33100000-1 | Ligatura Endo-Loop, 12x Buc. 10 6917.08 | 830050 | 69170.80 83 004.96 31.12.2023 MD58TRPCCW518430A00124AA
1.36.| 33100000-1 | Méner cu valva trompetd Buc. 2 202275 | 2427.30 | 404550 4854.60 31.12.2023 MD58TRPCCW518430A00124AA
iratie si iri 6284.01
1.37. 33100000-1 ;Frlrl]b de aspiratie si irigare, 36 BuC. 2 254081 | 12568.02 15 08162 31.12.2023 MD58TRPCCW518430A00124AA
1.38. TOTAL 1270129.70 | 1524 155.64
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semnat: Numele, Prenumele: Gherman Irina  Tn calitate de: Director
Ofertantul: ,,Denolga Medical” SRL Adresa: Mun. Chisindu, str. Banulescu Bodoni, 45, of. 315
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ORDIN DE PLATA Nr. 66 DATA EMITERII 11 iulie 2023 TIP.DOC. 1

PLATITI | 12702.00 | LEI

Douasprezece mii sapte sute doi lei 00 bani

PLATITOR (R)DENOLGA MEDICAL SC SRL CODUL IBAN  |MD59MO2224ASV23107877100

CODUL FISCAL | 1005600059558

PRESTATORUL PLATITOR OTP Bank S.A.

BENEFICIAR (R)IMSP Spitalul Clinic Balti CODUL IBAN  |MD77ML000000002251821544

CODUL FISCAL | 1003602150732

PRESTATORUL BENEFICIAR BC'Moldindconbank'S.A.

DESTINATIA PLATII Pentru garantia pentru oferta in cuantum de 1 prc. la
licitatia publica nr. ocds-b3wdp1-MD-1688049323608 (21083673)

CODUL TRANZACTIEI DATA PRIMIRII DATA EXECUTARII

TIPUL TRANSFERULUI
NORMiURGENT
N

[11iulie 2023 [11iulie 2023

SEMNATURILE EMITENTULUI

SEMNATURA PRESTATORULUI

MOTIVUL REFUZULUI

@ otpbank

11.1UL.2023

OTP BANK SA
IDNO 1002600006089




APROBAT
prin Ordinul Ministrului Finantelor
nr. 72 din 11.06. 2020

modificat prin Ordinul Ministerului Finantelor
nr. 146 din 24.11.2020

FORMULARUL STANDARD AL DOCUMENTULUI UNIC
DE ACHIZITII EUROPEAN

1. Documentul unic de achizitii european, (in continuare, DUAE) este o declaratie
pe proprie raspundere, prin care operatorul economic confirma indeplinirea criteriilor
de calificare si selectie necesare in cadrul procedurilor de achizitie publica in
Republica Moldova.
2. Formularul este completat, semnat electronic si transmis autoritatii contractante la
depunerea ofertei.
3. Un DUAE depus de catre operatorul economic in cadrul unei proceduri de
achizitie publica anterioara poate fi reutilizat, cu conditia ca informatiile cuprinse in
formular sa fie corecte si valabile la data depunerii acestuia.
4. Ofertantul care prezintd in DUAE informatii false sau documentele justificative
prezentate nu confirma informatia indicata in documentul prezentat este exclus din
procedura de achizitie publica si/sau poate raspunde conform legislatiei.
5. Formularul DUAE este constituit din 7 capitole, si anume:

1) Capitolul 1. Informatii privind procedura de achizitie publica si
autoritatea/entitatea contractanta;

2) Capitolul II. Informatii referitoare la operatorul economic;

3) Capitolul I11. Motive de excludere din cadrul procedurii de achizitie publicg;

4) Capitolul IV. Criteriile de calificare si selectie a operatorilor economici;

5) Capitolul V. Indicatii generale pentru criteriile de selectie a operatorilor
economici;

6) Capitolul VI. Preselectia candidatilor pentru procedura de atribuire a
contractului de achizitie publica,

7) Capitolul VII. Declaratii finale.
6. Prezentarea formularului DUAE la depunerea ofertei care nu este conform cu

cerintele stabilite in Documentatia de atribuire duce la respingerea ofertei.
Capitolul 1. Informatii privind procedura de achizitie publica si
autoritatea/entitatea contractanta

Compartimentul se completeaza doar de catre autoritatealentitatea contractanta.

Cod

pozitie Continutul cerintei Réspuns

1 2 3

A. Informatii despre publicare

Numadrul anuntului/invitatiei publicate in Buletinul
1A.1 achizitiilor publice, si dupa caz numarul anuntului | ocds-b3wdp1-MD-
publicat in Jurnalul Oficial al Uniunii Europene 1688049323608



https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1688049323608
https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1688049323608

B. Identitatea autoritatii/entit:itii contractante

1B.1 Denumirea autoritatii/entitatii contractante IM‘SP.”SP fta.l,fd
i i Clinic Balti
1B.2 Numa.lrv _unic de identificare (IDNO) a 1003602150732
autoritatii/entitatii contractante
Capitolul 11. Informatii referitoare la operatorul economic
Compartimentul se completeaza doar de catre operatorii economici.
qu. Continutul cerintelor Raspuns
pozitie ’ ’
1 2 3

A. Informatii privind operatorul economic

2A.1 Denumirea operatorul economic SC ,,.Denolga Medical” SRL
2A.2 Tara Republica Moldova
2A.3 Cod postal MD-2012
2A4 Orag/Localitate Chisinau
2A.5 Adresa juridica Str. Grenoble, 149A
2A.6 Pagina web www.denolga.com
2A.7 Persoana sau persoanele de contact Cucerenco Olesea
2A.7.1 Telefon +373 22 260-602
2A.7.2 Adresa de e-mail olesea.cucerenco@yahoo.com
2A.8 Numar unic de identificare
(IDNO/IDNP) 1005600059558
2A.9 Numarul cod TVA 0206317
2A.10 Forma organizatorico-juridica a Societate cu Raspundere
activitatii de antreprenoriat Limitata
2A.11 Informatia cu privire la numele actionarilor/asociatilor/beneficiarului
efectiv
2A.11.1 | Numele actionarilor / asociatilor Gherman Irina
2A.11.2 | Numele beneficiarului efectiv

[beneficiar efectiv — persoana fizica ce
detine sau controleaza in ultima
instanta o persoand fizica sau juridica
ori beneficiar al unei societati de
investitii sau administrator al societatii
de investitii, ori persoand in al carei
nume se desfasoarda o activitate sau se
realizeaza o tranzactie si/sau care
detine, direct sau indirect, dreptul de
proprietate sau controlul asupra a cel

Gherman Irina




putin 25% din actiuni sau din dreptul de
vot al persoanei juridice ori asupra
bunurilor  aflate  Tn  administrare
fiduciara]

2A.11.3 | Cetatenia beneficiarului efectiv
(legatura juridico-politica permanenta a
persoanei fizice definite conform
porzitiei 24.11.2)

MD

Operatorul economic este:
¢ intreprindere mica
¢ intreprindere mijlocie
o sialtele

2A.12 Intreprindere mica

In cazul in care achizitia este rezervata:
operatorul economic este un atelier
protejat sau o Intreprindere sociala, sau 1Da v'Nu
va asigura executarea contractului in
contextul programelor de angajare
protejata?

2A.13

Daca da, care este procentul
2A.13.1 | corespunzator  de  lucratori  cu |numar|
dizabilitati sau defavorizati?

Specificati carei sau caror categorii de
2A.13.2 | lucratori cu dizabilitati sau defavorizati |text|
le apartin angajatii in cauza?

Operatorul economic participa la
2A.14 procedura de achizitii publice impreuna 1Da v'Nu
cu alti operatori economici?

Daca Da, precizati rolul operatorului
economic Tn cadrul grupului (lider,

2A14.1 responsabil cu indeplinirea unor |text]|
sarcini specifice, etc).
Numiti  operatorii  economici care

2A.14.2 | participa la procedura respectiva de [text|
achizitie publica.

9A14.3 Spec:if_ica,ti denumirea grupului Itext]
participant.

Nota. Daca ati raspuns Da la intrebarea 2A.14, asigurati-va ca operatorii economici
mentionati sa prezinte un formular DUAE separat.

B. Informatii privind reprezentantii operatorului economic

Indicati numele persoanei (persoanelor) imputernicitd (imputernicite) sa il reprezinte
pe operatorul economic in scopurile prezentei proceduri de achizitie publica.

2B.1 Nume si prenume Olesea Cucerenco

2B.2 Pozitie/actionand in calitate de.. Jurisconsult

2B.3 Tara Republica Moldova




2B.4 Telefon +373 22 260-602

2B.5 Adresa de e-mail olesea.cucerenco@yahoo.com
C. Informatii privind utilizarea capacitatilor altor entitati
Operatorul economic utilizeaza
capacitatile altor entitdti pentru a| []Da v Nu

satisface criteriile de selectie previzute
in capitolul IV, precum si (dacd este
cazul) criteriile si regulile mentionate in
capitolul \V de mai jos?

2C.1

Nota. Daca ati raspuns Da la intrebarea 2C. 1, prezentati un formular DUAE separat
care sa cuprinda informatiile solicitate in sectiunile A si B din capitolul respectiv §i
din capitolul 11l pentru fiecare dintre entitatile in cauza, completat si semnat in mod
corespunzator de entitatile in cauza. Atragem atentia asupra faptului ca trebuie
inclusi, de asemenea, tehnicienii sau organismele tehnice implicate, indiferent daca
fac sau nu parte din intreprinderea operatorului economic, in special cei care
raspund de controlul calitatii si, in cazul contractelor de achizitii publice de lucrari,
tehnicienii sau organismele tehnice la care poate face apel operatorul economic n
vederea executarii lucrdrilor. In mdsura in care este relevant pentru capacitatea
(capacitatile) specifica (specifice) utilizata (utilizate) de operatorul economic,
includeti informatiile prevazute in capitolele 1V si V pentru fiecare dintre entitatile in
cauzd.

D.Informatii privind subcontractantii pe ale ciror capacititi operatorul
economic se bazeaza

Operatorul economic intentioneaza sa
2D.1 subcontracteze vreo parte din contract 1Da v'Nu
cu alti operatori economici?

Daca Da, enumerati subcontractantii

2D.1.1 . |text|
propusi.
Capitolul 111. Motive de excludere din cadrul procedurii de achizitie publica
Compartimentul se completeaza de catre operatorii economici.
Cod pozitie | Continutul cerintelor | Raspuns
A.Motive referitoare la condamniri prin hotariarea definitivd a unei instante
judecatoresti
1 2 3
Participare la o organizatie criminala.
Operatorul economic insusi sau orice persoana
care este membru al organismului de administrare,
de conducere sau de supraveghere al acestuia sau
3A.1 praved ODa VNu

care are putere de reprezentare, de decizie sau de
control in cadrul acestuia a facut obiectul unei
condamnadri pronuntate printr-o hotarare definitiva
pentru participare la o organizatie criminald,




printr-o condamnare pronuntatda cu cel mult cinci
ani iIn urma sau in care continud si se aplice o
perioada de excludere prevazuta in mod direct in
condamnare?

3A.2

Coruptie.

Operatorul economic insusi sau orice persoana
care este membru al organismului de administrare,
de conducere sau de supraveghere al acestuia sau
care are putere de reprezentare, de decizie sau de
control in cadrul acestuia a facut obiectul unei
condamndri pentru coruptie pronuntate printr-0
hotarare  definitivd,  printr-0 ~ condamnare
pronuntatd cu cel mult cinci ani Tn urma sau in
care continud sd se aplice o perioada de excludere
prevazuta in mod direct in condamnare?

1Da

v'Nu

3A.3

Fraude.

Operatorul economic insusi sau orice persoana
care este membru al organismului de administrare,
de conducere sau de supraveghere al acestuia sau
care are putere de reprezentare, de decizie sau de
control in cadrul acestuia a facut obiectul unei
condamndri pentru fraudd pronuntate printr-0
hotdarare  definitivd,  printr-o0  condamnare
pronuntatd cu cel mult cinci ani in urma sau in
care continud sd se aplice o perioada de excludere
prevazuta in mod direct in condamnare?

"1Da

v'Nu

3A.4

Infractiuni teroriste sau infractiuni legate de
activitatile teroriste.

Operatorul economic insusi sau orice persoand
care este membru al organismului de administrare,
de conducere sau de supraveghere al acestuia sau
care are putere de reprezentare, de decizie sau de
control in cadrul acestuia a facut obiectul unei
condamndri pentru infractiuni teroriste sau
infractiuni legate de activitati teroriste, pronuntate
printr-o hotarare definitiva, printr-o condamnare
pronuntatd cu cel mult cinci ani Tn urma sau in
care continud s se aplice o perioada de excludere
prevazuta in mod direct in condamnare?

1Da

v'Nu

3A.5

Spalare de bani sau finantarea terorismului.

Operatorul economic insusi sau orice persoand
care este membru al organismului de administrare,
de conducere sau de supraveghere al acestuia sau
care are putere de reprezentare, de decizie sau de
control in cadrul acestuia a facut obiectul unei

1Da

v'Nu




condamndri pentru infractiuni teroriste sau
infractiuni legate de activitati teroriste, pronuntate
printr-o hotarare definitiva, printr-o condamnare
pronuntatd cu cel mult cinci ani Tn urma sau in
care continud sa se aplice o perioadd de excludere
prevazuta in mod direct in condamnare?

3A.6

Exploatarea prin munca a copiilor si alte forme
de trafic de persoane.

Operatorul economic insusi sau orice persoana
care este membru al organismului de administrare,
de conducere sau de supraveghere al acestuia sau
care are putere de reprezentare, de decizie sau de
control in cadrul acestuia a facut obiectul unei
condamnadri pronuntate printr-o hotarare definitiva
pentru exploatare prin munca a copiilor si alte
forme de trafic de persoane, printr-o condamnare
pronuntatd cu cel mult cinci ani Tn urma sau in
care continud sd se aplice o perioada de excludere
prevazuta in mod direct in condamnare?

1Da v'Nu

3A.7

In cazul ca raspunsul este Da pentru cel putin una
din intrebarile 3A.1 — 3A.6, puteti furniza dovezi
care sd arate ca masurile luate sunt suficiente
pentru a demonstra fiabilitatea, in pofida
existentei unui motiv de excludere?

"1Da CINu

3A.7.1

Daca Da, descrieti aceste masuri.

|text]|

B. Motive

rivind plata impozitelor sau/si a contributiilor de

asigurari sociale

Plata impozitelor

3B.1

Operatorul economic si-a onorat obligatiile cu
privire la plata impozitelor, taxelor si
contributiilor  sociale in  conformitate cu
prevederile legale in vigoare in Republica
Moldova sau in tara in care este stabilit?

v'Da INu

3B.11

Daca Nu, in ce mod a fost stabilita obligatia cu
privire la plata impozitelor, taxelor si
contributiilor sociale?

|text|

3B.1.2

In cazul in care, incdlcarea cu referire la
obligatiile privind plata impozitelor, taxelor si
contributiilor sociale a fost stabilita printr-0
hotardre judecatoreasca sau administrativa,
aceasta decizie este definitiva?

"1Da TINu

3B.1.3

In cazul in care, incdlcarea cu referire la
obligatiile privind plata impozitelor, taxelor si
contributiilor sociale a fost stabilita printr-0
hotarare judecatoreasca sau administrativa,

|text]|




precizati data si numarul deciziei.

Operatorul economic beneficiaza, in conditiile
legii, de esalonarea obligatillor de plata a
impozitelor, taxelor si contributiilor de asigurari
sociale ori de alte facilitdti in vederea platii

3B.2 acestora, inclusiv a majordrilor de intarziere
-y : : [1Da v'Nu
(penalitatilor) si/sau a amenzilor?
Nota: Se completeaza doar in cazul in care afi
raspuns Nu, la intrebarea din 3B.1.
Daca Da, operatorul economic este in masurd sa
furnizeze actul privind esalonarea obligatiilor de
3B.2.1 plata a impozitelor, taxelor si contributiilor de | [1Da JNu
asigurari sociale ori de alte facilitati in vederea
platii acestora?
Operatorul economic este in masura si furnizeze
3B.3 }m c.ertiﬁca}t cu priyire .la. plata impoziteloy sau sd /Da “NU
urnizeze informatii privind onorarea obligatiilor
fiscale?
Adresa de internet:
www.servicii.fisc.md
Autoritatea sau
Informatiile privind lipsa/existenta restantelor fatd | organismul
de bugetul public national sunt disponibile gratuit | emitent(3):
3B.4 pentru autoritati, prin accesarea unei baze de date Serviciul Fiscal de Stat

nationale? Daca da, specificati informatia care ar
permite verificarea.

Referinta exactd a
documentatiei:

mww.servicii.fisc.md/con

ribuabil.aspx
C.Includerea in lista de interdictie a operatorilor economici
3c1 'Opera.tor.ul economi.c este Tnsprjs in lista de Da /NU
interdictie a operatorilor economici?
In cazul cd raspunsul este Da pentru intrebarea
3C.1, puteti furniza dovezi care sa arate ca
3C.11 masurile luate sunt suficiente pentru a demonstra | 1Da INu
fiabilitatea, in pofida existentei unui motiv de
excludere?
3C.1.2 Daca Da, descrieti aceste mdsuri. |text]|
D. Motive legate de insolvabilitate, conflicte de interese sau abateri profesionale
Obligatiile aplicabile in domeniul mediului,
muncii si asigurarilor sociale
3D1 dOperatprul ec_:ono_rflic a _i_ncélctat obligatiile in " Da /Nu
omeniul mediului Tn ultimii 3 ani?
3D.1.1 In cazul cd rdspunsul este Da pentru intrebarea | [1Da INu




3D.1, puteti furniza dovezi care sa arate ca
masurile luate sunt suficiente pentru a demonstra
fiabilitatea, in pofida existentei unui motiv de
excludere?

3D.1.2

Daca Da, descrieti aceste masuri.

|text]|

3D.2

Operatorul economic a incalcat obligatiile in
domeniul social in ultimii 3 ani?

1Da v'Nu

3D.2.1

In cazul ca rdaspunsul este Da pentru intrebarea
3D.2, puteti furniza dovezi care sa arate ca
masurile luate sunt suficiente pentru a demonstra
fiabilitatea, in pofida existentei unui motiv de
excludere?

1Da “INu

3D.2.2

Daca Da, descrieti aceste masuri.

|text]|

3D.3

Operatorul economic a incalcat obligatiile in
domeniul muncii in ultimii 3 ani?

1Da v'Nu

3D.3.1

In cazul cd rdspunsul este Da pentru intrebarea
3D.3, puteti furniza dovezi care sa arate ca
masurile luate sunt suficiente pentru a demonstra
fiabilitatea, in pofida existentei unui motiv de
excludere?

"1Da “INu

3D.3.2

Daca Da, descrieti aceste masuri.

|text]|

Insolvabilitatea

3D.4

Operatorul economic este 1in situatie de
insolvabilitate sau de lichidare a activitatii
antreprenoriale  ca urmare a unei hotararii
judecatoresti?

"1Da v Nu

3D4.1

In cazul cd rdspunsul este Da pentru intrebarea
3D.4, puteti furniza dovezi care sa arate ca
masurile luate sunt suficiente pentru a demonstra
fiabilitatea, in pofida existentei unui motiv de
excludere?

"1Da “INu

3D.4.2

Daca Da, descrieti aceste masuri.

|text]|

Active administrate de lichidator

3D.5

Activele operatorului economic sunt administrate
de un lichidator sau de o instantd?

1Da v'Nu

3D.5.1

In cazul cd rdspunsul este Da pentru intrebarea
3D.5, puteti furniza dovezi care sa arate cad
masurile luate sunt suficiente pentru a demonstra
fiabilitatea, in pofida existentei unui motiv de
excludere?

"Da “'Nu

3D.5.2

Daca Da, descrieti aceste masuri.

|[text|

Activitatile economice sunt suspendate

3D.6

Activitdtile economice ale operatorului economic
sunt suspendate?

1Da v'Nu




3D.6.1

In cazul cd rdspunsul este Da pentru intrebarea
3D.6, puteti furniza dovezi care sa arate ca
masurile luate sunt suficiente pentru a demonstra
fiabilitatea, in pofida existentei unui motiv de
excludere?

1Da

“INu

3D.6.2

Daca Da, descrieti aceste masuri.

|[text]|

Acorduri cu alti operatori economici care
vizeaza denaturarea concurentei

3D.7

Operatorul economic, in ultimii 3 ani, a incheiat
acorduri cu alti operatori economici care au ca
obiect denaturarea concurentei, fapt constatat prin
decizie a organului abilitat in acest sens?

"1Da

v'Nu

3D.7.1

In cazul cd rdspunsul este Da pentru intrebarea
3D.7, puteti furniza dovezi care sa arate ca
masurile luate sunt suficiente pentru a demonstra
fiabilitatea, in pofida existentei unui motiv de
excludere?

1Da

INu

3D.7.2

Daca Da, descrieti aceste masuri.

|[text]|

Conflict de interese

3D.8

Operatorul economic se afla intr-o situatic de
conflict de interese care nu poate fi remediata?

"1Da

v'Nu

3D.8.1

In cazul ca raspunsul este Da pentru intrebarea
3D.8, puteti furniza dovezi care sa arate ca
masurile luate sunt suficiente pentru a demonstra
fiabilitatea, in pofida existentei unui motiv de
excludere?

1Da

INu

3D.8.2

Daca Da, descrieti aceste masuri.

|[text]|

Etica profesionala

3D.9

Operatorul economic a fost condamnat, in ultimii 3
ani, prin hotarare definitivd a unei instante
judecatoresti, pentru o fapta care a adus atingere
eticii profesionale sau pentru comiterea unei greseli
in materie profesionala?

1Da

v'Nu

3D.9.1

In cazul cd rdspunsul este Da pentru intrebarea
3D.9, puteti furniza dovezi care sa arate ca
masurile luate sunt suficiente pentru a demonstra
fiabilitatea, in pofida existentei unui motiv de
excludere?

1Da

INu

3D.9.2

Daca Da, descrieti aceste masuri.

|text|

Integritatea

3D.10

Operatorul economic, Tn ultimii 3 ani, se face
vinovat de o abatere profesionald, care ii pune la
indoiald integritatea?

"1Da

v'Nu

3D.10.1

In cazul ca raspunsul este Da pentru intrebarea

"1Da

“INu




3D.10, puteti furniza dovezi care sa arate ca
masurile luate sunt suficiente pentru a demonstra
fiabilitatea, in pofida existentei unui motiv de
excludere?

3D.10.2

Daca Da, descrieti aceste masuri.

|text]|

Capitolul 1V. Criteriile de calificare si selectie a operatorilor economici

Compartimentul se completeaza de catre autoritatea/entitatea (coloana nr.2)
contractanta si operatorii economici (coloana nr.3).

Cod pozitie

Continutul cerintelor

Raspuns

1

2

3

A. Capacitatea de exercitare a activitatii profesionale

4A.1

Operatorul economic este in masurd sa furnizeze
documentul/documentele prin care se va demonstra
inregistrarea acestuia?

v'Da INu

4A.1.1

Daca Da, indicati actele de inregistrare a
activitatii antreprenoriale si genul (genurile) de
activitate  determinate de legislatie, aferent
obiectului procedurii de atribuire a contractului, in
baza careia intreprinderea are dreptul sa execute
viitorul contract de achizitie publica.

Certificat de
inregistrare,
Extras

4A.1.2

Actele de inregistrare a activitatii antreprenoriale,
sunt disponibile gratuit pentru autoritati dintr-0
baza de date nationala? Daca da, specificati
informatia care ar permite verificarea.

Adresa de internet:
www.asp.gov.md/r
o/node/4414

Autoritatea sau
organismul
emitent(a):
Agentia Servicii
Publice

Referinta exacta a
documentatiei:
|text|

4A.2

Activitatea antreprenoriald detine o certificare
si/sau o autorizare echivalentd aferent obiectului
procedurii de atribuire a contractului, Tn cadrul unui
sistem national?

1Da v'Nu

4A.2.1

Daca Da, operatorul economic este in masura sd
furnizeze documentul/documentele prin care se va
demonstra certificarea si/sau autorizarea activitatii
acestuia?

1Da “INu

4A.2.3

Actele privind certificarea sau autorizarea sunt
disponibile gratuit pentru autoritati, dintr-o baza de
date nationala? Daca da, specificati informatia

Adresa de internet:
[text]|

Autoritatea sau




care ar permite verificarea. organismul
emitent(a):
[text]|
Referinta exacta a
documentatiei.:
[text|
Genurile de activitate, si/sau certificarea, si/sau
autorizarea privind activitatea de intreprinzator,
4A.3 acopera criterille de selectie impuse de | Da “JNu
autoritatea/entitatea contractanta in
anuntul/invitatia de participare?
B. Capacitatea economica si financiara
Declaratii bancare
Operatorul economic este in masurd sda furnizeze
4B.1 de_clara‘gii be_tncare_ sau, dppé caz, dovezi _privind /Da NG
asigurarea riscului profesional n conformitate cu
cerintele din documentatia de atribuire?
Adresa de internet:
[text|
Informatia mentionata la punctul 4B.1 este AUtor.Itatea >al
i ibila gratuit pentru autoritati, dintr-o baza organismul
g1 | disponibila grawuit pentr A ' emitent(d):
de date nationala? Daca da, specificati informatia Itext]
care ar permite verificarea ei. : >
Referinta exacta a
documentatiei.:
[text]|
Cifra de afaceri anuala (volumul vanzarilor) Nu se aplica
Operatorul economic este in masura sa demonstreze
o cifra de afaceri anuala, dupa cum urmeaza:
4B.2 Valoare Perioada -ba N
Nota. Se completeaza de catre autoritatea
contractantd valoarea si perioada
Specificati care este cifra de afaceri anuald, | Valoarea [numar]
4B.2.1 . i :
conform datelor din raportul financiar. Anul |text]|
Cifra de afaceri medie anuala Nu se aplica
Operatorul economic este in masura sa demonstreze
o cifra medie anualda de afaceri, dupa cum
B urmeaza: “Da “Nu
Valoare Perioada
Nota. Se completeaza de catre autoritatea




contractantd valoarea si perioada

Valoarea [numar]

Anul |text|
Valoarea [numar]
4B 3.1 Speciﬁca,t_i cifr_a de afaceri, conform datelor din | Anul |text]|
raportul financiar. Valoarea [numar]
Anul |text|
Valoarea medie
totala [numar]
Raport financiar
Operatorul economic este in masurd sa furnizeze
4B.4 r?.pOI"[l_ﬂ financiar Tnregistrat, extrase din raportul | v Da JNu
' financiar?
Adresa de internet:
|text]
. e . . | Autoritatea sau
Informatiile privind situatia economica si financiara :
. s : o organismul
ABS SunE disponibile gratuit wpentru flutorlta‘gl, d}ntr-q emitent(d):
bazd de date nationala? Daca da, specificati text]
informatia care ar permite verificarea. . >
Referinta exacta a
documentatiei:
|text]
C. Capacitatea tehnica si/sau profesionala
Operatorul economic este in masura sa furnizeze
documentele solicitate de catre autoritatea/entitatea
AC.1 contractantd 1n anuntul de partigipare, care v'Da INu
' demonstreaza capacitatea tehnica si/sau
profesionald pentru executarea viitorului contract.
Adresa de internet:
[text]|
Informatiile privind capacitatea tehnica si/sau Qggg;‘éﬁiﬁ sal
AC11 profesionala sunt disponibile gratuit pentru emitent(d):
autoritati, dintr-o baza de date na;ionald? _Dacd da, Itext]
specificati informatia care ar permite verificarea. Referinta exactd a
documentatiei.:
[text]|
Instalatii tehnice si masuri de asigurare a
calitatii
Operatorul economic este in masura sa furnizeze
4C.2 detalii referitoare la tehnicieni sau organismele /Da INU

tehnice, specificate in anuntul de
participare/documentatia de atribuire, pe care




autoritatea/entitatea contractanta le poate solicita, in
special cele responsabile de controlul calitatii in
legatura cu acest exercitiu de achizitie publica?

Operatorul economic este Tn masura sa furnizeze o
informatie cu privire la sistemele de management si

4C.3 de trasabilitate utilizate in cadrul lantului de vDa ~Nu
aprovizionare?
Adresa de internet:
[text|
Autoritatea sau
Informatiile  sunt disponibile gratuit pentru Organismul
4C.3.1 autoritati, dintr-o baza de date nationala? Daca da, lemitent(a):
specificati informatia care ar permite verificarea. [text]|
Referinta exacta a
documentatiei:
[text|
Utilaje, instalatii si echipament tehnic
Operatorul economic dispune de utilaje si
4C.4 echipament necesar pentru indeplinirea | vDa JNu
corespunzatoare a contractului de achizitie publica?
Operatorul economic este in masura sa furnizeze o
informatie cu privire la dotarile specifice, utilajul si
4C.5 echipamentul  necesar  pentru  ndeplinirea | Da INu
contractului, conform cerintelor stabilite in anuntul
de participare si documentatia de atribuire?
Pregatirea profesionala si calificarea
personalului
Operatorul economic are n cadrul Tntreprinderii
AC.6 personal caliﬁcaj[ 'conform c?rin‘gelor stabili'te in /Da NG
anuntul de participare sau in documentatia de
atribuire?
Operatorul economic este Tn masura sa furnizeze o
informatie privind personalul de specialitate propus
AC.7 pentru executarea contractului, conform cerintelor | Da INu
stabilite Tn anuntul de participare si documentatia
de atribuire?
Anul: 2021
Angajati: 8
AC.8 Indicati efectivele medii anuale de personal angajat | Anul: 2022
' din ultimii trei ani de activitate. Angajati: 8
Anul: 2023
Angajati: 8
Numarul membrilor personalului de conducere
4C.9 Indicati numarul membrilor personalului de | Anul: 2021




conducere ale operatorului economic pe parcursul
ultimilor trei ani.

Persoane: 1

Anul: 2022

Persoane: 1

Anul: 2023

Persoane: 1

Mostre, descrieri, fotografii

4C.10

Operatorul economic este in masurd sa furnizeze
esantioane (mostre), descrieri si/sau fotografii ale
produselor/serviciilor care urmeaza sa fie
furnizate/prestate, conform cerintelor stabilite n
documentatia de atribuire?

v'Da

“INu

Pentru contractele de achizitie publica de lucrari

NU se aplica

4C.11

In perioada de referinti, operatorul economic a
indeplinit lucrari specifice sau similare obiectului
de achizitie indicat in anuntul de participare si in
documentatia de atribuire?

"1Da

“INu

4C.11.1

Daca Da, enumerati-le specificand descrierea
lucrarilor, valoarea lor, data de incepere, data
procesului  verbal de receptie la terminarea
lucrarilor, beneficiarul si alta informatie relevanta.

|text]|

Pentru contractele de achizitie publica de bunuri

4C.12

In perioada de referintd, operatorul economic a
efectuat livrari specifice obiectului de achizitie
indicat Tn anuntul de participare si in documentatia
de atribuire?

v Da

INu

4C.12.1

Daca Da, enumerati-le specificAnd descrierea
livrarilor, valoarea lor, data de incepere, data
furnizarii, beneficiarul si alta informatie relevanta.

|text]|

Pentru contractele de achizitie publica de
servicii

Nu se aplica

4C.13

In perioada de referinti, operatorul economic a
prestat servicii similare cu obiectul de achizitie
indicat Tn anuntul de participare si in documentatia
de atribuire?

1Da

INu

4C.13.1

Daca Da, enumerati-le specificand descrierea
serviciilor, valoarea lor, durata de executie, data
inceperii, beneficiarul si alta informatie relevanta.

[text]|

4C.14

In cazul ci raspunsul este Da pentru una din
intrebarile 4C.11 — 4C.13, puteti furniza dovezi prin
care se va demonstra indeplinirea lucrarilor, livrarea

1Da

INu




bunurilor, prestarea serviciilor similare conform
cerintelor documentatiei de atribuire?

D. Standard

e de asigurare a calitatii

Operatorul economic este in masurd sa furnizeze
certificate emise de organisme independente prin
care se atestd faptul ca operatorul economic

4D.1 respecta standardele de asigurare a calitatii conform vDa ~Nu
cerintelor stabilite in anuntul de participare si in
documentatia atribuire?
Adresa de internet:
|text]
Informatiile privind standardele de asigurare a AUtor.Itatea >au
s ; o : ..... |organismul
4D.2 cghta‘gn, sunt dlspombqe gratuit pentru autoritai, emitent(d):
dintr-o baza de date nationala? Daca da, specificati | te);t|
informatia care ar permite verificarea. . v
’ Referinta exacta a
documentatiei:
|text]
E. Standarde de protectie a mediului
Operatorul economic este in masurd sa furnizeze
certificate emise de organisme independente prin
AE1 care se atestd faptul ca opera.torul econ.omi.c /Da NG
respectd standardele de protectie a mediului,
conform cerintelor stabilite 1n anuntul de
participare si in documentatia de atribuire?
Adresa de internet:
|text]
Informatiile privind standardele de protectia Autor_ltatea >au
o ) o ) ... |organismul
AE.D n}edlulul, sunt dlspomb}le gratuit pentru autquta‘,u? emitent(d):
dintr-o baza de date nationala? Daca da, specificati text] '
informatia care ar permite verificarea. . .
Referinta exacta a
documentatiei:
|text|
F. Permiterea controalelor
Operatorul economic permite efectuarea
verificarilor de  catre autoritatea/entitatea
4F.1 contractantd referitor la capacitatile economice si| +Da INu

financiare, de productie sau tehnice privind
executarea viitorului contract de achizitie publica?




Capitolul V. Indicatii generale pentru criteriile de calificare si selectie

Compartimentul se completeaza de catre autoritatealentitatea contractanta (coloana
nr.2) si operatorii economici (coloana nr.3).

Cod pozitie Continutul cerintelor Raspuns
1 2 3
A. Indeplinirea tuturor criteriilor de selectie impuse
Operatorul economic este in masura sa furnizeze n
Sistemul informational automatizat ,,Registrul de stat
al achizitiilor publice” sau prin mijloace electronice,
sau daca e cazul, pe suport de hartie autoritdtii
contractante: formularele, certificatele, avizele si alte
documente indicate de catre autoritatea/entitatea
5A 1 Sontractanté in e.mu.n‘,ful de participare si in /Da “NU
ocumentatia de atribuire?
Termen 3 zile de la solicitare.
Notda. Numarul de zile se indica de cdtre autoritatea
contractanta tindnd cont de cantitatea si caracterul
documentelor solicitate.
Adresa de
internet:
Informatiile care sa 1i permitd autoritatii/entitatii | [text]
contractante sa obtina documentele indicate 1in |[Autoritatea sau
EA 2 anuntul de participare si in documentatia de atribuire, |organismul
' sunt disponibile gratuit si direct prin accesarea unei |emitent(a):
baze de date nationale 1n orice stat? Dacad da, | |text]

specificati informatia care ar permite verificarea.

Referinta exacta
a documentatiei:
|text]|

Capitolul VI. Preselectia candidatilor pentru procedura de atribuire a
contractului de achizitie publica

Compartimentul se solicita de catre autoritatea contractanta doar n cadrul
procedurilor de achizitie publica: licitatia restransa, negociere, dialog competitiv si
parteneriatul pentru inovare.

pi):zc;(tjie Continutul cerintelor Raspuns
1 2 3
A. Indeplinirea tuturor criteriilor de selectie impuse
Operatorul economic/candidatul Tndeplineste criteriile
6A.1 de selectie stabilite de catre autoritatea contractanta in vDa ~Nu




anuntul de participare si in documentatia de atribuire.

Operatorul economic/candidatul dispune si este 1n
masura sa furnizeze 1n Sistemul informational
automatizat ,,Registrul de stat al achizitiilor publice”
sau prin mijloace electronice, sau dacda e cazul, pe

6A.2 2 e o
suport de hartie autoritatii contractante certificate sau vDa -Nu
alte forme de documente justificative, dupd cum este
cerut in anuntul de participare si in documentatia de
atribuire.
Capitolul VII. Declaratii finale
Operatorul economic declara ca informatiile prezentate in capitolele 11 — V (dupa caz

[1-VI) sunt exacte si corect furnizate, cunoscand pe deplin consecintele cazurilor
grave de declaratii false.

Operatorul economic declard in mod oficial, ca poate sa furnizeze la solicitarea
autoritatii/entitatii contractante fara intarziere, certificatele si documentele
justificative solicitate, cu exceptia cazului in care autoritatea/entitatea contractanta
are posibilitatea de a obtine documentele justificative in cauza direct prin accesarea
unei baze de date relevante, care este disponibild gratuit, cu conditia ca operatorul
economic sa fi furnizat informatiile necesare (adresa de internet, autoritatea sau
organismul emitent(d), referinta exactd a documentatiei) care sd i1 permitd autoritatii
contractante sau entitatii contractante sda faca acest lucru si se consimte accesul la
informatiile mentionate, in cazul in care acest lucru este necesar.

Operatorul economic declarda in mod oficial ca este de acord ca IMSP ,,Spitalul
Clinic Balti”, astfel cum este descrisa in capitolul T sectiunea A sa obtina acces la
documentele justificative privind informatiile pe care le-a furnizat in acest DUAE in
scopul desfasurarii procedurii de achizitie privind achizitionarea instrumentelor si
accesoriilor pentru trusa laparoscopica Autocon, producator Karl Storz,
Germania, din dotarea IMSP Spitalul Clinic Balti, pentru a. 2023, [rumar unic
de_identificare si referinta de publicare in Jurnalul Oficial al Uniunii Europene
(ocds-b3wdp1-MD-1688049323608)].

Nume: Gherman Irina

Functia: Director

Data: 11.07.2023

Adresa: Mun. Chisindu, str. Banulescu Bodoni, 45, of. 315
Semnatura




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- | A2310863 din 1 11.07.2023

1. Destinatia / Haznauenwne

Pentru proceduri de achizitii publice

2. Date despre contribuabil / ndopmarus o HaaoromiaTeIbInuKe

Denumirea Codul fiscal / Numirul de identificare
HanmenoBanue OuckanpHblil Ko7 / neHTH(HUKaINOHHBI HOMED
S.C. DENOLGA MEDICAL SR.L. 1005600059558

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

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

Grenaoble nr.149A 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 o 26.07.2023

5. Autentificarea Serviciului Fiscal de Stat / [Toarsepsknerne ['ocy1apcTBEHHON HATOTOBO#M CITYKObI

Sef interimar Directie Elena TIRSINA

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

L.S/ ML.IL
Executor: G.CHIRUNET

Numele si prenumele/@amunus 1 umst

Este extras din Sistemul Informational al SFS SIA ,,Contul curent al contribuabilului”// 11.07.2023 ora 12:58:15
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)



galina.chirunet
Машинописный текст
Șef interimar Direcție    

galina.chirunet
Машинописный текст
                                                  

galina.chirunet
Машинописный текст
                                                  

galina.chirunet
Машинописный текст
Elena TÎRSÎNĂ

galina.chirunet
Машинописный текст
G.CHIRUNEȚ


&, mobiasbanca

oip group

FICOM/ICC/23/02

Nr. CIF9-3369.2020
Data:23.07.2020

CERTIFICAT
PRIVIND EXISTENTA CONTURILOR CURENTE

Prin prezentul, Mobiasbanca - OTP Group S.A. codul bancii (BIC): MOBBMD22, confirma c& compania
SC DENOLGA MEDICAL SRL cod fiscal (IDNO) 1005600059558, detine urmatoarele conturi curente la
Mobiasbanca - OTP Group S.A., Sucursala 9 ,Centru”:

1. MDL - MD59MO2224ASV23107877100

2. USD- MD73M0O2224ASV23116327100
3. EUR- MD92MO2224ASV23119827100

Certificatul este emis in baza solicitarii dumneavoastra verbale din 23.07.2020.

Sergiu Rm
Director S ala nr. 9 ,Centru”

Sucursala
Nr.§
«Centrym
> G

W g
2 10004000000

Executor:
Mariana Guzun
Tel: 022 812 343

Mobiasbanca - OTP Group 5.A. » Capital § 100 600 000 MDL = Numdr de inregistrare de stat - 1002600006089
bd. Stetan cel Mare si Sfint 814 « MB-2012 Ci su, Moldova « telefon: +373 22 256 456 » e-mail: info@mobiasbanca.md » www.mobiasbanca.md
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REPUBLICA MOLDCVA

GERTIFICAT
BE INBEGISTRARE

Sucietatea Comercialii "DENOLGA MEDICAL" SR.L.

ESTE INREGISTRATA LA CAMERA INREGISTRARI DESTAT

T e BT e

Numarul de indentificare de stat - codul fiscal
1005600059558

Dinfe foregiitrad 15.12.2005

Dragomir Ala, registrator de stat
FrfmE T, SRR ey
s 0 ORaviad moetieati

MD 0048642



LP. “AGENTIA SERVICII PUBLICE”

Departamentul inregistrare si licentiere a unitatilor de drept

EXTRAS

din Registrul de stat al persoanelor juridice

nr. 2698 din 11.02.2022

Denumirea completa: Societatea Comerciali <DENOLGA MEDICAL» S.R.L.
Denumirea prescurtata: S.C. kDENOLGA MEDICAL» S.R.L.

Forma juridica de organizare: Societate cu Rispundere Limitata.

Numarul de identificare de stat si codul fiscal: 1005600059558.

Data inregistrarii de stat: 15.12.2005. S
Sediul: MD-2019, str. Grenoble, 149A, mun.Chisiniiu, Republica Moldova.
Modul de constituire: nou creata.

Obiectul principal de activitate:

1 Importul, fabricarea, comercializarea, asistenta tehnica si (sau) reparatia dispozitivelor
medicale si (sau) a opticii;

2 Acordarea asistentei medicale de citre institutiile medico-sanitare private;
3 Activitatea farmaceutici;

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: GHERMAN IRINA,

Asociat si Beneficiar efectiv:

1. GHERMAN IRINA 100 %.

Prezentul extras este eliberat in temeiul art. 34 al Legii nr. 220-XVI din 19 octombrie 2007
privind inregistrarea de stat a persoanelor juridice si a intreprinzitorilor individuali si confirma
datele din Registrul de stat la data de: 11.02.2022.

Specialist coordonator Frantuz Marina

tel. 022-207837 {[
tir

Date cu caracter personal. Operator: L.P. “Agentia Servicii Publice” 10 0000059



Catre CENTRUL PENTRU ACHIZITII
PUBLICE CENTRALIZATE IN SANATATE

Lista fondatorilor operatorului economic SC “Denolga Medical” SRL:

Irina GHERMAN Ion, cod personal: 0960210381510

Cu stima si profund respect,

Irina I. Gherman
Director, MBA
SC “DENOLGA MEDICAL” Ltd

SC “DENOLGA MEDICAL” Ltd
Banulescu Bodoni Str.,45/416; Chisinau, MD-2001; R Moldova
Tel: +373 22 260-602; Fax: + 373 22 260-601
irina@denolga.com; www.denolga.com



mailto:irina@denolga.com
http://www.denolga.com/
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‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM\

CERTIFICATE

No. QS6 084462 0044 Rev. 03

America

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

Certification Mark:

A 15013485

Scope of Certificate: See Page 2-3 for Overall Scope Statement.

Standard(s): ISO 13485:2016

Regulatory Authority(ies):  Australia TGA, Brazil ANVISA, Health Canada, USA FDA,
MHLW / PMDA. See attached for listing of specific
regulatory requirements.
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The Certification Body of TUV SUD America Inc. certifies that the quality management system of the
manufacturer listed above has been audited against the stated criteria and found to conform to those
criteria for the scope of certification listed. Validity of this certificate can be obtained by visiting the
website www.tuvsud.com/ps-cert

TUV SUD America Inc. is an MDSAP Recognized Auditing Organization.

=71 =
\\n

A

REPs Facility ID: F001257
Effective Date: 2022-05-19
Expiry Date: 2025-05-09
Page 1 of 11

Date of Issue: 2022-06-01
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( Renee Walker )
Manager, US Certification Body,
Medical and Health Services

ZERTIFIKAT & CERTIFICATE ¢

TOV®
TUV SUD America, Inc. « 401 Edgewater Place Suite #500 « Wakefield + MA 01880 + USA « www.tuvsud.com




‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM\

CERTIFICATE

No. QS6 084462 0044 Rev. 03

America

Regulatory Requirements:  Audit/Certification Criteria

Australia

Therapeutic Goods (Medical Devices) Regulations 2002
- Schedule 3, Part 1 (excluding Part 1.6) — Full Quality
Assurance Procedure

Brazil

- RDC ANVISA n. 16/2013
- RDC ANVISA n. 23/2012
- RDC ANVISA n. 67/2009

Canada
- Medical Device Regulations — Part 1- SOR 98/282

Japan
- MHLW Ministerial Ordinance 169, Article 4 to Article 68
- PMD Act

United States

- 21 CFR Part 803

- 21 CFR Part 806

-21 CFR Part 807 — Subparts Ato D
- 21 CFR Part 820

- 21 CFR Part 821
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Overall Scope Statement:

ORE

Design and Development, Production and Distribution of Active
and Non-Active Medical Devices: Equipment Carts, Fiberscopes
and Semiflexible Endoscopes (Fiberscopes with and without
Channel, Semiflexible Endoscopes with and without Channel), HF
Systems (HF Instruments with Movable Jaws / HF Instruments
without Movable Jaws / HF Electrodes (Sterile / Non-Sterile), HF
Suction / Irrigation Instruments, HF Cables, HF Generators, HF
Foot Switches, HF Working Elements), Optics (Rigid Endoscopes
with and without Channel), Hygiene / Cleaning (Sterilization Trays
| Perforated Baskets), lllumination Systems (Light Sources, Light
Cables, Light Carrier, Head Lamps, Battery Light Sources),
Imaging Systems (Camera Heads, CCUs, Monitors, Exoscopes),
Implants (Non-Active Implants for ENT (Sterile), Non-Active Bone
Implants for Arthroscopic Procedures (Sterile), Bioabsorbable
Implants for Arthroscopic Procedures (Sterile), Surgical Suture
Material for Arthroscopic Procedures (Sterile)), Instruments

Page 2 of 11 (Instruments with Movable Jaws / Instruments without Movable
Date of Issue: 2022-06-01
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No. QS6 084462 0044 Rev. 03

America

Jaws (Sterile / Non-Sterile), Working Elements / Working Inserts,
{Suction / Irrigation Instruments (Sterile / Non-Sterile)), Catheters
(Sterile / Non-Sterile), Cannulas (Sterile / Non-Sterile), Sheaths,
Trocars (Sterile / Non-Sterile), Insufflators, Tubing Sets (Sterile /
Non-Sterile), Laser (Laser Devices, Foot Switch for Laser, Laser
Fibers (Sterile / Non-Sterile), Lithotriptors (Lithotripsy Devices,
Foot Switches Lithotripsy Devices, Lithotripsy Probes (Sterile /
Non-Sterile)), Morcellator Systems and Accessories for
Endoscopic Therapy, Motors (Motor Control Unit, Handpieces /
Motors, Foot Switches for Motor Control Unit, Shaver / Drills
(Sterile / Non-Sterile)), Navigation (Navigation Units, EM
Navigation), Data Storage, Data Management and Routing
Systems, Active Controlling Systems, Components of Software,
Pumps (Pumps, Foot Switches for Pumps, Tubing Sets (Sterile /
Non-Sterile)), Retaining Systems, Videoendoscopes (Rigid
Videoscopes with and without Channel, Flexible Videoscopes
with and without Channel (Sterile / Non-Sterile)); Installation of
Active Medical Devices: Data Storage, Data Management and
Routing Systems, Active Controlling Systems, Components of
Software; Servicing of Active and Non-Active Medical Devices:
Equipment Carts, Fiberscopes and Semiflexible Endoscopes
(Fiberscopes with and without Channel, Semiflexible Endoscopes
with and without Channel), HF Systems (HF Instruments with
Movable Jaws / HF Instruments without Movable Jaws / HF
Electrodes, HF Suction / Irrigation Instruments, HF Cables, HF
Generators, HF Foot Switches, HF Working Elements), Optics
(Rigid Endoscopes with and without Channel), lllumination
Systems (Light Sources, Light Cables, Light Carrier, Head Lamps,
Battery Light Sources), Imaging Systems (Camera Heads, CCUs,
Monitors, Exoscopes), Instruments (Instruments with Movable
Jaws / Instruments without Movable Jaws, Working Elements /
Working Inserts, (Suction / Irrigation Instruments), Catheters,
Cannulas, Sheaths, Trocars, Insufflators, Tubing Sets, Laser
(Laser Devices, Foot Switch for Laser, Laser Fibers), Lithotriptors
(Lithotripsy Devices, Foot Switches Lithotripsy Devices,
Lithotripsy Probes), Morcellator Systems and Accessories for
Endoscopic Therapy, Motors (Motor Control Unit, Handpieces /
Motors, Foot Switches for Motor Control Unit, Shaver / Drills),
Navigation (Navigation Units, EM Navigation), Data Storage, Data
Management and Routing Systems, Active Controlling Systems,
Components of Software, Pumps (Pumps, Foot Switches for
Pumps, Tubing Sets), Retaining Systems, Videoendoscopes
(Rigid Videoscopes with and without Channel, Flexible
Videoscopes with and without Channel)
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America

Facility(ies): KARL STORZ SE & Co. KG
Dr.-Karl-Storz-Strale 34, 78532 Tuttlingen, GERMANY

KARL STORZ SE & Co. KG
Dr.-Karl-Storz-Strale 11, 78532 Tuttlingen, GERMANY

KARL STORZ SE & Co. KG
Elsa-Brandstrom-Weg 21, 78532 Tuttlingen, GERMANY

KARL STORZ SE & Co. KG
Kaiserstralle 10, 78532 Tuttlingen, GERMANY

KARL STORZ SE & Co. KG
take-off Gewerbepark 83, 78579 Neuhausen ob Eck,
GERMANY

KARL STORZ SE & Co. KG
take-off Gewerbepark 44-47, 78579 Neuhausen ob Eck,
GERMANY
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Storz Endoskop Produktions GmbH
Schneckenackerstr. 1, 8200 Schaffhausen, SWITZERLAND

R

e
AICMA

KARL STORZ SE & Co. KG
Scharnhorststrafde 3, 10115 Berlin, GERMANY

KARL STORZ SE & Co. KG
Friedrich-List-StraRe 6, 76297 Stutensee, GERMANY

KARL STORZ SE & Co. KG
Unter Buchsteig 8, 78532 Tuttlingen-Méhringen, GERMANY

KARL STORZ Video Endoscopy Estonia OU
Parnu maantee 556b, Laagri, 76401 Harju maakond, ESTONIA
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No. QS6 084462 0044 Rev. 03

America

Facility Scopes: KARL STORZ SE & Co. KG
Dr.-Karl-Storz-Stralle 34, 78532 Tuttlingen, GERMANY

Design and Development of Active Medical Devices: Data Storage,
Data Management and Routing Systems, Active Controlling Systems,
Components of Software; Distribution of Active and Non-Active
Medical Devices: Optics (Rigid Endoscopes with and without
Channel), Fiberscopes and Semiflexible Endoscopes (Fiberscopes
with and without Channel, Semiflexible Endoscopes with and without
Channel), Videoendoscopes (Rigid Videoscopes with and without
Channel, Flexible Videoscopes with and without Channel (Sterile /
Non-Sterile), Retaining Systems, Equipment Carts, Imaging Systems
(Camera Heads, CCUs, Monitors, Exoscopes), Lithotriptors
(Lithotripsy Devices, Foot Switches Lithotripsy Devices, Lithotripsy
Probes (Sterile / Non-Sterile)), Pumps (Pumps, Foot Switches for
Pumps, Tubing Sets (Sterile / Non-Sterile)), HF Systems (HF
Instruments with Movable Jaws / HF Instruments without Movable
Jaws / HF Electrodes (Sterile / Non-Sterile), HF Suction / Irrigation
Instruments, HF Cables, HF Generators, HF Foot Switches, HF
Working Elements), Laser (Laser Devices, Foot Switch for Laser,
Laser Fibers (Sterile / Non-Sterile)), Motors (Motor Control Unit,
Handpieces / Motors, Foot Switches for Motor Control Unit, Shaver /
Drills (Sterile / Non-Sterile)), Morcellator Systems and Accessories for
Endoscopic Therapy, Data Storage, Data Management and Routing
Systems, Active Controlling Systems, Components of Software,
lllumination Systems (Light Sources, Light Cables, Light Carrier, Head
Lamps, Battery Light Sources), Insufflators, Tubing Sets (Sterile / Non-
Sterile), Instruments (Instruments with Movable Jaws / Instruments
without Movable Jaws (Sterile / Non-Sterile), Working Elements /
Working Inserts, (Suction / Irrigation Instruments (Sterile / Non-
Sterile)), Catheters (Sterile / Non-Sterile), Cannulas (Sterile / Non-
Sterile), Sheaths, Trocars (Sterile / Non Sterile), Navigation
(Navigation Units, EM Navigation), Hygiene / Cleaning (Sterilization
Trays / Perforated Baskets), Implants (Non-Active Implants for ENT
(Sterile), Non-Active Bone Implants for Arthroscopic Procedures
(Sterile), Bioabsorbable Implants for Arthroscopic Procedures (Sterile),
Surgical Suture Material for Arthroscopic Procedures (Sterile);
Servicing Regarding Customer Support of Reusable Active and Non-
Active Medical Devices: Optics (Rigid Endoscopes with and without
Channel), Fiberscopes and Semiflexible Endoscopes (Fiberscopes
with and without Channel, Semiflexible Endoscopes with and without
Channel), Videoendoscopes (Rigid Videoscopes with and without
Channel, Flexible Videoscopes with and without Channel), Retaining
Systems, Equipment Carts, Imaging Systems (Camera Heads, CCUs,
Page 5 of 11 Monitors, Exoscopes), Lithotriptors (Lithotripsy Devices, Foot Switches

Date of Issue: 2022-06-01
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Lithotripsy Devices, Lithotripsy Probes), Pumps (Pumps, Foot
Switches for Pumps, Tubing Sets), HF Systems (HF Instruments with
Movable Jaws, HF Instruments without Movable Jaws / HF Electrodes,
HF Suction / Irrigation Instruments, HF Cables, HF Generators, HF
Foot Switches, HF Working Elements), Laser (Laser Devices, Foot
Switches for Laser, Laser Fibers), Motors (Motor Control Unit,
Handpieces / Motors, Foot Switches for Motor Control Unit, Shaver /
Drills), Morcellator Systems and Accessories for Endoscopic Therapy,
Data Storage, Data Management and Routing Systems, Active
Controlling Systems, Components of Software, lllumination Systems
(Light Sources, Light Cables, Light Carrier, Head Lamps, Battery Light
Sources), Insufflators / Tubing Sets, Instruments (Instruments with
Movable Jaws, Instruments without Movable Jaws, Working Elements
/ Working Inserts (Suction / Irrigation Instruments), Catheters,
Cannulas, Sheaths, Trocars, Navigation (Navigation Units, EM
Navigation))

REPs Facility ID: F001257

KARL STORZ SE & Co. KG
Dr.-Karl-Storz-Strafle 11, 78532 Tuttlingen, GERMANY

Design and Development, Production of Active and Non-Active
Medical Devices: Instruments (Instruments with Movable Jaws /
Instruments without Movable Jaws (Sterile / Non-Sterile), Working
Elements / Working Inserts, (Suction / Irrigation Instruments (Sterile /
Non-Sterile)), Catheters (Sterile / Non-Sterile), Cannulas (Sterile /
Non-Sterile), Sheaths and Trocars (Sterile / Non-Sterile), Implants
(Non-Active Implants for ENT (Sterile), Non-Active Bone Implants for
Arthroscopic Procedures (Sterile), Bioabsorbable Implants for
Arthroscopic Procedures (Sterile), Surgical Suture Material for
Arthroscopic Procedures (Sterile)), Optics (Rigid Endoscopes with and
without Channel), Fiberscopes and Semiflexible Endoscopes
(Fiberscopes with and without Channel, Semiflexible Endoscopes with
and without Channel), Videoendoscopes (Rigid Videoscopes with and
without Channel, Flexible Videoscopes with and without Channel
(Sterile / Non-Sterile)), Retaining Systems, Equipment Carts,
Lithotriptors (Lithotripsy Devices, Foot Switches for Lithotripsy
Devices, Lithotripsy Probes (Sterile / Non-Sterile)), HF Systems (HF
Instruments with Movable Jaws / HF Instruments without Movable
Jaws / HF Electrodes (Sterile / Non-Sterile), HF Suction / Irrigation
Instruments, HF Cables, HF Generators, HF Foot Switches, HF
Working Elements), Hygiene / Cleaning (Sterilization Trays /
Perforated Baskets), Imaging Systems (Exoscopes)

REPs Facility ID: FO01257
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KARL STORZ SE & Co. KG
Elsa-Brandstrom-Weg 21, 78532 Tuttlingen, GERMANY

Production of Active and Non-Active Medical Devices: Instruments
(Instruments with Movable Jaws / Instruments without Movable Jaws
(Sterile / Non-Sterile), Working Elements / Working Inserts, (Suction /
Irrigation Instruments (Sterile / Non-Sterile)), Catheters (Sterile / Non-
Sterile), Cannulas (Sterile / Non-Sterile), HF Systems (HF Instruments
with Movable Jaws / HF Instruments without Movable Jaws / HF
Electrodes (Sterile / Non-Sterile), HF Suction / Irrigation Instruments,
HF Working Elements), Sheaths, Trocars (Sterile / Non-Sterile)

REPs Facility ID: F001257

KARL STORZ SE & Co. KG
KaiserstralRe 10, 78532 Tuttlingen, GERMANY

Production of Active Medical Devices: Data Storage, Data
Management and Routing Systems, Active Controlling Systems,
Lithotriptors (Lithotripsy Devices, Foot Switches for Lithotripsy
Devices, Lithotripsy Probes (Sterile / Non-Sterile)), lllumination
Systems (Light Sources, Light Cables, Light Carrier, Head Lamps,
Battery Light Sources), Retaining Systems; Servicing Regarding
Maintenance of Reusable Active Medical Devices: Data Storage, Data
Management and Routing Systems, Active Controlling Systems,
Lithotriptors (Lithotripsy Devices, Foot Switches for Lithotripsy
Devices, Lithotripsy Probes (Non-Sterile), lllumination Systems (Light
Sources, Light Cables, Light Carrier, Head Lamps, Battery Light
Sources), Laser (Laser Devices, Foot Switches for Laser Devices)
REPs Facility ID: FO01257
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KARL STORZ SE & Co. KG
take-off Gewerbepark 83, 78579 Neuhausen ob Eck, GERMANY

Central Functions related to the Quality Management System;
Distribution of Active and Non-Active Medical Devices: Implants (Non-
Active Implants for ENT (Sterile), Non-Active Bone Implants for
Arthroscopic Procedures (Sterile), Bioabsorbable Implants for
Arthroscopic Procedures (Sterile), Surgical Suture Material for
Arthroscopic Procedures (Sterile)), Optics (Rigid Endoscopes with and
without Channel), Fiberscopes and Semiflexible Endoscopes

Page 7 of 11 (Fiberscopes with and without Channel, Semiflexible Endoscopes with
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and without Channel), Videoendoscopes (Rigid Videoscopes with and
without Channel, Flexible Videoscopes with and without Channel
(Sterile / Non-Sterile)), Retaining Systems, Equipment Carts, Imaging
Systems (Camera Heads, CCUs, Monitors, Exoscopes), Lithotriptors
(Lithotripsy Devices, Foot Switches for Lithotripsy Devices, Lithotripsy
Probes (Sterile / Non-Sterile)), Pumps (Pumps, Foot Switches for
Pumps, Tubing Sets (Sterile / Non-Sterile)), HF Systems (HF
Instruments with Movable Jaws / HF Instruments without Movable
Jaws / HF Electrodes (Sterile / Non-Sterile), HF Suction / Irrigation
Instruments, HF Cables, HF Generators, HF Foot Switches, HF
Working Elements), Laser (Laser Devices, Foot Switches for Laser,
Laser Fibers (Sterile / Non-Sterile)), Motors (Motor Control Unit,
Handpieces / Motors, Foot Switches for Motor Control Unit, Shaver /
Drills (Sterile / Non-Sterile)), Morcellator Systems and Accessories for
Endoscopic Therapy, Data Storage, Data Management and Routing
Systems, Active Controlling Systems, Components of Software,
lllumination Systems (Light Sources, Light Cables, Light Carrier, Head
Lamps, Battery Light Sources), Insufflators, Tubing Sets (Sterile / Non-
Sterile), Instruments (Instruments with Movable Jaws / Instruments
without Movable Jaws (Sterile / Non-Sterile), Working Elements /
Working Inserts, (Suction / Irrigation Instruments (Sterile / Non-
Sterile)), Catheters (Sterile / Non-Sterile), Cannulas (Sterile / Non-
Sterile), Sheaths, Trocars (Sterile / Non-Sterile), Navigation
(Navigation Units, EM Navigation), Hygiene / Cleaning (Sterilization
Trays / Perforated Baskets; Servicing Regarding Maintenance of
Reusable Active and Non-Active Medical Devices: Optics (Rigid
Endoscopes with and without Channel), Fiberscopes and Semiflexible
Endoscopes (Fiberscopes with and without Channel, Semiflexible
Endoscopes with and without Channel), Videoendoscopes (Rigid
Videoscopes with and without Channel, Flexible Videoscopes with and
without Channel), Retaining Systems, Equipment Carts, Imaging
Systems (Camera Heads, CCUs, Monitors, Exoscopes), Lithotriptors
(Lithotripsy Devices, Foot Switches for Lithotripsy Devices, Lithotripsy
Probes), Pumps (Pumps, Foot Switches for Pumps, Tubing Sets), HF
Systems (HF Instruments with Movable Jaws, HF Instruments without
Movable Jaws / HF Electrodes, HF Suction / Irrigation Instruments, HF
Cables, HF Generators, HF Foot Switches, HF Working Elements),
Laser (Laser Devices, Foot Switches for Laser, Laser Fibers), Motors
(Motor Control Unit, Handpieces / Motors, Foot Switches for Motor
Control Unit, Shaver / Drills), Morcellator Systems and Accessories for
Endoscopic Therapy, Data Storage, Data Management and Routing
Systems, Active Controlling Systems, Components of Software,
lllumination Systems (Light Sources, Light Cables, Light Carrier, Head
Lamps, Battery Light Sources), Insufflators / Tubing Sets, Instruments
Page 8 of 11 (Instruments with Movable Jaws, Instruments without Movable Jaws,
Date of Issue: 2022-06-01
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Medical and Health Services
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‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM\

CERTIFICATE

No. QS6 084462 0044 Rev. 03

America

Working Elements / Working Inserts (Suction / Irrigation Instruments),
Catheters, Cannulas, Sheaths, Trocars, Navigation (Navigation Units,
EM Navigation)

REPs Facility ID: FO01257

KARL STORZ SE & Co. KG
take-off Gewerbepark 44-47, 78579 Neuhausen ob Eck, GERMANY

Production (including Final Cleaning, Final Packaging) of Active and
Non-Active Medical Devices: Instruments (Instruments with Movable
Jaws / Instruments without Movable Jaws (Sterile / Non-Sterile),
Working Elements Inserts, (Suction / Irrigation Instruments (Sterile /
Non-Sterile)), Catheters (Sterile / Non-Sterile), Cannulas (Sterile /
Non-Sterile), Optics (Rigid Endoscopes with and without Channel),
Imaging Systems (Exoscopes), HF Systems (HF Instruments with
Movable Jaws / HF Instruments without Movable Jaws / HF
Electrodes, (Sterile / Non-Sterile), HF Suction / Irrigation Instruments,
HF Working Elements), Sheath, Trocars (Sterile / Non-Sterile)
REPs Facility ID: FO01257

Storz Endoskop Produktions GmbH
Schneckenackerstr. 1, 8200 Schaffhausen, SWITZERLAND

Design and Development of Active and Non-Active Medical Devices:
Retaining Systems, Equipment Carts, Insufflators, Tubing Sets (Sterile
/ Non-Sterile), Fiberscopes and Semiflexible Endoscopes
(Fiberscopes with and without Channel, Semiflexible Endoscopes with
and without Channel), Videoendoscopes (Rigid Videoscopes with and
without Channel, Flexible Videoscopes with and without Channel),
Lithotriptors (Lithotripsy Devices, Foot Switches for Lithotripsy
Devices, Lithotripsy Probes (Sterile / Non-Sterile)), HF Systems (HF
Instruments with Movable Jaws / HF Instruments without Movable
Jaws / HF Electrodes, (Sterile / Non-Sterile), HF Suction / Irrigation
Instruments, HF Cables, HF Generators, HF Foot Switches, HF
Working Elements), Pumps (Pumps, Foot Switches for Pumps, Tubing
Sets (Sterile / Non-Sterile)), Motors (Motor Control Unit, Handpieces /
Motors, Foot Switches for Motor Control Unit, Shaver / Drills),
Morcellator Systems and Accessories for Endoscopic Therapy,
lllumination Systems (Light Sources, Light Cables, Light Carrier, Head
Lamps, Battery Light Sources), Navigation (Navigation Units, EM
Navigation); Production of Active and Non-Active Medical Devices:
Optics (Rigid Endoscopes with and without Channel), Imaging

Page 9 of 11 Systems (Exoscopes), Components of Fiberscopes and Semiflexible
Date of Issue: 2022-06-01
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‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM\

CERTIFICATE

No. QS6 084462 0044 Rev. 03

America

Endoscopes (Fiberscopes with and without Channel, Semiflexible
Endoscopes with and without Channel), Components of
Videoendoscopes (Rigid Videoscopes with and without Channel,
Flexible Videoscopes with and without Channel), Pumps (Pumps, Foot
Switches for Pumps, Tubing Sets (Non-Sterile)), Insufflators, Tubing
Sets (Non-Sterile); Servicing Regarding Maintenance of Reusable
Active and Non-Active Medical Devices: Optics (Rigid Endoscopes
with and without Channel), Imaging Systems (Camera Heads, CCUs,
Monitors, Exoscopes), Pumps (Pumps, Foot Switches for Pumps,
Tubing Sets), Insufflators

REPs Facility ID: FO01257

KARL STORZ SE & Co. KG
Scharnhorststrafte 3, 10115 Berlin, GERMANY

Design and Development of Active Medical Devices: Retaining
Systems, Data Storage, Data Management and Routing Systems,
Active Controlling Systems, Components of Software

REPs Facility ID: F002171

KARL STORZ SE & Co. KG
Friedrich-List-Stralke 6, 76297 Stutensee, GERMANY

Production and Installation of Active Medical Devices: Data Storage,
Data Management and Routing Systems, Active Controlling Systems,
Components of Software; Servicing Regarding Maintenance of
Reusable Active Medical Devices: Data Storage, Data Management
and Routing Systems, Active Controlling Systems, Components of
Software

REPs Facility ID: F002170
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KARL STORZ SE & Co. KG
Unter Buchsteig 8, 78532 Tuttlingen-Mohringen, GERMANY

Design and Development of Active Medical Devices: Data Storage,
Data Management and Routing Systems, Active Controlling Systems,
Lithotriptors (Lithotripsy Devices, Foot Switches for Lithotripsy
Devices, Lithotripsy Probes (Sterile / Non-Sterile)), lllumination
Systems (Light Sources, Light Cables, Light Carrier, Head Lamps,
Battery Light Sources)

REPs Facility ID: FO01257
Page 10 of 11
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‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM\

CERTIFICATE

No. QS6 084462 0044 Rev. 03

America

KARL STORZ Video Endoscopy Estonia OU
Parnu maantee 556b, Laagri, 76401 Harju maakond, ESTONIA

Design and Development of Active and Non-Active Medical Devices:
Videoendoscopes (Rigid Videoscopes with and without Channel,
Flexible Videoscopes with and without Channel), Fiberscopes and
Semiflexible Endoscopes (Fiberscopes with and without Channel;
Semiflexible Endoscopes with and without Channel), Components of
Videoendoscopes; Production of Active and Non-Active Medical
Devices: Videoendoscopes (Rigid Videoscopes with and without
Channel, Flexible Videoscopes with and without Channel (Sterile /
Non-Sterile)), Fiberscopes and Semiflexible Endoscopes (Fiberscopes
with and without Channel; Semiflexible Endoscopes with and without
Channel), Components of Videoendoscopes (Sterile / Non-Sterile);
Servicing Regarding Maintenance of Reusable Active and Non-Active
Medical Devices: Videoendoscopes (Rigid Videoscopes with and
without Channel, Flexible Videoscopes with and without Channel),
Fiberscopes and Semiflexible Endoscopes (Fiberscopes with and
without Channel; Semiflexible Endoscopes with and without Channel)
REPs Facility ID: F002169

Page 11 of 11
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ZERTIFIKAT & CERTIFICATE o

¢ “#‘j‘? Benannt durch/Designated b
K *

<

Zentralstelle der Lander

* . 3
.. N A fiir Gesundheitsschutz 2
W __é_% W bei Arzneimitteln und 2
“k# & w Medizinprodukten E

* g ZLG-BS-244.10.08

Praduct Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in class | in sterile conditions, sterilised systems or procedure packs)

No. G2S 084462 0013 Rev. 01

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

Product e Medical equipment drape
. . Suction/irrigation tubing
Category(ies): ENT probe
Adhesive bandage
Laparoscopic cholangiography catheter
Surgical plume evacuation system filter
Laparoscopic access cannula seal
Surgical instrument assist arm system, manually-adjusted
Surgical irrigation/aspiration tubing set

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture in accordance with

MDD Annex V. This quality assurance system covers those aspects of manufacture concerned with
securing and maintaining sterile conditions of the respective devices / device categories and conforms
to the requirements of this Directive. It is subject to periodical surveillance. 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?q=cert:G2S 084462 0013 Rev. 01

Report No.: 713202293
Valid from: 2021-05-25
Valid until: 2023-07-16

Date, 2021-05-25 C
@:L\/

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TOV SUD Product Service GmbH « Certification Body * Ridlerstrale 65 » 80339 Munich « Germany
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%"ﬁ' ‘i"ﬂ"j‘? Benannt durch/Designated by

4 Zentralstelle der Lander &
.. TH A fir Gesundheitsschutz 2
ﬁ\(\ == w bei Arzneimitteln und ;
w % e Medizinprodukten £

*s‘r w* X ZLG-BS-244.10.08

EC Certificate

Full Quality Assurance System

Praduct Service

Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)

(Devices in Class lla, 1lb or Ill)

No. G1 084462 0012 Rev. 01

Manufacturer:

Product Category(ies):

Page 1 of 2

KARL STORZ SE & Co. KG
Dr.-Karl-Storz-Strale 34

78532 Tuttlingen

GERMANY

Light Sources

Light Carrier (adaptable)

Optics (Telescopes) with channel
Optics (Telescopes) without channel
Fiberscopes with channel
Fiberscopes without channel
Semiflexible endoscopes with channel
Semiflexible endoscopes without channel
Rigid Videoscopes with channel

Rigid Videoscopes without channel
Flexible Videoscopes with channel
Flexible Videoscopes without channel
Sheaths

Trocars

Instruments with movable jaws
Instruments without movable jaws
Working Elements/ Working Inserts
Cannulas

HF Instruments with movable jaws
HF Instruments without movable jaws/ HF Electrodes
HF Suction/ Irrigation Instruments

HF Generators

HF Foot Switches

HF Working Elements

Nonactive implants for ENT
Nonactive bone implants for arthroscopic procedures
Insufflators with Accessories

Tubing Sets Insufflators

Laser Devices

Foot Switch Laser

Laser Fibers

Lithotripsy Devices

Foot Switches Lithotripsy Devices
Lithotripsy Probes

Pumps

Suction/ Irrigation Instruments

Foot Switches with Pumps

Tubing Sets Pumps

Motor Control Unit

Handpieces/ Motors

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

TOV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 » 80339 Munich « Germany
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%"ﬁ' ‘i"ﬂ"j‘? Benannt durch/Designated b

<

+* Zentralstelle der Lander
.. TH A fiir Gesundheitsschutz
w F—— w bei Arzneimitteln und
* F ’k Medizinprodukten

*s‘r w* #* 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, 1lb or Ill)

No. G1 084462 0012 Rev. 01

www.zlg.de

Praduct Service

Foot Switches Motor Control Unit

Shaver/ Dirills

Morcellator Systems

EM Navigation

Active controlling systems, components of software

Product Category(ies):

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 Il

This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Ill devices an additional Annex Il (4) certificate is
mandatory. 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?q=cert:G1
084462 0012 Rev. 01

Report No.: 713202293
Valid from: 2021-05-25
Valid until: 2023-07-16

Date, 2021-05-25 C
'@’L\/

Christoph Dicks
Head of Certification/Notified Body

Page 2 of 2
TOUV SUD Product Service GmbH is Notified Body with identification no. 0123

TOV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 » 80339 Munich « Germany
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ZERTIFIKAT & CERTIFICATE o

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 084462 0038 Rev. 08

Praduct Service

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

Certification Mark:

R ENISO 13485

tuvsud.com/ps-cert

Scope of Certificate: Design and development, production, sales and
distribution of active and non-active medical devices:

e Equipment Carts

o Fiberscopes and semiflexible endoscopes (Fiberscopes
with and without channel, Semiflexible endoscopes with
and without channel)

e HF Systems (HF Instruments with movable jaws/HF
Instruments without movable jaws/HF Electrodes
(sterile/non-sterile), HF Suction/Irrigation Instruments, HF
Cables, HF Generators, HF Foot Switches, HF Working
Elements)

¢ Optics (Rigid Endoscopes with and without channel)

o Hygiene/Cleaning (Sterilization Trays/Perforated Baskets)

¢ lllumination Systems (Light Sources, Light Cables, Light
Carrier, Head Lamps, Battery Light Sources)

¢ Imaging Systems (Camera Heads, CCUs, Monitors,
Exoscopes)

¢ Implants (Nonactive implants for ENT (sterile), Nonactive
bone implants for arthroscopic procedures (sterile),
Bioabsorbable implants for arthroscopic procedures
(sterile), Surgical suture material for arthroscopic
procedures (sterile))

¢ Instruments (Instruments with movable jaws/Instruments

without movable jaws (sterile/non-sterile), Working

Elements/Working Inserts, (Suction/Irrigation Instruments

sterile/non-sterile))

Catheters (sterile/non-sterile)

Cannulas (sterile/non-sterile)

Insufflators, Tubing Sets (sterile/non-sterile)

Laser (Laser Devices, Foot Switches for Laser, Laser

Fibers (sterile/non-sterile))

o Lithotriptors (Lithotripsy Devices, Foot Switches
for Lithotripsy Devices, Lithotripsy Probes (sterile/non-
sterile))

e Morcellator Systems and Accessories for Endoscopic
Therapy

wpy 7 ®
Page 1 of 14 TOV
TOV SUD Product Service GmbH « Certification Body * Ridlerstrale 65 » 80339 Munich « Germany



(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 084462 0038 Rev. 08

Praduct Service

Scope of Certificate: e Motors (Motor Control Unit, Handpieces/Motors, Foot
Switches for Motor Control Unit, Shaver/Drills (sterile/non-
sterile))

¢ Navigation (Navigation Units, EM Navigation)

o Data Storage, Data Management and Routing Systems,
Active controlling systems, components of software

e Pumps (Pumps, Foot Switches for Pumps, Tubing Sets
(sterile/non-sterile))

e Retaining Systems

¢ Sheaths, Trocars (sterile/non sterile)

¢ Videoendoscopes (Rigid Videoscopes with and without
channel, Flexible Videoscopes with and without channel
(sterile/non-sterile))

Installation of active medical devices:

e Data Storage, Data Management and Routing Systems,
Active controlling systems, components of software

Servicing of active and non-active medical devices:

e Equipment Carts

o Fiberscopes and semiflexible endoscopes (Fiberscopes
with and without channel, Semiflexible endoscopes with
and without channel)

e HF Systems (HF Instruments with movable jaws/ HF

Instruments without movable jaws/HF Electrodes, HF

Suction/Irrigation Instruments, HF Cables, HF Generators,

HF Foot Switches, HF Working Elements)

Optics (Rigid Endoscopes with and without channel)

¢ lllumination Systems (Light Sources, Light Cables, Light
Carrier, Head Lamps, Battery Light Sources)

¢ Imaging Systems (Camera Heads, CCUs, Monitors,
Exoscopes)

¢ Instruments (Instruments with movable jaws/Instruments
without movable jaws, Working Elements/Working Inserts,
Suction/Irrigation Instruments, Catheters, Cannulas)

¢ Insufflators/Tubing Sets

o Laser (Laser Devices, Foot Switches for Laser, Laser
Fibers)

o Lithotriptors (Lithotripsy Devices, Foot Switches for
Lithotripsy Devices, Lithotripsy Probes)

¢ Morcellator Systems and Accessories for Endoscopic
Therapy

¢ Motors (Motor Control Unit, Handpieces/Motors, Foot
Switches for Motor Control Unit, Shaver/Drills)

¢ Navigation (Navigation Units, EM Navigation)

o Data Storage, Data Management and Routing Systems,
Active controlling systems, components of software
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ZERTIFIKAT & CERTIFICATE o

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 084462 0038 Rev. 08

Praduct Service

Pumps (Pumps, Foot Switches for Pumps, Tubing Sets)
Retaining Systems

Sheaths, Trocars

Videoendoscopes (Rigid Videoscopes with and without
channel, Flexible Videoscopes with and without channel)

Scope of Certificate:

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). 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:Q5 084462 0038 Rev. 08

Report No.: 713239415
Valid from: 2022-08-12
Valid until: 2025-05-31

C@tt\/

Date, 2022-08-12 Christoph Dicks
Head of Certification/Notified Body

wpy 7 ®
Page 3 of 14 TOV
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ZERTIFIKAT & CERTIFICATE o

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 084462 0038 Rev. 08

Applied Standard(s):

Facility(ies):

Page 4 of 14

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN ISO 13485:2016

Storz Endoskop Produktions GmbH

Praduct Service

Schneckenackerstr. 1, 8200 Schaffhausen, SWITZERLAND

See Scope of Certificate

KARL STORZ SE & Co. KG
Dr.-Karl-Storz-Stralle 11, 78532 Tuttlingen, GERMANY

See Scope of Certificate

KARL STORZ SE & Co. KG
Elsa-Brandstrom-Weg 21, 78532 Tuttlingen, GERMANY

See Scope of Certificate

KARL STORZ SE & Co. KG

take-off Gewerbepark 44-47, 78579 Neuhausen ob Eck,
GERMANY

See Scope of Certificate

KARL STORZ SE & Co. KG
KaiserstralRe 10, 78532 Tuttlingen, GERMANY

See Scope of Certificate

KARL STORZ SE & Co. KG
Dr.-Karl-Storz-Strafe 34, 78532 Tuttlingen, GERMANY

See Scope of Certificate

KARL STORZ SE & Co. KG

take-off Gewerbepark 83, 78579 Neuhausen ob Eck, GERMANY

See Scope of Certificate

KARL STORZ SE & Co. KG
Friedrich-List-Strae 6, 76297 Stutensee, GERMANY

See Scope of Certificate

KARL STORZ SE & Co. KG
Scharnhorststrafle 3, 10115 Berlin, GERMANY

See Scope of Certificate

KARL STORZ Video Endoscopy Estonia OU

Parnu maantee 556b, Laagri, 76401 Harju maakond, ESTONIA

See Scope of Certificate

TOV SUD Product Service GmbH « Certification Body * Ridlerstrale 65 » 80339 Munich « Germany
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(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 084462 0038 Rev. 08

Praduct Service

KARL STORZ SE & Co. KG
Unter Buchsteig 8, 78532 Tuttlingen-Méhringen, GERMANY

See Scope of Certificate

wpy 7 ®
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ZERTIFIKAT & CERTIFICATE o

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Praduct Service

Certificate

No. Q5 084462 0038 Rev. 08

Facilities:

KARL STORZ SE & Co. KG
Elsa-Brandstrom-Weg 21
78532 Tuttlingen

Germany

Production of active and non-active medical devices

¢ Instruments (Instruments with movable jaws/Instruments without movable jaws
(sterile/non-sterile), Working Elements/Working Inserts, (Suction/Irrigation
Instruments (sterile/non-sterile)))

o Catheters (sterile/non-sterile)

e Cannulas (sterile/non-sterile)

e HF Systems (HF Instruments with movable jaws/HF Instruments without movable
jaws/HF Electrodes (sterile/non-sterile), HF Suction/Irrigation Instruments, HF
Working Elements)

o Sheaths, Trocars (sterile/non-sterile)

KARL STORZ SE & Co. KG
KaiserstraBe 10

78532 Tuttlingen

Germany

Production of active medical devices

Data Storage, Data Management and Routing Systems, Active controlling systems

Lithotriptors (Lithotripsy Devices, Foot Switches for Lithotripsy Devices, Lithotripsy
Probes (sterile/-non-sterile))

lllumination Systems (Light Sources, Light Cables, Light Carrier, Head Lamps,
Battery Light Sources)

e Retaining Systems

Servicing regarding maintenance of reusable active medical devices

Data Storage, Data Management and Routing Systems, Active controlling systems

Lithotriptors (Lithotripsy Devices, Foot Switches for Lithotripsy Devices, Lithotripsy
Probes (non-sterile))

lllumination Systems (Light Sources, Light Cables, Light Carrier, Head Lamps,
Battery Light Sources)

Laser (Laser Devices, Foot Switches for Laser Devices)

Page 6 of 14
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ZERTIFIKAT & CERTIFICATE o

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 084462 0038 Rev. 08

Praduct Service

KARL STORZ SE & Co. KG
Dr.-Karl-Storz-Stralle 34
78532 Tuttlingen

Germany

Design and development of active medical devices

e Data Storage, Data Management and Routing Systems, Active controlling systems,
components of software

Sales and Distribution of active and non-active medical devices

e Optics (Rigid Endoscopes with and without channel)

e Fiberscopes and semiflexible endoscopes (Fiberscopes with and without channel,
Semiflexible endoscopes with and without channel)

¢ Videoendoscopes (Rigid Videoscopes with and without channel, Flexible
Videoscopes with and without channel (sterile/non-sterile))

Retaining Systems

Equipment Carts

Imaging Systems (Camera Heads, CCUs, Monitors, Exoscopes)

Lithotriptors (Lithotripsy Devices, Foot Switches for Lithotripsy Devices, Lithotripsy
Probes (sterile/non-sterile))

Pumps (Pumps, Foot Switches for Pumps, Tubing Sets (sterile/non-sterile))

e HF Systems (HF Instruments with movable jaws/HF Instruments without movable
jaws/HF Electrodes (sterile/non-sterile), HF Suction/Irrigation Instruments, HF
Cables, HF Generators, HF Foot Switches, HF Working Elements)

e Laser (Laser Devices, Foot Switches for Laser, Laser Fibers (sterile/non-sterile))

e Motors (Motor Control Unit, Handpieces/Motors, Foot Switches for Motor Control
Unit, Shaver/Drills (sterile/non-sterile))

e Morcellator Systems and Accessories for Endoscopic Therapy

e Data Storage, Data Management and Routing Systems, Active controlling systems,
components of software

e lllumination Systems (Light Sources, Light Cables, Light Carrier, Head Lamps,
Battery Light Sources)

¢ Insufflators, Tubing Sets (sterile/non-sterile)

¢ Instruments (Instruments with movable jaws/Instruments without movable jaws

(sterile/non-sterile), Working Elements/Working Inserts, (Suction/Irrigation

Instruments (sterile/non-sterile)))

Catheters (sterile/non-sterile)

Cannulas (sterile/non-sterile)

Sheaths, Trocars (sterile/non sterile)

Navigation (Navigation Units, EM Navigation)

Hygiene/Cleaning (Sterilization Trays/Perforated Baskets)

Implants (Nonactive implants for ENT (sterile), Nonactive bone implants for

arthroscopic procedures (sterile), Bioabsorbable implants for arthroscopic

procedures (sterile), Surgical suture material for arthroscopic procedures (sterile))

wpy 7 ®
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(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Praduct Service

Certificate

No. Q5 084462 0038 Rev. 08

Servicing regarding customer support of reusable active and non-active medical

devices

Optics (Rigid Endoscopes with and without channel)

Fiberscopes and semiflexible endoscopes (Fiberscopes with and without channel,
Semiflexible endoscopes with and without channel)

Videoendoscopes (Rigid Videoscopes with and without channel, Flexible
Videoscopes with and without channel)

Retaining Systems
Equipment Carts
Imaging Systems (Camera Heads, CCUs, Monitors, Exoscopes)

Lithotriptors (Lithotripsy Devices, Foot Switches for Lithotripsy Devices, Lithotripsy
Probes)

Pumps (Pumps, Foot Switches for Pumps, Tubing Sets)

HF Systems (HF Instruments with movable jaws/HF Instruments without movable
jaws/HF Electrodes, HF Suction/Irrigation Instruments, HF Cables, HF Generators,
HF Foot Switches, HF Working Elements)

Laser (Laser Devices, Foot Switches for Laser, Laser Fibers)

Motors (Motor Control Unit, Handpieces/Motors, Foot Switches for Motor Control
Unit, Shaver/Drills)

Morcellator Systems and Accessories for Endoscopic Therapy

Data Storage, Data Management and Routing Systems, Active controlling systems,
components of software

lllumination Systems (Light Sources, Light Cables, Light Carrier, Head Lamps,
Battery Light Sources)

Insufflators/Tubing Sets

Instruments (Instruments with movable jaws/Instruments without movable jaws,
Working Elements/Working Inserts, Suction/Irrigation Instruments)

Catheters

Cannulas

Sheaths, Trocars

Navigation (Navigation Units, EM Navigation)

Page 8 of 14
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(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 084462 0038 Rev. 08

Praduct Service

Storz Endoskop Produktions GmbH
Schneckenackerstrasse 1

8200 Schaffhausen

Switzerland

Design and development of active and non-active medical devices

Retaining Systems
Equipment Carts
Insufflators, Tubing Sets (sterile/non-sterile)

Fiberscopes and semiflexible endoscopes (Fiberscopes with and without channel,
Semiflexible endoscopes with and without channel)

¢ Videoendoscopes (Rigid Videoscopes with and without channel, Flexible
Videoscopes with and without channel)

e Lithotriptors (Lithotripsy Devices, Foot Switches for Lithotripsy Devices, Lithotripsy
Probes (sterile/non-sterile))

e HF Systems (HF Instruments with movable jaws/HF Instruments without movable
jaws/HF Electrodes (sterile/non-sterile), HF Suction/Irrigation Instruments, HF
Cables, HF Generators, HF Foot Switches, HF Working Elements)

e Pumps (Pumps, Foot Switches for Pumps, Tubing Sets (sterile/non-sterile))

e Motors (Motor Control Unit, Handpieces/Motors, Foot Switches for Motor Control
Unit, Shaver/Drills)

e Morcellator Systems and Accessories for Endoscopic Therapy

e lllumination Systems (Light Sources, Light Cables, Light Carrier, Head Lamps,
Battery Light Sources)

Navigation (Navigation Units, EM Navigation)
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Production of active and non-active medical devices
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¢ Optics (Rigid Endoscopes with and without channel)

¢ Imaging Systems (Exoscopes)

e Components of Fiberscopes and semiflexible endoscopes (Fiberscopes with and
without channel, Semiflexible endoscopes with and without channel)

Components of Videoendoscopes (Rigid Videoscopes with and without channel,
Flexible Videoscopes with and without channel)

Pumps (Pumps, Foot Switches for Pumps, Tubing Sets (non-sterile))
Insufflators, Tubing Sets (non-sterile)

Servicing regarding maintenance of reusable active and non-active medical devices

Optics (Rigid Endoscopes with and without channel)

Imaging Systems (Camera Heads, CCUs, Monitors, Exoscopes)
Pumps (Pumps, Foot Switches for Pumps)

Insufflators

ZERTIFIKAT & CERTIFICATE o

wpy 7 ®
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ZERTIFIKAT & CERTIFICATE o

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Praduct Service

Certificate

No. Q5 084462 0038 Rev. 08

KARL STORZ SE & Co. KG
take-off Gewerbepark 83
78579 Neuhausen ob Eck
Germany

Central Functions related to the Quality Management System

Distribution of active and non-active medical devices

Implants (Nonactive implants for ENT (sterile), Nonactive bone implants for
arthroscopic procedures (sterile), Bioabsorbable implants for arthroscopic
procedures (sterile), Surgical suture material for arthroscopic procedures (sterile))
Optics (Rigid Endoscopes with and without channel)

Fiberscopes and semiflexible endoscopes (Fiberscopes with and without channel,
Semiflexible endoscopes with and without channel)

Videoendoscopes (Rigid Videoscopes with and without channel, Flexible
Videoscopes with and without channel (sterile/non-sterile))

Retaining Systems
Equipment Carts
Imaging Systems (Camera Heads, CCUs, Monitors, Exoscopes)

Lithotriptors (Lithotripsy Devices, Foot Switches for Lithotripsy Devices, Lithotripsy
Probes (sterile/non-sterile))

Pumps (Pumps, Foot Switches for Pumps, Tubing Sets (sterile/non-sterile))

HF Systems (HF Instruments with movable jaws/HF Instruments without movable
jaws/HF Electrodes (sterile/non-sterile), HF Suction/Irrigation Instruments, HF
Cables, HF Generators, HF Foot Switches, HF Working Elements)

Laser (Laser Devices, Foot Switches for Laser, Laser Fibers (sterile/non-sterile))

Motors (Motor Control Unit, Handpieces/Motors, Foot Switches for Motor Control
Unit, Shaver/Drills (sterile/non-sterile))

Morcellator Systems and Accessories for Endoscopic Therapy

Data Storage, Data Management and Routing Systems, Active controlling systems,
components of software

lllumination Systems (Light Sources, Light Cables, Light Carrier, Head Lamps,
Battery Light Sources)

Insufflators, Tubing Sets (sterile/non-sterile)

Instruments (Instruments with movable jaws/Instruments without movable jaws
(sterile/non-sterile)), Working Elements/Working Inserts, (Suction/Irrigation
Instruments (sterile/non-sterile)))

Catheters (sterile/non-sterile)

Cannulas (sterile/non-sterile)

Sheaths, Trocars (sterile/non-sterile)

Navigation (Navigation Units, EM Navigation)
Hygiene/Cleaning (Sterilization Trays/Perforated Baskets)

Page 10 of 14
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(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 084462 0038 Rev. 08

Praduct Service

Servicing regarding maintenance of reusable active and non-active medical devices

¢ Optics (Rigid Endoscopes with and without channel)
e Fiberscopes and semiflexible endoscopes (Fiberscopes with and without channel,
Semiflexible endoscopes with and without channel)

¢ Videoendoscopes (Rigid Videoscopes with and without channel, Flexible
Videoscopes with and without channel)

Retaining Systems
Equipment Carts
Imaging Systems (Camera Heads, CCUs, Monitors, Exoscopes)

Lithotriptors (Lithotripsy Devices, Foot Switches for Lithotripsy Devices, Lithotripsy
Probes)

Pumps (Pumps, Foot Switches for Pumps, Tubing Sets)

e HF Systems (HF Instruments with movable jaws/HF Instruments without movable

jaws/HF Electrodes, HF Suction/Irrigation Instruments, HF Cables, HF Generators,
HF Foot Switches, HF Working Elements)

e Laser (Laser Devices, Foot Switches for Laser, Laser Fibers)

e Motors (Motor Control Unit, Handpieces/Motors, Foot Switches for Motor Control
Unit, Shaver/Drills)

e Morcellator Systems and Accessories for Endoscopic Therapy

e Data Storage, Data Management and Routing Systems, Active controlling systems,
components of software

¢ lllumination Systems (Light Sources, Light Cables, Light Carrier, Head Lamps,
Battery Light Sources)

¢ Insufflators/Tubing Sets

Instruments (Instruments with movable jaws/Instruments without movable jaws,
Working Elements/Working Inserts, Suction/Irrigation Instruments)

Catheters

Cannulas

Sheaths, Trocars

Navigation (Navigation Units, EM Navigation)

KARL STORZ SE & Co. KG
ScharnhorststraBe 3
10115 Berlin

Germany

Design and development of active medical devices

e Retaining Systems

e Data Storage, Data Management and Routing Systems, Active controlling systems,
components of software
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ZERTIFIKAT & CERTIFICATE o

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Praduct Service

Certificate

No. Q5 084462 0038 Rev. 08

KARL STORZ SE & Co. KG
take-off Gewerbepark 44-47
78579 Neuhausen ob Eck
Germany

Production (including final Cleaning, final Packaging) of active and non-active
medical devices

e Instruments (Instruments with movable jaws/Instruments without movable jaws
(sterile/non-sterile)), Working Elements Inserts, (Suction/Irrigation Instruments
(sterile/non-sterile)))

e Catheters (sterile/non-sterile)

e Cannulas (sterile/non-sterile)

¢ Optics (Rigid Endoscopes with and without channel)

¢ Imaging Systems (Exoscopes)

e HF Systems (HF Instruments with movable jaws/HF Instruments without movable
jaws/HF  Electrodes (sterile/non-sterile), HF Suction/Irrigation Instruments,
HF Working Elements)

o Sheath, Trocars (sterile/non-sterile)

KARL STORZ SE & Co. KG
Friedrich-List-StralRe 6
76297 Stutensee

Germany

Production and installation of active medical devices

e Data Storage, Data Management and Routing Systems, Active controlling systems,
components of software

Servicing regarding maintenance of reusable active medical devices

e Data Storage, Data Management and Routing Systems, Active controlling systems,
components of software

Page 12 of 14
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(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 084462 0038 Rev. 08

Praduct Service

KARL STORZ Video Endoscopy Estonia OU
Parnu maantee 556b, Laagri

76401 Harju maakond

Estonia

Design and development of active and non-active medical devices

¢ Videoendoscopes (Rigid Videoscopes with and without channel, Flexible
Videoscopes with and without channel)

e Fiberscopes and semiflexible endoscopes (Fiberscopes with and without channel,
Semiflexible endoscopes with and without channel)

e Components of Videoendoscopes

Production of active and non-active medical devices

¢ Videoendoscopes (Rigid Videoscopes with and without channel, Flexible
Videoscopes with and without channel (sterile/non-sterile))

e Fiberscopes and semiflexible endoscopes (Fiberscopes with and without channel,
Semiflexible endoscopes with and without channel)

e Components of Videoendoscopes (sterile/non-sterile)

Servicing regarding maintenance of reusable active and non-active medical devices

¢ Videoendoscopes (Rigid Videoscopes with and without channel, Flexible
Videoscopes with and without channel)

e Fiberscopes and semiflexible endoscopes (Fiberscopes with and without channel,
Semiflexible endoscopes with and without channel)

KARL STORZ SE & Co. KG
Unter Buchsteig 8

78532 Tuttlingen-Mohringen
Germany

Design and development of active medical devices

¢ Data Storage, Data Management and Routing Systems, Active controlling systems

e Lithotriptors (Lithotripsy Devices, Foot Switches for Lithotripsy Devices, Lithotripsy
Probes (sterile/non-sterile))

e |llumination Systems (Light Sources, Light Cables, Light Carrier, Head Lamps,
Battery Light Sources)

wpy 7 ®
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ZERTIFIKAT & CERTIFICATE o

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Praduct Service

Certificate

No. Q5 084462 0038 Rev. 08

KARL STORZ SE & Co. KG
Dr.-Karl-Storz-Strale 11
78532 Tuttlingen

Germany

Design and development, production of active and non-active medical devices

¢ Instruments (Instruments with movable jaws/Instruments without movable jaws
(sterile/non-sterile), Working Elements/Working Inserts, (Suction/Irrigation
Instruments (sterile/non-sterile)))

o Catheters (sterile/non-sterile)

e Cannulas (sterile/non-sterile))

e Sheaths and Trocars (sterile/non-sterile)

¢ Implants (Nonactive implants for ENT (sterile), Nonactive bone implants for
arthroscopic procedures(sterile), Bioabsorbable implants for arthroscopic procedures
(sterile), Surgical suture material for arthroscopic procedures (sterile))

¢ Optics (Rigid Endoscopes with and without channel)

¢ Fiberscopes and semiflexible endoscopes (Fiberscopes with and without channel,
Semiflexible endoscopes with and without channel)

¢ Videoendoscopes (Rigid Videoscopes with and without channel, Flexible
Videoscopes with and without channel (sterile/non-sterile))

¢ Retaining Systems

e Equipment Carts

o Lithotriptors (Lithotripsy Devices, Foot Switches for Lithotripsy Devices, Lithotripsy
Probes (sterile/non-sterile))

o HF Systems (HF Instruments with movable jaws/HF Instruments without movable
jaws/HF Electrodes (sterile/non-sterile), HF Suction/Irrigation Instruments, HF
Cables, HF Generators, HF Foot Switches, HF Working Elements)

¢ Hygiene/Cleaning (Sterilization Trays/Perforated Baskets)

¢ Imaging Systems (Exoscopes)
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Product Service

TOV SUD Product Service GmbH + Ridlerstrafie 65 « 80339 Munich - Germany Add value.

Inspire trust.
KARL STORZ SE & Co. KG

Dr.-Karl-Storz-Stralte 34
78532 Tuttlingen
Germany

Munich, 2023-06-29
Order No.: 713300646_2

Confirmation concerning EC Certificate G1 084462 0012 Rev. 01 and G2S 084462 0013 Rev. 01

We confirm that the following certificates:

G1 084462 0012 Rev. 01 (valid until 2023-07-16)
G2S 084462 0013 Rev. 01 (valid until 2023-07-16)

issued to the legal medical device manufacturer:

KARL STORZ SE & Co. KG
Dr.-Karl-Storz-Strafie 34
78532 Tuttlingen

Germany

cover the Directive 93/42/EEC on Medical Devices with the scope:

G1 084462 0012 Rev. 01:

¢ Light Sources
Light Carrier (adaptable)
Optics (Telescopes) with channel
Optics (Telescopes) without channel
Fiberscopes with channel
Fiberscopes without channel
Semiflexible endoscopes with channel
Rigid Videoscopes with channel
Rigid Videoscopes without channel
Flexible Videoscopes with channel
Flexible Videoscopes without channel
Sheaths
Trocars
instruments with movable jaws
Instruments without movable jaws
Working Elements/ Working Inserts
Cannulas

IN-4R97

Registered Office: Munich Supervisory Board: Phone: +49 89 5008-4493 TOV SUD Product Service GmbH
Trade Register Munich HRB 85 742 Holger Lindner (Chairman) Fax:  +49 89 5008-4108 Foreign Affairs

UniCredit Bank AG - BIC HYVEDEMMXXX Ridlerstrasse 65

IBAN DE13 7002 0270 0048 8522 11 Board of Management: www.tuvsud.com/ps 80339 Munich

VAT ID No. DE129484267 Walter Reithmaier (CEO/Speaker) Germany

Information pursuant to § 2 [1] DL-InfoV

(Germany) at www.tuvsud.com/imprint

Dar Nn: MFDPNG11 01

Patrick van Welij (CFO)

Reviginn- 3 - releasad

TOV®

Fffective: 2R Mav 2120

Pane 1 nfR
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Product Service

HF Instruments with movable jaws

HF Instruments without movable jaws/ HF Electrodes
HF Suction/ Irrigation Instruments

HF Generators

HF Foot Switches

HF Working Elements

Nonactive implants for ENT

Nonactive bone implants for arthroscopic procedures
Insufflators with Accessories

Tubing Sets Insufflators

Laser Devices

Foot Switch Laser

Laser Fibers

Lithotripsy Devices

Foot Switches Lithotripsy Devices

Lithotripsy Probes

Pumps

Suction/ Irrigation Instruments

Foot Switches with Pumps

Tubing Sets Pumps

Motor Control Unit

Handpieces/ Motors

Foot Switches Motor Control Unit

Shaver/ Drills

Morcellator Systems

EM Navigation

Active controlling systems, components of software

G2S 084462 0013 Rev. 01

Medical equipment drape

Suction/irrigation tubing

ENT probe

Adhesive bandage

Laparoscopic cholangiography catheter

Surgical plume evacuation system filter

Laparoscopic access cannula seal

Surgical instrument assist arm system, manually-adjusted
Surgical irrigation/aspiration tubing set

and the following devices:

see:

order number 713300646_2:

Attachment 1 _Devices covered by G1 084462 0012 Rev. 01
Attachment 2 _Devices covered by G2S 084462 0013 Rev. 01

Order No.: 713300646_2
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Product Service

With this letter we confirm that the above-mentioned devices are covered by a quality assurance system
that has been established by the manufacturer and is certified by the notified body TUV SUD Product
Service GmbH.

After issuing the declaration of conformity in accordance with the medical device directive 93/42/EEC by
the manufacturer, the above mentioned medical devices can be labelled with CE mark (CE 0123) and
placed on the market in the European Economic Area.

In accordance with Article 120 (2) Regulation (EU) 2017/745 (as amended by Regulation (EU) 2023/607
— hereafter referred to as MDR) the above-mentioned certificate remains valid after the end of the period
indicated on the certificate at the latest until the date set out in Article 120 (3a) MDR applicable for the
relevant risk class of the devices and subject to the manufacturer's compliance with the conditions spec-
ified in Article 120 (3¢) MDR.

Especially no later than 26 May 2024, the manufacturer or the authorised representative has lodged a
formal application with a notified body in accordance with Section 4.3, first subparagraph, of Annex VI|
for conformity assessment in respect of a device referred to in paragraph 3a or 3b of this Article or in
respect of a device intended to substitute that device, and, no later than 26 September 2024, the notified
body and the manufacturer have signed a written agreement in accordance with Section 4.3, second
subparagraph, of Annex VII.

According to Article 120 (3a) MDR Devices which have a certificate that was issued in accordance with
Directive 90/385/EEC or Directive 93/42/EEC and that is valid by virtue of paragraph 2 of this Article may
be placed on the market or put into service until the following dates:

(a) 31 December 2027, for all class Ill devices, and for class Ilb implantable devices except sutures,
staples, dental fillings, dental braces, tooth crowns, screws, wedges, plates, wires, pins, clips and con-
nectors;

(b) 31 December 2028, for class lIb devices other than those covered by point (a) of this paragraph, for
class lla devices, and for class 1 devices placed on the market in sterile condition or having a measuring
function.

The abowntioned certificates are valid.

2 e

PS-MHS-FA-0
Foreign Affairs

Order No.: 713300646_2
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TUV SUD Product Service GmbH + Ridlerstrae 65 + 80339 Munich « Germany

To whom it may concern

Product Service

Add value.
Inspire trust.

Munich, 2021-07-08
Order No.: 713218192

Confirmation concerning EC Certificates G1 084462 0012 Rev. 01, G1 18 04 84462 012,

G2S 084462 0013 Rev. 01 and G2S 18 04 84462 013 and

We confirm that the following certificates:

G1 084462 0012 Rev. 01 (issued on 2021-05-25; valid until 2023-07-16)
G2S 084462 0013 Rev.. 01 (issued on 2021-05-25; valid until 2023-07-16)

issued to the legal manufacturer of medical devices:

KARL STORZ SE & Co. KG
Dr.-Karl-Storz-Strafle 34
78532 Tuttlingen
GERMANY

cover the Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4) with the

product categories (G1 084462 0012 Rev. 01):

Light Sources

Light Carrier (adaptable)

Optics (Telescopes) with channel
Optics (Telescopes) without channel
Fiberscopes with channel
Fiberscopes without channel
Semiflexible endoscopes with channel
Semiflexible endoscopes without channel
Rigid Videoscopes with channel

Rigid Videoscopes without channel
Flexible Videoscopes with channel
Flexible Videoscopes without channel
Sheaths

Trocars

Instruments with movable jaws
instruments without movable jaws
Working Elements/ Working Inserts
Cannulas

HF Instruments with movable jaws

Registered Office: Munich Supervisory Board: Phone: +49 89 5008-4493
Trade Register Munich HRB 85 742 Holger Lindner (Chairman) Fax:  +49 89 5008-4108
UniCredit Bank AG - BIC HYVEDEMMXXX

IBAN DE13 7002 0270 0048 8522 11 Board of Management:
VAT ID No. DE129484267 Walter Reithmaier (CEO)
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cover the Directive 93/42/EEC on Medical Devices (MDD), Annex V with the product categories
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HF Instruments without movable jaws/ HF Electrodes
HF Suction/ Irrigation Instruments

HF Generators

HF Foot Switches

HF Working Elements

Nonactive implants for ENT

Nonactive bone implants for arthroscopic procedures
Insufflators with Accessories

Tubing Sets Insufflators

Laser Devices

Foot Switch Laser

Laser Fibers

Lithotripsy Devices

Foot Switches Lithotripsy Devices

Lithotripsy Probes

Pumps

Suction/ Irrigation Instruments

Foot Switches with Pumps

Tubing Sets Pumps

Motor Control Unit

Handpieces/ Motors

Foot Switches Motor Control Unit

Shaver/ Drills

Morcellator Systems

EM Navigation

Active controlling systems, components of software

(G2S 084462 0013 Rev. 01):

Medical equipment drape
Suction/irrigation tubing

ENT probe

Adhesive bandage

Laparoscopic cholangiography catheter
Surgical plume evacuation system filter
Laparoscopic access cannula seal

Surgical instrument assist arm system, manually-adjusted

Surgical irrigation/aspiration tubing set

Product Service

With this letter we confirm that the products covered by the certificate G1 084462 0012 Rev. 01 and
G2S 084462 0013 Rev. 01 are identical with the products covered by certificate G1 18 04 84462 012
and G2S 18 04 84462 013, respectively (certificate replaced).

We further confirm that the above-mentioned devices are covered by a quality assurance system that
has been established by the manufacturer and is certified by the notified body TUV SUD Product Service

GmbH.

The above-mentioned medical devices can be labelled with CE mark (CE 0123) and placed on the market
in the European Economic Area based on the existing declaration of conformity issued by the
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Product Service

manufacturer before 2021-05-26 in accordance with the medical device directive 93/42/EEC with the
certificate number G1 18 04 84462 012 or G2S 18 04 84462 013. The certificate ID changed due to
modification of the internal enumeration system.

The above-mentioned certificates are valid.

A =

Randolf Kohler \
TUV SUD PRODUCT SERVICE GMBH
Medical Health Services

Foreign Affairs
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11.07.2023

Catre IMSP Spitalul Clinic Balti
ocds-b3wdp1-MD-1688049323608

Prin prezenta, “Denolga Medical” SRL declara privind marcajul
corespunzator si calitatea produsului - fiecare instrumentar va fi livrat in
ambalaj original, securizat, marcat si etichetat de producator (emblema sau
sigla), fara preambalare; cu date de identitate (denumirea, numarul lotului,
seria, ref. cod).

Prin prezenta, “Denolga Medical” SRL declara ca toate pozitiile ofertate sunt
compatibile cu trusa laparoscopica Karl Storz aflata in dotarea IMSP SC
Balti.

Prin prezenta, “Denolga Medical” SRL declara ca in termen de 5 zile

lucratoare dupa primirea scrisorii, va prezent obligatoriu mostrele pentru
produsele solicitate de IMSP SC Balti.

Cu stima si profund respect,

Irina I. Gherman
Director, MBA
SC “DENOLGA MEDICAL” Ltd

SC “DENOLGA MEDICAL” Ltd
Banulescu Bodoni Str.,45/416; Chisinau, MD-2001; R Moldova
Tel: +373 22 260-602; Fax: + 373 22 260-601
irina@denolga.com; www.denolga.com
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