FORMULARUL OFERTEI (F3.1)
Data depunerii ofertei: ,,01” martie 2021
Procedura de achizitie Nr.: ocds-b3wdp1-MD-1614340230185
Anunt de participare Nr.: 21036704
Catre: IMSP Spitalul Clinic Balti

declara ca: «TRIUMF-MOTIV» SRL
a) Au fost examinate si nu exista rezervari fatd de documentele de atribuire, inclusiv
modificarile nr.
b) «TRIUMF-MOTIV» SRL se angajeaza sa presteze, in conformitate cu documentele de
atribuire si conditiile stipulate Tn specificatiile tehnice si pret, urmatoarele servicii
Articole parafarmaceutice pentru a. 2021
c) Suma totald a ofertei fard TVA constituie:
774 680,20 (sapte sute saptezeci si patru mii sase sute optzeci,20) MDL

d) Suma totala a ofertei cu TVA constituie:
929 616,24 (noua sute douazeci si noua mii sase sute saisprezece,24) MDL

e) Prezenta ofertda va rdmine valabila pentru perioada de timp specificatd in FDA3.8.,
incepind cu data-limitd pentru depunerea ofertei, in conformitate cu FDA4.2., va ramine
obligatorie si va putea fi acceptata in orice moment pina la expirarea acestei perioade;

f) In cazul acceptirii prezentei oferte, «<TRIUMF-MOTIV» SRL se angajeazi si obtind o
Garantie de buna executie in conformitate cu FDAG6, pentru executarea corespunzatoare a
contractului de achizitie publica.

g) Nu sintem in nici un conflict de interese, in conformitate cu art. 74 din Legea nr. 131 din
03.07.2015 privind achizitiile publice.

h) Compania semnatara, afiliatii sau sucursalele sale, inclusiv fiecare partener sau
subcontractor ce fac parte din contract, nu au fost declarate neeligibile in baza prevederilor
legislatiei in vigoare sau a regulamentelor cu incidentd in domeniul achizitiilor publice.

Semnat:_

Nume: Jighili Tatiana

In calitate de: administrator
Ofertantul: SRL Triumf-MotiV =

Adresa: str. Grenoble 193 of 1302

Data: ,,14” aprilie 2021 / s/ o 73
J : , @ 74
{ O # i

e ea vorDygitally signed by Jighili Tatiana
‘ gate: 2021.04.14 13:55:53 EEST
eason: MoldSign Signature
Location: Moldova



https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1614340230185

Specificatii tehnice (F4.1)

Numirul licitatici: |ocds-b3wdp1-MD-1614340230185 Data: ,14” aprilic 2021 nAL:tema“"a nr.:
Lot: Lot: 3,4, 6-18, 20-31, 38-39,
Denumirea licitatici: Avrticole parafarmaceutice pentru a. 2021 55-58, 61-62, 65, 73-77, 86-87, 92- Pagina: _1_din
IMSP Spitalul Clinic Balti 95, 97-102, 109-113, 116, 125- 5
136, 140-141
Cod CPV N/no | Denumirea bunurilor si/sau a serviciilor axs:?)‘lalljlillji Tara de origine | Producitorul S]JeCi?;ZZCZJE(:;?::;ie:ecpol:lliiascotg:litt;tﬁ de Specificarea tel;:’:::iaﬁzopusi de ciitre Standarde de referinti
1 2 3 4 5 6 7 8 9

Declaratia de

33100000-1 | 3 [Lotul - 3. Ac chirurgical 3B1-0,4x25 Rusia KMIz 3B1-0,4x25 3B1-0,4x25 conformitate /
ISO 13485

Declaratia de

33100000-1 | 4 |Lotul —4. Ac chirurgical 3B1-1,1x50 Rusia KMIZ 3B1-1,1x50 3B1-1,1x50 conformitate /
ISO 13485

Declaratia de

33100000-1 | 6 [Lotul —6. Ac chirurgical 3B1-1,1x36 Rusia KMIz 3B1-1,1x36 3B1-1,1x36 conformitate /
ISO 13485

Declaratia de

33100000-1 | 7 [Lotul —7. Ac chirurgical 3A1-0,7x45 Rusia KMIz 3A1-0,7x45 3A1-0,7x45 conformitate /
ISO 13485

Declaratia de

33100000-1 | 8 [Lotul - 8. Ac chirurgical 4A1-0,6x30 Rusia KMIz 4A1-0,6x30 4A1-0,6x30 conformitate /
ISO 13485

Declaratia de

33100000-1 [ 9 [Lotul —9. Ac chirurgical 4B1-1,0x45 Rusia KMIZ 4B1-1,0x45 4B1-1,0x45 conformitate /
ISO 13485

Declaratia de

33100000-1 | 10 [Lotul —10. Ac chirurgical 4B1-1,1x50 Rusia KMIz 4B1-1,1x50 4B1-1,1x50 conformitate /
ISO 13485

Declaratia de

33100000-1 | 11 [Lotul - 11. Ac chirurgical 4B1-1,2x35 Rusia KMIZ 4B1-1,2x35 4B1-1,2x35 conformitate /
ISO 13485

Declaratia de

33100000-1 | 12 |Lotul —12. Ac chirurgical 4B1-1,2x55 Rusia KMIZ 4B1-1,2x55 4B1-1,2x55 conformitate /
ISO 13485

Declaratia de

33100000-1 | 13 [Lotul —13. Ac chirurgical 4B1-1,5x50 Rusia KMIz 4B1-1,5x50 4B1-1,5x50 conformitate /
ISO 13485




33100000-1

14

Lotul — 14.

Ac chirurgical

4A1-0,6x36

Rusia

KMIZ

4A1-0,6x36

4A1-0,6x36

Declaratia de
conformitate /
ISO 13485

33100000-1

15

Lotul — 15.

Ac chirurgical

4A1-0,7x45

Rusia

KMIZ

4A1-0,7x45

4A1-0,7x45

Declaratia de
conformitate /
ISO 13485

33100000-1

16

Lotul — 16.

Ac chirurgical

4A1-0,8x32

Rusia

KMIZ

4A1-0,8x32

4A1-0,8x32

Declaratia de
conformitate /
ISO 13485

33100000-1

17

Lotul —17.

Ac chirurgical

4B1-0,9x36

Rusia

KMIZ

4B1-0,9x36

4B1-0,9x36

Declaratia de
conformitate /
ISO 13485

33100000-1

18

Lotul — 18.

Ac chirurgical

5B1-1,3x50

Rusia

KMIZ

5B1-1,3x50

5B1-1,3x50

Declaratia de
conformitate /
ISO 13485

33100000-1

20

Lotul - 20.

Ac chirurgical

3B1-1,3x70

Rusia

KMIZ

3B1-1,3x70

3B1-1,3x70

Declaratia de
conformitate /
ISO 13485

33100000-1

21

Lotul — 21.

Ac chirurgical

4B1-1,8x60

Rusia

KMIZ

4B1-1,8x60

4B1-1,8x60

Declaratia de
conformitate /
ISO 13485

33100000-1

22

Lotul — 22.

Ac chirurgical

3B1-1,2x55

Rusia

KMIZ

3B1-1,2x55

3B1-1,2x55

Declaratia de
conformitate /
ISO 13485

33100000-1

23

Lotul — 23.

Ac chirurgical

4B1-1,0x25

Rusia

KMIZ

4B1-1,0x25

4B1-1,0x25

Declaratia de
conformitate /
ISO 13485

33100000-1

24

Lotul — 24.

Ac chirurgical

4B1-1,8x70

Rusia

KMIZ

4B1-1,8x70

4B1-1,8x70

Declaratia de
conformitate /
ISO 13485

33100000-1

25

Lotul — 25.

Ac chirurgical

3A1-0,8x32

Rusia

KMIZ

3A1-0,8x32

3A1-0,8x32

Declaratia de
conformitate /
ISO 13485

33100000-1

26

Lotul — 26.

Ac chirurgical

5A1-1,3x50

Rusia

KMIZ

5A1-1,3x50

5A1-1,3x50

Declaratia de
conformitate /
ISO 13485

33100000-1

27

Lotul — 27.

Ac chirurgical

3A1-0,6x20

Rusia

KMIZ

3A1-0,6x20

3A1-0,6x20

Declaratia de
conformitate /
ISO 13485




Declaratia de

33100000-1 | 28 |Lotul —28. Ac chirurgical 4A1-0,6x30 Rusia KMIZ 4A1-0,6x30 4A1-0,6x30 conformitate /
ISO 13485
Declaratia de
33100000-1 | 29 [Lotul —29. Ac chirurgical 4A1-0,6x20 Rusia KMIz 4A1-0,6x20 4A1-0,6x20 conformitate /
ISO 13485
Declaratia de
33100000-1 | 30 |Lotul —30. Ac chirurgical 4A1-0,9x36 Rusia KMIZ 4A1-0,9x36 4A1-0,9x36 conformitate /
ISO 13485
Declaratia de
33100000-1 | 31 [Lotul —31. Ac chirurgical 4A1-1,0x45 Rusia KMIz 4A1-1,0x45 4A1-1,0x45 conformitate /
ISO 13485
33100000-1 | 38 a‘;g‘l‘il_ 38. Bonetd medicala p/u BM China Xiantao Legata cu cordon Legati cu cordon CE /FDA
33100000-1 | 3o [Lotw! - 39. Bureta pentru BMC China | Xiantao 8Xx5x3 8Xx5x3 CE /FDA
prelucrarea méinilor chirurg.
33100000-1 | 55 Lotul — 5_5. Catgut steril cu ac ometric China Ru_nt_e/ N. 2metric, 1/2-26mm L-75 N. 2metric, 1/2-26mm L-75 CE / 1SO13485
atraumatic rotund Haidike cm,absorb. cm,absorb.
33100000-1 | 56 |Lotul=S6-Catgutsterilcuac | gpeic | china | RUM®T 1 Use 303 metric) % - 36 mm USP 3/0 (3 metric) % - 36mm | CE /15013485
rotund Haidike
331000001 | 57 |Lotul =57 Catgutsterileuac | goic | china | RUM | N smetric 1250 mmL-75om | N. Smetric/2-50 mm L-75cm | CE /15013485
rotund Haidike
33100000-1 | 58 [Lotwl-S8-Catgutsterileuac |y i | china | RUMe/ N. 4/0,1/2- 45 mm N. 4/0,1/2- 45 mm CE /15013485
rotund Haidike
33100000-1 | 61 |Lotu - 61. Catgut steril cu ac N. 6 China | Rume/ N. 6 - 150 om, 1/2-40mm N. 6 - 150 cm, 1/2-40mm CE /15013485
rotund, absorb. Haidike
33100000-1 | 6 [1Otu! =62 Catgut steril cu ac N. 7 China | Funte/ N.7-150 cm, 1/2-40mm N. 7~ 150 cm, 1/2-40mm CE /15013485
rotund, absorb. Haidike
33100000-1 | 65 tLI;tn“;t; r6”5e' Clipse hemostatice- CHS China | Xiantao 8 mm. stand. Storz 8 mm. stand. Storz CE /FDA
. Declaratia de
33100000-1 | 73 LOt.u.l —73. Indicator de iPACK Bio Rusia Intersan Intern 132/20, minim 1000 set Intern 132/20, minim 1000 set conformitate /
sterilizare (autoclav)
I1ISO 13485
: - - Declaratia de
33100000-1 | 74 ;Z:S:Z;;4£;Stc:)§z'[\?)r de iPACK Bio Rusia Intersan Extern 132/20 NSiSOO, minim 1000 | Extern 132/20 Nsi?OO, minim 1000 conformitate /
ISO 13485
. Declaratia de
33100000-1 | 75 |Lotul - 75. Indicator de iPACK Bio |  Rusia Intersan 180/60 N 1000, extern 180/60 N 1000, extern conformitate /

sterilizare, pupinel

ISO 13486




Lotul — 76. Indicator de

Declaratia de

33100000-1 | 76 . . iPACK Bio Rusia Intersan Intern 180/60, N 1000 Intern 180/60, N 1000 conformitate /

sterilizare, pupinel
ISO 13487

33100000-1 | 77 |Lotul — 77. Lubrifiant chirurgical SB China Xiantao Steril bacteriologic Steril bacteriologic CE /FDA

33100000-1 | 86 fL”‘;:L" ~ 86. Mascd respirator cu KN95 China Xiantao protectie 95% protectie 95% CE /FDA

33100000-1 | 87 |Lotul —87. Munstuc igienic Drager 6810 China ;:3’2; p/u ap alcotester Drager 6810 p/u ap alcotester Drager 6810 CE /1S0O 9001

33100000-1 | 92 Lotul — 92._POI|e_ster braider USP 1 China Ru_nt_e /| USP 1(4 metric) cu ac taios ¥» 35mm | USP 1(4 metric) cu ac taios %> 35mm CE / 1SO13485
neabsorbabil steril Haidike L-75cm L-75cm

33100000-1 | 93 Lotul — 93._POI|e_ster braider USP 2 China Ru_nt_e [ | USP2(5 metric) cu ac taios % 35mm | USP2(5 metric) cu ac taios %2 35mm CE / 1SO13485
neabsorbabil steril Haidike L-75cm L-75cm
Lotul — 94. Poliester braider . Runte / USP 2 (5 metric)L- 75 cm cu ac USP 2 (5 metric)L- 75 cm cu ac

33100000-1 | 94 neabsorbabil steril USP 2 China Haidike triunghi 3/8 — 40mm triunghi 3/8  40mm CE /15013485
Lotul — 95. Poliester braider . Runte / USP1 (4 metric)L- 75 cm cu ac USP1 (4 metric)L- 75 cm cu ac

33100000-1 | 95 neabsorbabil steril USP1 China Haidike triunghi 3/8 — 30mm triunghi 3/8 — 30mm CE /15013485
Lotul — 97. Poliester braider . Runte / USP1 (4 metric)L- 75 cm cu ac USP1 (4 metric)L- 75 cm cu ac

33100000-1 | 97 neabsorbabil steril USP1 China Haidike triunghi ¥ — 30mm triunghi ¥ — 30mm CE /15013485
Lotul — 98. Poliester braider . Runte / USPO (3,5 metric)L- 75 cm cu ac USPO (3,5 metric)L- 75 cm cu ac

33100000-1 | 98 neabsorbabil steril USPO China Haidike triunghi 3/8 — 40 mm triunghi 3/8 — 40 mm CE /15013485

— - - : o : v

33100000-1 | 99 Lotul 9_9. Po!lglactln USP 2 China Ru_nt_e/ USP2(5metric)cu ac rotund 2-40mm | USP2(5metric)cu ac rotund ¥2-40mm CE / 1SO13485
absorbabil steril Haidike L-75cm L-75cm
Lotul — 100. Poliglactin . Runte / USP 2/0 (3 metric) L-75 cm cu ac USP 2/0 (3 metric) L-75 cm cu ac

33100000-1 | 100 absorbabil steril USP 2/0 China Haidike rotund Y- 40 mm rotund V- 40 mm CE /15013485
Lotul — 101. Poliglactin . Runte / USP 1 (4 metric) L-75 cm cu ac USP 1 (4 metric) L-75 cm cu ac

33100000-1 | 101 absorbabil steril USP1 China Haidike rotund 3/8 — 40 mm rotund 3/ — 40 mm CE /15013485

— - - - e - v

33100000-1 | 102 Lotul 1_02. Ppllglactln USP 0 China Ru_nt_e / USP 000 L-75 cm cu ac rotund Y% USP 000 L-75 cm cu ac rotund %5 CE / 15013485
absorbabil steril Haidike 30 mm 30 mm

33100000-1 | 109 Lotvu1 —109. Set de inele de SIL China Xiantao Cite min 6_|nelg de cauciuc in set+ | Cite min 6_|nelt_-:- de cauciuc in set + CE /EDA
legaturare caseta min 6 inele suplimentare caseta min 6 inele suplimentare

33100000-1 | 110 [Lotul — 110. Set epidural G-17 China Xiantao G-17 G-17 CE /FDA

33100000-1 | 111 \%;’:“'C;nlt:;e Setplu cateterizarea) e oocm | china Baihe 7F-20cm G18/7cm, 1 lumen 7F-20cm G18/7cm, 1 lumen CE/ 1SO 13485

33100000-1 | 112 \%;’;“é;nlt:;e Setplu cateterizarea)  or 5ocm | china Baihe 8F-20cm G18/7cm, 1 lumen 8F-20cm G18/7cm, 1 lumen CE/ 1SO 13485

33100000-1 | 113 \%;’;“é;nlt::le Setplu cateterizarea) oc 500 | china Baihe 9F-20cm G18/7cm, 1 lumen 9F-20cm G18/7cm, 1 lumen CE/ 1SO 13485

33100000-1 | 116 |Lotul — 116. Stapler steril ss China Haers p-ru piele Mani plex- 2- 300 p-ru piele Mani plex- 2-300 | CE/1S0 13485

Medical




Lotul — 125. Troacar Ambalaj steril separat cate un set Ambalaj steril separat cate un set
33100000-1 | 125 L ; de utili . TL China Xiantao | lungimea -120mm, Diametru -10mm | lungimea -120mm, Diametru -10mm CE /FDA
aporoscopic de utilizare unica (Echivalent Vitalitec) (Echivalent Vitalitec)
Lotul — 126. Troacar Ambalaj steril separat cate un set Ambalaj steril separat cate un set
33100000-1 | 126 L ; de utili . TL China Xiantao | lungimea -100mm, Diametru -10mm | lungimea -100mm, Diametru -10mm CE /FDA
aporoscopic de utilizare unica (Echivalent Vitalitec) (Echivalent Vitalitec)
Ambalaj steril separat cate un set Ambalaj steril separat cate un set
Lotul — 127. Troacar . . . . . .
33100000-1 | 127 L ic de utili . TL China Xiantao lungimea -100mm, Diametru -5mm | lungimea -100mm, Diametru -5mm CE /FDA
aporoscopic de utilizare unica (Echivalent Vitalitec) (Echivalent Vitalitec)
Lotul — 128. Troacar Ambalaj steril separat cate un set Ambalaj steril separat cate un set
33100000-1 | 128 L ; de utili . TL China Xiantao lungimea -80mm, Diametru -5mm lungimea -80mm, Diametru -5mm CE /FDA
aporoscopic de utilizare unica (Echivalent Vitalitec) (Echivalent Vitalitec)
33100000-1 | 129 |Lotul — 129. Tub endotraheal N2 N2-6.5 China Xiantao N2-6.5 N2-6.5 CE /FDA
33100000-1 | 130 |Lotul — 130. Tub endotraheal N7 N7 China Xiantao N7 N7 CE /FDA
33100000-1 | 131 INJ‘;tgl — 131. Tub endotraheal N7,5 China | Xiantao N7,5 N7,5 CE /IFDA
33100000-1 | 132 |Lotul — 132. Tub endotraheal N8 N8 China Xiantao N8 N8 CE /FDA
33100000-1 | 133 INJ‘;;" — 133. Tub endotraheal N8,5 China | Xiantao N85 N8,5 CE /FDA
33100000-1 [ 134 |Lotul — 134. Tub rectal N10-16 N10-16 China Xiantao N10-16 N10-16 CE /FDA
33100000-1 | 135 |Lotul — 135. Tub rectal N18,20 N18,20 China Xiantao N18,20 N18,20 CE /FDA
33100000-1 | 136 |Lotul — 136. Tub rectal N34 N34 China Xiantao N34 N34 CE /FDA
33100000-1 | 140 Lot_ul —140. Vicril absobarbil USP 1 China Ru_nt_e/ USP 1(4metric)cu ac rotund % 40mm [ USP 1(4metric)cu ac rotund ¥ 40mm CE / 1SO13485
steril Haidike L-75cm L-75cm
Lotul — 141. Vicril absorbabil . Runte / USP 0 (3,5 metric) L-75 cm cu ac USP 0 (3,5 metric) L-75 cm cu ac
33100000-1 | 141 steril rapid USP 0 China Haidike rotund ¥ -40mm rotund Y4 -40mm CE /15013485
33100000-1 | 142 Lotul — 1_42. V_ICI‘Il rapid USP 3/0 China Ru_nt_e / USP3/0 (metric) cu ac rotund Y4 USP3/0 (metric) cu ac rotund %5 CE / 1S013485
absorbabil steril Haidike 26mm 26mm
0/\.\\;;‘\‘
Semnat: ,,L\Q\E“"y;?‘”
Numele, Prenumele Jighili Tatiana Sz A
in calitate de: administrator
Ofertantul: SRL Triumf-Motiv Adresa: str. Grenoble 193 of 1301




Specificatii de pret (F4.2)

Numarul licitatiei: ocds-b3wdp1-MD-1614340230185

Data: ,,14” aprilie 2021

Alternativa nr.: nu

Denumirea licitatiei: Articole parafarmaceutice pentru a. 2021
IMSP Spitalul Clinic Balti

Lot: Lot: 3,4, 6-18, 20-31, 38-
39, 55-58, 61-62, 65, 73-77, 86
87, 92-95, 97-102, 109-113,
116, 125-136, 140-141

Pagina: _1 din_1_

Pret
. ) . o Unitatea . unitar Pret unitar Suma fara Suma cu Termenul de
Cod CPV N/no| Denumirea bunurilor si/sau a serviciilor de masuri Cantitate (firi (cu TVA), lei TVA, lei TVA, lei livrare/prestare
TVA) lei
1 2 3 4 5 6 7 8 9 10

33100000-1 | 3 |Lotul- 3. Ac chirurgical Buciti 50 7,50 9,00 375,00 450,00 | M decurs deszilede
’ la comanda

33100000-1 | 4 |Lotul— 4. Ac chirurgical Buciti 50 7,50 9,00 375,00 450,00 | M decurs deszilede
’ la comanda

33100000-1 | 6 [Lotul—6.Ac chirurgical Bucati 50 7,50 9,00 375,00 450,00 | M decurs deszle de
la comanda

33100000-1 | 7 |Lotul—7.Ac chirurgical Buciti 50 7,50 9,00 375,00 450,00 | decurs deszilede
’ la comanda

33100000-1 | 8 |Lotul—8. Ac chirurgical Buciti 50 7,50 9,00 375,00 450,00 | decurs deszilede
’ la comanda

33100000-1 | 9 |Lotul—9. Ac chirurgical Buciti 50 7,50 9,00 375,00 450,00 | decurs deszile de
’ la comanda

33100000-1 | 10 |Lotul - 10. Ac chirurgical Buciti 50 7,50 9,00 375,00 450,00 | decurs deszilede
’ la comanda

33100000-1 | 11 |Lotul - 11. Ac chirurgical Buciti 50 7,50 9,00 375,00 450,00 | decurs deszilede
’ la comanda

33100000-1 | 12 |Lotul - 12. Ac chirurgical Buciti 50 7,50 9,00 375,00 450,00 | M decurs de s zile de
’ la comanda

33100000-1 | 13 |Lotul - 13. Ac chirurgical Buciti 50 7,50 9,00 375,00 450,00 | M decurs de s zile de
’ la comanda




in decurs de 5 zile de

33100000-1 14 |Lotul — 14. Ac chirurgical Buciti 50 7,50 9,00 375,00 450,00 la comands

33100000-1 | 15 |Lotul - 15. Ac chirurgical Buciti 50 7,50 9,00 375,00 asogp | Mndesurs de S atle de
33100000-1 | 16 |Lotul - 16. Ac chirurgical Bucati | 50 7,50 9,00 375,00 as00p | Mndecurs de S atle de
33100000-1 | 17 |Lotul - 17. Ac chirurgical Bucati | 50 7,50 9,00 375,00 as0gp | Mndecurs de S atle de
33100000-1 | 18 |Lotul - 18. Ac chirurgical Bucati | 50 7,50 9,00 375,00 as0gp | M decurs de S atle de
33100000-1 | 20 |Lotul - 20. Ac chirurgical Bucai | 50 7,50 9,00 375,00 as00p | Mndecurs de S atle de
33100000-1 | 21 |Lotul - 21. Ac chirurgical Bucai | 50 7,50 9,00 375,00 as00p | Mndecurs de S atle de
33100000-1 | 22 |Lotul - 22. Ac chirurgical Bucati 50 7,50 9,00 375,00 as00p | M decurs de S atle de
33100000-1 | 23 |Lotul - 23. Ac chirurgical Bucati 50 7,50 9,00 375,00 as00p | M decurs de S atle de
33100000-1 | 24 [Lotul - 24. Ac chirurgical Bucati 50 7,50 9,00 375,00 45000 |0 def;*if;ﬁ;;" de
33100000-1 | 25 |Lotul - 25. Ac chirurgical Bucati 50 7,50 9,00 375,00 as00p | M decurs de S atle de
33100000-1 | 26 |Lotul - 26. Ac chirurgical Bucati 50 7,50 9,00 375,00 as00p | M decurs de S atle de
33100000-1 | 27 |Lotul - 27. Ac chirurgical Bucati 50 7,50 9,00 375,00 as00p | M decurs de S aile de
33100000-1 | 28 [Lotul—28. Ac chirurgical Bucati 50 7,50 9,00 375,00 45000 |0 delc;iifai;;e de
33100000-1 | 29 [Lotul - 29. Ac chirurgical Bucati 50 7,50 9,00 375,00 45000 |0 delc;iifai;;e de
33100000-1 | 30 [Lotul—30. Ac chirurgical Bucati 50 7,50 9,00 375,00 45000 |0 delc;iifai;;e de
33100000-1 | 31 [Lotul - 31. Ac chirurgical Bucati 50 7,50 9,00 375,00 45000 | delc;zsofneai;é“e de
33100000-1 | 38 |Lotul - 38. Boneta medicala p/u medici Buciti | 20000 1,30 1,56 2600000 | 3120000 | decursdeszilede

la comanda




Lotul - 39.

Bureta pentru prelucrarea

in decurs de 5 zile de

33100000-1 | 39 |20 70 Buciti 5000 13,00 15,60 65000,00 78000,00 :
mainilor chirurg. ’ la comanda

33100000-1 55 Lotul — 55. Catgut steril cu ac atraumatic Buciti 300 7.16 8,59 2148,00 2577.60 in decurs de 5 Zjle de
rotund ’ la comanda

33100000-1 | 56 [Lotul—56. Catgut steril cu ac rotund Bucati 240 6,70 8,04 1608,00 192960 | " decurs de 3zile de
la comanda

33100000-1 | 57 [Lotul—57. Catgut steril cu ac rotund Bucati | 1800 8,65 10,38 15570,00 | 18684,00 | "Mdecursdedzlede
la comanda

33100000-1 | 58 [Lotul—58. Catgut steril cu ac rotund Bucati | 1200 7,16 8,59 8592,00 10310,40 | M decurs de > zile de
la comanda

33100000-1 61 Lotul — 61. Catgut steril cu ac rotund, Buciti 500 9,67 11.60 4835,00 5802,00 in decurs de 5 Zvlle de
absorb. ’ la comanda

33100000-1 62 Lotul — 62. Catgut steril cu ac rotund, Buciti 200 12,87 15.44 2574,00 3088,80 in decurs de 5 Zvlle de
absorb. ’ la comanda

33100000-1 | 65 [Lotul - 65. Clipse hemostatice-titan sterile | Bucati | 1000 | 35,00 42,00 3500000 | 4200000 | def;foifafl dzgle e

33100000-1 73 Lotul — 73. Indicator de sterilizare Set 240 125,00 150,00 30000,00 36000,00 in decurs de 5 Zvlle de
(autoclav) la comanda

33100000-1 74 Lotul — 74. Indicator de sterilizare Set 50 125,00 150,00 6250.00 7500.00 in decurs de 5 Zvlle de
(autoclav) la comanda

33100000-1 | 75 [Lotul—75. Indicator de sterilizare, pupinel |  Set 200 | 12500 150,00 25000,00 | 30000,00 | M decursde3zilede
la comanda

33100000-1 | 76 [Lotul—76. Indicator de sterilizare, pupinel |  Set 50 125,00 150,00 6250,00 7500,00 | " decurs de 3 zile de
la comanda

33100000-1 | 77 [Lotul—77. Lubrifiant chirurgical Buciti 50 25,50 30,60 1275,00 153000 | M decurs de 3zile de
la comanda

33100000-1 | 86 [Lotul - 86. Masci respirator cu filtru Bucdti | 5000 6,30 7,56 3150000 | 3780000 |™Mdccursdeszilede
; la comanda

33100000-1 | 87 |Lotul - 87. Munstuc igienic Buciti 5000 4,00 4,80 20000,00 24000,00 | ™ decurs de 5 zile de
; la comanda

33100000-1 92 Lot_ul —92. Poliester braider neabsorbabil Bucati 2400 4,13 4,96 9912,00 11894.40 in decurs de 5 Zjle de
steril la comanda

33100000-1 93 Lot_ul —93. Poliester braider neabsorbabil Bucati 2400 4,13 4,96 9912,00 11894.40 in decurs de 5 Zjle de
steril la comanda

33100000-1 94 Lot_ul — 94, Poliester braider neabsorbabil Bucati 2400 4,13 4,96 9912,00 11894.40 in decurs de 5 Zjle de
steril la comanda




33100000-1

95

Lotul — 95. Poliester braider neabsorbabil

Bucati

2400

4,13

4,96

9912,00

11894,40

in decurs de 5 zile de

steril la comanda

33100000-1 97 Lot}ll —97. Poliester braider neabsorbabil Bucati 2400 4,13 4,96 9912,00 11894,40 in decurs de 5 Zjle de
steril la comanda

33100000-1 98 Lot}ll — 98. Poliester braider neabsorbabil Bucati 240 413 4,96 991,20 1189.44 in decurs de 5 Zjle de
steril la comanda

33100000-1 | 99 |Lotul - 99. Poliglactin absorbabil steril Bucati 300 13,86 16,63 4158,00 a989,60 | ™ decurs de > zile de
la comanda

33100000-1 | 100 [Lotul - 100. Poliglactin absorbabil steril | Bucati 300 12,21 14,65 3663,00 430560 | M decurs de > zile de
la comanda

33100000-1 | 101 |[Lotul - 101. Poliglactin absorbabil steril | Bucati 600 13,20 15,84 7920,00 g504,00 | M decurs de 5 zile de
la comanda

33100000-1 | 102 [Lotul - 102. Poliglactin absorbabil steril | Bucati 300 12,87 15,44 3861,00 463320 | M decurs de > zile de
la comanda

33100000-1 | 109 |Lotul — 109. Set de inele de legaturare Set 10 2500,00 |  3000,00 25000,00 30000,00 |™ def;foifafl dzgle de

33100000-1 | 110 |Lotul - 110. Set epidural Bucati | 400 | 180,00 | 216,00 7200000 | 8640000 | decurs de> zlede
la comanda

33100000-1 | 111 Lotul — 111. Set p/u cateterizarea ven. set 150 180,00 216,00 27000,00 32400,00 in decurs de 5 Zvlle de
Centrale la comanda

33100000-1 | 112 Lotul — 112. Set p/u cateterizarea ven. set 500 180,00 216,00 90000,00 108000,00 in decurs de 5 Zvlle de
Centrale la comanda

33100000-1 | 113 Lotul — 113. Set p/u cateterizarea ven. set 20 255,00 306,00 5100,00 6120,00 in decurs de 5 Zvlle de
Centrale la comanda

33100000-1 | 116 [Lotul - 116. Stapler steril Bucati 200 | 100,00 120,00 2000000 | 2400000 | ™ decurs de> zlede
la comanda

33100000-1 | 125 |L-0tul — 125. Troacar Laporoscopic de Buciti 10 450,00 540,00 4500,00 5400,00 | " decurs de 5 zile de
utilizare unica ’ la comanda

33100000-1 | 126 |1°tul — 126. Troacar Laporoscopic de Buciti 10 450,00 540,00 4500,00 5400,00 | " decurs de 5 zile de
utilizare unica ’ la comanda

33100000-1 | 127 |L0tul - 127. Troacar Laporoscopic de Buciti 10 450,00 540,00 4500,00 5400,00 | " decurs de 5 zile de
utilizare unica ’ la comanda

33100000-1 | 128 |L-0tul — 128. Troacar Laporoscopic de Buciti 10 450,00 540,00 4500,00 5400,00 | M decurs de 5 zile de
utilizare unica ’ la comanda

33100000-1 | 129 [Lotul — 129. Tub endotraheal N2 Bucii 100 21,00 25,20 2100,00 2500,00 | M decurs de3zile de

la comanda




33100000-1 | 130 |Lotul — 130. Tub endotraheal N7 Buciti 500 21,00 25,20 10500,00 12600,00 | M decurs de 5 zile de
) la comanda
33100000-1 | 131 |Lotul — 131. Tub endotraheal N7,5 Buciti 1000 21,00 25,20 21000,00 25200,00 | ™ decurs de 5 zile de
’ la comanda
33100000-1 | 132 |Lotul — 132. Tub endotraheal N8 Buciti 2000 21,00 25,20 42000,00 50400,00 | ™ decurs de S zile de
; la comanda
33100000-1 | 133 |Lotul — 133. Tub endotraheal N8,5 Buciti 500 21,00 25,20 10500,00 12600,00 | ™ delc;iiifai dZ;e de
1 de 5 zile d
33100000-1 | 134 |Lotul — 134. Tub rectal N10-16 Buciti 2000 3,00 3,60 6000,00 720000 | ™ decurs de 5 zle de
; la comanda
in decurs de 5 zile d
33100000-1 | 135 |Lotul — 135. Tub rectal N18,20 Buciti 2000 3,00 3,60 6000,00 7200,00 | M decurs de o zliede
; la comanda
in decurs de 5 zile d
33100000-1 | 136 |Lotul — 136. Tub rectal N34 Buciti 1000 3,00 3,60 3000,00 3600,00 | " @ecurs deozliede
; la comanda
in decurs de 5 zile d
33100000-1 | 140 |Lotul — 140. Vicril absobarbil steril Bucati 2400 14,52 17,42 34848,00 41817,60 | M Cccurs deozriede
la comanda
. in decurs de 5 zile d
33100000-1 | 141 |Lotul — 141. Vicril absorbabil steril rapid Bucati 1200 15,18 18,22 18216,00 21859,20 | M ecurs de o ztie de
la comanda
. in decurs de 5 zile d
33100000-1 | 142 |Lotul — 142. Vicril rapid absorbabil steril | Bucati 120 12,80 15,36 1536,00 184320 | cecus oo Ele e
la comanda
Total 774680,20 | 929616,24
Semnat: o @?r
Numele, Prenumele Jighili Tatiana S o 24
in calitate de: administrator .
Ofertantul: SRL Triumf-Motiv Adresa: str. Grenoble 193 of 1301




APROBAT

prin Ordinul
Ministrului Finantelor
nr. 72 din 26.11.2020

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 anterioard poate
fi reutilizat, cu conditia ca informatiile cuprinse in formular sa fie corecte si valabile la data depunerii acestuia.
4. Ofertantul care prezinta in DUAE informatii false sau documentele justificative prezentate nu confirma
informatia indicatd 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 I. Informatii privind procedura de achizitie publica si autoritatea/entitatea contractanta;

2) Capitolul II. Informatii referitoare la operatorul economic;

3) Capitolul III. Motive de excludere din cadrul procedurii de achizitie publica;

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 V1. 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 I. Informatii privind procedura de achizitie publica si autoritatea/entitatea contractanta
Compartimentul se completeaza doar de catre autoritatea/entitatea contractantd.

pf):zoi?ie Continutul cerintei Raéspuns
1 2 3

A. Informatii despre publicare

Numérul anuntului/invitatiei publicate in Buletinul achizitiilor publice, si ocds-b3wdpl-MD-

1A.1 dupa caz numarul anuntului publicat in Jurnalul Oficial al Uniunii
Europene 1614340230185
B. Identitatea autorititii/entititii contractante
. i) IMSP Spitalul
1B.1 Denumirea autoritatii/entitatii contractante L
) i Clinic Balti
182 Numar unic de identificare (IDNO) a autoritatii/entitatii contractante 1003602150732
Capitolul II. Informatii referitoare la operatorul economic
Compartimentul se completeaza doar de catre operatorii economici.
Cod pozitie Continutul cerintelor Raspuns
1 2 3
A. Informatii privind operatorul economic
2A.1 Denumirea operatorul economic «TRIUMF-MOTIV» SRL
2A.2 Tara Moldova
2A3 Cod postal 2043
2A4 Orag/Localitate mun. Chisinau
2A5 Adresa juridica str. Grenoble 193 of. 1301
2A.6 Pagina web
2A7 Persoana sau persoanele de contact Jighili Tatiana
2A7.1 Telefon +373 22 768841
2A.7.2 Adresa de e-mail triumf.motiv@mail.ru
2A.8 Numdr unic de identificare (IDNO/IDNP) 1012600021180
2A.9 Numérul cod TVA 0308703



https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1614340230185
https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1614340230185

2A.10

Forma organizatorico-juridica a activitatii de antreprenoriat

Societatea cu raspundere
limitata

2A.11

Informatia cu privire la numele actionarilor/asociatilor/beneficiarului efectiv

2A11.1

Numele actionarilor / asociatilor

Jighili Tatiana

2A11.2

Numele beneficiarului efectiv

[beneficiar efectiv— persoand fizicd ce detine sau
controleazad in ultimd instanta o persoand fizica sau juridica
ori beneficiar al unei societdti de investitii sau administrator
al societatii de investitii, ori persoand in al carei nume se
desfasoard o activitate sau se realizeazd o tranzactie si/sau
care detine, direct sau indirect, dreptul de proprietate sau
controlul asupra a cel putin 25% din actiuni sau din dreptul
de vot al persoanei juridice ori asupra bunurilor aflate in
administrare fiduciara]

Jighili Tatiana
Jighili Tatiana

2A.11.3

Cetatenia beneficiarului efectiv (legatura juridico-politica
permanentd a persoanei fizice definite conform pozitiei
2A.11.2)

MDA
MDA

2A.12

Operatorul economic este:
e Intreprindere mica
e Intreprindere mijlocie
o sialtele

intreprindere mica

2A.13

In cazul in care achizitia este rezervata: operatorul economic
este un atelier protejat sau o intreprindere sociald, sau va
asigura executarea contractului in contextul programelor de
angajare protejata?

Da

2A.13.1

Daca da, care este procentul corespunzator de lucratori cu
dizabilitati sau defavorizati?

0%

2A.13.2

Specificati carei sau caror categorii de lucratori cu
dizabilitati sau defavorizati le apartin angajatii in cauza?

Nu

2A.14

Operatorul economic participa la procedura de achizitii
publice impreuna cu alti operatori economici?

Nu

2A.14.1

Daca Da, precizati rolul operatorului economic in cadrul
grupului (lider, responsabil cu indeplinirea unor sarcini
specifice, etc).

2A.14.2

Numiti operatorii economici care participa la procedura
respectivd de achizitie publica.

2A.14.3

Specificati denumirea grupului participant.

Nota. Daca ati raspuns Da la intrebarea 2A4.14, 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 Jighili Tatiana
2B.2 Pozitie/actionand in calitate de.. administrator
2B.3 Tara Republica Moldova
2B.4 Telefon +373 22 768841
2B.5 Adresa de e-mail triumf.motiv@mail.ru

C. Informatii privind utilizarea capacitatilor altor entitati

2C.1

Operatorul economic utilizeaza capacitatile altor entitati
pentru a satisface criteriile de selectie prevazute in capitolul
IV, precum si (dacé este cazul) criteriile si regulile mentionate
in capitolul V de mai jos?

Nu

Nota. Daca ati raspuns Da la intrebarea 2C.1, prezentati un formular DUAE separat care sd cuprindd
informatiile solicitate in sectiunile A si B din capitolul respectiv si din capitolul Ill pentru fiecare dintre
entitdtile in cauza, completat si semnat in mod corespunzdtor de entitdtile in cauza. Atragem atentia asupra
faptului ca trebuie inclusi, de asemenea, tehnicienii sau organismele tehnice implicate, indiferent dacd 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 in vederea executdrii lucrarilor. In mdsura in care este relevant pentru capacitatea




(capacitdtile) specifica (specifice) utilizata (utilizate) de operatorul economic, includeti informatiile prevazute
in capitolele 1V si V pentru fiecare dintre entitatile in cauza.

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

oD.1 Operatorul economic intentioneazd sa subcontracteze vreo NU
) parte din contract cu alti operatori economici?

2D.1.1 Daca Da, enumerati subcontractantii propusi. -
Capitolul 111. Motive de excludere din cadrul procedurii de achizitie publicia
Compartimentul se completeaza de cdtre operatorii economici.

Cod pozitie | Continutul cerintelor | Réspuns
A. Motive referitoare la condamnari prin hotiirirea definitivi a unei instante judecétoresti
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 care are putere de reprezentare, de
3A1 decizie sau de control in ca.dml acestuia a facut qbiectul unei NU
condamndri pronuntate printr-o hotdrare definitivd pentru
participare la o organizatie criminald, printr-0 condamnare
pronuntata cu cel mult cinci ani in urma sau in care continua sa
se aplice o perioadd de excludere prevazuta in mod direct in
condamnare?

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
3A.2 decizie sau de control in cadrul acestuia a facut obiectul unei Nu
condamndri pentru coruptie pronuntate printr-o hotarare
definitiva, printr-o condamnare pronuntatd cu cel mult cinci ani
in urma sau in care continud sa se aplice o perioada de excludere
prevazutd in mod direct in condamnare?

Fraude.

Operatorul economic Tnsusi sau orice persoana care este membru
al organismului de administrare, de conducere sau de
supraveghere al acestuia sau care are putere de reprezentare, de
3A.3 decizie sau de control in cadrul acestuia a facut obiectul unei Nu
condamnari pentru frauda pronuntate printr-o hotarare definitiva,
printr-o condamnare pronuntata cu cel mult cinci ani in urma sau
in care continud sa se aplice o perioada de excludere prevazuta in
mod direct in condamnare?

Infractiuni teroriste sau infractiuni legate de activititile
teroriste.

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
3A4 decizie sau de control in cadrul acestuia a facut obiectul unei Nu
condamnari pentru infractiuni teroriste sau infractiuni legate de
activitati teroriste, pronuntate printr-o hotarare definitiva, printr-
o condamnare pronuntata cu cel mult cinci ani in urma sau in care
continud sa se aplice o perioadad de excludere prevazutd in mod
direct in condamnare?

Spalare de bani sau finantarea terorismului.

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 infractiuni teroriste sau infractiuni legate de
activitati teroriste, pronuntate printr-o hotarare definitiva, printr-
o condamnare pronuntati cu cel mult cinci ani in urma sau in care

3A.5 Nu




continud sa se aplice o perioadad de excludere prevazutd in mod
direct in condamnare?

3A.6

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

Operatorul economic Tnsusi 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 pronuntate printr-o hotdrare definitivd pentru
exploatare prin munca a copiilor si alte forme de trafic de
persoane, printr-o condamnare pronuntata cu cel mult cinci ani in
urma sau in care continud si se aplice o perioada de excludere
prevazutd in mod direct in condamnare?

Nu

3A7

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

3A.7.1

Daca Da, descrieti aceste masuri.

B. Motive privind 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 1n tara in
care este stabilit?

Da

3B.1.1

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

3B.1.2

In cazul in care, incilcarea cu referire la obligatiile privind plata
impozitelor, taxelor si contributiilor sociale a fost stabilita
printr-o hotdardre judecatoreasca sau administrativd, aceastd
decizie este definitiva?

Da

3B.1.3

In cazul in care, incdlcarea cu referire la obligatiile privind plata
impozitelor, taxelor si contributiilor sociale a fost stabilita
printr-o hotardre judecdtoreasca sau administrativd, precizati
data §i numarul deciziei.

3B.2

Operatorul economic beneficiaza, in conditiile legii, de esalonarea
obligatiilor de platd a impozitelor, taxelor si contributiilor de
inclusiv a majorarilor de intarziere (penalititilor) si/sau a
amenzilor?

Nota: Se completeaza doar in cazul in care ati raspuns Nu, la
intrebarea din 3B. 1.

3B.2.1

Daca Da, operatorul economic este in mdsurd sa furnizeze actul
privind esalonarea obligatiilor de plata a impozitelor, taxelor si
contributiilor de asigurari sociale ori de alte facilitati in vederea
platii acestora?

3B.3

Operatorul economic este in masura sa furnizeze un certificat cu
privire la plata impozitelor sau sa furnizeze informatii privind
onorarea obligatiilor fiscale?

3B.4

Informatiile privind lipsa/existenta restantelor fatd de bugetul
public national sunt disponibile gratuit pentru autoritati, prin
accesarea unei baze de date nationale? Daca da, specificati
informatia care ar permite verificarea.

C. Includerea in lista de interdictie a operatorilor economici

3C.1

Operatorul economic este inscris in lista de interdictie a
operatorilor economici?

3C.11

In cazul ca raspunsul este Da pentru intrebarea 3C.1, puteti
furniza dovezi care sa arate ca masurile luate sunt suficiente




pentru a demonstra fiabilitatea, in pofida existentei unui motiv
de excludere?

3C.1.2

Daca Da, descrieti aceste masuri.

D. Motive le

ate de insolvabilitate, conflicte de interese sau abateri profesionale

Obligatiile aplicabile in domeniul mediului, muncii si
asigurarilor sociale

3D.1

Operatorul economic a incélcat obligatiile in domeniul mediului in
ultimii 3 ani?

Nu

3D.1.1

In cazul ca raspunsul este Da pentru intrebarea 3D.1, putefi
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.

3D.2

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

Nu

3D.2.1

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

3D.2.2

Daca Da, descrieti aceste masuri.

3D.3

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

Nu

3D.3.1

In cazul cd raspunsul 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?

3D.3.2

Dacd Da, descrieti aceste mdasuri.

Insolvabilitatea

3D.4

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

Nu

3D.4.1

In cazul cd raspunsul 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?

3D.4.2

Dacd Da, descrieti aceste mdasuri.

Active administrate de lichidator

3D.5

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

Nu

3D.5.1

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

3D.5.2

Dacd Da, descrieti aceste masuri.

Activititile economice sunt suspendate

3D.6

Activitdtile economice ale operatorului economic sunt
suspendate?

Nu

3D.6.1

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

3D.6.2

Daca Da, descrieti aceste masuri.

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?

Nu

3D.7.1

In cazul ca raspunsul 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?

3D.7.2 Daca Da, descrieti aceste masuri. -
Conflict de interese

3D 8 Operatorul economic se afla Intr-o situatie de conflict de interese NU

' care nu poate fi remediata?

In cazul cd raspunsul este Da pentru intrebarea 3D.8, putei

3D.8.1 furniza dovezi care sda arate ca mdsurile luate sunt suficiente i
pentru a demonstra fiabilitatea, in pofida existentei unui motiv de
excludere?

3D.8.2 Daca Da, descrieti aceste masuri. -
Etica profesionala
Operatorul economic a fost condamnat, in ultimii 3 ani, prin

3D.9 hotarare Fleﬁnitivé a unei igstan‘ge judecatoresti, p'entm 0 fapté care NU

' a adus atingere eticii profesionale sau pentru comiterea unei greseli

in materie profesionala?
In cazul ca raspunsul este Da pentru intrebarea 3D.9, putefi

3091 furniza dovezi care sa arate ca mdsurile luate sunt suficiente )
pentru a demonstra fiabilitatea, in pofida existentei unui motiv de
excludere?

3D.9.2 Daca Da, descrieti aceste masuri. -
Integritatea

3D.10 Opera‘Forul econom.ic, in ultimii 3 anif se fa.ce vinovat de o abatere NU
profesionald, care i pune la indoiala integritatea?
In cazul cd raspunsul este Da pentru intrebarea 3D.10, putei

3D.10.1 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. -

Capitolul IV. Criteriile de calificare si selectie a operatorilor economici

Compartimentul se completeaza de catre autoritatea/entitatea (coloana nr.2) contractantd §i operatorii
economici (coloana nr.3).

activitatea de intreprinzator, acopera criteriile de selectie impuse

Cod pozitie Continutul cerintelor Raispuns
1 2 3
A. Capacitatea de exercitare a activititii profesionale
Operatorul  economic este 1n masura sa  furnizeze
4A.1 documentul/documentele prin care se va demonstra inregistrarea Da
acestuia?
Dacd Da, indicati actele de inregistrare a activitdtii Licenta de
antreprenoriale si genul (genurile) de activitate determinate de activitate
4A.1.1 legislatie, aferent obiectului procedurii de atribuire a contractului, Autorizatia
in baza careia intreprinderea are dreptul sa execute viitorul Certificat de
contract de achizitie publica. inregistare
Actele de inregistrare a activitatii antreprenoriale, sunt disponibile -
4A.1.2 gratuit pentru autoritati dintr-o baza de date nationala? Daca da, 3
specificati informatia care ar permite verificarea. -
Activitatea antreprenoriala detine o certificare si/sau o autorizare
4A.2 echivalenta aferent obiectului procedurii de atribuire a contractului, Da
in cadrul unui sistem national?
Daca Da, operatorul economic este in mdsurd sa furnizeze
4A.2.1 documentul/documentele prin care se va demonstra certificarea Da
si/sau autorizarea activitatii acestuia?
Actele privind certificarea sau autorizarea sunt disponibile gratuit -
4A.2.3 pentru autoritdati, dintr-o baza de date nationala? Daca da, -
specificati informatia care ar permite verificarea. -
AA3 Genurile de activitate, si/sau certificarea, gi/sau autorizarea privind Da




de autoritatea/entitatea contractantd in anuntul/invitatia de
participare?

B. Capacitatea economica si financiara

Declaratii bancare

4B.1

Operatorul economic este in masura sa furnizeze declaratii bancare
sau, dupa caz, dovezi privind asigurarea riscului profesional in
conformitate cu cerintele din documentatia de atribuire?

Da

4B.1.1

Informatia mentionata la punctul 4B.1 este disponibila gratuit
pentru autoritati, dintr-o baza de date nationalda? Daca da,
specificati informatia care ar permite verificarea ei.

Cifra de afaceri anuali (volumul vanzarilor)

Nu se aplica

4B.2

Operatorul economic este in masura sa demonstreze o cifra de
afaceri anuala, dupa cum urmeaza:
Valoare Perioada

Nota. Se completeaza de catre autoritatea contractanta valoarea
si perioada

4B.2.1

Specificati care este cifra de afaceri anuala, conform datelor din
raportul financiar.

Cifra de afaceri medie anuala

Nu se aplica

4B.3

Operatorul economic este In masurd sa demonstreze o cifrd medie
anuala de afaceri, dupa cum urmeaza:
Valoare Perioada

Nota. Se completeaza de cdtre autoritatea contractanta valoarea
si perioada

4B.3.1

Specificati cifra de afaceri, conform datelor din raportul financiar.

Raport financiar

4B.4

Operatorul economic este in masura sa furnizeze raportul financiar
inregistrat, extrase din raportul financiar?

[1Da [INu

4B.5

Informatiile privind situatia economicd si financiard sunt
disponibile gratuit pentru autoritati, dintr-o baza de date nationala?
Daca da, specificati informatia care ar permite verificarea.

C. Capacitatea tehnici si/sau profesionali

4C.1

Operatorul economic este in masurd sa furnizeze documentele
solicitate de catre autoritatea/entitatea contractantd in anuntul de
participare, care demonstreazd capacitatea tehnicd si/sau
profesionald pentru executarea viitorului contract.

Da

4C.1.1

Informatiile privind capacitatea tehnica si/sau profesionala sunt
disponibile gratuit pentru autoritdti, dintr-o baza de date
nationala? Daca da, specificati informatia care ar permite
verificarea.

Instalatii tehnice si masuri de asigurare a calitatii

4C.2

Operatorul economic este in masura sa furnizeze detalii referitoare
la tehnicieni sau organismele tehnice, specificate in anuntul de
participare/documentatia de atribuire, pe care autoritatea/entitatea
contractantd le poate solicita, in special cele responsabile de
controlul calitdtii in legaturd cu acest exercitiu de achizitie publica?

Da

4C.3

Operatorul economic este in masura sa furnizeze o informatie cu
privire la sistemele de management si de trasabilitate utilizate in
cadrul lantului de aprovizionare?




4C3.1

Informatiile sunt disponibile gratuit pentru autoritati, dintr-o baza
de date nationala? Daca da, specificati informatia care ar permite
verificarea.

Utilaje, instalatii si echipament tehnic

Nu se aplica

4C.4

Operatorul economic dispune de utilaje si echipament necesar
pentru indeplinirea corespunzitoare a contractului de achizitie
publica?

UDa UNu

4C.5

Operatorul economic este in masurd sd furnizeze o informatie cu
privire la dotarile specifice, utilajul si echipamentul necesar pentru
indeplinirea contractului, conform cerintelor stabilite in anuntul de
participare si documentatia de atribuire?

[1Da [Nu

Pregitirea profesionala si calificarea personalului

4C.6

Operatorul economic are in cadrul intreprinderii personal calificat
conform cerintelor stabilite in anuntul de participare sau in
documentatia de atribuire?

UDa UNu

4C.7

Operatorul economic este Tn masurd sd furnizeze o informatie
privind personalul de specialitate propus pentru executarea
contractului, conform cerintelor stabilite in anuntul de participare
si documentatia de atribuire?

[1Da [Nu

4C.8

Indicati efectivele medii anuale de personal angajat din ultimii trei
ani de activitate.

Anul [text]

Angajati [numar]

Anul Jtext]

Angajati [numadr]

Anul [text]|

Angajati [numar|

Numaérul membrilor personalului de conducere

4C.9

Indicati numarul membrilor personalului de conducere ale
operatorului economic pe parcursul ultimilor trei ani.

Anul [text]

Persoane [numar]

Anul Jtext]

Persoane [numar]

Anul [text]

Persoane [numar]

Mostre, descrieri, fotografii

4C.10

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

Da

Pentru contractele de achizitie publica de lucrari

Nu se aplica

4C.11

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

[1Da [JNu

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 relevantd.

[text]

Pentru contractele de achizitie publica de bunuri

4C.12

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

[1Da [JNu

4C.12.1

Daca Da, enumerati-le specificind 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 referintd, operatorul economic a prestat servicii
similare cu obiectul de achizitie indicat in anuntul de participare si
in documentatia de atribuire?

[1Da CINu

4C.13.1

[text]




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

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

4C.14 lucrarilor, livrarea bunurilor, prestarea serviciilor similare conform UDa ONu
cerintelor documentatiei de atribuire?
D. Standarde de asigurare a calititii
Operatorul economic este Tn masura sa furnizeze certificate emise
de organisme independente prin care se atesta faptul ca operatorul
4D.1 economic respectd standardele de asigurare a calitatii conform [1Da CONu
cerintelor stabilite In anuntul de participare si In documentatia
atribuire?
Adresa de internet:
|text|
Informatiile privind standardele de asigurare a calitatii, sunt gufg;:ii? Zitllitent (a):
4D.2 disponibile gratuit pentru autoritati, dintr-o baza de date nationala? & itext] '
Daca da, specificati informatia care ar permite verificarea. - =
; ’ Referinta exacta a
documentatiei:
|text]
E. Standarde de protectie a mediului
Operatorul economic este in masura sa furnizeze certificate emise
de organisme independente prin care se atesta faptul ca operatorul
4E.1 economic respectd standardele de protectie a mediului, conform ODa OONu
cerintelor stabilite in anuntul de participare si in documentatia de
atribuire?
Adresa de internet:
|text]
Informatiile privind standardele de protectia mediului, sunt Autor! tatea sau .
4E.2 disponibile gratuit pentru autoritati, dintr-o baza de date nationala? organismul emitent(3):
P g p i, !

|text]

Daca da, specificati informatia care ar permite verificarea.

Referinta exactd a

economice si financiare, de productie sau tehnice privind

executarea viitorului contract de achizitie publica?

documentatiei:
|text|
F. Permiterea controalelor
Operatorul economic permite efectuarea verificarilor de catre
AE1 autoritatea/entitatea  contractantd referitor la  capacitdtile Da “INU

Capitolul V. Indicatii generale pentru criteriile de calificare si selectie

Compartimentul se completeazda de catre autoritatea/entitatea contractantd (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 masurd sa furnizeze 1n 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 contractantd in
5A.1 anuntul de participare si in documentatia de atribuire? Da

Termen _5_zile de la solicitare.

Nota. Numarul de zile se indica de catre autoritatea contractanta
tinand cont de cantitatea si caracterul documentelor solicitate.




Adresa de internet:
Informatiile care sd ii permitd autoritdtii/entitdtii contractante si | [text]

obtina documentele indicate in anuntul de participare si in |[Autoritatea sau

5A.2 documentatia de atribuire, sunt disponibile gratuit si direct prin |organismul emitent(a):
accesarea unei baze de date nationale in orice stat? Daca 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 cdtre autoritatea contractanta doar in cadrul procedurilor de achizitie publica:
licitatia restransa, negociere, dialog competitiv si parteneriatul pentru inovare.

Cod pozitie Continutul cerintelor Raspuns
1 2 3
A Indeplinirea tuturor criteriilor de selectie impuse
Operatorul economic/candidatul indeplineste criteriile de selectie
6A.1 stabilite de catre autoritatea contractanta in anuntul de participare si in Da

documentatia de atribuire.

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

A 2t o Da
hartie autoritatii contractante certificate sau alte forme de documente
justificative, dupd cum este cerut in anuntul de participare si in
documentatia de atribuire.

6A.2

Capitolul VII. Declaratii finale

Operatorul economic declara ca informatiile prezentate in capitolele I — V (dupa caz 11-VI) sunt exacte si corect
furnizate, cunoscand pe deplin consecintele cazurilor grave de declaratii false.

Operatorul economic declard in mod oficial, ca poate sd 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 sa ii permita
autoritatii contractante sau entitdtii contractante sa facd acest lucru si se consimte accesul la informatiile
mentionate, n cazul 1n care acest lucru este necesar.

Operatorul economic declard in mod oficial ca este de acord ca [IMSP Spitalul Clinic Balti], astfel cum este
descrisd in capitolul I sectiunea A sa obtind acces la documentele justificative privind informatiile pe care le-a
furnizat in acest DUAE in scopul desfasurarii procedurii de achizitie ocds-b3wdp1-MD-1614340230185.

Nume: Jighili Tatiana
Functia: Administrator ‘
Data: 14.04.2021 A R\

Adresa: mun. Chisinau, str. Grenoble 193/(3@\\1 01 \
Semnatura oo 7


https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1614340230185

DATA

ORDIN DE PLATA Nr. | 532 EMITERII 14 Aprilie 2021 TIPDOC.1
PLATITI 7750-00 e Sapte mii sapte sute cincizeci lei, 00 bani
PLATITOR: CODUL IBAN MD90EN000000222446621858

(R)SRL TRIUMF-MOTIV

CODUL FISCAL

1012600021180

PRESTATORUL
PLATITOR: BC'ENERGBANK'SA
BENEFICIAR: CODUL IBAN MD77ML000000002251821544
(R) IMSP SPITALUL CLINIC BALTI cobuL FiscaL | 1003602150732
PRESTATORUL .
BENEFICIAR: BC MOLDINDCONBANK SA Chisinau
o TIPUL
DESTINATIA PLATII: TRANSFERULUI

PLATA PENTRU GARANTIA OFERTA 1 PROC LP 21036704 DIN

01/03/2021 FARA NUMAR 01-03-2021 Fara TVA

NORMALURGENT | N

Semnatura electronica
MOLDSIGN Tatiana (R)Jighili 14-
04-2021 13:26:27

CODUL TRANZACTIEI DATA PRIMIRII DATA EXECUTARII LS.
N [ SEMNATURILE
ORA PRIMIRII EMITENTULUI
SEMNATURA

MOTIVUL REFUZULUI

PRESTATORULUI

BC'ENERGBANK'SA

Status: EXECUTAT

14-04-2021 13:26:35
LS.

Nota: Responsabilitatea privind veridicitatea si corectitudinea informatiei indicate in ordinul de plata i revine persoanei care emite un ordin

de plata *
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LP. “AGENTIA SERVICII PUBLICE”
Departamentul inregistrare si licentiere a unitafilor de drept

EXTRAS

din Registrul de stat al persoanelor juridice

nr. 25508 din 15.04.2020

Denumirea completi: Societatea cu Raspundere Limitati « TRIUMF-MOTIVy.
Denumirea prescurtati: « TRIUMF-MOTIV» S.R.L.

Forma juridicé de organizare: Societate cu Riaspundere Limitati.

Numarul de identificare de stat si codul fiscal: 1012600021180.

Data inregistrérii de stat: 03.07.2012.

Sediul: MD-2043, bd. Traian, 18/1, ap.(of.) 80, mun.Chisiniiu, Republica Moldova.

Modul de constituire: nou creata.

Obiectul principal de activitate:

1 Publicitate;2 Alte tipuri de comert cu ridicata;3 Alte tipuri de comert cu amanuntul in
magazine specializate;4 Comertul cu aminuntul al cirtilor, ziarelor si rechizitelor de
birou;S Tipdrirea altor publicatii (cirti, brosuri etc);6 Intermedieri pentru vinzarea unui
asortiment larg de mirfuri;7 Activitifi de cercetare a pietei si de sondaj al opiniei
publice;8 Importul si (sau) fabricarea, depozitarea, comercializarea angro a substantelor
si materialelor chimice, toxice, articolelor si produselor chimice de menaj;9 Comert cu
ridicata al produselor farmaceutice;10 Comert cu ridicata al altor masini si echipamente;
11 Comert cu ridicata al materialului lemnos si al materialelor de constructie si
echipamentelor sanitare;12 Comert cu ridicata nespecializat;13 Comert cu aminuntul al
produselor farmaceutice, in magazine specializate;14 Comert cu aminuntul al articolelor
medicale §i ortopedice, in magazine specializate;15 Comer{ cu aminuntul al produselor
cosmetice si de parfumerie, in magazine specializate;16 Comert cu aminuntul al
ceasurilor §i bijuteriilor, in magazine specializate;17 Comert cu aminuntul al altor
bunuri noi, in magazine specializate;18 Constructiile de clidiri si (sau) constructii
ingineresti, instalatii si retele tehnico-edilitare, reconstructiile, consolidirile, restauririle.
Capitalul social: 5400 lei.

Administrator: JIGHILI TATIANA, IDNP 2001004230536,

Asociati:

1. JIGHILI TATIANA, IDNP 2001004230536, cota 5400.00 lei, ce constituie 100 %.

Prezentul extras este eliberat in temeiul art. 34 al Legii nr. 220-XVI din 19 octombrie 2007 privind
mreglstrarea de stat a persoanelor '__urldnce $i a intreprinzatorilor individuali si confirmd datele din

Specialist superior Racu Aurelia

tel. 022-207-839

“E“ /55 .
A A L O v
QA" \\\5”'»40% /
= Digitally signed by Jighili Tatiana
S Date: 2020.04.16 15:24:15 EEST
Reason: MoldSign Signature
Location: Moldova

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




Digitally signed by Jighili Tatiana
Date: 2019.02.04 14:29:57 EET
Reason: MoldSign Signature
Location: Moldova

Seria A MMII ' Nr. 053215

Denumirea autoritatin de hicentiere Camera de Licentiem

Denumirea, forma juridica de organizare, sediul §ocwtatea cu Rispu:dere Limitata éf _'
(adresa juridica) a titularului de licentd TRIUMF-MOTIV

mun.Chisinédu, bd. Traian, 18/1,
ap. (of.) 8

Data si numdrul certificatului de

inregistrare de stat a titularului de hicenta | 03.07.2012MD 0116725

Numadrul de inregistrare 101‘560002] 180

a intreprinderii sau [1DNO

Codul fiscal

Genul de activitate, integral sau partial, * Importul, depozitarea 5i comercializarea
pentru a carui desfisurare se elibereaza licenta angro a substantelor si materialelor chimice
toxice, articolelor si produselor chimice de ‘W

Data eliberarn licenter 17 0CT 20%

Valabila pina la 16. 0CT 2071

Semnitura copducatorului
autorititii de licentiere

Notd: Licenta este valabila numai cu anexa antemtificata de autoritatea de licentiere,

in care sint indicate condifule de licentiere p:_n:ru genul de activitate w;'*LLHl{. at in hun[a

'-!x\ *'f ﬁ ﬁ‘* d!ﬂ ,. ‘ ﬁ_ -a..-;:;.:‘.._-} " %, “.i"-" '&r -“ﬁt -ml %\ -%\A % xxxxxx JP’M -e.....ur \ ﬁ\ 'ﬁ:? b, %’
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Digitally signed by Jighili Tatiana
Date: 2019.02.04 14:32:00 EET
Reason: MoldSign Signature
Location: Moldova

SerdaA MMH = - Nr. 053214

Denumirea autoritatii de licentiere Camera de Licentiere

0 f yiok d i, Societatea cu Raspundere Limitata @
enumirea, forma juridicd de organizare. sediu X
{adresa juridicd) a titularului de licenta *"TRIUMF-MOTIV”

mun.Chisinau, bd. Traian, 18/1,
ap. (of.) 80

Data si numdarul certificatului de

inregistrare de stat a titularutuil de hcenid 03-67-2012 MD 0116725

Numarul de inregistrare | 101%00021 180
a intreprinderii sau 1DNO |

Codul fiscal

Genul de activitate, integral sau partial, * Importul si comercializarea dispozitiv
pentru a cdrui desfasurare se elibereaza licenta medicale *

Data eliberdrn hcentes 17, 0CT 2016

Valabila pina la
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Anexa nr.7.2 la Instructiunea
aprobata prin ordinul IFPS
nr. 400 din 14 martie 2014

CC 04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fati de bugetul public national
N 1 A2105861 din | 13042021

1. Destinatia / Haznauenue

ACHIZITII PUBLICE

2. Date despre contribuabil / Uadopmaimsa o Haoronnarenbimke

Denumirea Codul fiscal / Numirul de identificare
Haumenosanue DuckanbHbl ko1 / UneHTHhuKanuoHHBIH HoMep
TRIUMF-MOTIV S.R.L. 1012600021180

Adresa sediului de bazi (strada, numérul) Codul - Denumirea localitatii

AJipec OCHOBHOI'0 MECTOPAacloNokeHus (yauia, HoMep) Koa - HanmenoBanue HaceneHHoro nyHkra

Traian bd. nr.18 bl.1 of.80 0110-SEC.BOTANICA

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat /

[ToaTBepkaEHME OTCYTCTBUA MM HATHYMA HEOMMKH COTIacHO JaHHbIX MH(OpMaLMOHHOM aBTOMaTH3HPOBAHHOMH
CHCTEMBI

La data emiterii prezentului certificat restanta fatd de bugetul public national constituie/ Ha naty

BBIJIa4M JIAHHOW CIIPAaBKU HEJOMMKa Mepe/] HallMOHAILHBIM ITyOJIMYHbBIM OFO/IKETOM COCTaBIISET:
123,51 lei/neii.

4. Valabil pina la / deiictButenen no 27.04.2021

5. Autentificarea Serviciului Fiscal de Stat / [Toarepxaense [ ocynapcTBEHHOH HaJIOrOBOil CITy>k6b1

B ANA STOICOV

Semniitura Tloamce Numele $i prenumele’@amuing # ums

Este extras din Sistemul Informational al SFS SIA ,,Contul curent al contribuabilului”// 12.04.2021 ora 16:41:06
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)




== ENERGBANK

Banca Comerciait ,ENERGBANK™ Socletate pe Acunl
llea Moldova, MD-2001, mun. Chisindu, sir. Tighina 23/3
tel.: +(373 22) 544-377, 858-000; fax: +(373 22) 858—080

N A% /5 / - DN, 1003600008150, 600 VA ozozo;g
) , coaul bancll: ENEGMD.
din« /Z(» % )0 w2027 000 BAN: MDIONEOD0O00000035215845 0 G coBw

SRL TRIUMF-MOTIV
Mun. Chisinau,
bd.Traian,18/1,ap.80

Prin prezenta, B.C.”Energbank” S.A., sucursala Botanica (codul bancii
ENEGMD22858), confirma ca SRL TRIUMF-MOTIV, cod fiscal 1012600021180
detine codului IBAN nr. MD90EN000000222446621858 in Lei MD, Dolari SUA,

Euro,Rubla Rusa.

Abramihin A.

Dubolari I.

Exc.Haricev A.
Tel 022-56-83-39



«TRIUMF-MOTIV» SRL
C/F 1012600021180
or. Chisinau, str. Grenoble 193 of. 1301,
tel.: 022-76-88-41, 022-76-84-62

DECLARATIA

Obligatia de a oferi mostre de produse la solicitarea

In termen de 5 zile la solicitare autoritatii contractante Se vor prezenta mostre
pentru evaluare, testare si confirmarea specificatiilor tehnice propuse de la
operatorul economic desemnat cistigator.

Administrato rf\ TN
Jighili Tatiana’, '
14/04/2021 -



APROBAT
prin Ordinul

Ministrului Finantelor
nr. 145 din 24 noiembrie 2020

o DECLARATIE _
privind confirmarea identitatii beneficiarilor efectivi si neincadrarea acestora in
situatia condamnarii pentru participarea la activitati ale unei organizatii sau grupari
criminale, pentru coruptie, frauda si/sau spalare de bani.

Subsemnatul, Jighili Tatiana reprezentant imputernicit al SRL “TRIUMF-MOTIV”
in calitate de ofertant/ofertant asociat desemnat castigator in cadrul procedurii de achizitie
publica nr. ocds-b3wdpl-MD-1614340230185 din data 14/04/2021, declar pe propria
raspundere, sub sanctiunile aplicabile faptei de fals in acte publice, ca
beneficiarul/beneficiarii efectivi ai operatorului economic in ultimii 5 ani nu au fost
condamnati prin hotarare judecatoreasca definitiva pentru participarea la activitati ale unei
organizatii sau grupari criminale, pentru coruptie, frauda si/sau spalare de bani.

Numele si prenumele beneficiarului IDNP al beneficiarului efectiv
efectiv
Jighili Tatiana 2001004230536

Data completarii: 14.04.2021
Semnat:

Nume/prenume: Jighili Tatiana
Functia: Administrator a0
Denumirea operatorului economic SRL “TRIUMF MOTIV”

IDNO al operatorului economic: 1012600021180



https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1614340230185

EC Certificate TUVRheinIarC?d
Directive 93/42/EEC Annex ll, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60144069 0001

Report No.: 15090624 008
Manufacturer: Changzhou Haiers Medical Devices
Co.. Ltd.

No. 2188, Longcheng Road
Changzhou City

213012 Jiangsu

P.R. China

Products: Medical Devices

(see attachment for products included)

Replaces Approval, Registration No.: HD 60107223 0001

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex Il, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex I,
section 5 of the aforementioned directive. For placing on the market of class Ill devices covered by

this certificate an EC design-examination certificate according to Annex Il, section 4 is requir

Notified Body

Effective Date: 2020-10-08
Date: 2020-10-08 o /
Fuxiu Shen AL &/
9 "'\#’furunﬂ_j‘\/

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Nirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.




. @
TUVRheinland

TUV Rheinland ey iy s
LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Procducts:

HD 60144069 0001
15090624 008

Changzhou Haiers Medical Devices
Co., Ltd.

No. 2188, Longcheng Road
Changzhou City

213012 Jiangsu

P.R. China

- Disposable Circular Staplers

- Disposable Hemorrhoids Staplers

- Disposable Linear Staplers and Reloading Units

- Disposable Linear Cutter Staplers and Reloading Units

- Disposable Trocars

- Disposable Skin Staplers
- Disposable Incision Dilators
- Disposable Endoscopic Linear Cutter Staplers
and Reloading Units
- Disposable Curved Surgical Staplers and Reloading Units

Date: 2020-10-08

Notified Body

Fuxiu Sheng




TUVRheinland

Certificate

) The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Changzhou Haiers Medical Devices
Co., Ltd.
No. 2188, Longcheng Road
Chan%;zhou City
213012 Jiangsu
China

has established and applies a quality management system for medical devices
for the following scope:

Design and Development, Manufacture and Distribution of

Medical Devices
(see attachment for products included)

Proof has been furnished that the requirements specified in
EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2019-05-24
Certificate Registration No.: SX 60135709 0001
An audit was performed. Report No.: 15090624 006

This Certificate is valid until: 2022-01-29
Certification Body

DAKKS
Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02

(

Date 2019-05-24

M.Sc. M. Aihara

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg

Tel: +49 221 806-1371 Fax: +49 221 B06-3935 e-mail:cert-validity@de.tuv.com http:/hwww. tuv com/safety




. ®
TUVRheinland

TOV Rheinland Doc. 1/1, Rev. 0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to
Certificate

Registration No.: SX 60135709 0001

Report No.: 15090624 006

Organization: Changzhou Haiers Medical Devices
Co., Ltd.

No. 2188, Longcheng Road
Changzhou City
213012 Jiangsu

China

Scope: Products:

- Disposable
- Disposable
- Disposable
- Disposable
- Disposable
- Disposable
- Disposable
- Disposable

Circular Staplers

Hemorrhoids Staplers

Linear Staplers and Reloading Units

Linear Cutter Staplers and Reloading Units
Trocars

Skin Staplers

Incision Dilators

Endoscopic Linear Cutter Staplers

and Reloading Units

- Disposable

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2019-05-24

Curved Surgical Staplers and Reloading Units

Certification Body
GA prodbc.(
o

M.Sc. M. Aihara
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ZERTIFIKAT & CERTIFICATE ¢

\ Prod ewice

EC Certificate \9,

Production Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex V
evices in class | in sterile conditions, sterilised systems or procedur

N,\st 18 01 65303 013

M acturer: Sword Xiantao Disposable Protectiv
Products Factory

Liukou Industrial Zone
433000 Xiantao City, Hubei Province
PEOPLE'S REPUBLIC OF CHINA

hanghai International Holding

EC-Represent

Product Non Woven Ca on Woven Face Mask, Surgical Gown,

Category(ies): Coverall, N oven Shoe Cover, Surgical Drape,
Isolation Gown, Oversleeves, Disposable Examination
Gloves, Wooden Tongue Depressor, Wooden Vaginal
Spatula, Cotton Tip, Under eard Cover, Surgical Kit,
Protection Coat, Apron, Paper, Dental Bib, Dental Kit,

First-aid Kit (Case) , Pati
The Certification Body of TUV SUD Product Service GmbH declare‘

manufacturer has implemented a quality assurance system for manufac
MDD Annex V. This quality assurance system covers those aspects of ma
securing and maintaining sterile conditions of the respective devices / d
con to the requirements of this Girective. It is subject to periodical surveills
verleaf. ’

eportNo. SH18298EXTO01

Valid fro 2018-03-20

Valid until: O 2023-03-19
Date, 2018-02-23 &
S

TUV SUD Product Service GmbH is Notifie y with identification no. 0123

Page 1 of 2 @

TOV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany 'I'U\.fG

€N

eil}




ZERTIFIKAT & CERTIFICATE o

4 C.EPTMCDMKAT ¢ CERTIFICADO ¢ CERTIFICAT

Production Quality Assurance System

EC Certificate \9,
' Directive 93/42/EEC on Medical Devices (MDD), Annex V
yes in class | in sterile conditions, sterilised systems or procedur:

. §2S 18 0165303 013

Liukou Industrial Zone, 433000 Xiantao City, Hub
Province, PEOPLE'S REPUBLIC OF CHINA

Page 2 of 2 /&

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany

= INE

\ Product Service

N

Facilitylies): Sword Xiantao Disposable Protective Produc
Factory O

=]



Fiscal Year 2020
CERTIFICATION OF REGISTRATION

This certifies that:

SWORD XIANTAO DISPOSABLE PROTECTIVE PRODUCTS
FACTORY
Liukou Industrial Zone, Xiantao Hubei, CHINA

has completed the FDA Establishment Registration (as manufacturer) and Device
Listing with the US Food & Drug Administration, through

U.S. Agent for FDA SUNGO TECHNICAL SERVICE INC.
Communications: 6050 W EASTWOOD AVE APT 201, CHICAGO,
ILLINOIS 60630, USA

Telephone: +1-855-957-7779 / E-mail: sungo.group(@yahoo.com

Registration Number: 3009751960
Device Listing#: See annex

SUNGO Technical Service Inc. will confirm that such registration remains effective upon reguest and
presentation of this certificate uniil the end of the calendar year stated above, unless said regisiration is
terminated afier issuance of this certificate. SUNGO Technical Service Inc. makes no other
representalions or warranties, nor does this certificate make any represenlalions or warranfies (o any
person or entity other than the named certificate holder, for whose sole benefit it is issued. This
certificate does not denote endorsement or approval aof the certificate-holder s device or establishment
by the U.S. Food and Drug Administration. SUNGO Technical Service Inc. assumes no liability 10 any
person or entity in connection with the foregoing.

Pursuant to 21 CFR 807.39, “Registration of a device establishment or assignment of a registration
number does not in any way denote approval of the establishment or its products. Any representation
that creates an impression of official approval because of registration or possession of a registration
number is misleading and constitutes misbranding.” The U.S. Food and Drug Adminisiration does not
issue a cerfificate of registration, nor does the U.S. Food and Drug Administration recognize a
certificate of registration, SUNGO Technical Service Inc. is not affiliaied with the U.S. Food and Drug
Adminisiration.

Executive Director

Issued: Mar. 20 2020

Cert. No.: 2006US246558
Expiration Date: Dec. 31 2020

SUNGO CHINA OFFICE Tel: 021-68828052 Email:Shage2008@126.com Website: www.sungoglobal.com
Add: 13" Floor, No.1500 Century Avenue, Shanghai 200122, P.R.China



Fiscal Year 2020

CERTIFICATION OF REGISTRATION

Annex to Cert. No.: 2006US246558

Listing No | Code | Device Name
SUIT, SURGICAL
22 :
DISRTS | FXO || oyl Suits Coveralli
DI5227¢ FXP COVER, SHOE, OPERATING-ROOM
= (Shoe Cover; Boot Cover, Disposale Slipper, Sleeve Cover)
CAP, SURGICAL
D152277 FYF | (Surgical Cap: Cap/Disposable Cap/Non Woven Cap/Mob Cap/Clip
Cap/Round Cap;Nurse Cap, Worker Cap, Balaclava Cap)
D152278 OEA NPI\-S_UBG[QAL ISOLATION GOW o
(Gown; CPE Gown, Isolation Gown;PE Rain Coat)
ACCESSORY, SURGICAL APPAREL
(Beard Cover;Mask With Fluidshield , Surgical Apparel Accessory:Mask
D152279 LYU | Flat Isolation,Gloves; Surgical Apparel Accessory; Mask Flat Isolation
50/pes box, | 2boxes/carton; Mask Tsolation Molded 50pes/box,
20boxes/carton; Mask w/Fluidshield 50pcs/box, 4 box/carton)
DRESS, SURGICAL
D376143 FYE | (Dressing/Visitor Gown/Clothing; Visitor Gown/Visitor Coat, Lab
Coat;Shorts:Briefs)
7 ' COVE N ICTIVE
D376144 BWP SHOE AND SHOE COVER, CONDUCTIVE
(Shoe Cover)
. MASK. SCAVENGING
RaIsie IGHA (Face Mask/Earloop Face Mask/Tic Face Mask)
, BANDAGE, ELASTIC
B376146 FQh{ (Cohesive Bandage)
: HOOD, OXYGEN, INFANT
D3R4 05 (Disposable Hood)
BEDDING, DISPOSABLE, MEDICAL
Kooy EME (Disposable Bed Sheet:Disposable Bed Cover; Disposable Pillow Cover)
Gown, examination
Razsisn FME (Patient Gown)
" : Apron, prolective
D376151 IWO " | (A brom. Bib)
END OF THE ANNEX

SUNGO CHINA OFFICE Tel: 021-68828052 Email:Shage2008@126.com Website; www.sungoglobal.com

Add: 13"

Floor, No.1500 Century Avenue, Shanghai 200122, P.R.China
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NAHOC 141004, P®, r, Mumutum, yi. CuaukaTHan, 19

AOBEPEHHOCTH

I'. Meirumu Mockogekas o06acTh

«09» saeapsa 2017 roaa

000 «MHTEPCOH-mmoc», r. Mertuimy, yi. Camikarsas, 1. 19, nex/matepa 13/A, koms. 9-13,
SIBJIAACH MPOU3BOUTEIEM XUMUAYECKHX HHIHKATOPOB JUI KOHTPOJISI CTEPUIIM3ALIH,

HOBEPSET xommammu: Triumf-Motiv 00O, Pecnybmuka Momnmora u  PecnyOnuka
IIpuaaecTporsst, riuasueii oduc r. Kumunes - 2043, ymr. I'pero6ae 193, 13 3, ten: +373 22
768841, +373 22 768462, +373 22 272822, seusmowemycs OQHLUHAILHEIM [IpeNCTaBATENEM
000 «MHTEPCOH-mumoc» B Pecry6iuke Monzosa u Pecny6imuke ITpuanecTposs:

- Y4acTBOBAaTh B TEHJEPaX C MPaBOM IPELIOKCHHS M 3aKIIOYEHHS KOHTPAKTOB HA TOCTABKY
MEJHUMHCKAM  yYpeXkaAeHHAM Ha Tepputopud Pecnydmaku Momnoa u  PecnyGruke
IIpuanecTpoBbst mpoaykuud, mpoussoaumoii 000 «MHTEPCOH-mmoc»y - XHMHYECKHX
HHAMKATOPOB UL KOHTPOJIS CTEPHITH3AIINH;

- TPEJOCTaB/LSICT NpaBo IHpeacTaBuTemo kommnanuu 2Kurmie Tartbsne Brnamumuposme (1D
2001004230536) BblIaBaTh JOBEPEHHOCTH OT HMEHH KoMuanuy Triumf-Motiv OO0 dupmam u
YacTHHIM JIHOAM Ha Y4aCTHE B TeHJEpax, MpeIIoKeHHe H 3aKIOYCHHE KOHTPaKTOB Ha
MOCTABKY XMMMYECKHX HHIMKAaTOPOB MEIHIMHCKUM YUPEKICHHSIM Ha TEPPATOPHE Pecrybmuku
Mouznosa u Pecny6muke [Ipuanectposss, npoussoumerx 000 « AHTEPCOH-mocy.

JloBepennocts AeiicreurenbHa 10 31.12.2022 roaa.

4 T
I'enepanbHbIH THPEKTO
000 «MHTEPCIH-mm00» WHTERC 3} ,m | /LA Kypuun/
g T
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L CEPTU®UKAT COOTBETCTBUS 9‘
6}9 | Ne CIIC.OP.CM.00831.19 W

0 Bbrgan
O6111ecTBY ¢ OrpaHMYEHHON OTBETCTBEHHOCTBIO

6 | «MIHTEPCOH-nnroc» ‘
WHH 7704168309
6}0 ; 141004, P®, Mockosekaa obn., r. MpITHum, yn. CunukatHas, . 19, nex/nurepa 13/A, xomuara 9-13 0
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_ RUSSIAN REGISTER CERTIFICATION SYSTEM
«FedRegister»
POCC RU.31184.04:KHCO

08315

Certification Agency

«Federal Register» Ltd.

(PSRN 1147847035885)

A 2}0 ) Of. 515, 516, building 5 lit. E, Griboedov Canal emb., 191186, Saint-Petersburg, Russia
‘\ Tel.: +7(812) 913-01-92, FedRegister@com-1.ru

I f_ CERTIFICATE OF MANAGEMENT SYSTEM CONFORMITY
(s 0 . Ne CAIC.OP.CM.00831,19

k; Issued to
\
Limited Liability Company

«INTERSAN-plus»

TIN 7704168309
room 9-13, workshop 16/A, 19 Silikatnaya Street., Mytischi, Moscow Region, Russian Federation

—

s

o —

o —

s

R —

THE PRESENT CERTIFICATE ATTESTS, THAT
QUALITY MANAGEMENT SYSTEM

with regard to the development, production and sale of disinfectants, cosmetics and

—_——

R

detergents, sterilization products, medical products and related products

COMPLIES WITH ISO 13485:2016

S, pr—

e

Registration date December 12, 2019 UL

. Valid till December 12, 2022*

.;_ _,r_.t'_. P

[
R :
5

T,
S S
S =t

Director of Certification Agencyl-| Foy;

.i-as%‘

*Certificate expires in case of refusal fro‘lﬁ'czifryiﬁ'g out annual inspection control
based on the requirements of the standard ISO/IEC 17021,
The certificate is governed by and is displayed in registry: http://com-1.ru/

Sergey Rybalkin
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| CUCTEMA TOBPOBOBHON CEPTU®TKAIIAY CHCTEM MEHEIKMEHTA \ Vi
(T x@enPerucrp»
POCC RU.31184.043KHCO

08311
‘Sli ’? Opran no cepruduxanun
M7 ":} 000 «PenepanbHpiit Perncrp»
\ ‘f) (OI'PH 1147847035885)
p "'G \ 191186, r. Cankt-IleTepbypr, Hab. kanana I'puboenosa, m. 5, mut. E, mom. 23-H, od. 515,516
“’ Ten. (812) 913-01-92, FedRegister@com-1.ru

}0 ! PA3PEIIEHUE

Ha npumenenye sHaka COOTBETCTBIA CHCTEMBI TOGPOBONBHON cepTUdHKaUM

6?) ) «@enPerncrp»
) Ne CIIC.®OP.CM.00831.19. P
) BeigaHo

O6mecTBy Cc OrpaHNYeHHON OTBETCTBEHHOCTbIO

«MHTEPCIOH-nimroc»

HMHH 7704168309
141004, P®, Mockoeckas 0611., r. MprTumm, yn. CunvkatHas, [, 19, uex/nutepa 13/A, xomuaTa 9-13

Ha ocHoBanuu cepri¢uxara N CIIC.OP.CM.00831.19
fonyckaercsl MCITONB3OBATh 3HAK COOTBETCTBUA B TEXHUUECKON, COTPOBORNTENbHOI,

(1HAHCOBON MOKYMEHTALMM, PEKTAMHBIX IIPOLYKTAX, 6pournopax, naaxarax,

_2/12/20221*
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il CI’ETEMA ﬂOBPOBOHhHOﬂ CEPTHOUKAIWK CUCTEM MEHEIDKMEHT A
(] «DegPerucrpr
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Opran no ceprupnKanuu
000 «Pepepanbubrit Peructp»
)Y (OI'PH 1147847035885)
2() ) 191186, r. Canxr-Ilerepbypr, Ha6. kaHana Tputoenosa, 4. 5, mut. E, mom. 23-H, od. 515, 516
‘s\ Ten. (812) 913-01-92, FedRegister@com-1.ru

}g ! CEPTUOPUKAT COOTBETCTBUSA 3KCITEPTA

6}() y Ne COC.PP.CM.00831.19.1. 3

‘»’0 ) HACTOSMIUN CEPTUPUKAT YOOCTOBEPSET, YTO

‘»,( .' Bonkosa Ceernana Atncosna

0; _ ATTecTOBaHa B KauecTBe KCIepPTa-ayIuTOpa BHYTPEHHUX NIPOBEPOK CHCTEMBI

‘SL MeHEPKMEHTa KavyecTBa Ha COOTBETCTBIE TPeOOBAHIAM CTAHAPTa
; T'OCT ISO 13485-2017 (ISO 13485:2016).

6} A Hacrostuuit ceprudukar npenocTapiger npapo Ha IpOBeNeHHE BHYTPEHHUX TPOBEPOK

6}0 CUCTeMbI MEHEDKMEHTA KayecTBa.

‘» | Briaan: O6mecTBy ¢ OTpaHMYEHHON OTBETCTBEHHOCTBIO

10) «<UHTEPCIH-mnroc»

6}7 LA MHH 7704168309

6}.0 141004, P®, Mockosckas o6n., r. Mertingn, yn. Cunukathas, g, 19, uex/nutepa 13/A, komHara 9-13
() CepTuduxar BbITaH Ha OCHOBAHUM PelIeHUA ATTECTAMOHHO KOMMCCHI

gLO ) Ne 05-CMK ot «12» gekadps 2019 .

V)
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6 CEPTU®UKAT COOTBETCTBUSA SKCIEPTA
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HACTOSIIIUN CEPTUOUKAT YIOCTOBEPSET, UTO
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Ilepenbirnna Vilnna Hukonaesna

ATTecToBaHa B Ka4ecTBe 3KCIepTa-ayguropa BHYTPEHHHX TIPOBEPOK CHMCTEMBbI
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MeHE/)KMEHTa Ka4ecTBa Ha COOTBETCTBUE TPeGOBAHUAM CTaHAApTa
TOCT 1SO 13485-2017 (ISO 13485:2016).
Hacrosmuit cepTuduxar npeocrapseT npaso Ha NpoBefeHie BHYTPEHHIUX TPOBEPOK

ﬂw

CHMCTEMBI MEHEIDKMCHTA KavdecTBa.
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HHTepcaH l(‘ 8495921 3532 | 8B00 333 3532 | www.isen.ru

NAKC 141004, Pd, r. Meimaw, yn. CuaukatHar, 19

HH®OPMAIIMOHHOE ITUCBEMO
24.04.2018 r.

000 «(MHTEPCOH-mmoc» TOBOAMT A0 CBEIEHHS BCEX 3aMHTEPECOBAHHBIX ITHI[, YTO B
cooTBeTcTBHH O cT. 20 DenepasbHoro 3akona «O TexHu4yecKkoM peryjauposanun» Nel84-D3
ot 27.12.2002 moxaTBepKACHUE COOTBETCTBUA Ha Teppuropus Poccuiickoit Denepanuu MOXKET
HOCHTh J00poBOJILHBLIA HWIH o00sm3aTeabHBIH xapakrep. JIo6poBONBbHOE MOATBEPKACHUE
COOTBETCTBHS OCyIIeCTBIsIeTCs: B (opme x00poBo/ibHOM cepruuxammuu (mo ecms Hocum
JTOBPOBOJTEHBIH ITOPAJ[OK). O6s3arensHoe TIOATBEPIKACHHE COOTBETCTBHASA
ocyImecTBiseTcs B popmax:

- IPUHATHS AEKIapanuy O COOTBETCTBHH;

- 00s13aTeNIbHON CepTHQUKALUH.

HcuepnreiBaromue nepevysy MPOAYKIHH, [10AIeKALICH IIOATBEPKICHHIO COOTBETCTBHS B
obs3arennHo# dopme yreepxiennl [loctanosnenuem [IpaButenscTBa Poccniickoi
Deneparuu o1 «01» nexabps 2009 r. Ne982 (pea. or 04.10.2013 N 870) «O6 yrBep:KICHHH
€/IMHOTO MEPEYHSs TMPOJYKIMHU, TToAIeKaneH 00a3aTeNbHOM cepTHHUKAIIMHA, U SIAHOTO TIEPEYHA
IPOAYKIHH, IOATBEPKICHHE COOTBETCTBHS KOTOPOH OCYINECTBISAETCS B (hOpME TIPUHATHS
JeKTapaImmy.

ITo cocrosiauio Ha 24.04.2018 r., npoaykius «MHAHKATOPEI KOHTPOJIS CTEPHUITH3AITMA
xummugeckue oHopasossie iPACK (AUITAK) no TV 9398-005-46842767-2014»
3aperucTpUpOBaHHas B KadecTBe MemuiuHckoro usnemms (PY No P3H 2015/3516 ot 06.12.2017
r.) kox OKIIJ-2 20.59.52.192, (coorBercTBYeT Koxy OKIT 26 3820) e BKI0Yena B
YKa3aHHbIE BhlIe NePeYHH U He TpeldyeT NoATBePKAeHHN COOTBETCTBHA B 00532 Te/IbHOMH

dopme.

C yBaxKeHHEM,

JLA. Kypmus




OEAEPAABHASI CAVKBA T1O HAA3OPY B COEPE 3APABOOXPAHEHMS
(POCSAPABHAASOP)

PEI'PICTPALIPIOHHOE Y,CIOCTOBEPEHHE
- HAMEAWLHUHCROE U3AEJIUE
or 03 anpeas 2018 roza  Ne P3H 2018/6990

Ha menunusckoe usaenne
- Mupnxarops! KORTPoA cTepuin3aumy GHOJIOrHIECKHE 0THOPA3OBBIE lPACK BIO
(AH]IAI{ BHO) no TV 20.59.52-007-46842767-2017

Hacrosimee perucTpanHoHHOE YAOCTOBEPEHHE BBIIAHO

OmecTBO ¢ orpanmyennoii orsercreentocrbio "HHTEPCOH - mmoe”

(000 "HHTEPCSH - mimoc"), Poccns, 141004, MockoBckas obJacTe, . MBITHRIH,
yi1. CHJIHKaTHaﬂ, n:-19, uexf.am'repa 13/A, xomu. 9-13

; HPOHSBOJIHTEJ‘IL

- O6mecTBO € orpaHuYeHHoii orBercTBennocTh0 "HHTEPCOH - mlloc" =
(000 "MHTEPCIH - nuioc”), Poccusi, 141004, Mockosckast oii.uacm, I. Mhl‘l‘ﬂllll!,
YL Cn.ﬂmcamaa, & 19, nex/narepa 13/A, komn. 9-13

- MecTo npousBojicTBa MEMUHHCKOTO H3/IeTHs
000 "HHTEPC3H - mumoe", Pocensi, 141004, Mockonckas oﬁ.uac'rb, I. Mmmmu,
yiL. Cu.nmca'man, a. 19, nex/narepa 13/A, xomn. 31-35

Howmep perucrpamuonnoro nocse Ne PJ1-21248/7082 ot 02.03.2018
.-BH,I['MQ,HP_IIiHBCKOI'(_‘) uznenus 237600
| Kiiace OTeHUMAIBLHOTO pUCKa TPAMEHEHHUSI MEUUMHCKOTO H3JIemhs | 5%

Kox O61epoccniickoro Kﬂaccmbmcaropa NPOLYKLMH IO BHJaM YKOHOMHYECKOI
- AesirenbrOCTH 20.59.52.192

.PYKQBO.I[HTBJI]: d)enepanbuou CymOBI

\l- . mo uan:mpy B ct[)epe 3JPABOOXPAHEHHS




PEAEPAABHASA CAYJKBA [1O HAA3OPY B COEPE 3APABOOXPAHEHWSA
; (POC3APABHAA3OP)

| MPHJIOYKEHHUE
R PETUCTPALIHOHHOMY YI0CTOBEPEHHIO
HA MEAMLIMHCROE U3AEJIUE

or 03 anpess 2018 roga Ne P3H 2018/6990

Ha mepununckoe u3geme _
HHaaKaTopbl KOHTPOJIS CTEPHIH3ANNH GHoorHYecKne oanopasossie iPACK BIO
(AHIAK BHO) no TY 20.59.52-007-46842767-2017, BapHAHTHI HCTIOTHEHHUS:

1. MaaukaTop KOHTpPOIIs IIapOBOH CTEPUIIM3AMH OHONOTHIECKHit OJIHOPa30BbIH

iPACK BIO-STEAM (AMIIAK BUO-CTUM), B cocrase:

1. Maukarop iPACK BIO-STEAM - 5 mir.

2. Mnaukarop iPACK BIO-STEAM (KOHTPOJIb) - 1 1.

3. DaKoH cO cTepuIbHOH IBETHOM MUTATENBHOM cpenoii - 1 dakom.

4. ITaxet co CTepHIBLHON TPOOHPKOH DnreHaopda Aiist KOHTPOIS MTUTATENBHOM CPEIbl
(CTEPUIIBHO) - 1 wr.
5. Hlmpwut (¢ HTI0#) 0THOKPATHOTO IPUMEHEHHS IS PO3THBA NUTATEIHHOM cpenpl - 1 .
6. MHCTpyKUMS TI0 IPUMEHEHHTO - 1 1T,

7. HoTtpebuTtenbekas ynakoska - 1 mr.

I1. MumkaTop KOHTPOJIs BO3AYITHON CTEPHIH3ALIE GHOIOTMYECKHH OTHOPA3OBHI
iPACK BIO-DRY (AUITAK BUO-JIPAI), B cocrase:

1. Maaukarop iPACK BIO- DRY - 5 mr.
2. Muapuxarop iPACK BIO-DRY (KOHTPOJIb) - 1 mr.

3. GnakoH €O CTEePHIILHON LBETHON MUTATENBHOM Cpesio - | (rako.

4. Tlaket co cTepHIbHBIM (JIAKOHOM LISl KOHTPOJIS MHTATEIBHON Cpelibl U PE3HHOBBIMH

npodkamu (CTEPUJIBHO) - 1 .
5. Ulnpuu (¢ uroit) 0THOKPATHOIO IPUMEHEHHS TS PO3JTHBA HUTATEIBHOMN cpenel - 1 1mT.
6. MHCTpyKIHs 10 DPUMEHEHHIO - | mT.
7. Ilotpeburensckas yrmakoska - 11T,
[Tl. Uenuxatop KOHTpOIIS ra3oBoit (MapodhopMatseruIHoH) CTepHIHM3anHH OHOIOrHYECKHiH
onHopasossiit iPACK BIO-FORM (AUTTAK BUO-®OPM), B cocrase:
1. Muaukarop iPACK BIO-FORM - 5 m.
2. Uunukarop iPACK BIO-FORM (KOHTPOJIb) - 1 mr.
3. ©nakoH O CTEPUITLHOM IBETHON NUTATENBHOM cpenoii - 1 ¢uakoH.
4. IInpu (¢ urioit) OAHOKPATHOTO MPUMEHEHHS IS KOHTPOJIS THTATENHHOM CPeIbl
(CTEPUJIBHO) - 1 mrr. =
5. UHCTpYKIHS 0 NPAMEHEHHTO - 1 mT.
6. [loTpebuTensckas ynakoBka - 1 LirT. —
1V. MEauKaTop KOHTPOS CTEpHIM3AINE OKCHIOM JTHIIEHA 61O TOTHUCOKIH
iPACK BIO-EO (AMITAK BUO-D0), B coctage: N
1. Mapukarop iPACK BIO-EO - 5 mir. k-
2. Mupuxarop iPACK BIO-EO (KOHTPOJIb) - 1 mr. ;
Pykosoaurens Mexepanbnoii cirymopi
110 HA/30pY B cdepe 3APABOOXPAHEHHS]




OEAEPAABHAS CAYKBA [10 HAA3OPY B COEPE SAPABOOXPAHEHVIH
(POC3APABHAA3OP)

 [PUJIOIKEHUE

K PEF HCTPAHHOHHOMY YAOCTOBEPEHHUIO
HA MEAWLIUHCKROE USAEJIUE
ot 03 anpeus 2018 roaa Ne P3H 2018/6990

3. ®1aKoH CO CTEPHIILHOMN IIBETHOW MUTATENIRHOM cpesoit - 1 dakoH.

4. MInpwui (¢ Hra0#) OAHOKPATHOIO TIPHMEHEHHS 11l KOHTPOJIs IATATE/IbHOH CPE/bl
(CTEPHUJIBHO) - 1 wir.

5. MHCTpYKIHS 1O IPHMEHEHHIO - 11T,

6. [loTpe6uTeIbCKas YITAKOBKA - | miT.

V. MHauKkatop KOHTPOJIS NapoBO#i CTEPHIH3ANNA GHOTOTHUECKHH OHOPA30BbIH ABTOHOMHBIH
iPACK BIOAUTO S (AMITAK BUO-AYTO C), B cocrase:

1. Unaukarop «iPACK BIO-AUTO Sy -24 .

2. Jlomateib MIIACTHKOBBIH - 1 IIT.

- 3. ViscTpyxuus no TIPAMEHEHHIO - 1 1mT.

4. IMotpebutenbckas ynakoska - 1 mir.

VI. UBAMKAaTOp KOHTPOJIS CTEPHIIH3ALME NIapaMH NEPEKHCH BOIOPOAa Gﬁonormecmu
Onnopaaoamﬁ asronomusli iPACK BIO-AUTO VH202 (AMITAK BUO-AYTO HEP)

- BCOCTaBe:

1. Unpukarop «iPACK BIO- AUTO VH202» - 24 .

2. Jlomarenb MIACTHKOBBIH - 1 mT.

3. Muctpykinas o npuMeHenuro - 1 1.

4. llorpeburennckas ynakoska - 1 mr.

VII. Uuuxarop KOHTPOIs CTEPHIIH3ALHH OKCHJIOM STHJICHA ﬁﬂonomqeclcaﬁ OﬂﬂopawBLIE

~ asronomusni iPACK BIO-AUTO EO (AUTTAK BUO-AVTO 20), B cocrase:

- 1. Ungukarop «1PACK BIO-AUTO EO» - 24 mr.
2. Jlomarensb MIaCTHKOBBIH - 1 mT.

- 3. MHeTpyKuus 1o NpuMeHeHHo - 1 mr.

4. TloTpebuTenbeKas ynakoBKa - 1 mT.

Pyxnn_d,mn're.im_(l)enepaabnoii CaTyKOB1 RN P
- 10 Hajx3opy B cdepe 31paBooXpaHeHns " o e MGA. Mypamixo

- 0045307




JERKTAPALIAA O COOTRETCTBHH
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OEAEPAABHAS CAVIKBA TIO HAAIOPY B COEPE 3APABOOXPAHEHIA
WCSMHBHMEDP}

PETHCTPH.HHOHHDE Y,EIDCTOBEPEHHE

HA ME;[H].[HHCKOE HBAEJ]HE

Ha menpuancros uienme
Hrae: xnpypraaeciae HX-"KMH3" no TY 9432-097-05519988-2002

Hacrosmee perncTpatHOHHOE YA0CTOBCPCHIE BRAAHO

Apuponepnoe obmecrso "Kazanckuil MelHKO-RHCTPYMEHTAALHE 1aBoa"
(AO "KMH3"), Poccus

420021, Pecuybanka Taraperan, r. Kazans, yi1. Camnxa Calinamesa, 1. 12

TporisoEuTERE

Apuponepioe obmectro "Kasancxuii MeIHK0-HHCTPYMENTAALHLIR 32801
(AQ "KMH3"), Poccns,

420021, Pecnybauea Taraperan, r. Kazane, yo. Canaxas Caligamesa, 1. 12

MecTo NpOHIBOACTEA MEIHUHHCKOTO H3IeAns
AD "KMH3", Poccaa,
420021, PeenySaunia Taraperan, r. Kazaws, ya. Cajaxa Cailizamesa, 1. 12

Homep peracrpaniornore socke Ne PI-19753/37388 or 27.10.2017
Bua MeHUAHCKOTO Haxeus 229120

Kiace NOTeHIHATBHOND PHCKA NPEMCHERAS MEIRIHHCKOTO H3IemHs 1

Kog Ofmepoccufickoro knaccubursropa npmuﬁ::lmu 10 BHIAM SEOHOMBSECROH
aesTemsHocTs 32.50.13.110

Hacrosines perdcipRuIMoHHDE j‘HﬂEmnEpﬂEﬁE HMEeT nplmmmic Ha 2 nHCTax

3 nprkaios Pocanpapnaniopa ot 02 noabpa 2017 mﬁg.‘h& ﬂ} iE ,
OB TR SRR Wﬁm

&
[\l nomanopy B eepe 3ApaBoOXPATEHTS s _.," % %




CISQ is a member of

gy
www.ignet-certification.com
www.ima.it

IQNet, the associztion of the vorld's first class

certification bodies, is the largest provider of management
System Certification In the world.
TQNet is composed of more than 30 bodies and counts
aver 150 subsidiaries all over the globe.
CEPTUDUKAT Ne
CERTIFICATE N. 9124.KMIP

HACTOSALMM NOOTBEPYKOAEM, YTO CUCTEMA MEHEDKMEHTA KAYECTBA, AEMCTBYIOLLAA B
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

_AKLUMOHEPHOE OBLLECTBO
«KA3AHCKMWIA MEAVKO-UHCTPYMEHTANBHBIA 3ABO»

POCCUNCKAA ®EJEPALNA, PECMNYBJIMKA TATAPCTAH, 420021, I'. KASAHb,
YI. CANIMXA CAVLALLEBA, 1. 12

JSC KMIZ

12, SALIKH SAIDASHEV STR., KAZAN, 420021, THE REPUBLIC OF TATARSTAN,
RUSSIAN FEDERATION

MOAOPA3OENEHUA
no criegyroLwum agpecam:
UNITS
at the following addresses:

Cwm. [MpunoxeHue k cepmucbukamy ¢ uHgopmayuel no nodpazdenerusam ()
View the annex for the units (%)

cooTBeTcTBYeT TpeboeaHuam cTaHgapTa
1S IN COMPLIANCE WITH THE STANDARD

ISO 13485:2016

ONA CNEQYIWEN OBNACTW OEATENBHOCTH

FOR THE FOLLOWING ACTIVITIES

PaspaboTka W NpOM3BOACTEO MEAMUMHCKAX N34ennid (BpallatoLlnXcsa CTOMATONOrMYECKNX M3AENWi,

3HAOKaHANbHBIX CTOMATONOrMYECKWX U3AENUIA, MMM XUPYPrMHYECcKMX, MUKPOXMPYPIUHECKUX U CTOMATONOTMYECKIX

u3genuil, CTOMaToNorM4Yecknx HakoOHEYHNKOB 1 MUKPOMOTOPOR)

Design and manufacture of medical devices (dental rotating devices, dental endodontic devices, surgical needles,
microsurgical and dental devices, dental handpieces and micromotors)

HansHefwne pa3bACHEHUA OTHOCUTENBHO NPUMEHMMOCTI TpeboeaHui |SO 13485:2016 moryT BbiTe NoNYYeHs! OT OpraHuaaLmmu
Further clarifications regarding the applicability of ISO 13485:2016 requirements may be obtained by consulting the organization

WMGMOL30BAHME ¥ CPOK OEACTBIA CEPTHU®UKATA JOMKHEI YAOBNETBOPATE
TPEEOBAHUAM MPABUI MO CEPTHGUKALIMN CUCTEM MEHEOXMEHTA
THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE REQUIREMENTS

OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS
AATA: MNEPBUYHAR CEPTHUOMHKALIMA

[ATA BBITYCKA CPOK QEACTBUS
DATE: FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2017-01-19 2020-01-16

2023-01-18

IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Omago
Only the English text is authentic

FEDERAZIONE

_— K\|MQ cisa

Riconoacimenta EA, TAF & IL6C
Signatory of E4, FAF and ILAC
Muteal Recogrition Agreemaents

www,cisg.com
The validily of the Csﬂfﬁtf?fa is submitted fo annual -iudlf and a Organismo di Certificazione Faderato CISQ CISQ & la Federazione Italiana di Organismi di
reassessment of the entire management System within three years wWww.img.it Certificazione dei sistemi di gestione aziendale,
CISQ Is the Italian Federation of management
system Certification Bodies.



CISQ is a member of

THE INTERNATICHAL CERTIFICATION NETWORK
www.ignet-certification.com

IQNet, the association of the world's first class
certification bodies, is the largest provider of management
System Cerlification in the world,

IQNel is cormposed of more than 30 bodies and counts
ever 150 subsidiarias all over the globe,

www.img.it

ANNEX CERTIFICATE n. 9124.KMIP-1
MPUITIOXXEHUE K CEPTU®UKATY Ne

UNITS

at the following addresses:
MNOAPASOENEHMA

no cnedyrowum adpecam.

AkunoHepHoe oGLecTBO

«KasaHckuii MegQUKO-MHCTRYMEHTalNBbHBIN 3aBOA»
Poccuitckan ®egepauyus, Pecnybnuka Tatapcran, 420021,
r. Kasanb, yn. Canuxa Canpawesa, g.12

JSC KMIZ
12, Salikh Saidashev str., Kazan, 420021,
the Republic of Tatarstan, Russian Federation

ONSA CNEQYIOWEW OBNACTW OEATENBLHOCTHU
FOR THE FOLLOWING ACTIVITIES

PaspafoTka v NpoM3BOACTBO MEANLMHCKIX M3AENNI (BpaLLAIOLLMXCSH CTOMATONOMMYECKUX
M3gennui, aH4oKaHanNbHbIX CTOMATONOMMHECKUX U3AENMUIA, UMM XUPYPTUYECKUX)

Design and manufacture of medical devices (dental rotating devices, dental endodontic
devices, surgical needles)

THE AIM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH OPERATIVE UNIT OF
KAZAN MEDICAL INSTRUMENTS PLANT JOINT STOCK COMPANY

FOR THE VALIDITY PLEASE REFER TO C5Q CERTIFICATE N. 9124 KMIP

DATE:  FIRST CERTIFICATION GURRENT ISSUE EXPIRY
OATA:  TEPBUYHAST CEPTUOMKALMS  [IATA BbITYCKA CPOK JEACTBUA
2017-01-19 2020-01-16 2023-01-18

IMQ S.pA. - VIA QUINTILIAND, 43 - 20136 MILANO ITALY
Management Systems Division - Flavio Ornago

Only the English text is authentic C’ s Q
ACCREDIA \IWIQ

FEDERAZ IONE

LINTE Aabe

SGG N° Q05 A WwWw.cisg.com

Meambeo cegl Accordi o Mutisd g in. " 5 " . v " 3 5 & { E
Flconcsciments £, TAF & ILAC The validity of the cenificate is submited fo annual audit and a Organismo di Cem'ﬁcgaong Federato CISQ CI5Q & la Federazione Italiana di Organismi di
mmmu_ﬁ:m :ucu reassessment of the entire management System within three years www.img.it Certificazione dei sistemi dj gestione aziendale.
Autual o Agreameant

CISQ is the Italizn Federation of management
system Certification Bodies,



CISQ is a member of

THE INTERNAT GHAL CERTIFIGATION NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management

WWW Imq IT System Certification In the world,
. » Ignet i d of h d
ANNEX CERTIFICATE n. 9124,KMIP-2 e

MPUTIOXXEHUE K CEPTU®UKATY Ne

UNITS

at the following addresses:
MOAPASLOENEHIA

ro cnedyrowjum adpecam:

O0wecTBO C OrpaHUYEHHOW OTBETCTBEHHOCTLIO
«MUKpOXMPYPruYecKkue MHCTPYMEHThI»

Poccuiickan ®epepauns, Pecnybnuka Tatapcetad, 420021,
r. Kazaub, yn. Canuxa Caiipawesa, g.12

Microsurgical Instruments Co., Ltd.
12, Salikh Saidashev str., Kazan, 420021,
the Republic of Tatarstan, Russian Federation

FOR THE FOLLOWING ACTIVITIES
AnA CNEOYIOWEW OBNACTW OEATENBHOCTU

Paspabotka u npon3BoACcTEO MEJULIMHCKUX M3AenUid (MUKPOXUPYPrYECKUX 1
CTOMATONOMMYECKUX U3AENUiA)

Design and manufacture of medical devices (microsurgical and dental devices)

THE AIM OF PRESENT ANNEX 1S TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH OPERATIVE UNIT OF
KAZAN MEDICAL INSTRUMENTS PLANT JOINT STOCK COMPANY

FOR THE VALIDITY PLEASE REFER TO CSQ CERTIFICATE N. 9124 KMIP

DATE:  FIRST CERTIFICATION CURRENT ISSUE EXPIRY
HATA:  MNEPBMYHASA CEPTU®WKALIAA  LATA BBINYCKA CPOK OEACTBUA
2017-01-19 2020-01-16 2023-01-18

IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavic Omago
Only the English text is authentic

FEDERAZIONE

ACCREDIA X, \l MQ C’SQ

SGGQ N° Q05 A www.cisg.com

Membeo degli Accordi oF Mutuo r " "

Riconcscimants EA, TAF & ILAC The validity of the certificate is submitted to annual audit and a ! Z I 2 v e
Signatory of £4, JAF and [LAC reassessment of the entire management System within three years Crganisms o] r_‘.ert:ﬁc‘_amn_i PR Sha = le Fediergione Taler ot Druspim di
Mutual Recognition Agreaments WY, IMG.§ Certificazione del sistemi di gestione aziendale,

€IS s the Italfan Federation of management
system Certification Bodies.



CISQ is a member of

THE INTERNATIONAL CERTIFICATION NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management

. t Systern Certification in the worfd.
WWW.imq.! IQNet is composed of more than 30 bodles and counts
awvar 150 subsidiaries all over the globe;

ANNEX CERTIFICATE n. 9124.KMIP-3
NPUTTIOXEHUE K CEPTU®UKATY Ne

UNITS

at the following addresses:
MOAPASOENREHMA

no cnedyrouwum adpecam:

O6wecTBO ¢ OrpaHUUYeHHON OTBETCTBEHHOCTLIO
«TypGoneHTa»

Poccuiickas ®egepauns, Pecnybnuka TatapcTad, 420021,
r. Kazasb, yn. Canuxa Cailgawesa, 4.12

Turbodenta Co., Ltd.

12, Salikh Saidashev str,, Kazan, 420021,
the Republic of Tatarstan, Russian Federation

FOR THE FOLLOWING ACTIVITIES
ANnA CNEAYIOWEW OBNACTU OEATENBHOCTA

Paspabotka v npovn3BOACTBO MEAWLMHCKNX M3AENWi (CTOMaTONOMMYECKUX HAKOHEYHWUKOB U
MUKPOMOTOPOB)

Design and manufacture of medical devices (dental handpieces and micromotors)

THE AIM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EAGH OPERATIVE UNIT OF
KAZAN MEDICAL INSTRUMENTS PLANT JOINT STOCK COMPANY

FOR THE VALIDITY PLEASE REFER TO CSQ CERTIFICATE N. 9124.KMIP

DATE:  FIRST CERTIFICATION CURRENT ISSUE EXPIRY
DATA:  [EPBUYHAS CEPTU®UKALMS  [ATA BbIMTYCKA CPOK [ERCTBMSA
2017-01-19 2020-01-16 2023-01-18
IMQ S p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY; FEDERAZIONE

Management Systems Division - Flavio Omago

Only the English text is authentic IM Q C’ SQ
ACCREDIA X \

SGQ N° 005 A WWW.Cisg.com

Membiro degh Accordl di Mutuc ey " " "

Ricanoseiments A, TAF & [LAC The vafidity of the certificate is submitfed to annual audit and a O : ; - ; S0 & la Fadarazi Teali o O | di
- Y - ire managemen N rganismo di Certificazione Federato CISQ CISQ @ la Federazione Italiana di Organism
mmﬂﬁ‘@ PoRRaRERIRat ol tha il - syiam Wil i yanrm www.imq.it Certificazione del sistemi di gestione aziendale.,

CI5Q Is the [talian Federation of management
system Certification Bodies,
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/IMQ has issued an IQNet recognized certificate that the organization:
JSC KMIZ

12, SALIKH SAIDASHEV STR., KAZAN, 420021, THE REPUBLIC OF TATARSTAN,
RUSSIAN FEDERATION
Microsurgical Instruments Co., Ltd. 12, Salikh Saidashev str., Kazan, 420021,
the Republic of Tatarstan, Russian Federation
Turbodenta Co., Ltd. 12, Salikh Saidashev str., Kazan, 420021,
the Republic of Tatarstan, Russian Federation

has implemented and maintains a

Quality Management System

Jor the following scope:
Design and manufacture of medical devices (dental rotating devices, dental endodontic
devices, surgical needles, microsurgical and dental devices,

dental handpieces and micromotors)
Further clarifications regarding the applicability of ISO 13485:2016 requirements may be ebtained by consulting the organization

which fulfills the requirements of the following standard:
ISO 13485:2016

Issued on: 2020 - 01 - 16
Expires on: 2023 - 01 - 18

This attestation is directly linked to the IQNet Partner’s original certificate
and shall not be used as a stand-alone document

Registration Number:

IT - 109545
Alex Stoichitoiu . Ing. Claudio Provetti
President of IONET

President of CISO
1QNet Partners*:

AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy
€QC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazil
FONDONORMA. Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia ST1 Israel S1Q Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc.

* The list of IONet partners is valid at the time of issue of this certificate. Undated information is available under www.ianet-certification.com



ISO 13485 : 2016

-

Shandong Haidike Medical Products Co., Ltd.

Tianfu Road, Dongcheng District, Shan County, 274300 Heze City,
Shandong Province, China

This certificate shows that the medical devices - quality management system (EN ISO 13485:2016) of the above company was
approved iy PCA Certification for the follmwing scope, the validily of the cerlificate depends on the company’s pass the annual
surveillance audits and company s maintenance the related management system conditions according to international
accreditation criteria

SCOPE

Disposable suture needles with non-absorbable threads, sterile syringe for single use, sterile infusion sets for
single use, disposable lancets for blood specimen collection, absorbable surgical sutures with or without
needle.design, development, manufacture and sales of medical face mask and medical protective clothing

GROUP CODE

Mol
Certificate No : TC-75059
Registration Date 1 27.04.2018
Reissue Date 1 20.04.2020/01
Expiry Date 1 26.04.20
Certificate Period : 3 Years (From the date of registraticn) ACCREDITED
Exclusion 1783
Management
Systems
Certification Body
MSCB-103

PCA Certification Approuval

PCA Sertifikasyon Hizmetleri Limited Sirketi
Atalar Mah. Canakkale Caddesi No:79 D:3 Kartal / [STANBUL
Tel: +80 216 510 63 45-49 Pbx Faks: +90216 517 63 49
. pea-tr.oom info@pea-tr.com

FR.B6 Rev.4




CERTIFICATE

Full Quality Assurance System

Medical Devices Directive 93/42/EEC Annex |l
(Excluding Section 4)

ML2019.106,11727-1 Desgn Exomination Cerificate Wos-Frep = tor Class Il Praducts Defined in This Certificate,

Company Mame +8h 7 Hoidize Medical Products Co., Lid,
Company Address ;

Related Directives iy o7 -1‘2.FEEC Medical Devices Directive - Annex |1
[Excluding Seclion 4) )
Product + - Starila Broided Coatad Violet or Undyed Ab
IFGA) Sulure with of without Neadle - Class -
- Sferile Braided Coated Viole! or Undyed Absariag
Suture with ar without Neadia - Class Il '
- Sterile Singla Use Absorbable Polydickcnone [PDO)
Suture withy or without nesdle - Chass NI
- Sterla Single Use Non-Absorbable Silk
Suture with or without needle - Chass lib
« Sterle Single Use Non-Absorbable Nylon
Suture with or without needle - Class llib
- sterile Single Use Nor-Absorooohe Polyester
Suture with or without needle - Chass lio
- Sterlle Single Use Non-Absorbable Polyoropyiens
Suturs with or without needle - Class b —.

13908, 17471, 16584, 13710, 13905, 1
Produet Types ars alioched.

Certificate Number AR08 1727

Repart Mumber MO 362618

Initicl Assessment Date 3

Registration Date

Revisicn Dote No

Expiry Date

LIRS, P chisscien Bt i s s of e L ekl eacfesn 4o o SEACAEVERLT Clis s bt B

for tha bbed prochuo. The abose romed morefocture hios esinbished and oppied o ouaity asuronoe Seriom aiich 5

e o paencie: mmvisleren cracil chidfvmd By Arinee L ssacfenn S of P temise e ionssd ciuacPen, Assoidng b Arvead
lm4mxmmmmmhmmctulmmmmmm




EC Certificate TUVRheinland
Directive 93/42/EEC Annex ll, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60144353 0001

Report No.: 17048281 009

Manufacturer: Guangdong Baihe Medical
Technology Co., Ltd.

No.89, Taoyuan East Road
Nanhai, Foshan

528225 Guangdong Province
China
Products: Medical Devices

{see attachment for products included)

Replaces Approval, Registration No.: HD 60130993 0001

Expiry Date: 2024-05-27

The Notified Body hereby declares that the requirements of Annex |, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex I,
section 5 of the aforementioned directive. For placing on the market of class Il devices covered by

this certificate an EC design-examination certificate according to Annex Il, section & is required.

Effective Date: 2019-12-02

Date: 2019-12-02

TUV Rheinland LGA Products GmbH - TillystraBe 27790431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body accaording to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

N0 ] DE0E & TLW. TURY a2 Tow s egnlarea radzmanes Lisatioe arc: apelizaion g no



TUV Rheinland
LGA Products GmbH

Tillystrae 2, 90431 Nirnberg

Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

HD 60144353 0001
17048281 009

Doc.

Date:

Products:

Disposzakle
Disposgable
Disposable
Disposable
Disposable
Disposakle
Disposable
Disposable
Dispcsable
Disposable
Disposable
Disposzable
Disposable

Guangdong Baihe Medical
Technology Co., Ltd.

No.89, Taoyuan East Road
Nanhai, Foshan

528225 Guangdong Province
China

Suction Catheters

¥ Introducer Needles
Fistula Needles

Blood Lines

Abdomen Drainage Catheters
Endotracheal Tubes
Silicone Foley Catheters
Nasal Feeding Tubes
Drainage Catheters and Accegszories
Intravenous Cannulasg
Breathing Circuits
Breathing Magks

Nagal Oxygen Tubes

Sterile Scalpels

Disposable
Disposable
Disposable
Disposable
Disposable

2019-

Blood Pressure Transducers & Accessories
Haemodialysers

Tracheostomy Tubes

Guidewires

Dilators

12-02

. ®
TUVRheinland

1/2, Rev. 0

CONEG A NA A W

100, TLiFy and "L ars regiserad adrmarks URilisanen a1d aopl Gl ar Fauies Cng apeiocsl




pe ®
TUVRheiniand

TUV Rheinland pos. 2/2, Rev. 0
LGA Products GmbH
TillystraRe 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.: HD 60144353 0001
Report No.: 17048281 009
Manufacturer: Guangdong Baihe Medical

Technology Co., Ltd.

No.89, Taoyuan East Road
Nanhai, Foshan

528225 Guangdong Province
China

Aspects of manufacture concerned with securing and
maintaining sterile conditions:

- Disposable Guidewire Introducer Syringes
- Disposable Sterilizing Brushes

- Digposable Guidewire Advancers

- Disposable Injection Site Adapters

- Disposable Stopcocks

- Disposable Infugion Extencion Tubes

Date: 2019-12-02

Fuxity Sheng —&°
Hizgrung®

WEPGH AU E T TURS aml TUY are reasares ro3aman s U1 hzeltd s spelizsn aiees ponn appresal



TUVRheinland

Certificate

1 The Certification Body of
TUV Rheinland LGA Praducts GmbH

heraby certifies that the organization

Guangdong Baihe Medical
Technology Co., Ltd.
No.89, Taoyuan East Road
Nanhai, Foshan
928225 Guangdong Province
China

has established and applies a quality management system for medical davices
for the following scope:

(see attachment for scope included)

Proof has been furnished that the requirements specified in

EN I1ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2018-08-20
Certificate Registration No.: SX 60130984 0001
An audit was performed. Report No.: 17048281 005

This Certificate is valid until: 2021-08-08

Certification Body

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

((bAkks

Date 2018-08-20

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 80431 Niirnberg

Tel: +48 221 806-1371 Fax +49 221 808-3935 e-mail cert-valdity@de tuv com http fiwww tuv comisafety

104330 TQF E

T

A2 TUY @i =il Iracernust s Lahganna ard aZpieal o i<gues proo apzieel




N ®
TUVRheinland

TUV Rheinland e A
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate
Registration No.: SX 60130984 0001
Report No.: 17048281 005
Organization: Guangdong Baihe Medical
Technology Co., Ltd.
No.89, Taoyuan East Road
Nanhai, Foshan
6528225 Guangdong Province
China
Scope: Deszign and Development, Manufacture and Distribution of

Disposable Injection Site Adapters, Disposable Stopcocks,
Disposable Guidewire Introducer Syringes, Disposable
Infusion Extension Tubes, Disposable Suction Catheters,
Disposable Y Introducer Needles, Disposable Fistula Needles,
Disposable Blood Lines, Disposable Abdomen Drainage
Catheters, Disposakble Endotracheal Tubes, Disposable
S5ilicone Foley Catheters, Disposable Nasal Feeding Tubes,
Disposable Drainage Catheters and Accessories, Disposable
Intravenous Cannulas, Disposable Breathing Circuits,
Disposable Breathing Masks, Disposable Nasal Oxygen Tubes,
Disposable Sterilizing Brushes, Dispeosable Guidewire
Advancers, Sterile Scalpels, Disposable Blood Pressure
Transducers & Accessories, Disposable Haemodialysers,
Digposable Tracheostomy Tubes, Disposable Guidewires,
Disposable Dilators;

Provision of Ethylene Oxygen Sterilization Service

in accordance with EN ISO 11135:2014

Certification Body

(( DAk

Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2018-08-20

T 0428 ke

TLE TR anz TUR A 1gans Rl ioademanks Unheaten sl sppesicn seganns wom apmieal
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Cenilicane Mo,z USAT6OZISISROS

This ks to certify that dse Quuality Muanagement Sy sien ol

YUYAQ RISING PLASTIC HARDWARE FACTORY

Orparstation Code: L6671 3874

Rigracrad Addrew: ha. 127, o, Janggind Village. Lishoo Sines, Yivan
Prochaction®iflioe Addros: Sar. 127, Qo] Rorngaahy Vi, [ ighon S, Yoy, Zhejiamg, Chira

1 Las been audited 10 comborm 1o the Bolkwing (hiadity Mansgement System stamsland

IS0 9001:2008

ks Ohaality Manospement Syatem (s valid for ihe

Manufiscture of hardware parts, plastic pans
{except licensing requircments)

ol i e b E i
[ L
i ol gy Y |1, 2

Hesimrdl s M W?ﬂ

Blerijling Eant Adlr Cervder
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ISET s.r..

* o
-

% ‘4’ "1‘:*
g Sede Legale e Uffici Cap. soc. l.v. € 10.200,00
* w * Via Donatori di sangue, 9 - 46024 Moglia (MN) Cod. Fisc. e PIVA 02 332 750 369
Tel. e fax +39 (0)376 588963 Reg. Imprese 02 332 750 369
ISTITUTO SERVIZI iset@iset-italia.com www iset-talia.eu REA MN 0221098
EUROPEI TECNOLOGICI

-

CERTIFICATE OF COMPLIANCE

Certificado de Conformidade - Ceprudukar coorBercTBHA - Konformititserklirung

—

1) APPLICANT: 2) CERTIFICATE NO.:
Yuyao Rising Plastic & Hardware Factory IT061623RS170608
No. 127 Qiaoxi,Jiangjiadu Village,Lizhou Street,
Yuyao City,Ningbo,Zhejiang, China. TCF(S) NO.:

e TCF(17)-184-MDD

#

3) WITH REFERENCE TO EC DIRECTIVE APPLIED: 4) CERTIFICATION ISET MARK:
Medical Device Directive 93/42/EEC

‘-j"f;a,'
HARMONIZED STANDARDS APPLIED:
ENISO 14971:2012,
EN 980:2008,EN 1041:2008 #t,
EN SO 10993-1:2009/AC;2010 x_}:\\ )
o % ompy
0, \e_éf
(X

EUROPE| TECNOLOGICI

5) PRODUCT CHARA C?ERIS?:ICS: Mouthpiece

!
R T

wy e
{ <
MODEL(S):AQ!SOZO,Dmger?ﬁ\B,Dmger?S10,Drager6510,Drager6810,Drager68 10 med,Drager6820,ACE,Lion500

s

documents prepared and provided by the manufacturer itself. The produci(s) satisfies the requirements of the
Certification Mark of ISET according to the ISET regul, The manufacturer is responsible to maintain the
internal production control to ensure the compliance of the product. ISET declines any liability with reference to any
other noncompliance of documents, product or test report that have been submitted to evaluation. However

marking and EC declaration are duties of the manufacturer before putting into service of its product(s) on markei as
well as the verification doesn’t imply assessment of the production of the product(s). The manufacturer is liable to
take all the necessary actions required by the applicable directives&procedures before putting CE mark on the
product(s). The manufacturer should be responsible for the results caused by improperly use this verification.

REMARK: The verification has been cam%t:ul on voluntary application }f the manufacturer based only on the

-

%
¢
'
i
¢
¢
¢
)
¢
%
5,

6) DATE OF ISSUE: 08/06/2017 DATE OF EXPIRE: 07/06/2022

CERTIFICATION MANAGEK
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