ORDIN DE PLATA NR.: 1317 TIP.DOC. 1
DATA EMITERII:27 aprilie 2022

PLATITI: 250-00 LEI: Doua Sute Cincizeci lei 00 ban
i

PLATITOR: (R) "BIOSISTEM CONTUL DE PLATI/CODUL IBAN

MLD" S.R.L. MD95ML0O00000002251429243

CODUL FISCAL :1010600028048 /

PRESTATORUL PLATITOR CODUL BANCITI:
BC"Moldindconbank"S.A. suc."Invest" Chisinau :MOLDMD2X329:
BENEFICIAR (R)I.P.Universi CONTUL DE PLATI/CODUL IBAN

tatea de Stat de Medicina si MD19AG000000022512015544
Farmacie Nicolae Testimiteanu CODUL FISCAL :1007600000794 /

PRESTATORUL BENEFICIAR CODUL BANCII:

BC"MOLDOVA-AGROINDBANK"S.A. :AGRNMD2X
DESTINATIA PLATII:Pentru garantia pentru: TIPUL TRANSFERULUI
oferta la procedura de achizi?ie public: NORMAL/URGENT :N:
a nr. ocds-b3wdpl-MD-1649329841133 din
28.04.2022
L.S

CODUL TRANZACTIEI:001:
DATA PRIMIRII:27/04/2022 : SEMNATURILE
DATA EXECUTARII: : EMITENTULUI

CONDUCATOR:Web Poiata Vitalie :
MIIGYwYJKoZIhvcNAQcCoIIGVDCCBLACAQEXCZAJBgUrDgMCGgUAMASGCSqGSIb:

DQEHAaCCBGwwggROMI IDUKADAGECAhNHAAC)bi1rgFksQOG4AAAAAKNUMAOGCSq:
SIb3DQEBCWUAMCIxIDAeBgNVBAMTFONFULQxLUNBLU1vbGRpbmRib251YW5rMB4 :

DTIxMDEyODExMzgwNVoXDTIOMDEyODExXNDgwNVowgZ8xCzAJBgNVBAYTAkK1IEMRA
gYDVQQIEwWdNb2xkb3ZhMREwDwWYDVQQHEwhDaGlzaWShdTEWMBQGA1UEChMNQm1

(semnatura electronica)
CONTABIL-SEF:Web Nasedchin Alexandr :
MIIGZwYJK0ZIhvcNAQcCoIIGWDCCB1QCAQExCzAJIJBgUrDgMCGgUAMASGCSQGSIb3:
DQEHAaCCBHAwWGgRsMIIDVKADAGECAhNHAACT cahRKgbJeg8QAAAAAKNXMAOGCSAG:
SIb3DQEBCWUAMCIxXIDAeBgNVBAMTFONFULQOxLUNBLUlvbGRpbmRjb25i1YW5rMB4X
DTIxMDEyODExMzkxOFoXDTIOMDEyODExNDkxOFowgaMxCzAJBgNVBAYTAk1EMRAW :
YDVQQIEwdNb2xkb3ZhMREwWDWYDVQQOHEwWhDaGlzaWS5hdTEWMBQGA1UEChMNQm1 v

L.S. (semnatura electronica)
CONDUCATOR:

(semnatura manuala)
CONTABIL-SEF:

(semnatura manuala)
SEMNATURA PRESTATORUL L.S.

MOTIVUL REFUZULUL Digitally signed bj Poiata Vitalie™ © 4
—————————————————————————————— Date: 2022:0427 TT4TAGEEST~—~~~

Reason: MoldSign Signature
Location: Moldova




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 fata de bugetul public national
NE | A2206756 din | 1304.2022

1. Destinatia / Haznauenue

Pentru participarea la proceduri de achzitii publice

2. Date despre contribuabil / Mudopmatiis o HanoroniaTensmLuge

Denumirea Codul fiscal / Numiirul de identificare
Hanmenosanne Duckanbublii koa / Mnentngukannonupiii HoMep
[BIOSISTEM MLD S.R.L. | 1010600028048 ]
Adresa sediului de bazi (strada, numirul) Codul - Denumirea localitatii

AZpec OCHOBHOIO MECTOPACIIOIOKEH A (YIHLA, HOMEP) Koz - HanMeHOBaHHE HACEIEHHOIO NYHKTA

| Albisoara nr.16 bl.1 of.7 |0150-SEC.RISCANI |

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat/
[loaTeepsaeHre OTCYTCTBHA HIIM HAJIAYKMA HEAOMMKH COINIACHO AaHHLIX MH(OopMaLMOHHOH aBTOMAaTU3UPOBAHHOM
CHCTEMBI

La data emiterii prezentului certificat restanta fatd de bugetul public national constituie/ Ha maty
BbIZIaYM TAaHHOMH CMpaBKH HEIOUMKa Nepe/] HALMOHAIBHBIM ITYOJIMYHBIM OIOJKETOM COCTABJISIET:
0,00 lei/nei.

4. Valabil pini la / Jeiicteutenen ao 28.04.2022

: »-'-erviciului Fiscal de Stat/ [lonrpepxnenne [0cy1apcTEBEHHOM HATIOTOBOM CITYHKObI

Petru GRICIUC

Semniitura/Tloanncs Numele gi prenumele/@amiais 1 uns

Este extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilului”// 13.04.2022 ora 14:32:13
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)



CD BC “MOLDINDCONBANK” S.A.
< Filiala “Invest”

Republica Moldova, MD-2068 Pecny6mixa Monaosa, MD-2068
mun. Chisindu, bd. Moscovei, 14/1 Data 1.4 JAN, 2016 wyH. Kummny, 6y71. Mockoseii, 14/1
Tel. : (373-22) 43-44-81, 43-46-24 /, / ) 2 Ten. : (373-22) 43-44-81, 43-46-24
Fax : (373-22) 43-44-22 N Q3L — F9/45 Daxc : (373-22) 43-44-22
cod: MOLDMD2X329 xox MOLDMD2X329

Filiala ,Invest” BC ,,Moldindconbank” SA confirma existenta contului curent
in moneda nationala al “BIOSISTEM MLD” S.R.L. (¢/f1010600028048), cu
IBAN MD95ML000000002251429243.

Codul bancii MOLDMD2X329.

Director vj[{d[ Nina Turcan

Z QAOR. F7pe
et ST, A

Nina Balmus

Ex. Diana Brinza

Tel. 43-45-96



REPUBLICA Wiise sy MOLDOVA

CERTIFICAT
DE IWREGISTRARE

Societatea cu Riaspundere Limitati "BIOSISTEM MLD"
~—ESTE INREGISTRATA LA CAMERA INREGISTRART DE STAT

Numarul de identificare de stat - codul fiscal
1010600028048

12.08.2010

Data inregistrarii e N

12.08.2010

Data eliberarii

Svirepova Ludmila, registrator

" Functia, numele, prenumele persoanei
care a eliberat cerfificatul

MD 0101250

*

80007711 02>
101 4 e




LP. “AGENTIA SERVICII PUBLICE”

Departamentul inregistrare si licentiere a unitatilor de drept

EXTRAS

din Registrul de stat al persoanelor juridice

nr. 8506 din 28.04.2021

Denumirea completi: Societatea cu Rispundere Limitati «BIOSISTEM MLD».

Denumirea prescurtati: «BIOSISTEM MLD» S.R.L.
Forma juridica de organizare: Societate cu Rispundere Limitati.
Numirul de identificare de stat si codul fiscal: 1010600028048.
Data inregistrarii de stat: 12.08.2010.
Sediul: MD-2001, str. Albisoara, 16/1, ap.(of.) 7, mun. Chisindu, Republica Moldova.
Obiectul principal de activitate:
1 Activitatea farmaceutici;
2 Importul, fabricarea, comercializarea, asistenta tehnici si (sau) reparatia dispozitivelor
medicale si (sau) a opticii;
3 Acordarea asistentei medicale de ciitre institutiile medico-sanitare private;
4 Comertul cu ridicata al calculatoarelor, echipamentelor periferice si software-ului;
5 intre;inerea si repararea masinilor de birou si a tehnicii de calcul;
6 Consultatii in domeniul sistemelor de calcul.
Capitalul social: 5400 lei.
Administrator: POIATA VITALIE,
Asociati:
1. POIATA VITALIE 33,40 %
2. NASEDCHIN ALEXANDR 33,30 %
3. KOJEVNIKOV DMITRII 33,30 %.

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

Registrul de stat la data de: 28.04.2021.
Aliona

Specialist coordonator
tel. 022-207-840

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



BIOSISTEM-MLD S.R.L.

c/f 1010600028048; adresa: or. Chisinau, str. Albisoara 16/1 of.7
tel.+373-22-808-517, +373-22-808719, fax: +373-22-808-519.
Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com

Lista fondatorilor Biosistem-mld SRL

Nr. Nume, Prenume IDNP

1. Vitalie Poiata 0983103892591
2. Alexandr Nasedchin 2002001070747
3. Dmitrii Kojevnikov  [0972305012362




JaTta npepocTtaBsieHuna 29.03.2022 14:51:06

SITUATIILE FINANCIARE

pentru perioada 01.01.2021 -31.12.2021

Entitatea: BIOSISTEM MLD S.R.L.
Cod CUIIO: 40717392
Cod IDNO: 1010600028048

Sediul:

MD:

Raionul(municipiul): 106, DDF RISCANI

Cod CUATM: 0150, SEC.RISCANI

Strada: SECTORUL RISCANI STR.Albisoara nr.16 bl.1 of.7

Activitatea principala: G4646, Comert cu ridicata al produselor farmaceutice
Forma de proprietate: 16, Proprietate colectiva

Forma organizatorico-juridica: 530, Societati cu raspundere limitata

Date de contact:

Telefon: +37322808719

WEB:

E-mail: zmiil3@mail.ru

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

Numarul mediu al salariatilor in perioada de gestiune: 3 persoane.

Persoanele responsabile de semnarea situatiilor financiare* Nasedchin Alexandr

BILANTUL
la
Nr. cpt. Indicatori Cod rd.
1 2 3
ACTIV

ACTIVE IMOBILIZATE
I. Imobilizari necorporale
1. Imobilizari necorporale in curs de executie 010
2. Imobilizari necorporale in exploatare, total 020
din care:

021
2.1. concesiuni, licente si marci
2.2. drepturi de autor si titluri de protectie 022
2.3. programe informatice 023
2.4. alte imobilizari necorporale 024
3. Fond comercial 030
4. Avansuri acordate pentru imobilizari necorporale 040
Total imobilizari necorporale 050
(rd.010 + rd.020 + rd.030 + rd.040)
Il. Imobilizari corporale
1. Imobilizari corporale in curs de executie 060
2. Terenuri 070
3. Mijloace fixe, total 080
din care:

081
3.1. cladiri
3.2. constructii speciale 082
3.3. masini, utilaje si instalatii tehnice 083

3.4. mijloace de transport 084

Anexe la SNC

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

Unitatea de masura: leu

Anexa 1
Sold la
inceputul perioadei de Sfirsitul perioadei de
gestiune gestiune
4 5
2793637 3559998
2791637 3533108



3.5. inventar si mobilier 085 26890
3.6. alte mijloace fixe 086 2000
4. Resurse minerale 090
5. Active biologice imobilizate 100
6. Investitii imobiliare 110
7. Avansuri acordate pentru imobilizari corporale 120 1162136
(10,060 1 101070 + 1. 80 # 4,090 + £ 100 4 110 + rd.120) 130 2793637 4722134
Ill. Investitii financiare pe termen lung
1. Investitii financiare pe termen lung in parti neafiliate 140
2. Investitii financiare pe termen lung in parti afiliate, total 150
din care:
151
2.1. actiuni si cote de participatie detinute in partile afiliate
2.2 imprumuturi acordate partilor afiliate 152
2.3 imprumuturi acordate aferente intereselor de participare 153
2.4 alte investitii financiare 154
Total investitii financiare pe termen lung 160
(rd.140 + rd.150)
IV. Creante pe termen lung si alte active imobilizate
1. Creante comerciale pe termen lung 170
2. Creante ale partilor afiliate pe termen lung 180
inclusiv: creante aferente intereselor de participare 181
3. Alte creante pe termen lung 190
4. Cheltuieli anticipate pe termen lung 200
5. Alte active imobilizate 210
Total creante pe termen lung si alte active imobilizate 220
(rd.170 + rd.180 + rd.190 + rd.200 + rd.210)
ACTIVE CIRCULANTE
1. Stocuri
1. Materiale si obiecte de mica valoare si scurta durata 240 51978 5346
2. Active biologice circulante 250
3. Productia in curs de executie 260
4. Produse si marfuri 270 7221203 9147976
5. Avansuri acordate pentru stocuri 280
I‘gfza:tg?‘;:gso + rd.260 + rd.270 + rd.280) 290 7273181 9153322
Il. Creante curente si alte active circulante
1. Creante comerciale curente 300 3912218 2182471
2. Creante ale partilor afiliate curente 310
inclusiv: creante aferente intereselor de participare 311
3. Creante ale bugetului 320 74631 208171
4. Creantele ale personalului 330
5. Alte creante curente 340
6. Cheltuieli anticipate curente 350 2
7. Alte active circulante 360 5756117 1608597
I11. Investitii financiare curente
1. Investitii financiare curente in parti neafiliate 380
2. Investitii financiare curente in parti afiliate, total 390
din care:
391
2.1. actiuni si cote de participatie detinute in partile afiliate
2.2. imprumuturi acordate partilor afiliate 392
2.3. imprumuturi acordate aferente intereselor de participare 393




2.4. alte investitii financiare in parti afiliate

394

Total investitii financiare curente

(rd.380 + rd.390) 400
IV. Numerar si documente banesti 410 3942779 9861933
TOTAL ACTIVE CIRCULANTE
(rd.290 + rd.370 + rd.400 + rd.410) 420 20958928 23014494
-(rrg?;la ﬁcr.;lszo) 430 23752565 27736628
PASIV
CAPITAL PROPRIU
1. Capital social si neinregistrat
1. Capital social 440 5400 5400
2. Capital nevarsat 450
3. Capital neinregistrat 460
4. Capital retras 470
5. Patrimoniul primit de la stat cu drept de proprietate 480
(440 + T0.450 ¢ 10,460 + 470 1 r.480) 490 5400 5400
Il. Prime de capital 500
Ill. Rezerve
1. Capital de rezerva 510
2. Rezerve statutare 520
3. Alte rezerve 530
Total rezerve 540
(rd.510 + rd.520 + rd.530)
IV. Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 550
2. Profit nerepartizat (pierdere neacoperita) al anilor precedenti 560 20060126 16230339
3. Profit net (pierdere neta) al perioadei de gestiune 570 10403995
4. Profit utilizat al perioadei de gestiune 580
(ra.550 10,560 + 8.570 + r.580) 590 20060126 26634334
V. Rezerve din reevaluare 600
VI. Alte elemente de capital propriu 610
(4,490 5 161300 4 16,540 + 590 + rc. 600 + . 610) 620 20065526 26639734
DATORII PE TERMEN LUNG
1. Credite bancare pe termen lung 630
2. Imprumuturi pe termen lung 640
din care:
641
2.1. imprumuturi din emisiunea de obligatiuni
inclusiv: imprumuturi din emisiunea de obligatiuni convertibile 642
2.2. alte imprumuturi pe termen lung 643
3. Datorii comerciale pe termen lung 650
4. Datorii fata de partile afiliate pe termen lung 660
inclusiv: datorii aferente intereselor de participare 661
5. Avansuri primite pe termen lung 670
6. Venituri anticipate pe termen lung 680
7. Alte datorii pe termen lung 690
TOTAL DATORII PE TERMEN LUNG 700
(rd.630 + rd.640 + rd.650 + rd.660 + rd.670 + rd.680 + rd.690)
DATORII CURENTE
1. Credite bancare pe termen scurt 710
2. Imprumuturi pe termen scurt, total 720




din care:
721
2.1. imprumuturi din emisiunea de obligatiuni
inclusiv: imprumuturi din emisiunea de obligatiuni convertibile 722
2.2. alte imprumuturi pe termen scurt 723
3. Datorii comerciale curente 730 3252667 343711
E 4. Datorii fata de partile afiliate curente 740
inclusiv: datorii aferente intereselor de participare 741
5. Avansuri primite curente 750 188105 355528
6. Datorii fata de personal 760 50 350
7. Datorii privind asigurarile sociale si medicale 770
8. Datorii fata de buget 780 187676 150263
9. Datorii fatd de proprietari 790
10. Venituri anticipate curente 800
11. Alte datorii curente 810 58541 247042
TOTAL DATORII CURENTE
(rd.710 + rd.720 + rd.730 + rd.740 + rd.750 + rd.760 + rd.770 + 820 3687039 1096894
rd.780 + rd.790 + rd.800 + rd.810)
PROVIZIOANE
1. Provizioane pentru beneficiile angajatilor 830
2. Provizioane pentru garantii acordate cumparatorilor/clientilor 840
3. Provizioane pentru impozite 850
F 4. Alte provizioane 860
TOTAL PROVIZIOANE 870
(rd.830 + rd.840 + rd.850 + rd.860)
(10,620 7 1700 + 620 + rd.870) 80 23752565 27736628
SITUATIA DE PROFIT S| PIERDERE
de la pina la
Anexa 2
Perioada de gestiune
Indicatori Cod rd.
precedenta curenta
1 2 3 4
Venituri din vinzaéri, total 010 25963175 38680547
din care:
011 25044358 37724557
venituri din vinzarea produselor si marfurilor
venituri din prestarea serviciilor si executarea lucrarilor 012 918817 951393
venituri din contracte de constructie 013
venituri din contracte de leasing 014
venituri din contracte de microfinantare 015
alte venituri din vinzari 016 4597
Costul vinzarilor, total 020 15186814 24434231
din care:
021 15186814 24433364
valoarea contabila a produselor si marfurilor vindute
costul serviciilor prestate si lucrarilor executate tertilor 022
costuri aferente contractelor de constructie 023
costuri aferente contractelor de leasing 024
costuri aferente contractelor de microfinantare 025
alte costuri aferente vinzarilor 026 867
Profit brut (pierdere bruta) (rd.010 - rd.020) 030 10776361 14246316
Alte venituri din activitatea operationala 040 247603 5189
Cheltuieli de distribuire 050 19740 6076
Cheltuieli administrative 060 1259776 1788732
Alte cheltuieli din activitatea operationala 070 640169 1870642




Venituri financiare, total 090 519239 1517765
din care:
091
venituri din interese de participare
inclusiv: veniturile obtinute de la partile afiliate 092
venituri din dobinzi 093 25612 30619
inclusiv: veniturile obtinute de la partile afiliate 094
venituri din alte investitii financiare pe termen lung 095
inclusiv: veniturile obtinute de la partile afiliate 096
venituri aferente ajustarilor de valoare privind investitiile 097
financiare pe termen lung si curente
venituri din iesirea investitiilor financiare 098
venituri aferente diferentelor de curs valutar si de suma 099 493627 1487146
Cheltuieli financiare, total 100 597528 249562
din care:
101
cheltuieli privind dobinzile
inclusiv: cheltuielile aferente partilor afiliate 102
cheltuieli aferente ajustarilor de valoare privind investitiile 103
financiare pe termen lung si curente
cheltuieli aferente iesirii investitiilor financiare 104
cheltuieli aferente diferentelor de curs valutar si de suma 105 597528 249562
Rezultatul: profit (pierdere) financiar(a) (rd.090 - rd.100) 110 -78289 1268203
Venituri cu active imobilizate si exceptionale 120
Cheltuieli cu active imobilizate si exceptionale 130
Rezultatul din operatiuni cu active imobilizate si 140
exceptionale: profit (pierdere) (rd.120 - rd.130)
Rezultatul din alte activitati: profit (pierdere) (rd.110 + 150 78289 1268203
rd.140)
Profit (pierdere) pina la impozitare (rd.080 + rd.150) 160 9025990 11854258
Cheltuieli privind impozitul pe venit 170 1051159 1450263
Profit net (pierdere neta) al perioadei de gestiune (rd.160 - 180 7974831 10403995
rd.170)
SITUATIA MODIFICARILOR CAPITALULUI PROPRIU
de la pina la
Anexa 3
Nr Sold la inceputul Sold la sfirsitul
d/t; Indicatori Cod rd perioadei de Majorari Diminuari perioadei de
gestiune gestiune
1 2 3 4 5 6 7
Capital social si neinregistrat
1. Capital social 010
2. Capital nevarsat 020 ;
3. Capital neinregistrat 030
l.
4. Capital retras 040 ;
5. Patrimoniul primit de la stat cu drept de
) 050
proprietate
Total capital social si neinregistrat 060
(rd.010 + rd.020 + rd.030 + rd.040 + rd.050)
Il. | Prime de capital 070
Rezerve
1. Capital de rezerva 080
m 2. Rezerve statutare 090
3. Alte rezerve 100
Total rezerve 110
(rd.080 + rd.090 + rd.100)
Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 120 X




2. Profit nerepartizat (pierdere neacoperita) al 130
anilor precedenti
V.
3. PI”.OfIt net (pierdere neta) al perioadei de 140 X
gestiune
4. Profit utilizat al perioadei de gestiune 150 X ; ; ;
Total profit (pierdere) 160
(rd.120 + rd.130 + rd.140 + rd.150)
V. | Rezerve din reevaluare 170
VI. | Alte elemente de capital propriu 180
Total capital propriu
(rd.060 + rd.070 + rd.110 + rd.160 + rd.170 + 190
rd.180)

SITUATIA FLUXURILOR DE NUMERAR

Anexa 4

de la pina la
Perioada de gestiune
Indicatori Cod rd
precedenta curenta
1 2 3 4
Fluxuri de numerar din activitatea operationala
Incaséri din vinzari 010
Plati pentru stocuri si servicii procurate 020
Pléti.cét[e angajati si organe de asigurare sociala si 030
medicala
Dobinzi platite 040
Plata impozitului pe venit 050
Alte incasari 060
Alte plati 070
Fluxul net de numerar din activitatea operationala 080
(rd.010 - rd.020 - rd.030 - rd.040 - rd.050 + rd.060 - rd.070)
Fluxuri de numerar din activitatea de investitii
Incasari din vinzarea activelor imobilizate 090
Plati aferente intrarilor de active imobilizate 100
Dobinzi incasate 110
Dividende incasate 120
inclusiv: dividende incasate din strainadtate 121
Alte incasari (plati) 130
Fluxul net de numerar din activitatea de investitii 140
(rd.090 - rd.100 + rd.110 + rd.120 * rd.130)
Fluxuri de numerar din activitatea financiara
incasari sub formé& de credite si imprumuturi 150
Plati aferente rambursarii creditelor si imprumuturilor 160
Dividende platite 170
inclusiv: dividende platite nerezidentilor 171
incasari din operatiuni de capital 180
Alte incasari (plati) 190
Fluxul net de numerar din activitatea financiara 200
(rd.150 - rd.160 - rd.170 + rd.180 = rd.190)
Fluxul net de numerar total 210
(% rd.080 + rd.140 * rd.200)
Diferente de curs valutar favorabile (nefavorabile) 220
Sold de numerar la inceputul perioadei de gestiune 230
Sold de numerar la sfirsitul perioadei de gestiune 240
(+rd.210 * rd.220 + rd.230)

Documente atasate - Nota explicativa (fisierul pdf)
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Bepana ons nedatm
CoxpaHuTb

Pacnucka 2

PecnioneHt

®uckanpubiii koa: 1010600028048, naumenoanue: BIOSISTEM MLD S.R.L.

IIpenocraBui otuér: RSF1 21

Ha ¢uckanbnbiit nepuoa: A/2021

Jara npenocrasnenus: 29.03.2022

BpeMennas meTka otuéra 3apeructpupoBannoro B Mudopmannonnoit Cucreme HBC : 29.03.2022
17:25:45

National Bureau of Statistics (NBS) received the electronic version of the report, sent by you. The
data provided is verified by NBS.
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BRENA ® VAT no. GB 821 2900 64

1000 Great West Road, Brentford, Middlesex TW8 9HH,.UK Phone +44 131 208 207 6 Fax +44 131 777 80 77
DECLARATION OF CONFORMITY
Manufacturer Grena Limited

1000 Great West Road
Brentford, Middlesex, TW8 9HH
United Kingdom

Product(s)

Disposable circular staplers with related surgical instruments (class llb, rule 8)
Disposable linear staplers and cartridges for linear staplers (class llb, rule 8)
Disposable bone marrow aspiration needles (class lla, rule 6)
Disposable bone marrow biopsy needles (class lla, rule 6)
Disposable staples cartridges for reusable linear staplers (class llb, rule 8)
Disposable staples cartridges for reusable circular staplers (class llb, rule 8)
Disposable endoscopic linear cutting staplers (class lla, rule 6)
Cartridges for disposable endoscopic linear cutting staplers (class llb, rule 8)
Surgical meshes (class llb, rule 8)
Disposable automatic clip appliers with clips (class Ilb, rule 8)
LigaV® — Titanium ligating clips (class llb, rule 8)
VClip® — Titanium ligating clips (class llb, rule 8)
Click'a-V® — Polymer ligating clips (class llb, rule 8)
Disposable endoscopic instruments:
Disposable grasper with ratchet atraumatic fenestrated (class Ilb, rule 9)
Disposable grasper with ratchet-Allis (class IlIb, rule 9)
Disposable grasper with ratchet-Maxi Grip (class llb, rule 9)
Disposable toothed grasper with ratchet (class Ilb, rule 9)
Disposable grasper with ratchet —Babcock (class Ilb, rule 9)
Disposable Metzenbaum scissors-curved (class llb, rule 9)
Disposable scissors-straight (class Ilb, rule 9)
Disposable scissors-hook (class llb, rule 9)
Disposable dissector-Maryland (class llb, rule 9)
Disposable dissector with ratchet- Maryland (class Ilb, rule 9)
Disposable endoscopic dissector 3mm — Maryland, non-ratcheted
Disposable endoscopic dissector 3mm — Maryland, ratcheted
Disposable endoscopic grasper 3mm — atraumatic fenestrated
Disposable endoscopic scissors 3mm — curved
Limited use endoscopic instruments:
Limited use dissector- Maryland (class Ilb, rule 9)
Limited use dissector with ratchet- Maryland (class llb, rule 9)
Limited use Metzenbaum scissors- curved (class IIb, rule 9)
Limited use scissors-straight (class llIb, rule 9)
Limited use scissors-hook (class llb, rule 9)
Limited use grasper with ratchet atraumatic fenestrated (class llb, rule 9)
Limited use disposable grasper with ratchet-Allis (class llb, rule 9)
Limited use grasper with ratchet-Maxi Grip (class llb, rule 9)
Limited use toothed grasper with ratchet (class Ilb, rule 9)
Limited use grasper with ratchet —Babcock (class llb, rule 9)
Reusable endoscopic surgical instruments (class llb, rule 9)
Disposable linear cutting staplers and cartridges for cutting staplers (class llb, rule 8)
Disposable trocars with accessories (class lla, rule 7)
Sterile disposable skin staplers (class lla, rule 7)
Thoracentesis/paracentesis sets (class lla, rule 8)
Suction cannulas and suction sets (class lla, rule 7)
Suction-irrigation sets (class lla, rule 6)
Disposable skin staples removers (class | sterile, rule 1)
Chest drainage systems (class | sterile, rule 1)
Connecting tubes (class | sterile, rule 1)
Retrieval bags (class lla, rule 6)
Veress needles (class lla, rule 6)
Silicone slings (class lla, rule 6)
Arida® absorbing pads (class I, rule 1)
Arida® absorbing pads — sterile (class | sterile, rule 1)
Solidifying agent (class |, rule 1)
Open surgery and endoscopic clip appliers (class |, rule 6)
Vomit bags (class I, rule 1)
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BRENA@ VAT no. GB 821 2900 64

1000 Great West Road, Brentford, Middlesex TW8 9HH,.UK Phone +44 131 208 207 6 Fax +44 131 777 80 77
Classification According to Annex IX of Directive 93/42/EEC

We herewith declare under our sole responsibility that the above mentioned products meet the provisions of the
directive 93/42/EEC concerning medical devices which apply to them. All supporting documentation is
retained under the premises of the manufacturer.

Standards Applied
All applicable harmonized standards required by the Directive 93/42/EEC. The detailed list in the Technical Files.

Notified Body C

TUV Rheinland LGA Products GmbH

Lillystrasse 2

90431 Nirnberg

Germany
EC Cettificate(s) HD 60040590 0001

DD 60040589 0001

//-) = u’

Brentford, 09.05.2014 Wiestaw Brodagz i
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Director
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Certificate TOUVRheinland

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1554225-1
Organization: GRENA Ltd.
1000 Great West Road
Brentford, MIDDLESEX
TW8 9HH

United Kingdom

Scope: Design and development, production and distribution of disposable
and reusable medical devices for surgical and patient care procedures.

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.

Proof has been fumished that the requirements specified in the abovementioned standard are fulfilled. The quality
management system is subject to yearly surveillance.

Report No.: 84952920-70

Effective date: 2021-04-23

Expiry date: 2022-04-13 N

Issue date: 2021-04-23 =/
T s I

Lo TUV Rheinland LG GmbH

« DAKKS TillystraBe 2 - 90431 Nirnberg - Germany

Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02 1/2

wd20h 0408 ®  TOV, TUEV and TUV are registered tradsmarks. Utilisation and application requires prior approval




Certificate

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1554225-1

Organization: GRENA Ltd.
1000 Great West Road
Brentford, MIDDLESEX
TW8 9HH
United Kingdom

R ®
TUVRheinland

The scope of certification includes the following additional sites:

No. Facility

101 GRENA Ltd.
1000 Great West Road
Brentford, MIDDLESEX
TWS8 9HH
United Kingdom

102 Grena Ltd.
Chelsea Street, Chelsea House
Nottingham
NG7 7HP
United Kingdom

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Report No.: 84952920-70
Effective date: 2021-04-23
Expiry date: 2022-04-13
Issue date: 2021-04-23
(( DAKKS

Scope

Design and development, production

and distribution of disposable and reusable
medical devices for surgical and patient care
procedures.

Design and development, production and
distribution of disposable and reusable
medical devices for surgical and patient care
procedures.

Especially: production, purchasing, logistics
and distribution of disposable and reusable
medical devices.

/ ] wiatko
TUV Rheinland LGA Products GmbH
Tillystrae 2 - 90431 Nimnberg - Germany

2/2

100201 04.08 ®  TUV, TUEV and TUV are registered tradomarks. Utlisation and application requires prior anproval



DECLARATION DE DECLARATION OF
CONFORMITE ( € CONFORMITY

Nous, Société / We, Company LANDANGER
Adresse de contact / Contact address: 7.1 la YVendue, 52000 Chaumont — France
Tél.: 0325021010 —-Fax: 0325021020
E-mail : landanger@landanger.com
Si¢ge social / Registered place of business: 217-219 rue du faubourg Saint Honoré, 75008 Paris -
France

EN TANT QUE FABRICANT, DECLARONS SOUS NOTRE PROPRE RESPONSABILITE QUE LES
DISPOSITIFS MEDICAUX :
AS MANUFACTURER, HEREBY DECLARE UNDER OUR SOLE RESPONSIBILITY THAT THE MEDICAL
DEVICES:

“INSTRUMENTATION CHIRURGICALE LANDANGER »

“LANDANGER SURGICAL INSTRUMENTATION”
Voir liste jointe de 158 pages en annexe du 02/09/2020 / see 158 pages enclosed list from the 02/09/2020

v" Sont conformes & la Directive Européenne 93/42/CEE sur les dispositifs médicaux Annexe VII et
appartiennent a la classe 1.
Are complying with the European Directive 93/42/CEE concerning medical devices Appendix VII and
belong to class I

v Ne sont pas fabriqués a partir de tissus d’origine animale tels que visés dans le réglement curopéen 722-
2012.
Are not made from animal tissues as directed in the European regulation 722-2012.

v Ne contiennent pas de substances dérivées du sang humain tels que visées a la Directive Européenne
93/42/CEE.
Do not contain substances produced from human blood as directed in the European Directive 93/42/CEE.

v" Satisfont aux dispositions du livre II du code de la santé publique.
They satisfy the arrangements of the public heath book II.

% De ce fait, je m’estime remplir les obligations des exigences essentielles selon I" Annexe I.
Consenquently, 1 commit myself to meet all the essential requirements obligations according to
Appendix I

Chaumont, le 02/09/2020

e Directeur d’établissement,
Managing Director
Didier DEBLAIZE

\

= )

LANDANGER




CERTIFICATE

Kiwa Cermet Italia S.p.A.
Societa con socio unico,
soggetta all’attivita di
direzione e coordinamento di
Kiwa Italia Holding Srl

Via Cadriano, 23

40057 Granarolo dell'Emilia
(BO)

Tel +39.051.459.3.111

Fax +39.051.763.382
E-mail: info@kiwacermet.it
www Kiwa.it

C=RM=T

kiwa

2020-05-18

Reg. Number 18029 -M Valid From

First issue date 201 4‘02'21 2020'05‘1 8

Last change date

Valid until 2023-05-20

Previous expiry date

Quality Management System Certificate

ISO 13485:2016

We certify that the Quality Management System of the Organization:

LANDANGER S.A.

Is in compliance with the standard UNI CEI EN ISO 13485:2016 for the following
products/services:

Design management, production management of active and non active surgical
instruments and endoscopy instruments. Design and production management for
Class | non active surgical instruments, endoscopy instruments and containers for
sterilization. Distribution of surgical instruments, endoscopy instruments and container
for sterilization.

Chief Operating Officer
Giampiero Belcredi

The maintaining of certification is subject to annual surveillance and dependent upon the observance of
Kiwa Cermet Italia contractual requirements.

The date of issuance of this certificate is the date of first issue by another accredited body
This certificate is composed of 1 page.

LANDANGER S.A.

Registered Headquarters

- 217-219 Rue du Faubourg Saint Honoré 75008 Paris France
Certified Sites

- Z..Lavendue 52000 Chaumont France

ACCREDIA X

L'ENTE ITALIANO DI ACCREDITAMENTO

SGQ N° 007A
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