ORDIN DE PLATA NR.: 1391 TIP.DOC. 1

DATA EMITERII:3 iunie 2022

PLATITI: 20000-00 LEI: Douazeci Mii lei 00 bani
PLATITOR: (R) "BIOSISTEM CONTUL DE PLATI/CODUL IBAN
MLD"™ S.R.L. MD95ML000000002251429243

CODUL FISCAL :1010600028048 7/

PRESTATORUL PLATITOR CODUL BANCII
BC""Moldindconbank™S_.A. fil."Invest" Chisinau -MOLDMD2X329

BENEFICIAR (R) Centrul pen CONTUL DE PLATI/CODUL IBAN

tru achizitii

izate iIn sanatate CODUL FISCAL :1016601000212 /

publice central MD23TRPCCC518430B01859AA

PRESTATORUL BENEFICIAR CODUL BANCII

Ministerul Fi

nantelor - Trezoreria de Stat - TREZMD2X

DESTINATIA PLATII1:/P102/20000,00 Pentru : TIPUL TRANSFERULUI
garantia pentru oferta la procedura de a: NORMAL/URGENT :N

chizi?ie publ

704233604 din 15.06.2022

ica nr. ocds-b3wdpl-MD-1652:

L.S.

DATA

DATA EXECUTARII:

CONDUCATOR:Web Poiata Vitalie

MIIGYwYJKoZI

CODUL TRANZACTIEI:101
PRIMIRI1:03/06/2022 SEMNATURILE

EMITENTULUI

hvcNAQcCol 1GVDCCBIACAQEXCzAJIBgUrDgMCGgUAMASGCSgGSIb:

DQEHAaCCBGWwggRoM I I DUKADAGECAhNHAACjbi 1rgFksQOG4AAAAAKNUMAOGCSq -

S1b3DQEBCWUAMC I X 1DAeBgNVBAMTFONFUIQXLUNBLU1VvbGRpbmRjb251 YW5rMB4 :

DT IXMDEyODEXxMzgwNVoXDT 10MDEyODEXNDgwNVowgZ8xCzAJBgNVBAYTAKLIEMRA:

gYDVQQ 1 EwdNb2xkb3ZhMREWDWYDVQQHEwWhDaG 1 zaW5hd TEWMBQGALUEChMNQmI

CONTABIL-SEF:

(semnatura electronica)
Web Nasedchin Alexandr

M1 1GZwYJKoZ IhveNAQceCo I 1GWDCCBIQCAQEXCZAJIBgUIrDgMCGgUAMASGCSGGS 1h3+
DQEHAACCBHAWggRsM I 1 DVKADAGECAhNHAAC j cahRKqbJeg8QAAAAAKNXMAOGCSAG
S1b3DQEBCWUANC I x 1 DAeBgNVBAMTFONFU IQXLUNBLU1vbGRpbmR jb25 i YWSrMB4X :
DT IxMDEyODExMzkxOFoXDT 1 OMDEYODEXNDKXOFowgaMxCzAJBgNVBAY TAKLEMRAW -

YDVQQ I EwdNb2xkb3ZhMREWDWYDVQQHEWhDaG I zaWs5hd TEWMBQGALUEChMNQmIv

L.S.
CONDUCATOR:

CONTABIL-SEF:

(semnatura electronica)

(semnatura manuala)

(semnatura manuala)

SEMNATURA PRESTATORUL L.S.

MOTIVUL REFUZULUI

Digitally signed by Poiata Vitalie
Date: 2022.06.06 13:12:01 EEST
Reason: MoldSign Signature
Location: Moldova




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 syt Koy, 6y Mockoseid, 14/1
Tel. : (373-22) 43-44-81, 43-46-24 /, / ) o Ten. : (373-22) 43-44-81, 43-46-24
Fax : (373-22) 43-44-22 N P2/ — F9/45 Paxc : (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. (¢/f 1010600028048), cu
IBAN MD95ML000000002251429243.

Codul bancii MOLDMD2X329.

AOR. F7ps
"LL8T A4
W o

Director vj[{%{ Nina Turcan

Nina Balmus

Ex. Diana Brinza

Tel. 43-45-96
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REPUBLICA Wiliss Ailf MOLDOVA

CERTIFICAT
BE IWREGISTRARE

Societatea cu Raspundere Limitati "BIOSISTEM MLD"
—ESTE INREGISTRATA LA CAMERA INREGISTRARII DE STAT

Numarul de identificare de stat - codul fiscal
1010600028048

12.08.2010
Data inregistrarii — A
12.08.2010

Data eliberarii

Svirepova Ludmila, registrator /{;@

* Functia, numele, prenumele persoanei " semnatura
care a eliberat cerfificatul

<Ok
32 Gl
YWa

MD 0101250




LP. “AGENTIA SERVICII PUBLICE”

Departamentul inregistrare i liceniere a unitatilor de drept

EXTRAS

din Registrul de stat al persoanelor juridice
nr. 8506 din 28.04.2021

Denumirea completi: Societatea cu Riaspundere Limitati «BIOSISTEM MLD».
Denumirea prescurtatd: «BIOSISTEM MLD» S.R.L.
Forma juridicd de organizare: Societate cu Riispundere Limitati.
Numirul de identificare de stat si codul fiscal: 1010600028048.
Data inregistrérii de stat: 12.08.2010.
Sediul: MD-2001, str. Albisoara, 16/1, ap.(of.) 7, mun. Chisiniiu, 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 citre institutiile medico-sanitare private;
4 Comertul cu ridicata al calculatoarelor, echipamentelor periferice si software-ului;
5 intretinerea si repararea maginilor 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 intreprinzatorilor individuali si confirma datele din

Registrul de stat la data de: 28.04.2021. ey
Aliona

Specialist coordonator
tel. 022-207-840

VD % n \"
e cISING,, CINE Y
{; biNd, "oy

SN 003 7

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




Anexa nr.7.2 la Instructiunea
aprobati prin ordinul IFPS
nr. 400 din 14 martie 2014

CC 04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fati de bugetul public national
N A2210514 din | 03.06.2022

1. Destinatia / Hasnauenne

Pentru participarea la proceduri de achiziii publice |

2. Date despre contribuabil / Hudiopmaums o Hasoronnatensimxke

Denumirea Codul fiscal / Numiirul de identificare
Haumenosanue Puekaibheii coa / Mnenmudmkannon sl nomep
[BIOSISTEMMILD S.R.L. 1010600028048 |
Adresa sediului de bazi (strada, numirul) Codul - Denumirea localititii

Alnpec 0CHOBHOIO MECTOPACHONOKEHNA (YIHIA, HOMEP) Kon - HanvenoBalte HacelgHHOro NyHKTa

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

3. Atestarea lipsei sau existentei restantelor conform datelor Sistemului Informational Automatizat/
[MonTeepskaeHHE OTCYTCTBUS WM HAMHIHA HEAOHMKH COIVIACHO NaHHBIX MH(OPMAUMOHHON ABTOMATH3HPOBAHHOH
CHCTEMEI

La data emiterii prezentului certificat restanta fatd de bugetul public national constituie/ Ha naty
BhIZIa4H JIAHHOM CIIPaBKH HEJIOMMKA Nepe/l HalMOHATBHEIM MYOIHYHBIM GI0IKETOM COCTaBIISET:

0,00 lei/neii.

4. Valabil pini la / deitctenrenen no 18.06.2022

PCTBEHHOI HAIOTOBOMH CITy/KObI

5. Autentificarea Serviciului Fiscal de Stat/ [Tonteepsknemssue %
Sef DDF Riscani

a DGDF Ana STOICOV
Functia/ lonsnocrs Numele i prenumele/@asmnng w s
LS/ ML
) Claudia GOJAN
Executor:

Numele $i prenumele/@asinny iy

Tel.(022)823102

Este extras din Sistemul Informational al SFS SIA ,,Contul curent al contribuabilului”// 03.06.2022 ora 11:51;41
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)




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
(L0601 161070 + 1. 80 # 4,090 + £ 100 4 rd 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?‘;:gm + 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.;gla 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 ¢ 10460 + 8.470 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 + 8.870 + r.580) 590 20060126 26634334
V. Rezerve din reevaluare 600
VI. Alte elemente de capital propriu 610
(940 5 r8.300 4+ 840 + d.590 + rd.600 + re.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)
(0,620 7 1700 + rd.620 + rd.870) 850 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 vinzari, 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 pind 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 straindtate 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)






29.03.2022, 17:58 View BNS receipt | Declaratia electronica

Bepana ans nevatm
CoxpaHuTb

Pacnucka 2

PecnioneHt

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

IIpenocraBui otuér: RSF1 21

Ha ¢uckanbnbiit nepuoa: A/2021

Hara npenocrasnenuns: 29.03.2022

BpeMennas metka otuéra 3apeructpupoBannoro B Mudopmamnonnoit 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.

https://declaratie-electronica.fisc.md/ru/declaration/16232369/receipt-bns?print=1 11
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I N 2USTRIA - FARMACEUTICA

VITAORAGSOL SOLUTION modified

SOLUTION INDICATED FOR PERFUSION AND PRESERVATION OF ORGANS. STERILE.
NON-PYROGENIC.

Bag 1000 ml - 1500 ml - 2000 ml

Composition: 1000 ml contains

APIL:

Sodium Chloride 0,8766 g 15,0 mMol
Potassium Chloride 0,6710¢g 9,0 mMol
Magnesium Chloride Hexahydrate 0,8132¢g 4,0 mMol
Histidine Chloride Hexahydrate 3,7733 g 18,0 mMol
Histidine 27,9289 g 180,0 mMol
Tryptophan 0,4085¢ 2,0 mMol
Mannitol 5,4651¢g 30,0 mMol
Calcium Chloride Dihydrate 0,0022 g 0,015 mMol
Potassium hydrogen 2-ketoglutarate 0,1842 ¢ 1,0 mMol

Other Components: 2N Potassium hydroxide solution g.s. — Water for injection q.s.
Pharmaceutical form: Solution for perfusion and preservation of organs.
Physical properties: pH 7.02 — 7.20 at 25°C; 7.40 - 7.45 at 4°C
Osmolality: 310 mOsm/kg

Therapeutic category: Electrolytes— Aminoacids

Indications for use: Preservation of donor organs with vascular or arterial
segments (heart, kidney, liver, pancreas, lung). The medicinal product is indicated
as a cardioplegic solution in cardiac valve replacement, in aorta-coronary by-pass
surgery and in the correction of congenital cardiac malformations, and in all types of
complex surgery which require the correct preservation of the organs during long

Pagina 1di7
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I N 2USTRIA - FARMACEUTICA

operating times. The perfusion and surface cooling (for the preservation of donor
organs) in tumour resection and auto-transplantation; for the preservation and
protection of vascular prostheses.

Precautions: Not for continuous IV or intra-arterial administration. Not for systemic
infusion. Not for aminoacid or electrolyte reintegration.

Warning: . Do not use if the solution is an intense yellow colour equal to or above
Y5 of the Ph. Eur.. and ensure that the container is in tact before use. Filtration is
not necessary. Use immediately after opening. This is a monodose product and can
be used for a single perfusion. Any solution unused should be disposed of.

Excessive quantities of the solution which enter the systemic circulation can lead to
an electrolyte imbalance (hypocalcemia, hyponatremia, hypermagnesemia,
hyperkalemia) and electrolyte levels in the blood should be monitored.

Any residue of the solution and the expired product should be considered medical
waste and its disposal requires particular attention. The empty container should be
considered medical waste and disposed of accordingly. The containers should be
properly disposed of as they represent a hazard to the environment.

Storage: Store in a refrigerator between 4°C e 15°C. Keep away from light.
Keep out of reach and sight of children.

Expiry: Check the expiry date. Do not use after the expiry date. The expiry date
refers to the product in tact and stored correctly. Valid 12 months

AVAILABLE ON PRESCIPTION ONLY UNDER THE D.L. 219/06 ART. 5 C. 1.

SALE TO THE PUBLIC IS PROHIBITED.
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I N 2USTRIA - FARMACEUTICA

PHARMACOLOGY

This is a cardioplegic solution and has an intracellular-type electrolyte composition
with a low sodium and potassium concentration and a physiological cellular calcium
concentration.

The protection of organs perfused in the HTK solution is due to the inactivation of
the cellular function by osmotic extraction of sodium and calcium and due to the
buffer capacity with histidine/histidine hydrochloride which delays the fall of the pH
in the tissues prolonging the ischemic tolerance by increasing the production of
anaerobic glycolic energy.

The addition of tryptophan increases the protection of the cellular membranes and
the buffer capacity of the histidine/histidine hydrochloride.

The alpha-ketoglutarate serves as a substrate for aerobic energy production during
the cardioplegic induction phase and when restarting the heart.

The osmotic pressure of the solution is balanced by the presence of mannitol which
contrasts the cellular edema and removes or inhibits the active intermediaries of
oxygen (superoxides and free radicals).

The HTK solution is perfused at a temperature between 5°C — 8°C and its
hypothermic effect contributes to a decreased metabolic rate.

TOXILOGICAL CHARACTERISTICS

The infusion of large volumes of HTK in systemic circulation can lead to
hypervolemia and an electrolyte imbalance (hypocalcemia, hyponatremia,
hypermagnesemia, hyperkalemia)

During the first 24 hours after the infusion of the HTK solution, the plasma
tryptophan and histidine concentration can increase, but then becomes normal
again.

No metabolic side effects have been noted so far.

PHARMACOKINETICS
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I N 2USTRIA - FARMACEUTICA

The volume of HTK solution entering the systemic circulation may vary between 0.1
and 3.0 litres depending on the nature and duration of the operation, the operating
methods and the dimensions of the donor organs.

The potassium alpha-ketoglutarate is metabolized via the citric acid cycle. Histidine
and tryptohane are metabolized by the liver and in part expelled by the kidneys.

Mannitol is also expelled by the kidneys.

WARNINGS AND PRECAUTIONS
The HTK solution is not intended for intravenous or intra-arterial administration.

It is indicated for perfusion and surface cooling (protection and preservation of
donor organs from the donor to the recipient).

The HTK solution should not be used for systemic infusion.

INTERACTIONS

Interactions with therapeutic agents such as glycosides, diuretics, nitrates, anti-
hypertensives, beta blockers and calcium antagonists, which are used
perioperatively, have not been reported.

DOSAGE METHOD
Heart
The following guidelines are recommended:

- Temperature of the solution 5°C - 8°C

- Perfusion rate of 1ml per minute and per gram-estimated —heart-weight.

- Perfusion pressure in adults starting at 100-110mm Hg above level of heart.
After cardiac arrest has ensued reduce the pressure to 40-50 mm Hg above the
level of heart. In babies and children the pressure should start at 80-90 mm
Hg above the level of the heart. After cardiac arrest has ensued reduce the
pressure to 30-40 mm Hg. In patients with pronounced coronary stenosis a
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3 galenicasenese

higher perfusion pressure will be necessary for a somewhat longer time.

- Perfusion time should be 6-8 minutes and never less than this in order to
ensure homogeneous myocardial equilibration.

- Perfusion technique: hydrostatic perfusion is recommended and attention
should be paid to the duration and height above heart level; perfusion with
the use of a pump monitoring the time and pressure in the aortic branch.

- Simultaneous systemic hypothermia (27-29°C) which ensures an ischemic
tolerance of the heart up to 180 minutes when the heart-lung machine is in
use.

- Transplant: a heart perfused in HTK solution should be preserved at 2-4°C in
order to ensure the protection of the organ up to the transplantation into
recipient.

Kidney
The following guidelines are recommended:

- Temperature of the solution 5-8°C

- Perfusion rate of 1.5 ml per minute and per gram-estimated —kidney-weight.

- Perfusion pressure (renal artery) 90-110 mm Hg measured by the tip of the
perfusion catheter in the renal artery.

- Perfusion time should be 6-8 minutes and never less than this.

- As an additional measure prior to the perfusion it is important to ensure a
rapid diuresis enduced by drugs or through hydration of the patient.

- The perfusion technique can either be hydrostatic with time control and
checking the height above the kidney level or using a pump to monitor the
time and pressure at the tip of the perfusion catheter.

- Akidney to be used in a transplant should be preserved and transported in
HTK solution at 2-4°C, in order to assure it’s protection for up to 48 hours.
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Liver and Pancreas
The following guidelines are recommended:

- Temperature of the solution 0-4°C

- Perfusion volume: if the liver, pancreas or kidneys are to be protected whilst
clamped 150-200ml per kg of the donor of the organ, corresponding to 8-12It
of cold HTK solution for a patient of 70-80kg.

- Perfusion pressure: perfusion under gravity with the solution hanging about 1
metre above at the level of the heart.

- Perfusion time with these conditions of time and pressure will be between 6-
10 minutes and in no case should be less than 6 minutes.

- Additional measures: in the case of a donor organ, the blood of the patient
should be completely heparinised before the perfusion.

- The perfusion technique is effected using perfusion tubing (air free system) in
the infrarenal aorta or the iliac artery of the donor. As soon as the perfusion
pressure has been reached, the surgeon opens the vena cava in the abdomen
allowing the permeation of the solution and the entire volume of the solution
is administered through the abdominal aorta in this way ensuring the
protection of all the abdominal organs.

The biliary passages should be completely soaked with at least 100ml of cold
HTK solution with the assistance of a small calibrated catheter. If only a small
part of the liver is to be removed (in the case of a living donor), the perfusion
volume should be reduced accordingly, but the perfusion time should not be
less than 8 minutes, normally between 10-15 minutes and attention needs to
be paid to ensure adequate perfusion of the arterial circulation and portal
vein.
- Transplant: After removal, the liver should be packaged for transportation
completely immersed in cold HTK solution. In this way the ischemic risk is
delayed by 12-15 hours.

Lungs

The lung requires the addition of prostaglandine before perfusion. The perfusion
protocol is at the discretion of the individual transplant program.
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Vein or artery transplant

In venous (usually part of the great saphenous vein) or arterial (part of the
internal thoracic artery) transplant the vessels are cooled and conserved in circa
50-100ml of HTK solution at 5-8°C. Once the segment of vein or artery is
removed from the solution it needs to be transplanted immediately.

Multi-Organ Protection

The basic technique of perfusion has been standardized and is described in the
majority of surgical texts. Perfusion by gravity is preferred on a worldwide level
with a calibration range as wide as possible. As even at low temperatures the
HTK solution has a minimal viscosity, it is possible to administer large volumes at
low pressure and temperature necessary for perfusion.

The quantity of solution for multi-organ protection with HTK is not a determining
factor but the minimum perfusion time of 6-8 minutes is crucial; this means that
the operator is able to reach effective cooling rapidly and organ protection by
administering a large volume of HTK at 0-4°C in a short space of time.

Transport of a Donor Organ

The hypothermic preservation method differs from one hospital to another, but
on an international level the triple bag technique isnow used. The removed
organ is placed in a sterile bag and immersed in ice cold HTK solution. The
solution needs to cover the organ completely, the bag is sealed and then placed
in a second sterile bag filled with the same HTK solution and sealed. The organ is
protected by this double packaging and then closed in a third plastic container
and placed in a transport container packed with ice for transport.
Documentation is attached with the hospital and laboratory information.
Transport of the donor organ needs to be as quick as possible.

Preservation safety

The temperature during transport should be between 2°C e 4°C.
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@ Altre soluzion
cardioplegiche

per I'induzione dell'arresto cardiaco

durante interventi a cuore aperto

La soluzione cardioplegica addizionata di sodio bicarbonato, utilizzata
nell'infusione dell'arteria coronarica, provoca l'arresto cardiaco, protegge
dalle complicazioni dell'ischemia, tampona l'acidosi ischemica e protegge
le fonti di energia per il recupero funzionale a fine intervento chirurgico.

® Other cardioplegical
solutions

to induce arrest during open heart surgery

Cardioplegic solution with added sodium bicarbonate, used as a coronary
artery infusion induces cardiac arrest, combats ischemic ionic disturbances,
buffers ischemic acidosis and protects energy sources for functional recovery

after ischemia.

St. Thomas I
""""""""""""" mosiz2  bag soomievelomi(Cozseriozs)

Siena BI’
. MAOSS25  bag  5ml

Siena B2 ,
. M0s5326  bag s3m =

De Gasperis’ Del Nido
. MAOS2001  glassbottle s00ml o

- % d soluzione eiettiva

- DelNido per I'uso pediatrico
. hA59322  bag | 500 mi+1vialloml :

AA2593223 bag 1000 ml + 2 vial 10 ml The exce”ent SOIUtIOﬂ

................................................................................................................................................... for pediatric
application

* Su prescrizione medica - On medical prescription

Soluzioni cardioplegiche e
per la conservazione di organi

Cardioplegical solutions
and preservation of organ

INDUSTRIA - FAR A EUTICA
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il dispositivo si utilizza per la perfusione, lavaggio e conservazione di organi per il trapianto / \ | DD2463217 bag 500 ml

(cuore, rene, fegato, polmone, pancreas) con segmenti venosi e arteriosi. == = Y DD2463213 bag 1000 mi
Basso contenuto di sodio e di potassio _ P e DD2463219 bag 1500 ml
Assenza di amido / DD2463214 bag 2000 m
A 2 < 4 f C in frigorifero ( 4°C e 15°C). T | riparo dalla luce.
Non sono mai stati gsservati effetti tossici O rage i eigerator (o) st o g
Viscosita straordinariamente bassa
anche a temperatlire prossime a 0°C -~

Tamponata con istidina e istidina HCL

per prolungare il periodo per il quale gli organi possono tollerare
I'int(ruzione del sangue e dell'ossigeno

this medical device is used for perfusion, rinsing and preservation of organ with venous or arterial segments
(heart, kidney, liver, lung, pancreas) for transplant.

Low sodium and potassium content
No starch , .
Toxic effects have never been observed

An outstandingly low viscosity
even at temperature closelo. 0°C
Buffered with histidine
and histidine HCL

to prolong the period for which the organs will
tolerate interruption of blood and oxygen

g A

Manufacturing plant and registered offices at

Via Cassia Nord, 351 - 53014 Monteroni d'Arbia - Siena (Italy)

Tel. number +39 0577 372800 - Fax number +39 0577 374393 ——— '
4 z K . . Dlspos/tlva medico 0 3 7 3

info@galenicasenese.it - www.galenicasenese.it ‘ Medical device
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Istituto Superiore di Sanita

Addendum n°®

addendum no.

Certificato n®

Certificate no. QPZ-1923-19

GARANZIA DELLA QUALITA’

DELLA PRODUZIONE

secondo 1’Allegato V della Direttiva Europea 93/42/CEE e
successive modifiche ed integrazioni

(recepita in ltalia con il D.Lgs. n. 46 del 24.02.1997 e
successive modifiche ed integrazioni)

L’Istituto Superiore di Sanita,
Organismo Notificato 0373, certifica che
il sistema di garanzia della qualita della
produzione

attuato da

Mod. 2201 - 188

Organismo Notificato 0373
Notified Body 0373

Data prima emissione

-1 First issue date 12.12.2019
Data di emissione corrente 12.12.2019
Current issue date

Data di scadenza 26.05.2024
Expiry date
PRODUCTION QUALITY
ASSURANCE

according to Annex V of EC Directive 93/42/EEC

and subsequent modifications and integrations

(transposed in ftaly by the D.Lgs. n. 46 issued on
24.02.1997 and subsequent modifications and integrations)

The Istituto Superiore di Sanita,
Notified Body 0373, certifies that
the production quality assurance

enforced by

INDUSTRIA FARMACEUTICA GALENICA SENESE S.r.1.

Sede Legale/ Registered Office:
Via Cassia Nord, 351 — 53014 Monteroni D’Arbia (SI) ITALIA

Altre sedi del Fabbricante /Other sites of the Manufacturer:
Sede Produitiva/ Production Site: Via Cassia Novd, 351 — 53014 Monteroni D’Arbia (81) Italia

per il dispositivo/i

Jor the device(s)

(vedi allegato tecnico/see technical sheer)” |

¢ conforme ai requisiti applicabili della
Direttiva Europea 93/42/CEEL e successive
modifiche ed integrazioni.

* L'allegato tecnico & parte integrante del presente Certificato
Thie weetiiced sheed ix an infegral preort of this Conificere,

is in compliance with the applicable
requirements of Council Directive 93/42/EEC and
subsequent modifications and integrations.

I1 Direttore del’Organismo Notificato
The Director-of Notified Body
(Dott.ssa Roberta Marcoaldi)

( \7,0)@9-0@0(}

Istituto Superiore di Sanitd — viale Regina Elena, 299 - 00161 Roma Italy — tel. /fax, +390649902108 — www.iss.it

MOD-332-07-06 Certificato QPZ rev.02 del 11.03.2019
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Istituto Superiore di Sanita

Mod. 2201 - 1588

Organismo Notificato 0373
Notified Body 0373

ALLEGATO TECNICO TECHNICAL SHEET
The Cortpicateno,  QPZ-1923-19 addendan no Il
di cui il presente allegato tecnico é parte of which this technical sheet is an integral
integrante, & da considerarsi riferito solo part, refers only to the following product(s)
al/ai  seguente/i prodotto/i soggello/i a that are subject to surveillance:
sorveglianza:
Classe Ila (Class lla)
Nome prodotto Codice
(Product name) (Code)
Soluzione salina bilanciata sterile 000000DX041ZYYY
Sodio cloruro 0,9% 000000DX049ZYYY
Soluzione G 000000DX0532YYY
Glicina e mannitolo 000000DX074ZYYY
Glicina 1,5% 000000DX0752YYY
Mannitolo e sorbitolo 000000DX076ZYYY
Soluzione R 000000DX096ZYYY
Acqua per irrigazione 000000DX120ZYYY
Soluzione salina bilanciata arricchita, sterile N/A

Il Direttore dell’Organismo Notificato
The Director of Notified Body
(Dott.ssa Roberta Marcoaldi)

Radrio. Roreo el

Istituto Superiore di Sanitd = viale Regina Elena, 299 — 00161 Roma Italy — tel. /fax, +390649902108 — wwaw,iss. it

MOD-332-07-06 Certificato QPZ rev.02 del 11.03.2019
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Istituto Superiore di Sanita
ALLEGATO TECNICO

Il Certificato n°
The Certificate no. QPZ-1923-19 '

di cui il presente allegato tecnico ¢ parte
integrante, ¢ da considerarsi riferito solo
al/ai  seguente/i prodotto/i soggetto/i a
sorveglianza:

Mod. 2201 - 188

Organismo Notificato 0373
Notified Body 0373

TECHNICAL SHEET

Addendum n®
addendum no. Il
of which this technical sheet is an integral
part, refers only to the following produci(s)
that are subject to surveillance:

Classe Ila (Class 1la) |

Nome prodotto
(Product name)

Glucoday Perfusion solution, sterile

Glucoday Maintenance solution, non sterile

Glucoday Detergent solution, non sterile

Glucoday Control solution, non sterile

11 Direttore dell’Organismo Notificato
The Director of Notified Body
(Dott.ssa Roberta Marcoaldi)

Rttt 1oreoold

Istituto Superiore di Sanita - viale Regina Elena, 299 - 00161 Roma Taly - tel, /fax, +390649902108 — www,iss.it

MOD-332-07-06 Certificato QPZ rev.02 del 11.03.2019
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Istituto Superiore di Sanita
ALLEGATO TECNICO

Il Certificato n°®

The Certificate no. ~ QPZ-1923-19

di cui il presente allegato tecnico é parie
integrante, ¢ da considerarsi riferito solo
al/ai  seguente/i prodotto/i soggetto/i a
sorveglianza:

Mod. 2201 - 1SS

Organismo Notificato 0373
Notified Body 0373

TECHNICAL SHEET

Addendum n®
addendum no.

-1

of which this technical sheet is an integral
part, refers only to the following product(s)
that are subject to surveillance:

Classe Ila (Class 1la) |

Nome prodotto
(Product name)

- VitaOrgaSol
Soluzione per la conservazione degli organi da trapianto

11 codice di cui sopra ha il seguente significato, come da criteri di codifica presentati dalla Ditta e conservati presso

questo Organismo Notificato:

000000: i primi sei caratteri sono “zeri”; D: lettera che indica il dispositivo medico; X: lettera che indica se la
confezione & multipla (D) o singola (E); 041/049/053/074/075/076/096/120: numeri che indicano la tipologia di
soluzione; Z: numero che indica se il dispositivo medico ¢ contenuto in fiale (1), flaconi (2), sacche (3) o taniche (4);
YYY: numeri che indicano I’articolo secondo una numerazione progressiva.

Valutazione della Conformita: vedi MOD-341-01-01 n, 476/19

Conformity assessment : see MOD-341-01-01 n. 476/19

11 Direttore dell’Organismo Notificato
The Director of Notified Body
(Dott,ssa Roberta Marcoaldi)

Rordirt. VoresolsH

Istituto Superiore di Sanitd = viale Regina Elena, 299 = 00161 Roma Ttaly — tel. /fax. +390649902108 — www.iss.it

MOD-332-07-06 Certificato QPZ rev.02 del 11.03.2019
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Certificate of Registration

This certificate has been awarded to

Industria Farmaceutica Galenica Senese srl

Via Cassia Nord 351, 53014 Monteroni d'Arbia (S), Italy

in recognition of the organization's Quality Management System which complies with

ISO 13485:2016

The scope of activities covered by this certificate is defined below

Design, Production and Trading of Medical Devices in Gel and Aqueous

Solution
Certificate Number: Date of Issue: (Original) Date of Issue:
61225/D/0001/UK/En 07 April 2017 06 May 2020
Issue No: Expiry Date:
4 05 May 2023

Issued by: M On behalf of the Schemes Manager

If there = any doubt as fo the authenticly of this cestificate. please co not hesitate to contact the Hiad Office of the Group on info@urs-cersicaton com,
URS is m member of Linited Registrar of Systems (Holdings) Lid, United House, 4 Hirton Road, Bournemouth, BH1 2EE, UK. Company Registrtion no. 5208456 Fage 1011
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Ceriificate No: IT/77-1/H/2014

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1

Issued foliowing an inspection In accordance with Art. 111(5) of Directive 2001/83/EC

The competent authority of Italy confirms the following:
The manufacturer INDUSTRIA FARMACEUTICA GALENICA SENESE S.R.L.
Site address VIA CASSIA NORD, 351 - 53014 MONTERONI D'ARBIA (SI)

Has been inspected under the national inspection programme in connection with
manufacturing authorisation no. aM - 28/2014 dated 02/12/2014 in accordance with Art. 40 of
Directive 2001/83/EC/ transposed in the following national legisiation; D.Lvo 219/2006 art.

50.

From the knowledge gained during inspection of this manufacturer, the latest of which was
conducted on 09/25/2013 i is considered that it complies with the Good Manufacturing
Practice requirements referred to in The principles and guidelines of Good Manufacturing

Practice {aid down in Directive 2003/94/EC.

This certificate reflects the status of the manufacturing site at the time of the inspection noted
above and should not be relied upon to reflect the compliance status if more than three years
have elapsed since the date of that inspection, after which time the issuing authority should

be consulied.

The authenticity of this certificate may be verified with the issuing authority.

AIFA Htalian Medicines Agency

Manufacturing Authorization Office

Via del Tritone, n® 181 - 00187 ROMA (ITALY)
Tel.+330659784469 Fax +3906859784312

website: www.agenziafarrmnaco. it
SIS : 4945

i
GMP

Page 1
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Name and address of the INDUSTRIA FARMACEUTICA GALENICA SENESE
i site: S.R.L. - VIA CASSIA NORD, 351, 53014
5 MONTERONI D'ARBIA(SI)

Part 2

[Human Medicinal Products

Authorised Operations
Manufacturing Operations (Part 1)

PART 1- MANI:JFACTURING OPERATIONS

1. 1 2 o "I'Termmaﬂy sterilised
1.1.2.1 Large volume liquids
1.1.2. 3 Small volume liquids

. 1 21 Non-sten!e products
JI . 1.2.18 Liquids for internal use

Rome, 03/31/2014
Name and signature of the authorised

person of the Competent Authority of
Re_p iblic of Italy

RS Dott. Renato Massimi
- AIFA — Manufacturing Authorization Unit

AIFA ltalian Medicines Agency

Manufacturing Authorization Office

Via del Tritone, n° 181 - 00187 ROMA {ITALY)

Tel +390659784489 Fax +300659784312

website: www.aqenziafarmaco.it
515 : 4945

Roma - 15tituio Poligrafice a Zecca delic Siato 3.p.A. - PV
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SIS

Certificato

La SQS attesta che I'azienda sotto indicata dispone di un sistema di gestione che soddisfa i
requisiti della base normativa indicata.

ISO 14001:2004

Industria Farmaceutica
Galenica Senese S.r.l.

Via Cassia Nord, 351

IT-53014 Monteroni d'Arbia (SI)

Settore certificato

Sito di via Cassia Nord, 351,
IT-53014 Monteroni d'Arbia (SI)

Ambito d’attivita

Produzione e commercializzazione di farmaci
per uso umano, veterinario e dispositivi medici

Base normativa

Sistema di gestione ambientale

Associazione Svizzera per Sistemi

di Qualita e di Management SQS
Bernstrasse 103, CH-3052 Zollikofen
Data di emissione: 4 febbraio 2010

e

X. Edelmann, Presidente SQS

Swiss Made

Il presente certificato e valido
fino al 3 febbraio 2013

No. Scope 13

Numero di registrazione 33305

—

-

T. Zahner, Direttore SQS

Partner of

— [GNet —



	CAPCS (1)
	DOCs x 4_NEW
	certificat_fiscal_18.06.2022
	!  Raport_Financiar_2021
	declaration-16232369 (3)
	View BNS receipt _ Declaratia electronica2
	Просмотр расписку _ Declaratia electronica

	VitaOrgaSol-english
	cardioplegiche_2019 (1) (1)-unlocked_compressed
	CE VoS  updated
	~ Galenica SeneseISO 13485-2023 eng
	GMP 2014
	ISO 14001-2004 Galenica

		2022-06-06T13:12:01+0300
	Moldova
	MoldSign Signature




