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Anexanr. 7
la Documentatia standard nr.

CERERE DE PARTICIPARE

Catre CENTRUL PENTRU ACHIZITII PUBLICE CENTRALIZATE IN SANATATE

Stimati domni,
Ca urmare a anuntului/invitatiei de participare/de preselectie aparut in Buletinul achizitiilor publice
si/sau Jurnalul Oficial al Uniunii Europene, nr ocds-b3wdpl-MD-1735031817454 din 24.12.2024,

privind aplicarea procedurii pentru atribuirea contractului privind Achizitionarea testelor si
manusilor pentru realizarea Programului National de prevenire si control HIV/SIDA si ITS pentru
anul 2025 (repetat), noi Medist Grup SRL, am luat cunostinta de conditiile si de cerintele expuse in
documentatia de atribuire si exprimdm prin prezenta interesul de a participa, in calitate de

ofertant/candidat, neavind obiectii la documentatia de atribuire.

Cu stima,

Ofertant/candidat

Data completérll 13.01.2025 Digitally signed by Anghel Gabriela-Cristina
Date: 2025.01.13 17:09:56 EET
Reason: MoldSign Signature
Location: Moldova

[MOLDOVA EUROPEANA | Gabriela-Cristina Anghel
MEDIST Grup S.R.L.
Str. Mitropolit Gavriil Banulescu-Bodoni nr. 25 IDNO: 1018600004516
Oficiul 33, MD-2012 Chisindu, Rep. Moldova TVA: 0508191
Tel./Fax: +373 22 84 94 95 BC Victoriabank SA, Filiala nr. 26 Chisindu
E-mail: office@medist.md IBAN (MDL):MD57V1022242600000269MDL

Web: www.medist.md SWIFT: VICBMD2X469


https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1735031817454

m EXIMBANK

SUCUR:

1/13/2025

. 5201942

Beneficiar: Centrul Pentru Achizitii Publice Centralizate in Sanatate

Oficiul Bancii: BC ,,EXIMBANK?” SA, sucursala nr. 20,
mun. Chisinau, bd. $tefan cel Mare si Sfant 171/1

Data emiterii: 13.01.2025

GARANTIE DE OFERTA Nr. 10802/1

Stimati Domni,

B.C. "Eximbank” S.A., numar de identificare de stat — cod fiscal 1002600010273, adresa: MD2004,
Republica Moldova, mun. Chiginau, bd. Stefan cel Mare si Sfant, 171/1, numit in continuare Garant, a fost
informata ca ,,Medist Grup” SRL (numit in continuare ,Ordonator”’) urmeaza sa inainteze oferta catre Dvs.
la data de 13.01.2025 (numita in continuare ,ofertd”) pentru achizitionarea testelor si manusilor pentru
realizarea Programului National de prevenire si control HIV/SIDA si ITS pentru anul 2025 (repetat),
conform LP nr. ocds-b3wdp1-MD-1735031817454 din 24.12.2024.

La cererea Ordonatorului, noi, B.C. "Eximbank” S.A., ne asumam un angajament de plata fata de
Centrul Pentru Achizitii Publice Centralizate in Sanatate, numit in continuare Beneficiar, in suma sau sume ce nu
depasesc in total suma de 72 806-86 (saptezeci si doua mii opt sute sase) lei 86 bani.

Angajamentul Garantului este valabil in una din urmatoarele situatii:

a) daca dupa expirarea termenului de depunere a ofertei, Ordonatorul isi retrage sau Tsi modifica

cererea;

b) fiind anuntat de catre autoritatea contractantd, Tn perioada de valabilitate a ofertei, despre
adjudecarea contractului: (i) esueaza sau refuza sa semneze formularul contractului; sau (ii)
esueaza sau refuza sa prezinte garanfia de buna executie, daca se cere conform conditiilor
procedurii de achizitie, ori nu a executat vreo conditie specificatd in documentele de atribuire,
fnainte de semnarea contractului de achizifie.

Garantul isi asuma angajamentul de a plati Beneficiarului in limita sumei mentionate mai sus, dupa
primirea cererii de plata Tn scris a Beneficiarului garantiei, fara prezentarea documentelor doveditoare, cu
conditia mentionarii in cererea de plata a faptului realizarii a uneia sau mai multor situatii din cele expuse
mai sus.

Orice plata efectuata pe aceasta garantie, va avea ca efect reducerea proportionala a angajamentului
Garantului.

Aceasta garantie va expira in cazul in care ofertantul devine ofertant castigator, la primirea de catre noi
a copiei ingtiintarii privind adjudecarea contractului, In urma emiterii Garantiei de buna executie eliberata
catre Dvs. la solicitarea Ordonatorului.

Prezenta garantie intra in vigoare la data 13.01.2025 este valabila pana la data de 15.04.2025 si expira
n totalitate Tn mod automat in cazul in care cererea Dvs. de plata scrisa, nu ne parvin pana la aceasta data
inclusiv, indiferent daca prezenta Garantie ne este restituita sau nu.

Toate litigiile aparute pe parcursul realizarii prezentei garantii, se solutioneaza in conformitate cu
legislatia in vigoare a Republicii Moldova.

Cu respect,

Galina Mezleacova
Director Sucursala nr. 20

Banca Comerciala "EXIMBANK" S.A. Oficiul Central: Bd. Stefan cel Mare si Sfant nr. 171/1, MD-2004, mun. Chisinau.

Cod bancar/SWIFT EXMMMD22, Licenta Seria A MMI nr. 000516 eliberatd de Banca Nationala a Moldovei, IDNO 1002600010273,
TVA 7800065, Capital social 1 250 000 000 lei. Membru al Fondului de Garantare a Depozitelor in Sistemul Bancar din Republica
Moldova. Membru al Grupului Bancar Intesa Sanpaolo (ltalia).

Bank of [NTESA SANPAOLO

Confidential
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I.P. "AGENTIA SERVICII PUBLICE"
Departamentul inregistrare si licentiere a unitatilor de
drept

Extras
din Registrul de stat al persoanelor juridice
nr.158566 din 03.12.2024

Denumirea completd: Societatea cu Raspundere Limitatd "MEDIST GRUP”

Denumirea prescurtats: "MEDIST GRUP” S.R.L.

Forma juridica de organizare: Societate cu raspundere limitat3

Numarul de identificare de stat si codul fiscal: 1018600004516

Data Tnregistrarii de stat:; 02.02.2018

Sediu: MD-2012, strada Mitropolit Gavriil Banulescu-Bodoni 25, of. 33, mun. Chisindu, Republica
Moldova

Genurile de activitate:

1. Comert cu ridicata al produselor farmaceutice;

2. Comert cu ridicata nespecializat;

3. Repararea echipamentelor electronice si optice;

4. Activitati de testare si analize tehnice;

5. Comert cu aménuntul al articolelor medicale §i ortopedice, in magazine specializate;
Capitalul social: 373026 Lei
Administrator(i): ANGHEL GABRIELA-CRISTINA IDNP 2017803985939
Asociati:

1. MEDIST IMAGING & P.O.C. S.R.L., partea sociald 6244 Euro, ce constituie 33.00%

2. MEDIST LIFE SCIENCE S.R.L., partea sociald 6244 Euro, ce constituie 33.00%
3. MEDIST S.R.L., partea sociali 6433 Euro, ce constituie 34.00%

Beneficiari efectivi: MANOLE IONEL, KLUMPNER CATALINA ANA, VLADESCU CARMEN,
VLADESCU SEBASTIAN-ALEXANDRU

Prezentul extras este eliberat in temeiul art. 34 al Legil nr.220/2007 privind inregistrarea de stat a
persoanelor juridice si a intreprinzitorilor individuali si confirma datele din Registrul de stat la data de
03.12.2024

Specialist coordonator
Ludmila Ciur
tel. 022-207-837

Acest document poate contine date cu caracter personal
Extras din Registrul de stat al persoanelor juridice nr. 158566 din 03.12.2024
EB 0547060
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GUVERNUL
REPUBLICII
MOLDOVA
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\\ PORTALUL GUVERNAMENTAL _
AL CETATEANULUI §I AL UNITATILOR DE DREPT

SERVICIUL FISCAL DE STAT

CERTIFICAT

privind lipsa sau existenta restantelor fata de bugetul public national

Nr 413516 Din 43 01.2025 14:13
Ne or

DATE DESPRE CONTRIBUABIL / IHOOPMALA O HANOTOMNATENbLUMKE

Codul fiscal / Numarul de identificare
durckanbHbI Ko / VAeHTUdUKALMOHHBIA HOMep

1018600004516

Denumirea
HanmeHoBaHve

Societatea cu Raspundere Limitata MEDIST GRUP

ATESTAREA LIPSEI SAU EXISTENTEI RESTANTELOR CONFORM DATELOR SISTEMULUI
INFORMATIONAL AUTOMATIZAT / MOATBEPXOEHWE OTCYTCBUA MU HATUYMA
3AOOMKHOCTEWM COMMACHO AAHHBIM MHDPOPMALIMOHHOW ABTOMATU3UPOBAHHON
CUCTEMBI

La data emiterii prezentului certificat restanta fata de bugetul public national constituie
Ha paTy Bblgaym gaHHOM CNpaBKM 3a0MKHOCTb NEPE HaLMOHaNbHOM NYy6ANYHBIM BIOI)KETOM COCTaBNAET

0 MDL

VALABIL PANA LA / OEVICTBUTENEH OO 28.01.2025 14:13

Prezentul document este eliberat in temeiul Art. 29, alin. (3) din Legea cu privire la registre nr. 71/2007 si in
baza datelor furnizate de Serviciul Fiscal de Stat in Portalul Guvernamental al Cetateanului si al Unitétilor de
Drept / CripaBKa BblaHa B cooTBeTcBMe co cT. 29 n. (3) 3akoHa o peecTpax N2 71/2007 Ha OCHOBaHWN OaHHbIX,
NpPeAoCTOCTaBNEHHbIX [OCYAapCTBEHHON Hanorosol cnyxboii Ha [MopTane [MpaBuTenbcTBa [paxbaHVHa W
tOpunanyeckunx Inu,.

Generat si semnat de Portalul Guvernamental al Cetateanului si al Unitatilor de Drept la 13.01.2025 14:13

Prezentul certificat este semnat electronic in conformitate cu Legea nr.124 din 19.05.2022
CepTudukaT NOANMCaH 3NEKTPOHHOM MONANNCHIO B cooTBeTCBME ¢ 3akoHOM N2 124 07 19.05.2022

Certificatul este descarcat din Portalul Guvernamental al CeptTudukat ckayeH ¢ [paBuTenbCTBEHHOro  [llopTana
Cetateanului si al Unitatilor de Drept (mcabinet.gov.md) si  paxpgaHuHa w lOpuandeckux vy (mcabinet.gov.md) wu
este semnat electronic de catre posesorul acestui portal si  noagmMcaH 3NeKTPOHHOW MOANUCHIO BRafenbua nopTana u
are aceiasi valoare juridica ca si documentele eliberate pe  v“MeeT Takalo Xe IOPUAVYECKYID CWMY, KaK U [OKYMEHTb
suport de hartie de catre organele cu atributi de BbijaBaemble Ha bymare opraHamu Hanorosow
administrare fiscald. Verificarea autenticitati semnaturii  agmuHucTpauun.  MpoBepKy — MOAMVHOCTM  3NEKTPOHHO
electronice poate fi realizatd cu ajutorul Serviciului  MoANMCU MOXHO OCYLLECTBUTb C MOMOLLbIO OCYAapCBEHHOM
Guvernamental de Semnatura Electronica (msign.gov.md Cnyx60l1 3neKTpoHHO Moanuckio (msign.gov.md)


https://mcabinet.gov.md
https://msign.gov.md
https://mcabinet.gov.md
https://msign.gov.md

Nr.

261766

Y

Filiala nr. 26 Chisinau

str, Mt. Banulescu-Bodoni, 28/1
MD-2005, mun. Chisiniu

Tel.: (+373 22) 92-92.52

Fax: (+373 22) 78-47-30
SWIFT: VICBMD2X469

IDNO 1002600001338

Capital social — 250 000 910 lei
www.victoriabank.md

VICTORIABANK »

PRIMA BANCA DIN MOLDOVA

din"_49 » ';U;\:»Ol 2019

La Nr.

338

din' 49 anae 201¥

Secret bancar
Confidential

CERTIFICAT

Prin prezentul, BC “VICTORIABANK” SA Sucursala nr.26 Chigindu, codul bancii
VICBMD2X469, cod fiscal 1002600001338, confirm& c¢i MEDIST GRUP SRL, cod
fiscal 1018600004516, detine urmatoarele conturi curente in format IBAN:

MD57V1022242600000269MDL;
MD76V1022242600000105USD;
MD61V1022242600000116EUR;
MD83VI1022242600000008RON.

Certificatul este eliberat la cererea clientului pentru a fi prezentat Ia destinatie.

Cebanu Valentina
Director

Ex: Scutaru Lilia
tel. 022 78-47-32



SITUATIILE FINANCIARE
pentru perioada 01.01.2023 - 31.12.2023

Entitatea: MEDIST GRUP S.R.L.
Cod cuIrio: 41247072
Cod IDNO: 1018600004516

Sediul:

MD:

Raionul(municipiul): 105, DDF BUIUCANI

Cod CUATM: (0120, SEC.BUIUCANI

Strada: Mitropolit Gavriil Banulescu-Bodoni nr.25 of.33

Activitatea principala: G4646, Comert cu ridicata al produselor farmaceutice

Forma de proprietate: 23, Proprietatea statelor strdine

Forma organizatorico-juridica: 530, Societdti cu raspundere limitata

Date de contact:

Telefon: 06868147

WEB:

E-mail: natalia.mutu@medist.md

Numele si coordonatele al contabilului-sef: DI (dna) Natalia Mutu Tel. 068681147

Numarul mediu al salariatilor in perioada de gestiune: 5 persoane.

Persoanele responsabile de semnarea situatiilor financiare* Gabriela Anghel-Cristina

Anexe la SNC

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

Unitatea de masura: leu

Anexa 1

Sold la

inceputul perioadei Sfirsitul perioadei de

de gestiune gestiune

BILANTUL
la 31.12.2023
Nr. cpt. Indicatori Cod rd.
1 2 3
ACTIV
A. 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

5



3. Fond comercial 030
4. Avansuri acordate pentru imobilizari necorporale 040
Total imobilizari necorporale 050
(rd.010 + rd.020 + rd.030 + rd.040)
I1. Imobilizari corporale
1. Imobilizari corporale in curs de executie 060
2. Terenuri 070
3. Mijloace fixe, total 080 3028298 3859991
din care:
081

3.1. cladiri
3.2. constructii speciale 082
3.3. masini, utilaje si instalatii tehnice 083 3018214 3854288
3.4. mijloace de transport 084
3.5. inventar si mobilier 085
3.6. alte mijloace fixe 086 10084 5703
4. Resurse minerale 090
5. Active biologice imobilizate 100
6. Investitii imobiliare 110
7. Avansuri acordate pentru imobilizari corporale 120 141992 141992
Total imobilizari corporale
(rd.060 + rd.070 + rd.080 + rd.090 + rd.100 + 130 3170290 4001983
rd.110 + rd.120)
III1. Investitii financiare pe termen lung
1. Investitii financiare pe termen lung in parti 140
neafiliate
2. Investitii financiare pe termen lung in parti 150
afiliate, total
din care:

S S ) I 151
2.1. actiuni si cote de participatie detinute in partile
afiliate
2.2 imprumuturi acordate partilor afiliate 152
2.3 imprumuturi acordate aferente intereselor de 153
participare
2.4 alte investitii financiare 154
Total investitii financiare pe termen lung 160
(rd.140 + rd.150)
IV. Creante pe termen lung si alte active
imobilizate
1. Creante comerciale pe termen lung 170
2. Creante ale partilor afiliate pe termen lung 180
inclusiv: creante aferente intereselor de participare 181
3. Alte creante pe termen lung 190
4. Cheltuieli anticipate pe termen lung 200




5. Alte active imobilizate

Total creante pe termen lung si alte active
imobilizate
(rd.170 + rd.180 + rd.190 + rd.200 + rd.210)

TOTAL ACTIVE IMOBILIZATE
(rd.050 + rd.130 + rd.160 + rd.220)

ACTIVE CIRCULANTE
I. Stocuri

1. Materiale si obiecte de mica valoare si scurta
durata

2. Active biologice circulante

3. Productia in curs de executie

4, Produse si marfuri

5. Avansuri acordate pentru stocuri

Total stocuri
(rd.240 + rd.250 + rd.260 + rd.270 + rd.280)

I1. Creante curente si alte active circulante

1. Creante comerciale curente

2. Creante ale partilor afiliate curente

inclusiv: creante aferente intereselor de participare
3. Creante ale bugetului

4. Creantele ale personalului

5. Alte creante curente

6. Cheltuieli anticipate curente

7. Alte active circulante

Total creante curente si alte active circulante
(rd.300 + rd.310 + rd.320 + rd.330 + rd.340 +
rd.350 + rd.360)

II1. Investitii financiare curente

1. Investitii financiare curente in parti neafiliate

2. Investitii financiare curente in parti afiliate, total

din care:

2.1. actiuni si cote de participatie detinute in partile
afiliate

2.2. imprumuturi acordate partilor afiliate

2.3. imprumuturi acordate aferente intereselor de
participare

2.4. alte investitii financiare in parti afiliate

Total investitii financiare curente
(rd.380 + rd.390)

IV. Numerar si documente banesti

TOTAL ACTIVE CIRCULANTE
(rd.290 + rd.370 + rd.400 + rd.410)

TOTAL ACTIVE

210

220

230

240

250
260
270

280

290

300
310
311
320
330
340

350
360

370

380

390

391

392

393

394

400

410

420

430

3170290

31649

852838

884487

3969789

982652
856
1093188

48056

6094541

4161583

11140611

14310901

4001983

63405

765931

829336

2559140

991266
300
1838152
10942
27708

5427508

3229017

9485861

13487844



(rd.230 + rd.420)

PASIV

CAPITAL PROPRIU

I. Capital social si neinregistrat

1. Capital social 440 373026 373026
2. Capital nevarsat 450
3. Capital neinregistrat 460
4. Capital retras 470
5. Patrimoniul primit de la stat cu drept de 480
proprietate
Total capital social si neinregistrat
(rd.440 + rd.450 + rd.460 + rd.470 + rd.480) 490 373026 373026
I1. Prime de capital 500
III. 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 -103
2. Profit nerepartizat (pierdere neacoperitd) al
anilor precedenti 560 5402413 5402413
3. Profit net (pierdere netd) al perioadei de
gestiune 570 318340
4. Profit utilizat al perioadei de gestiune 580
Total profit (pierdere)
(rd.550 + rd.560 + rd.570 + rd.580) 590 5402413 5720650
V. Rezerve din reevaluare 600
VI. Alte elemente de capital propriu 610
TOTAL CAPITAL PROPRIU
(rd.490 + rd.500 + rd.540 + rd.590 + rd.600 + 620 5775439 6093676
rd.610)
DATORII PE TERMEN LUNG
1. Credite bancare pe termen lung 630
2. imprumuturi pe termen lung 640 1579325 1307469
din care:
641

2.1. imprumuturi din emisiunea de obligatiuni
inclusiv: imprumuturi din emisiunea de obligatiuni

- 642
convertibile
2.2. alte imprumuturi pe termen lung 643 1579325 1307469
3. Datorii comerciale pe termen lung 650 299803




4. Datorii fatd de partile afiliate pe termen lung 660
inclusiv: datorii aferente intereselor de participare 661
5. Avansuri primite pe termen lung 670
6. Venituri anticipate pe termen lung 680
7. Alte datorii pe termen lung 690
TOTAL DATORII PE TERMEN LUNG
(rd.630 + rd.640 + rd.650 + rd.660 + rd.670 + 700 1579325 1607272
rd.680 + rd.690)
DATORII CURENTE
1. Credite bancare pe termen scurt 710
2. imprumuturi pe termen scurt, total 720 1344767 951672
din care:

721
2.1. imprumuturi din emisiunea de obligatiuni
inclusiv: Tmprumuturi din emisiunea de obligatiuni 722
convertibile
2.2. alte imprumuturi pe termen scurt 723 1344767 951672
3. Datorii comerciale curente 730 2165195 100772
4. Datorii fata de partile afiliate curente 740 3446175 4692920
inclusiv: datorii aferente intereselor de participare 741
5. Avansuri primite curente 750
6. Datorii fatd de personal 760
7. Datorii privind asigurarile sociale si medicale 770 28990
8. Datorii fatd de buget 780 12542
9. Datorii fata de proprietari 790
10. Venituri anticipate curente 800
11. Alte datorii curente 810
TOTAL DATORII CURENTE
760 + 1770 1760 # 1790 4 rB00 | 820 6956137 5786896
rd.810)
PROVIZIOANE
1. Provizioane pentru beneficiile angajatilor 830
2. Provvifioane pentru garantii acordate 840
cumparatorilor/clientilor
3. Provizioane pentru impozite 850
4. Alte provizioane 860
TOTAL PROVIZIOANE 870
(rd.830 + rd.840 + rd.850 + rd.860)
TOTALPASIVE, 20+ ra70

SITUATIA DE PROFIT SI PIERDERE
de la 01.01.2023 pinad la 31.12.2023
Anexa 2

Indicatori ‘ Cod rd. |

Perioada de gestiune




precedenta curenta
1 2 3 4

Venituri din vinzari, total 010 29021092 20271056
din care:

011 28497093 19719964
venituri din vinzarea produselor si marfurilor
venifu_ri din prestarea serviciilor si executarea 012 126338 211868
lucrarilor
venituri din contracte de constructie 013
venituri din contracte de leasing 014
venituri din contracte de microfinantare 015
alte venituri din vinzari 016 397661 339224
Costul vinzarilor, total 020 20867803 15060163
din care:

- TP 021 20867803 15060163

valoarea contabila a produselor si marfurilor
vindute
costul serviciilor prestate si lucrarilor executate 022
tertilor
costuri aferente contractelor de constructie 023
costuri aferente contractelor de leasing 024
costuri aferente contractelor de microfinantare 025
alte costuri aferente vinzarilor 026
Profit brut (pierdere brutd) (rd.010 - rd.020) 030 8153289 5210893
Alte venituri din activitatea operationala 040 135089 66300
Cheltuieli de distribuire 050 118118 146520
Cheltuieli administrative 060 4920088 4367490
Alte cheltuieli din activitatea operationala 070 1931079 570712
Rezultatul din activitatea operationala: profit
(pierdere) (rd.030 + rd.040 - rd.050 - rd.060 - 080 1319093 192471
rd.070)
Venituri financiare, total 090 786797 991278
din care:

091
venituri din interese de participare
inclusiv: veniturile obtinute de la partile afiliate 092
venituri din dobinzi 093
inclusiv: veniturile obtinute de la partile afiliate 094
venituri din alte investitii financiare pe termen lung 095
inclusiv: veniturile obtinute de la partile afiliate 096
venituri aferente ajustarilor de valoare privind 097
investitiile financiare pe termen lung si curente
venituri din iesirea investitiilor financiare 098
venituri aferente diferentelor de curs valutar si de 099 786797 991278

suma




Cheltuieli financiare, total 100 904528 804089

din care:

101
cheltuieli privind dobinzile
inclusiv: cheltuielile aferente partilor afiliate 102
cheltuieli aferente ajustarilor de valoare privind 103
investitiile financiare pe termen lung si curente
cheltuieli aferente iesirii investitiilor financiare 104
cheltuieli aferente diferentelor de curs valutar si de 105 904528 804089
suma
Rezultatul: profit (pierdere) financiar(a) _
(rd.090 - rd.100) 110 117731 187189
Venituri cu active imobilizate si exceptionale 120 5290 281416
Cheltuieli cu active imobilizate si exceptionale 130 200390
Rezultatul din operatiuni cu active imobilizate
si exceptionale: profit (pierdere) (rd.120 - 140 5290 81026
rd.130)
Rezultatul din alte activitati: profit (pierdere) 1 -112441 26821
(rd.110 + rd.140) >0 68215
Profit (pierdere) pina la impozitare (rd.080 + 160 1206652 460686
rd.150)
Cheltuieli privind impozitul pe venit 170 380423 142346
Profit net (pierdere netd) al perioadei de 180 826229 318340

gestiune (rd.160 - rd.170)

SITUATIA MODIFICARILOR CAPITALULUI PROPRIU
de la 01.01.2023 pind la 31.12.2023

Anexa 3
N Ansc‘;'d 'ta | Sold Ia sfirsitul
r. Indicatori Cod rd inceputu Majorari Diminuari perioadei de
d/o perioadei de gestiune
gestiune
1 2 3 4 5 6 7
Capital social si neinregistrat
1. Capital social 010 373026 373026
2. Capital nevarsat 020 g g g g
3. Capital neinregistrat 030
L |4, Capital retras 040 g g g g
5. Patrimoniul primit de la stat cu 050
drept de proprietate
Total capital social si
neinregistrat 060 373026 373026
(rd.010 + rd.020 + rd.030 + rd.040
+ rd.050)
II. | Prime de capital 070

III. | Rezerve
1. Capital de rezerva 080

2. Rezerve statutare 090



3. Alte rezerve

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

Profit (pierdere)

1. Corectii ale rezultatelor anilor
precedenti

2. Profit nerepartizat (pierdere
neacoperita) al anilor precedenti

IV.
3. Profit net (pierdere netd) al

perioadei de gestiune

4. Profit utilizat al perioadei de
gestiune

Total profit (pierdere)

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

V. | Rezerve din reevaluare

VI. | Alte elemente de capital propriu

Total capital propriu

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

+rd.170 + rd.180)

100

110

120 X
130 5402413
140 X

150 X (

160 5402413

170
180

190 5775439

826229

1144569

1144569

103

318340

SITUATIA FLUXURILOR DE NUMERAR

Indicatori

1

Fluxuri de numerar din activitatea
operationala

incasari din vinzari

Plati pentru stocuri si servicii procurate

de la 01.01.2023 pind la 31.12.2023

Cod rd

Perioada de gestiune

precedenta

2 3

010
020

Plati catre angajati si organe de asigurare sociala si 030

medicala

Dobinzi platite

Plata impozitului pe venit
Alte incasari

Alte plati

Fluxul net de numerar din activitatea

operationala

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

rd.060 - rd.070)

Fluxuri de numerar din activitatea de

investitii

incaséri din vinzarea activelor imobilizate

Plati aferente intrarilor de active imobilizate

Dobinzi incasate

Dividende incasate

inclusiv: dividende incasate din strainatate

040
050
060
070

080

090
100
110
120
121

29053578

20406745

2732087

1868681
5290

1588647

2462708

826229

826332

826332

curenta

4

-103

5402413

318340

5720650

6093676

Anexa 4

24793777

19703580

1905611

19210
169911

3499117

-503652



Alte incasari (plati)

Fluxul net de numerar din activitatea de
investitii

(rd.090 - rd.100 + rd.110 + rd.120 * rd.130)
Fluxuri de numerar din activitatea financiara

Incas&ri sub form3 de credite si imprumuturi

Pl&ti aferente rambursarii creditelor si
fmprumuturilor

Dividende platite

inclusiv: dividende platite nerezidentilor
incaséri din operatiuni de capital

Alte incasari (plati)

Fluxul net de numerar din activitatea
financiara

(rd.150 - rd.160 - rd.170 + rd.180 £ rd.190)

Fluxul net de numerar total
(£ rd.080 % rd.140 £ rd.200)

Diferente de curs valutar favorabile (nefavorabile)

Sold de numerar la inceputul perioadei de
gestiune

Sold de numerar la sfirsitul perioadei de
gestiune
(£ rd.210 %+ rd.220 + rd.230)

Documente atasate - Nota explicativa (fisierul pdf)

130

140

150

160

170
171
180

190

200

210

220

230

240

1457991

-1457991

1004717

73028

3083838

4161583

800000

1375308

-575308

-1078960

146394

4161583

3229017



Versiune de imprimare
Salvare

Recipisa 2

Respondent

Codul fiscal: 1018600004516, denumire: MEDIST GRUP S.R.L.

A prezentat raportul: RSF1_21

Pentru perioada fiscala: A/2023

Data prezentarii: 28.05.2024

Marca temporala a raportului inregistrat in Sistemul Informational al BNS
:29.05.2024 13:37:56

Biroul National de Statistica (BNS) a receptionat varianta electronica a raportului,
expediat de DVs. Urmeaza verificarea si validarea raportului de catre specialistul BNS
pe domeniu.


https://declaratie-electronica.fisc.md/ro/declaration/21994332/receipt-bns?print=1
https://declaratie-electronica.fisc.md/ro/declaration/21994332/receipt/save
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Y.¥ MEDIST
T‘AK Grup

Solutii pentru sandtate

150 14001

DECLARATIE
privind valabilitatea ofertei

Catre: CENTRUL PENTRU ACHIZITII PUBLICE CENTRALIZATE IN SANATATE

Stimati domni,

Ne angajam sa mentinem oferta valabila, privind Achizitionarea testelor si manusilor pentru
realizarea Programului National de prevenire si control HIV/SIDA si ITS pentru anul 2025
(repetat), pentru o durata de 60 (sasezeci) zile, respectiv pana la data de 15/04/2025 (ziua/luna/anul),
si ea va ramane obligatorie pentru noi si poate fi acceptata oricand Tnainte de expirarea perioadei de

valabilitate.

Data completarii 13.01.2025 Cu stima,
Ofertant/candidat
Gabriela-Cristina Anghel

(semnatura autorizatd)

MEDIST Grup S.R.L.

Str. Mitropolit Gavriil Banulescu-Bodoni nr. 25 IDNO: 1018600004516

Oficiul 33, MD-2012 Chisindu, Rep. Moldova TVA: 0508191

Tel./Fax: +373 22 84 94 95 BC Victoriabank SA, Filiala nr. 26 Chisindu
E-mail: office@medist.md IBAN (MDL):MD57V1022242600000269MDL

Web: www.medist.md SWIFT: VICBMD2X469



Y.¥ MEDIST
T’?{ Grup

Solutii pentru sandtate

DECLARATIE

Subsemnata Gabriela Anghel, reprezentant imputernicit al MEDIST GRUP S.R.L, cu

sediul in mun. Chisinau, str. M.G. Banulescu-Bodoni 25, Oficiul 33, declar pe propria
raspundere ca:
- mostrele vor fi prezentate Tn 2 bucati - in termen de 10 zile de la solicitarea autoritatii
contractante, intr-o cutie pe care se va indica denumirea operatorului economic si numarul
procedurii de achizitie publica. Se va prezenta lista mostrelor incluse in cutie si numarul de lot
al acestora cu scrisoare de insotire semnata. Pe fiecare produs in parte va fi indicat numarul
lotului si denumirea operatorului economic. Mostrele vor fi ambalate si etichetate conform
prevederilor HG 702/703/704 din 2018. Obligatoriu vor fi indicate pe ambalaj mostrele date de
identitate precum: denumirea, modelul articolului, producatorul, tara producerii, numarul lotului,
seria, termenii de valabilitate, conditile de sterilizare si pastrare ale produsului. Informatia
indicata pe ambalaj trebuie sa coincida in mod obligatoriu cu eticheta produsului.

- termenul de valabilitate restant (la momentul livrarii) va constitui nu mai putin de

60% din cel initial pentru dispozitive medicale cu o valabilitate de 2 ani si mai mult si de 80%
din cel initial pentru dispozitivele medicale cu o valabilitate pana la 2 ani.

- bunurile ce urmeaza a fi achizitionate sunt inregistrate in Registrul de Stat al
Dispozitivelor Medicale, mai jos dovada:

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

Nr Denumire E}' Den.comerc. ® N catalog "‘_i“ Ordin (v) Data

| il il | [t |2l |2l | [cepheid 4l 4l 4l
TEST PENTRU . GXHIV-QA-XC-CE- MEDIST GRUP -
DM000334474 DETERMINARE HIV XPERT® HIV-1 QUAL XC CEPHEID AB Rg04-000020 26-01-2022
TEST PENTRU 1 MEDIST GRUP
DMO00274940 DETERMINARE HIV XPERT® HIV-1 VIRAL LOAD  GXHIV-CE-10 Suedia CEPHEID AB SRL Rg04-000222 09-09-2020

R.L.
TEST DE
CALIBRARE
PENTRU SISTEM MEDIST GRUP
DM000204993 AUTOMAT DE Xpert® Check XPERTCHECK-CE-5 CEPHEID SRL AD7.PS-01.Rg04-91 | 05-04-2019
DIAGNOSTIC
MOLECULAR

Data: 13.01.2025 Medist GRUP S.R.L.
DIRECTOARE ADMINISTRATIVA
GABRIELA ANGHEI

MEDIST Grup S.R.L.

Str. Mitropolit Gavriil Banulescu-Bodoni nr. 25 IDNO: 1018600004516

Oficiul 33, MD-2012 Chisindu, Rep. Moldova TVA: 0508191

Tel./Fax: +373 22 84 94 95 BC Victoriabank SA, Filiala nr. 26 Chisindu
E-mail: office@medist.md IBAN (MDL):MD57V1022242600000269MDL

Web: www.medist.md SWIFT: VICBMD2X469



Cepheid AB

LRQA Notified Body No 0088

ISO Certificate No. 4000228 / .
~~ Cepheid.

Declaration of Conformity

Cepheid AB
Roéntgenvagen 5
SE-171 54 Solna, Sweden

declare under our sole responsibility that the product
Xpert® HIV-1 Qual

Ref. No GXHIV-QA-CE-10

to which this declaration relates is developed and manufactured in conformity with the
requirements of Full Quality Assurance in the Directive 98/79/EC Annex IV (LVFS 2001:7)
and that the product is in conformity with the Essential Requirements of the Directive
98/79/EC Annex | (LVFS 2001:7) and Annex Il.

In addition the above stated product have been developed and manufactured under a
Quality Management system in compliance to 1ISO 13485:2003.

~ e 7
/i ) ; - 4

[ C , O v N
&b&/\/\bﬁku C&V\/\D%\ax :

Anna-Karin Wahlstrém
Director Quality and Regulatory Compliance

a R .
FPY G i el
Date

Scope of the CE label:
Xpert® HIV-1 Qual performed in the GeneXpert® DX System or
GeneXpert® Infinity Systems |

Page 1/1




//ée,oheid@

IEC DECLARATION OF CONFORMITYI

Manufacturer:
Cepheid AB
Rontgenviagen 5
SE-171 54 Solna
Sweden
Product name: Xpert® HIV-1 Viral Load XC

Catalogue number(s): GXHIV-VL-XC-CE-10

We, the manufacturer, hereby declare, under our sole responsibility, that the product(s) stated
above conforms to Directive 98/79/EC of the European Parliament and of the Council of 27
October 1998 on in vitro diagnostic medical devices (IVDD), (LVFS 2001:7).

Product classification: Annex II, list A
Conformity Assessment route: Annex [V
Notified Body: BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9
1066 EP Amsterdam
The Netherlands
Notified Body number: 2797
EC Certificate — Full Quality Assurance: CE 708525
EC Design-Examination Certificate: CE 731750

Signed on behalf of Cepheid AB by:

;ZW Lo May 23,2022

Signature Date of Issué
Lena Kirsel
Senior Manager of Regulatory Affairs

Place of Issue: Solna, Sweden



//Cépheid@

[EC DECLARATION OF CONFORMITY/

Manufacturer:
Cepheid AB
Rontgenvigen 5
SE-171 54 Solna
Sweden

Product name: Xpert® HIV-1 Qual XC

Catalogue number(s): GXHIV-QA-XC-CE-10

We, the manufacturer, hereby declare, under our sole responsibility, that the product(s) stated
above conforms to Directive 98/79/EC of the European Parliament and of the Council of 27
October 1998 on in vitro diagnostic medical devices (IVDD), (LVES 2001:7).

Product classification: Annex II, list A
Conformity Assessment route: Annex [V
Notified Body: BSI Group The Netherlands B.V.
Say Building, John M. Keynesplein 9
1066 EP Amsterdam
The Netherlands
Notified Body number: 2797
EC Certificate — Full Quality Assurance: CE 708525
EC Design-Examination Certificate: CE 742686

Signed on behalf of Cepheid AB by:

OZM. KQ/{ Magy 23,2022

Signature Date of Iséue
Lena Kirsel
Senior Manager of Regulatory Affairs

Place of Issue: Solna, Sweden



bsi.

EC Design-Examination Certificate

Directive 98/79/EC on In Vitro Diagnostic Medical Devices, Annex IV Section 4

By Royal Charter

No. CE 731750

Issued To: Cepheid AB
Rontgenvagen 5
Solna
SE-171 54
Sweden

In respect of:

Xpert HIV-1 Viral Load XC

on the basis of our examination of the design dossier relating to the device under the requirements of Council
Directive 98/79/EC, Annex IV Section 4, the design of the device conforms to the requirements of 98/79/EC.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

o Tmisnig <

Graeme Tunbridge, Senior Vice President Medical Devices

First Issued: 2021-04-16 Date: 2022-05-20 Expiry Date: 2025-05-26
..making excellence a habit’

Page 1 of 3

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



bsi.

EC Design-Examination Certificate

Y

By Royal Charter

Supplementary Information to CE 731750

Issued To: Cepheid AB
Rontgenvdgen 5
Solna
SE-171 54
Sweden

Catalogue Device Name | Model, | Intended purpose per IFU Classification
Number Type
GXHIV-VL-XC-CE-10 | Xpert HIV-1 N/A In vitro reverse transcription Annex II List A
Viral Load XC polymerase chain reaction (RT-

PCR) test for the quantification of
human immunodeficiency virus
type 1 (HIV-1) RNA in human EDTA
plasma using the automated
GeneXpert® System.

First Issued: 2021-04-16 Date: 2022-05-20 Expiry Date: 2025-05-26
..making excellence a habit’

Page 2 of 3

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



bsi.

EC Design-Examination Certificate

,;mwm\
By Royal Charter

Supplementary Information to CE 731750

Issued To: Cepheid AB
Rontgenvdgen 5
Solna
SE-171 54
Sweden

Certificate History

Date SELEIEE Action
Number

16 April 2021 3251975 First Issue.

23 March 2022 3643374 Change of IVDD expiry date according to Regulation (EU)
2022/112.

Current 3483460 Amendment — update to device’s intended use statement to
include its use in near patient testing environments, change of
some of the assay component concentrations, update to assay
definition file and correction to error in IFU — Analytical
specificity (exclusivity) section.

First Issued: 2021-04-16 Date: 2022-05-20 Expiry Date: 2025-05-26

..making excellence a habit’

Page 3 of 3

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



bsi.

EC Design-Examination Certificate

Directive 98/79/EC on In Vitro Diagnostic Medical Devices, Annex IV Section 4

By Royal Charter

No. CE 742686

Issued To: Cepheid AB
Rontgenvagen 5
SE-171 54 Solna
Sweden

In respect of:

Xpert HIV-1 Qual XC

on the basis of our examination of the design dossier relating to the device under the requirements of Council
Directive 98/79/EC, Annex IV Section 4, the design of the device conforms to the requirements of 98/79/EC.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

o Tmisnig <

Graeme Tunbridge, Senior Vice President Medical Devices

First Issued: 2021-06-24 Date: 2022-04-27 Expiry Date: 2025-05-26
..making excellence a habit’

Page 1 of 3

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



bsi.

EC Design-Examination Certificate

Y

By Royal Charter

Supplementary Information to CE 742686

Issued To: Cepheid AB
Rontgenvdgen 5
SE-171 54 Solna

Sweden
Catalogue Device Model, Intended purpose per IFU Classification
Number Name Type
GXHIV-QA-XC-CE-10 | Xpert HIV-1 N/A Qualitative in vitro diagnostic test to Annex II, List A
Qual XC detect Human Immunodeficiency Virus

Type 1 (HIV-1) total nucleic acids on
the automated GeneXpert System
using human whole blood and dried
blood spots from individuals suspected
of HIV-1 infection.

First Issued: 2021-06-24 Date: 2022-04-27 Expiry Date: 2025-05-26
..making excellence a habit’

Page 2 of 3

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



bsi.

EC Design-Examination Certificate

»;m%\
By Royal Charter

Supplementary Information to CE 742686

Issued To: Cepheid AB
Rontgenvdgen 5
SE-171 54 Solna
Sweden

Certificate History

Date Reference Action
Number
24 June 2021 3368365 First Issue.
23 March 2022 3643373 Change of IVDD expiry date according to Regulation (EU)
2022/112.
Current 3674433 Amendment — extension to device shelf life claim from 12
months to 18 months.

First Issued: 2021-06-24 Date: 2022-04-27 Expiry Date: 2025-05-26
..making excellence a habit’

Page 3 of 3

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

By Royal Charter

This is to certify that: Cepheid
904 Caribbean Drive
Sunnyvale
California
94089
USA

Holds Certificate Number: MD 774674

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

Design, Development, Manufacture and Distribution of Nucleic Acid Test Kits and Reagents
used for Monitoring and Patient Management. Design, Development, Manufacture, Service,
Installation, Distribution and Refurbishment of Analyzers used for Monitoring and Patient
Management.

For and on behalf of BSI: q‘n-c\*-&— \\Lvds\*\ér

Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2022-08-02 Effective Date: 2022-08-02
Latest Revision Date: 2024-01-15 Expiry Date: 2024-12-18
Page: 1 of 4

N
IS

RAC 179 ..making excellence a habit’

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact:
BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands | Tel: +31 20 3460 780
BSI Group The Netherlands B.V. is registered in The Netherlands under number 33264284 | A Member of the BSI Group Holdings B.V.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+774674&ReIssueDate=15%2f01%2f2024&Template=uk

Certificate No: MD 774674

Location Registered Activities

Cepheid Design, Development, Manufacture and Distribution of

904 Caribbean Drive Nucleic Acid Test Kits and Reagents used for Monitoring and
Sunnyvale Patient Management. Design, Development, Manufacture,
California Service, Installation, Distribution and Refurbishment of
94089 Analyzers, used for Monitoring and Patient Management.
USA

Cepheid Service and Support, General Administration of in-vitro
1339 Moffett Park Drive diagnostics and Analyzers used for Monitoring and Patient
Sunnyvale Management.

California

94089

USA

Cepheid Design and Development of in-vitro diagnostics and Analyzers
1327 Chesapeake Terrace used for Monitoring and Patient Management.

Sunnyvale

California

94089

USA

Cepheid Design and Development of in-vitro diagnostics and Analyzers
1315 Chesapeake Terrace used for Monitoring and Patient Management.

Sunnyvale

California

94089

USA

Cepheid Manufacture of in-vitro diagnostics used for Monitoring and
918 Caribbean Drive Patient Management.

Sunnyvale

California

94089

USA

Cepheid Design and Development, Purchasing, General Administration
1324 Chesapeake Terrace of in-vitro diagnostics and Analyzers used for Monitoring and
Sunnyvale Patient Management.

California

94089

USA

Original Registration Date: 2022-08-02
Latest Revision Date: 2024-01-15

Effective Date: 2022-08-02
Expiry Date: 2024-12-18

Page: 2 of 4

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.

An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact:

BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands | Tel: +31 20 3460 780
BSI Group The Netherlands B.V. is registered in The Netherlands under number 33264284 | A Member of the BSI Group Holdings B.V.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+774674&ReIssueDate=15%2f01%2f2024&Template=uk

Certificate No: MD 774674

Location

Registered Activities

Cepheid

6601 Overlake PI.
Newark
California

94560

USA

Design and Development of in-vitro diagnostics and Analyzers
used for Monitoring and Patient Management.

Cepheid

44509 Pacific Commons Blvd.

Fremont
California
94538
USA

Distribution of in-vitro diagnostics and Analyzers used for
Monitoring and Patient Management.

Cepheid AB
Rontgenvagen 5
SE-171 54 Solna
Sweden

Design, Development, Manufacture and Distribution of
Nucleic Acid Test Kits and Reagents used for Monitoring and
Patient Management.

Cepheid
Matarvagen 45

196 37 Kungsangen
Sweden

Distribution of in-vitro Diagnostics used for Monitoring and
Patient Management.

Cepheid

225 North Guild Avenue
Lodi

California

95240

USA

Manufacture of Plastic Components used for Monitoring and
Patient Management

Cepheid

121 N Guild Ave.
Lodi

California

95240

USA

Manufacture of in-vitro diagnostics used for Monitoring and
Patient Management.

Cepheid

850 East Thurman Road
Lodi

California

95240

USA

Original Registration Date: 2022-08-02
Latest Revision Date: 2024-01-15

Manufacture of Plastic Components used for Monitoring and
Patient Management

Effective Date: 2022-08-02
Expiry Date: 2024-12-18

Page: 3 of 4

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.

An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact:

BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands | Tel: +31 20 3460 780
BSI Group The Netherlands B.V. is registered in The Netherlands under number 33264284 | A Member of the BSI Group Holdings B.V.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+774674&ReIssueDate=15%2f01%2f2024&Template=uk

Certificate No: MD 774674

Location Registered Activities

Cepheid Service, Support and General Administration of in-vitro
2550 Great America Way diagnostics and Analyzers used

Santa Clara Gateway for Monitoring and Patient Management.

Santa Clara

California

95054

USA

Original Registration Date: 2022-08-02 Effective Date: 2022-08-02

Latest Revision Date: 2024-01-15 Expiry Date: 2024-12-18

Page: 4 of 4
This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact:
BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands | Tel: +31 20 3460 780
BSI Group The Netherlands B.V. is registered in The Netherlands under number 33264284 | A Member of the BSI Group Holdings B.V.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+774674&ReIssueDate=15%2f01%2f2024&Template=uk

Xpert® HIV-1 Qual

Faster Intervention for Better Patient Care

//Ce,oheid@

A better way.




==

The Need

The World Health Organization estimated that 38 million
people worldwide were living with HIV at the end of 2019."

Infected individuals generally develop an acute infection
characterized by flu-like symptoms in a period of days

to weeks after initial exposure.? Acute HIV infections
typically last less than 14 days® and are associated

with high levels of viremia prior to a detectable immune
response.*® Therefore, HIV-1 nucleic acid testing can be
more sensitive than standard serologic testing in detection
of acute infection.

The need for a highly sensitive HIV qualitative test to
detect HIV infection early in high risk and vulnerable
populations is greater than ever. To improve patient

care for all patients and reduce viral transmission in

communities, a rapid answer on a whole blood (WB)
or dried blood spot (DBS) sample is necessary.

* Operational throughput per 8-hr shift based on HIV-1 Qual testing, internal analysis.

Xpert® HIV-1 Qual is so sensitive it can
detect HIV infection before seroconversion.
This technology enables us, for the first

time, to diagnosis primary HIV infection in
persons with high risk at the point-of-care,
which will likely lead to lasting benefits in
management of HIV infection and in reducing
HIV transmission. The GeneXpert® System is
fast, easy to use, and is well adapted to our
growing needs.”

Michael Meulbroek
Chair of BCN Checkpoint, Barcelona, Spain
(community-based detection centre for HIV and other STIs)

\ 7

The Solution

Xpert HIV-1 Qual is a qualitative test that provides
on-demand molecular testing for early diagnosis.

Based on the GeneXpert technology, Xpert HIV-1 Qual
provides a total nucleic acid based test for RNA and proviral
DNA in one fully integrated cartridge.

Redefining Simple

Easy

e 100 pl of WB or 1 DBS (60-70 pL)

e Simple near-patient workflow

¢ No requirements for PCR room settings

e No daily maintenance or liquid waste management

Fast
e 93 minutes run time
e No batch, no delay

e Minimal hands-on time

Flexible
e Providing up to 394 results per 8 hours*
e Random access 24/7 availability

e Run multiple different tests on the same platform
at any time

e Fixed cost per reportable result independent of
daily volume



©

The Impact

e Detect Acute Infections: Early identification of HIV infections up to 7-10 days before seroconversion
e Improve Patient Care: Same day detection and confirmation enables fast linkage to care and treatment

e Reduce Patient Anxiety: Fast lab quality results that can be delivered on- site in a single visit

Performance

The limit of detection (LOD) of the HIV-1 Qual test was determined for both WB and DBS
procedures by testing two different HIV-1 subtype B reference standards including the Viral Quality
Assurance Laboratory (VQA) reference material of the AIDS Clinical Trials Group and the WHO 3rd
International Standard NIBSC code 10/152 diluted in HIV-1 negative EDTA WB.

The HIV-1 Qual test LOD is 278 cp/mL for WB samples and the LOD for the DBS samples is 668
cp/mL (using WHO 3rd International Standards).

e | OD WB samples with VQA reference material: 203 cp/mL (95%CI 181-225)

e | OD DBS samples with VQA reference material: 531 cp/mL (95%ClI 474-587)

Clinical Performance

Performance characteristics of Xpert HIV-1 Qual were evaluated at two institutions in Africa.
Subjects included individuals whose routine care called for collection of WB or DBS specimens for
HIV-1 testing. The CE-marked comparator assay was validated for DBS and not for WB therefore
Xpert HIV-1 Qual WB results were compared to the DBS comparator method.

Xpert HIV-1 Qual Performance (WB) vs. Comparator (DBS)
Comparator — DBS

Positive Negative Total

Positive 54 18 55 PPA 98.2% (95% CI: 90.3-100)

Xpert HIV-1 Qual (WB) Negative 10 50 51 NPA 98.0% (95% CI: 89.6-100)
Total 55 51 106

a Upon retesting, specimen was Xpert POS / comparator POS.
b Upon retesting, specimen was Xpert NEG / comparator POS.

Xpert HIV-1 Qual Performance (DBS) vs. Comparator (DBS)
Comparator — DBS

Positive Negative Total
Positive 194 3° 197 PPA 95.6% (95% CI: 91.8-98)
Xpert HIV-1 Qual (DBS)  Negative or 193 202 NPA 98.5% (95% Cl: 95.6-99.7)
Total 203 196 399

a Upon retesting, 1 of 3 specimens was Xpert NEG / comparator NEG, and 2 of 3 specimens were Xpert POS / comparator POS.
b Upon retesting, 5 of 9 specimens were Xpert POS / comparator POS, 3 of 9 specimens were Xpert NEG / comparator POS, and 1 of 9 was Xpert NEG / comparator NEG.



Workflow:

2 Easy Steps System Throughput’
8-hr shift

394

1

Transfer 750 pL of sample reagent
and 100 pL of whole blood into
the cartridge

GX-Il GX-IV GX-XVI Infinity-48  Infinity-80

. * Operational throughput per 8-hr shift based on HIV-1 Qual testing, internal analysis.

#’
GeneXpert® Infinity-80

= — T

GeneXpert® Il GeneXpert® IV GeneXpert® XVI
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Xpert® HIV-1 Viral Load XC

Next Generation Molecular Testing for Monitoring
Viral Load and HIV-1 Infection
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! Multi-disease devices can increase system

efficiencies and improve access to testing for
patients in need. Such devices can also help
overcome specific challenges in diagnosis and
treatment, such as HIV early infant diagnosis
and viral load monitoring for both HIV and
hepatitis.”

Xpert®HIV-1 Viral Load XC

Dr. Gottfried Hirnschall
Director of WHO’s Department of HIV and
Global Hepatitis Programme

The Need

The World Health Organization estimated that 38 million people worldwide were living with HIV at the end of 2019.!
Less than 30% of HIV patients have access to viral load testing representing severe market shortcomings and a large
opportunity for intervention.? Today, measurement of blood plasma HIV-1 RNA concentration (known as HIV viral load)
using nucleic acid-based molecular diagnostic assays has been established as the standard of care in assessing HIV-
positive patient prognosis and response to antiretroviral therapy.®

The HIV Cascade to Ending AIDS by 2030

It all starts with multisectoral partnerships, providing access to diagnosis
and care and bringing HIV treatment to all who need it.

There are 37.9 million \@

people living with HIV In 2019, 79% of people
globally’ living with HIV knew their ~ Among people who knew
status' their status, 78% were Among people accessing
accessing treatment' treatment, 86 % were

l virally suppressed’

The Solution

Xpert HIV-1 Viral Load XC is a quantitative test that provides on-demand molecular testing.

Based on the GeneXpert® technology, Xpert HIV-1 Viral Load XC automates the test process including RNA
extraction, purification, reverse transcription and real-time quantification in one fully integrated cartridge.

Dual Target Detection for Extended Coverage and Superior Performance

Easy Flexible
¢ No requirements for separate PCR room settings e Compatible with any lab volume
* No daily maintenance or liquid waste management * Providing up to 403 viral load results per 8 hours”

Fast e Random access 24/7 availability

e Approximately 90 minutes run time with a viral load e Run multiple different tests on the same platform at

trend report* any time

e No batch, no delay

* Trend report available for patients’ viral load measured multiple times on the same GeneXpert.
A Operational throughput on Infinity-80; internal analysis.



HIV-1 VL XC Test (log,, cp/mL)
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The Impact

e Improve Patient Care: Enable better treatment options by reduced loss to follow up and shorter
turn-around times between sample collection and reporting results to patients

¢ Increase Efficiency: Fast results enable earlier interventions with counseling and therapy

e Strengthen Communities: Quick decisions can help reduce drug resistance and lower
transmission

Designed for High-Throughput Labs and Decentralized Testing in a Laboratory
Setting

e Simple & Organised: True 24/7 random access accommodates other urgent test requests (e.g.
TB, HCV, HBV, HPV)

e Flexible: Modular system can adapt to any throughput requirement from health clinics to national
reference laboratories

©00000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000

Performance

The performance of the Xpert HIV-1 VL XC test was compared to a nucleic acid amplification test
(NAAT) comparator in a multi-site study using fresh and frozen human plasma specimens collected
from known HIV-1 infected individuals. Of the 362 specimens, each from unique individuals, 206
(56.9%) were collected from male subjects. Most individuals (94.5%; 342/362) were in the age range of
22 to 59 years. Classification of specimens by HIV-1 Group M subtypes in this study population were
shown to be 25.1% subtype B, 16.1% non-B subtype and 58.8% subtype unknown. There were 21
indeterminate results of which 14 were resolved after retesting. The final indeterminate rate was 1.93%
(7/362). Of the 362 specimens, 328 were within the quantitation range of Xpert HIV-1 VL XC and the
comparator test. The Deming regression shows high correlation between the Xpert HIV-1 VL XC test
and the comparator method with a slope of 0.9625 and intercept of 0.0198. The R2 was 0.9561.

Correlation between Xpert HIV-1 Viral Load XC Relative to a Comparator Method*
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Workflow:
2 Easy Steps

System Throughput’ 403
8-hr shift

Transfer at least 1 mL of plasma
into cartridge

"

-
2

GX-l GX-IV GX-XVI Infinity-48  Infinity-80

* Operational throughput per 8-hr shift based on HIV-1 Viral Load testing, internal analysis.
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[MogrotoBka kapTpuaxa Xpert® HIV-1 VL

. Xpert® HIV-1 Viral Load

1 Bo3bmuTe oauH kapTpumk Xpert
QNS OfIHOM NPOGbI.

© 2015 Cepheid

MoppobHbIe MHCTPYKLMK, Cnyx6a TEXHUIECKOV NOAAEPXKKN
MepbI NPeSOCTOPOKHOCTU U komnaHum Cepheid
nNpepynpexaenns NpusoaaTCcsA BO  [MpepcrapuTensctso B CLUA
BKNnaAbILe-MHCTPYKLUN. (888) 838-3222, 106. 2
175 MonyseHvs nacriopTa TechSupport@cepheid.com
BesonacHocTv noceuTe Be6- MpencrasutenscTeo 8 Espone
cawt www.cepheid.com unu +33 563 825 319
www.cepheidinternational.com. support@cepheideurope.com
2 OTKpoliTe KpbILLKY KapTpumxa. 3 MMyTem acnupalum Habepute

nnasmy B NUNETKY 40 YPOBHsA

HECKOMbKO Bbllle OTMeTKN 1 M1,

I'Iepe,q BbINOJTHEHeM aHHOro TecTa:

1.

OrJenuTe MmIasMy OT 3pUTPOLUTOB ITyTEM
HEHTpU(YTUpOBaHUS TIPOOLI, CIIEYss MHCTPYKITHAM
M3TOTOBHTEII.

JloxuTeck corpesanus oOpasiia 10 KOMHATHOM
Temneparypsi (20 °C-35 °C).

IMepemenraiite m1a3My Ha BUXPEBOH MeIIajke B TCUCHHE

15 cexyHJ; MyTHBIIT 00pasely ciieyeT OTHeHTpUdyrupoBaTh
B TEYCHUE HENPOIOIKUTEILHOTO BPEMEHH.

4 BHecuTe Bce cofiepxkuMoe nuneTk 5 3aKpoiiTe KPbILLKY KapTPUMXKA.

B Kamepy Ans npoBbi.

/Ce,ohe/og

A better way.

6 HayHuTe aHanus B cpoky,
yKkasaHHble BO BKMafblLle-
NHCTPYKLAM.

301-4647R, pen. A ®espanb 2015 .



1 OAroToOBKa KapTpuaxa Xpe rt® HIV-1 roszomoexa o6pa3ya yerbHoll Kposu

. Xpert® HIV-1 Qual Moapo6Hble MHCTPYKUMK, Cny6a TEXHUIECKOV NOLAEPXKKN

Mepbl NPeAOCTOPOXHOCTU U komnarum Cepheid /C e p h e i d@

npeaynpexaeHus npusoaaTcs  Odwme s CLUA
BO BKIafblLle-MHCTPYKLNN. (888) 838-3222, BapuaHT 2 Abetter way.

[insi nonyqeHust nacropra GesonacHocT techsupport@cepheid.com

noceTVITe BeB-caifT www.cepheid.com | 1PEACTaBHTenNbCTBO B Eapone
nm www.cepheidinternational.com. +33 563 825 319
support@cepheideurope.com
1 [ns kaxxporo obpasua 2 OTKpOWTE KPBILLKY 3 Mpy nomoLwy BXoAsILEV B 4 MepemeLuaiite npoby 5 Cpasy xe nepeHecuTe 6 3aKpoifTe KpbILLKy 7 HauruTe aHanma B cpoki,
BO3bMUTE OJVWH KapTPUIK KapTpumka. HaBOp NUNeTKn Ans nepeHoca ueanoﬁ KpOBW, NepeBepHyB 100 mkn nepememaHHoﬁ KapTpumka. YKa3aHHble BO BKIadblLle-
Xpert 1 0guH dnakoH obbemom 1 mn nepeHecute |-|p06y1p|(y He MeHee 7 pas. LienbHON KPOBM B kamepy MHCTPYKLWN.
C peaKT1BOM. 750 MKn peakTusa Ans npob Ans Npobbl KapTpumka,
B kamepy Anst npobbl 1CMONb3ys BXOASILLYHO B
KapTpumKa. Habop MuUKponuneTky.

D
y

© 2015 Cepheid 301-5060R Rev. A Mai1 2015 .



[ OAroToBKa KapTpunaxa Xpert® HIV-1 roszomosxa o6pasya cyxoli kannu kposu (CKK)

. Xpert® HIV-1 Qual

1 [lnst kaxgaoro obpastia BO3bMUTE
OfH KapTPHmK Xpert n ovH

(priakoH ¢ peakT1BoM.

2

MoapoGHbIe MHCTPYKLUW,

Mepbl NPeAOCTOPOXKHOCTU U
npeaynpexaeHnsi NPUBOAATCA
BO BKNaAbILLe-UHCTPYKLUN.

[ins nonyyenms nacnopra
6e3onacHocT noceTute BEG-
cait www.cepheid.com nm
www.cepheidinternational.com.

BhipexbTe cTepunbHbIMM
HOXHIL{GMN OZIVH LEMbIA KpYXOK
CKK, HaxogsiLLmicst Ha kapTouke
13 (urnbTpOBanbHOM Gymari
(ecnm kpyxxKy nepcoprpoBaHb|,
otaenvTe obpasel CKK
NUHLETOM).

© 2015 Cepheid

Cryxba TeXHUYECKON MOAREPXKKN

komnanum Cepheid

Odpmc B CLUA

(888) 838-3222, BapuaHT 2
techsupport@cepheid.com
MpencrasutenscTeo B EBpone
+33 563 825 319
support@cepheideurope.com

3 lMomectuTe oauH kpyok CKK

BO cpriakoH. IMpu HeobxogumMocTy,
aKKypaTHO MPOTOKHITE KPYMOK

I'Iepep. BbiNosfIHeHUWeM AaHHOro aHanusa

*  VYbenurecs, uto obpazen; CKK mmeer auamerp 12 mm
M TIOJIHOCTBIO 3aIOJHSET OTMEUCHHYIO 00J1aCTb.

*  Bwmounte Tepmomukcep ThermoMixer C st

nporpesa 10 56 °C.

Mpumeyanue: tepmomuxcep ThermoMixer C HeoOXommM,
HO He npefjocTasisercs kommanuei Cepheid.
Ero MoxkHO nproOpecTy B KOMIIaHUH
Eppendorf nmm y ee auctpubb0TOpoOB.

4 VHky6upyiite conakoH ¢ CKK
B Tepmomukcepe ThermoMixer C

B Te4eHe 15 MuHyT npu

/C,‘e,oheid@

A better way.

5 HaGepuTe BCto XMOKOCTb 13

¢hriakoHa BO BXOZsiLLyI0 B Habop
NUNETKY (BbILLE YPOBHS TPETbEN

CKK BHY3, 4T0BbI OH NOMHOCTBIO Temnepatype 56 °C v ckopocTi OTMETKY) W epeHecuTe B kamepy
ObIn MOrPY)KEH B XWKOCTb. BpaLLeHnst 500 06/MuH. 4ns npoBbl kapTpuaxa.
56 °C

s

icimeiezicsg

OCTOpPOXHO

6 3akpoiite kapTpumk. HauHuTe
aHarnua B Cpoky, yka3aHHbIe BO
BKIabILLE-MHCTPYKLN.

/36eraitte kacaHus
CKK nunetkoit, 4tobbl
obecneynTb nepeHoc
Tpebyemoro obbema. He
NEPEHOCUTE B KapTPUIK
obpasely CKK.

He nepenugaiite obpasey
HEMocpeACTBEHHO B
kamepy!

301-5060R Rev. A Mait 2015 1.
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