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PLATITOR: (R)MEDIST GRUP SRL CODUL IBAN:MD57VI022242600000269MDL:
CODUL FISCAL:1018600004516
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PRESTATORUL PLATITOR

B.C VictoriaBank S.A. s.26 Chisinau
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BENEFICIAR: (R) CENTRUL PENTRU ACHIZITII P CODUL IBAN:MD23TRPCCC518430B01859AA:

UBLICE CENTRALIZATE IN SANATATE CODUL FISCAL:1016601000212
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PRESTATORUL BENEFICIAR

Min.Finantelor-Trezoreria de Stat
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Anexa nr.7.2 la Instructiunea
aprobata prin ordinul IFPS
nr. 400 din 14 martie 2014

CC 04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fata de bugetul public national

Nr. A2115584 din 15.09.2021
No OT

1. Destinatia / HaznaueHue

pentru participarea la proceduri de achizitii publice

2. Date despre contribuabil / Undopmanusa o HanmoromiaTensuuKe

Denumirea Codul fiscal / Numarul de identificare
HanmenoBaHue | DuckanbHblil koa / UaeHTupukauroHHbIl HOMEP
MEDIST GRUP S.R.L. 1018600004516

Adresa sediului de baza (strada, numéirul) Codul - Denumirea localitatii

AJlpec 0OCHOBHOI'0 MECTOpacnoyioxeHus (yiuia, HoOMep) Koza - HaumeHoRaHue HACEJIEHHOr O IMMYHKTA

Mitropolit Gavriil Banulescu-Bodoni nr.25 o0f.33 0120-SEC.BUIUCANI

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

[TogTBepkaeHUE OTCYTCTBUS WM HATUYMA HEAOMMKHM COIJIACHO AaHHBIX MH(pOpMaLMOHHON aBTOMATHU3HPOBAHHOIM
CUCTEMBI

La data emiteri1 prezentului certificat restanta fatd de bugetul public national constituie/ Ha gaty

BBIJIa4YM JJAHHOM CIIpaBKU HEJAOMMKa Iepe]] HallHOHAIBEHBIM MYOJINYHBIM OIOKETOM COCTaBIISIET:
0,00 lei/neii.

4. Valabil pina la / eiicteurenen oo 30.09.2021

5. Autentlﬁcarea Serviciului Fiscal de Stat / [ToaTBepkaenue I ocymapcTBEHHOM HAJIOTOBOM CITY>KOBI

% \n Chisindu Mé Anastasia MOVILA
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Este extras din Sistemul Informational al SFS SIA ,contul curent al contribuabilului”// 15.09.2021 ora 11:12:06
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)

NOTA (0,00)
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LP. “AGENTIA SERVICII PUBLICE”

Departamentul inregistrare si licentiere a unitatilor de drept

EXTRAS

din Registrul de stat al persoanelor juridice

nr. 11186 din 07.06.2021

Denumirea completd: Societatea cu Raspundere Limitata «<MEDIST GRUP».
Denumirea prescurtati: «MEDIST GRUP» S.R.L.

Forma juridica de organizare: Societate cu Rispundere Limitata.

Numarul de identificare de stat si codul fiscal: 1018600004516.

Data inregistrarii de stat: 02.02.2018.

Sediul: MD-2012, str. Mitropolit Gavriil Banulescu-Bodoni, 25, of. 33, mun.Chisiniu,
Republica Moldova.

Modul de constituire: nou creata.

Obiectul principal de activitate:

1 Comert cu ridicata al produselor farmaceutice;

2 Comert cu ridicata nespecializat;

3 Repararea echipamentelor electronice si optice;

4 Activititi de testare si analize tehnice;

5 Comert cu amiinuntul al articolelor medicale si ortopedice, in magazine specializate.
Capitalul social: 373026 lei.

Administrator: ANGHEL GABRIELA-CRISTINA.

Asociati:

1. <MEDIST IMAGING & P.O.C.» S.R.L., ROMANIA 33,00 %

2. <MEDIST LIFE SCIENCE» S.R.L., ROMANIA 33,00 %

3. «MEDIST» S.R.L., ROMANIA 34,00 %.

Prezentul extras este eliberat in temeiul art. 34 / im 220-XVI din 19 octombrie 2007 privind

inregistrarea de stat a persoanelor juridice §i 3 g\r&a\z{éﬂonféxsp individuali si confirma datele din

AN

Registrul de stat la data de: 07.06.2021. WMl %
1 iﬁﬁ’l Vg

</ ey £ o,

Specialist coordonator : X im Gutu Victoria
tel. 022-207-838 b '

OLogN0
NAY

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



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



Data prezentarii 12.05.2021 07:39:46

SITUATIILE FINANCIARE

pentru perioada 01.01.2020 -31.12.2020

Entitatea: MEDIST GRUP S.R.L.
Cod CUIIO: 41247072

Cod IDNO: 1018600004516
Sediul:

MD: 2008

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: 15, Proprietatea privatd

Forma organizatorico-juridica: 530, Societati cu raspundere limitata

Date de contact:

Telefon: 068681147
WEB:
E-mail: patalia.mutu@medist.md

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

Numarul mediu al salariatilor in perioada de gestiune: 6 persoane.

Persoanele responsabile de semnarea situatiilor financiare* Anghel Gabriela-Cristina

BILANTUL
la31.12.2020
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

Sold la

inceputul perioadei de
gestiune

4

11000

11000

11000

236444

230287

Anexe la SNC

“Prezentarea situatiilor financiare”
Aprobat de Ministerul Finantelor

al Republicii Moldova

Unitatea de masura: leu

Anexa 1

Sfirsitul perioadei de

gestiune
5
1927
1927
1927
1112754
1103416



3.5. inventar si mobilier 085
3.6. alte mijloace fixe 086 6157 9338
4. Resurse minerale 090
5. Active biologice imobilizate 100
6. Investitii imobiliare 110
7. Avansuri acordate pentru imobilizari corporale 120 35992
(10,060 1 101070 + 1. 80 # 4,090 + £ 100 4 110 + rd.120) 130 236444 1148746
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 47176 42145
2. Active biologice circulante 250
3. Productia in curs de executie 260
4. Produse si marfuri 270 197174 1838458
5. Avansuri acordate pentru stocuri 280
-(I;‘gt.:za:tg?i:gso + rd.260 + rd.270 + rd.280) 290 244350 1880603
Il. Creante curente si alte active circulante
1. Creante comerciale curente 300 270202 943191
2. Creante ale partilor afiliate curente 310
inclusiv: creante aferente intereselor de participare 311
3. Creante ale bugetului 320 74896 266004
4. Creantele ale personalului 330 2950
5. Alte creante curente 340 224026 701053
6. Cheltuieli anticipate curente 350 32706 44875
7. Alte active circulante 360 12381 13806
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 844993 415167
TOTAL ACTIVE CIRCULANTE
(rd.290 + rd.370 + rd.400 + rd.410) 420 1706504 4264699
TOTAL ACTIVE 430 1053048 5415372
PASIV
CAPITAL PROPRIU
1. Capital social si neinregistrat
1. Capital social 440 373026 373026
2. Capital nevarsat 450 g
3. Capital neinregistrat 460
4. Capital retras 470 ;
5. Patrimoniul primit de la stat cu drept de proprietate 480
(440 + T0.450 ¢ 10,460 + 470 1 r.480) 490 373026 373026
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 -5255
2. Profit nerepartizat (pierdere neacoperita) al anilor precedenti 560 -2435232 -2435232
3. Profit net (pierdere neta) al perioadei de gestiune 570 -698978
4. Profit utilizat al perioadei de gestiune 580 g
(ra.550 10,560 + 8.570 + r.580) 590 2435232 3139465
V. Rezerve din reevaluare 600
VI. Alte elemente de capital propriu 610
(TSISE iﬁzgc‘)\ol-: lr‘d(.);‘i)l ljr rd.590 + rd.600 + rd.610) 620 -2062206 -2766439
DATORII PE TERMEN LUNG
1. Credite bancare pe termen lung 630
2. Imprumuturi pe termen lung 640 3353966
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 3353966
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
DATORII CURENTE
1. Credite bancare pe termen scurt 710
2. Imprumuturi pe termen scurt, total 720 3204448 1468158




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 3204448 1468158
3. Datorii comerciale curente 730 2878 1301947
E 4. Datorii fata de partile afiliate curente 740 742937 1711371
inclusiv: datorii aferente intereselor de participare 741
5. Avansuri primite curente 750 341964
6. Datorii fata de personal 760 49575 55
7. Datorii privind asigurarile sociale si medicale 770 15588
8. Datorii fata de buget 780 705 4350
9. Datorii fatd de proprietari 790
10. Venituri anticipate curente 800
11. Alte datorii curente 810 23
TOTAL DATORII CURENTE
(rd.710 + rd.720 + rd.730 + rd.740 + rd.750 + rd.760 + rd.770 + 820 4016154 4827845
rd.780 + rd.790 + rd.800 + rd.810)
PROVIZIOANE
1. Provizioane pentru beneficiile angajatilor 830
2. Provizioane pentru garantii acordate cumparatorilor/clientilor 840
3. Provizioane pentru impozite 850
F 4. Alte provizioane 860
TOTAL PROVIZIOANE 870
(rd.830 + rd.840 + rd.850 + rd.860)
(10,620 7 1700 + 620 + rd.870) 80 1953948 5415372
SITUATIA DE PROFIT S| PIERDERE
de 12 01.01.2020 pind la31.12.2020
Anexa 2
Perioada de gestiune
Indicatori Cod rd.
precedenta curenta
1 2 3 4
Venituri din vinzaéri, total 010 4176069 12381902
din care:
011 3746303 11478666
venituri din vinzarea produselor si marfurilor
venituri din prestarea serviciilor si executarea lucrarilor 012 11794 249374
venituri din contracte de constructie 013
venituri din contracte de leasing 014
venituri din contracte de microfinantare 015
alte venituri din vinzari 016 417972 653862
Costul vinzarilor, total 020 3149730 9837770
din care:
021 3149730 9837770
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
Profit brut (pierdere bruta) (rd.010 - rd.020) 030 1026339 2544132
Alte venituri din activitatea operationala 040 1839
Cheltuieli de distribuire 050 28202 38549
Cheltuieli administrative 060 2269989 2605584
Alte cheltuieli din activitatea operationala 070 61021 176866




Venituri financiare, total 090 453271 323541
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 investitiile 097
financiare pe termen lung si curente
venituri din iesirea investitiilor financiare 098
venituri aferente diferentelor de curs valutar si de suma 099 445964 323541
Cheltuieli financiare, total 100 261680 828557
din care:
101 84503
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 261680 744054
Rezultatul: profit (pierdere) financiar(a) (rd.090 - rd.100) 110 191591 -505016
Venituri cu active imobilizate si exceptionale 120 384338
Cheltuieli cu active imobilizate si exceptionale 130 303272
Rezultatul din operatiuni cu active imobilizate si 140 81066
exceptionale: profit (pierdere) (rd.120 - rd.130)
Rezultatul din alte activitati: profit (pierdere) (rd.110 + 150 191591 423950
rd.140)
Profit (pierdere) pina la impozitare (rd.080 + rd.150) 160 -1141282 -698978
Cheltuieli privind impozitul pe venit 170
Profit net (pierdere neta) al perioadei de gestiune (rd.160 - 180 1141282 698978
rd.170)
SITUATIA MODIFICARILOR CAPITALULUI PROPRIU
de 1a 01.01.2020 pina la 31.12.2020
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 373026 373026
2. Capital nevarsat 020 g ;
3. Capital neinregistrat 030
l.
4. Capital retras 040 g ;
5. Patrimoniul primit de la stat cu drept de
) 050
proprietate
Total capital social si neinregistrat
(rd.010 + rd.020 + rd.030 + rd.040 + rd.050) 060 373026 373026
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 5255 -5255




;hﬁ;?fgrgsézgi;izat (pierdere neacoperita) al 130 2435232 2435232
W géztri?lf:]tenet (pierdere netd) al perioadei de 140 X 698978 698978

4. Profit utilizat al perioadei de gestiune 150 X ; ; ;

(ra.120 14,130 + 1240 + rc.150) 160 2435232 704233 3130465
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 -2062206 704233 -2766439

rd.180)

SITUATIA FLUXURILOR DE NUMERAR
de la 01.01.2020 pind la 31.12.2020
Anexa 4
Perioada de gestiune
Indicatori Cod rd
precedenta curenta
1 2 3 4

Fluxuri de numerar din activitatea operationala

Incaséri din vinzari 010 4393674 13996800

Plati pentru stocuri si servicii procurate 020 3945472 13833052

rTI]éetaiiiill:ge angajati si organe de asigurare sociala si 030 1155010 1582458

Dobinzi platite 040

Plata impozitului pe venit 050

Alte incasari 060 1839

Alte plati 070 605401 270627

Fluxuri de numerar din activitatea de investitii

Incasari din vinzarea activelor imobilizate 090

Plati aferente intrarilor de active imobilizate 100

Dobinzi incasate 110

Dividende incasate 120

inclusiv: dividende incasate din strainadtate 121

Alte incasari (plati) 130

Fluxul net de numerar din activitatea de investitii

(rd.090 - rd.100 + rd.110 + rd.120 # rd.130) ' 140

Fluxuri de numerar din activitatea financiara

incasari sub forma de credite si imprumuturi 150 1597906 1283603

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

vt

Diferente de curs valutar favorabile (nefavorabile) 220 -19792 -25931

Sold de numerar la inceputul perioadei de gestiune 230 579088 844993

?;I:jgion;r:l:;;z |: :;?gg;;l perioadei de gestiune 240 844993 415167

Documente atasate - Nota explicativa (fisierul pdf)






¢ CERTIFICARI

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, Oficul 33, declar pe propria
raspundere ca..

- 0 sa Iinregistreze in Registrul de Stat al Dispozitivelor Medicale a Agentiei
Medicamentului si Dispozitivelor Medicale bunurile contractate pina la momentul livrarii
acestora.

- mostre vor fi prezentate in termen de 5 zile de la solicitare .

- termenul de valabilitate restant (la momentul livrarii) va constitui nu mai putin de
80% din termenul total al produsului

Data: 17.09.2021

MEDIST GRUP S.R.L.
DIRECTOR
GABRIELA 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
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EC Certificate - Full Quality Assurance

Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex 1V, excluding Sections 4 and 6

By Royal Charter

No. CE 708525

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

In respect of:

Design and manufacture of nucleic acid amplification tests for the quantitative detection of

HIV-1, Hepatitis B (HBV), Hepatitis C (HCV) and qualitative detection of HIV-1 and Chlamydia
Trachomatis infections

on the basis of our examination under the requirements of Council Directive 98/79/EC, Annex 1V, the quality system
was found to meet the requirements of 98/79/EC Annex IV.

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

(v C-Roelc

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2019-03-28 Date: 2020-02-11 Expiry Date: 2024-05-26

..making excellence a habit”
Page 1 of 2

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive. For the placing on the market of List A
devices covered by this certificate, an EC Design-Examination Certificate according to 98/79/EC Annex IV Section 4 is required and a letter releasing each
batch according to Annex IV Section 6.

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.
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EC Certificate - Full Quality Assurance

By Royal Charter

Supplementary Information to CE 708525

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

Sweden
Number | Device Name | Intended purpose per IFU
Annex II List B
IvD 0305 Xpert CT Qualitative in vitro real-time PCR test for the automated

detection and differentiation of genomic DNA from Chlamydia
trachomatis (CT) to aid in the diagnosis of chlamydial
urogenital disease.

IvD 0305 Xpert CT/NG Qualitative in vitro real-time PCR test for the automated
detection and differentiation of genomic DNA from Chlamydia
trachomatis (CT) and/or Neisseria gonorrhoeae (NG) to aid in
the diagnosis of chlamydial and gonorrhoeal urogenital
disease.

IvD 0305 Xpert CT/NG Qualitative in vitro real-time PCR test for the automated
detection and differentiation of genomic DNA from Chlamydia
trachomatis (CT) and/or Neisseria gonorrhoeae (NG) to aid in
the diagnosis of chlamydial and gonorrhoeal disease in the
urogenital tract and extragenital sites (pharynx and rectum).

Annex II List A

IVD 0203 Xpert HBV Viral Load See CE 708526
IVD 0203 Xpert HCV Viral Load See CE 708527
IVD 0203 Xpert HCV VL Fingerstick | See CE 708531
IVD 0201 Xpert HIV-1 Qual See CE 708533
IVvD 0201 Xpert HIV-1 Viral Load See CE 708535
First Issued: 2019-03-28 Date: 2020-02-11 Expiry Date: 2024-05-26

..making excellence a habit”
Page 2 of 2

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive. For the placing on the market of List A
devices covered by this certificate, an EC Design-Examination Certificate according to 98/79/EC Annex IV Section 4 is required and a letter releasing each
batch according to Annex IV Section 6.

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.
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EC Certificate - Full Quality Assurance

Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex 1V, excluding Sections 4
and 6

,W«Mu
By Royal Charter

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 708525
Date: 2020-02-11
Issued To: Cepheid AB

Rontgenvidgen 5
SE-171 54 Solna
Sweden

Subcontractor: Service(s) supplied

Cepheid Design

904 Caribbean Drive Manufacture
Sunnyvale

California

94089

USA

..making excellence a habit”

Page 1 of 1

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 Certificate - Full Quality Assurance
Certificate History

By Royal Charter

Certificate No: CE 708525
Date: 2020-02-11
Issued To: Cepheid AB

Rontgenvigen 5
SE-171 54 Solna

Sweden
Reference -
Date Number Action
28 March 2019 9738780 First issue. Transfer from another Notified Body
17 June 2019 9786453 Addition of new product codes for the Xpert CT/NG device
09 August 2019 3057084 Change: extension to shelf life claim for the Xpert HBV Viral Load

assay to 12 months; extension to shelf life claim for the Xpert HCV
Viral Load assay to 18 months and an extension to shelf life claim
for the Xpert HCV VL Fingerstick assay to 12 months.

20 September 2019 | 3069234 Addition of a new product for the Xpert HIV-1 Viral Load device.
Current 3145537 Renewal

..making excellence a habit”
Page 1 of 1

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive. For the placing on the market of List A
devices covered by this certificate, an EC Design-Examination Certificate according to 98/79/EC Annex IV Section 4 is required and a letter releasing each
batch according to Annex IV Section 6.

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.



Xpert® HBV Viral Load

Simplify Hepatitis B Treatment Management

—> Quality Testing and
Flexibility for Any Setting

//Ce,oheim

A better way.



==

The Goal

Elimination of Hepatitis by 2030

In order to expand treatment of Hepatitis B,
simplified and easy to use core service
interventions are needed to implement effective
HBV DNA Testing. Xpert® HBV Viral Load has
the potential to simplify disease management by
offering a flexible workflow for any testing setting
and quality results in approximately an hour.”

Professor Pietro Lampertico, MD, PhD
Fondazione IRCCS Ca’ Granda, Ospedale Maggiore
Policlinico, Milan, Italy

Viral hepatitis is one of the leading causes of death globally with 1.4 million deaths per year,
as many as HIV/AIDS, tuberculosis or malaria. Hepatitis B and C viruses cause 95% of those

deaths in the world.

The WHO global health sector strategy to eliminate Viral Hepatitis as a major public health
threat by 2030 requires considerable efforts from governments, healthcare authorities and

communities.

Service delivery must be expanded to better manage the number of people living with

Hepatitis B Virus (HBV).

N7
The Need

Efficient Treatment Delivery

e Although a vaccine for HBV exists, there is still no cure
and lifelong treatment is needed for individuals already
chronically infected with Hepatitis B Virus

e HBV rapid antibody testing is mainly done at point of
care or in community based programmes but HBV viral
load testing and monitoring is traditionally done in the
laboratory with long turnaround times, which can result
in more patients being lost to follow up and care

e Service coverage of core interventions are needed to
expand prevention, testing and treatment for HBV

The Solution

Xpert HBV Viral Load on the GeneXpert® System

e Accurate and reliable quantification of HBV DNA in
human serum or plasma

e Flexible thoughput for any testing setting with round the
clock, on-demand results

e Simplify disease management with the possibility of
having sample to viral load results less than one hour



©

The Impact

e Improve Patient Care: Same day results support better clinical decisions
¢ Increase Efficiency: High quality HBV viral load quantitative results for accurate treatment delivery

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

Designed for both near patient testing and high throughput labs.
¢ No Waiting: Deliver rapid individual patient results in a single visit

e Simple and organised: True 24/7 random access accommodates other urgent test requests —
i.e., Xpert® HCV Viral Load, Xpert® HIV-1 Viral Load, Xpert® MTB/RIF Ultra
can run simultaneously on the same system

¢ Improved Service: Modular system can adapt to any throughput requirement from Health Clinics
to National Reference Centers



Workflow: System Throughput’
2 Easy Steps 8-hr shift 506

1 126

Transfer at least 1 mL of plasma or
serum into the cartridge

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

* Operational throughput per 8-hr shift based on HBV Viral Load testing, internal analysis.

GeneXpert® Infinity-80

- - - o
B R e o —
GeneXpert® | GeneXpert® Il GeneXpert® IV GeneXpert® XVI

CATALOG INFORMATION

Reference:

1 WHO. Global Health Sector Strategy on Viral Hepatitis 2016-2021. 2016 June. Accessed Aug 2020. https://apps.who.int/iris/bitstream/handle/10665/246177/WHO-HIV-
2016.06-eng.pdf;jsessionid=E5D2C86E67F6CAC0258DDC6892B5A5E8?sequence=1

CORPORATE HEADQUARTERS EUROPEAN HEADQUARTERS www.Cepheidinternational.com
904 Caribbean Drive Vira Solelh

Sunnyvale, CA 94089 USA 81470 Maurens-Scopont France

ToLL Free +1.888.336.2743 PHONE +33.563.82.53.00

pHoNE  +1.408.541.4191 mx  +33.563.82.53.01

FAX +1.408.541.4192 emaL  cepheid@cepheideurope.fr 3129-02



Xpert® HBV Viral Load

Ynpoctute npoBegeHve neveHus renatuta B

=) Ka4ecTBEHHOE TECTUPOBAHNE U
rMO6KOCTb B NIIOObLIX YCNOBUAX

//Ce,oheim

A better way.



<< [nsa paclumpenns MeamLMHCKON NOMOLLN

nmuam ¢ renatutom B HeobxoanmMo NpoBeagHe
MPOCTbIX 1 AOCTYMHbIX MEPOMPUATAN C LLNPOKMM
OXBaTOM MO BHEOPEHNIO 3PPEKTVBHOMO
TecTupoBaHua Ha JHK HBV. Xpert® HBV Viral
Load MOXeT ynpoCTUTb BeAeHNe 3ab01eBaHS,
npennarasi rmbKoCTb pabo4ero npoLiecca B
JOObIX YCNOBUSAX TECTUPOBAHWS VI CMOCOOHOCTb
BblJaBaTb KA4ECTBEHHbIE PE3YSbTaThl
NPUOAN3UTENBHO 3a Yac.»

==

Xpert® HBV Viral Load

Mpodeccop MbeTtpo Jlamneptuko (Professor Pietro
Lampertico), pokTop meanuuHbl, AOKTOP thunococdum
Fondazione IRCCS Ca’ Granda, Ospedale Maggiore
Policlinico, MunaH, UTanns

Lenb

YcTpaHeHue renatuta Kk 2030 r

BupycHbIn renatuT g9BRseTca 0aHON 13 BedyLUMX NPUHH CMEPTHOCTM B MUPOBOM MacLuTabe,
npvBoaa K 1,4 MiH. cMepTen B rof, YTO MO NOPSAAKY BENMHNHBI CPABHUMO CO CMEPTHOCTLIO
ot BWY/CMNINA, Tybepkynesa nnv manspun. 95% aTux cydaes cMepTy 0OyCNOBEHDI
NHEKUMAMK, BbI3BaHHbIMYK Bpycamu renatuta B n C.!

Ctparterua BO3 B rnobanbHOM CEKTOPE 3APaBOOXPAHEHVS MO YCTRAHEHNO BUPYCHOMO
renatuTa Kak CyLLIeCTBEHHOW Yrpo3bl 300P0Bb0 HaceneHns kK 2030 roay TpebyeT oT
NpaBUTENBCTB, OPraHOB 3PaBOOXPaHEHVSA 1 OBLLECTBA MPUNIOXKEHNS 3HAYNTENBHBIX YCUNN.

HeobxoaMmMo pacLLMpUTL OKadaHne MOMOLLIM, YBENUYMB OXBaT NHPULIMPOBAHHbBIX BUPYCOM
renatuta B (HBV).

\ 2 \ 2

NMoTpe6HOCTDL PeweHue

AddekTBHOE OKa3zaHMe MegULMHCKOMN TecT Xpert HBV Viral Load Ha cucteme

nomoLwu GeneXpert®

e XoT4 cyLlecTByeT BakuuHa npotus HBVY, cpeactso e TO4HOE N HaJEeXHOE KOIMYeCTBeHHOEe onpedenervie JHK
05 MOMHOMO N3MeYeHns O CUX MOP He HaMOEeHo, U HBV B CbIBOPOTKE 1 Na3me YenoBeka

mMua C XPOHMHECKOW MHDEKLIMEN, BbIBBAHHOW BUPYCOM

e [bKas MPOM3BOAVTENBHOCTL AN IOObIX YCIOBWIA
renatuTa B, Hy>k0aioTCa B MOXXN3HEHHOM NEHEHNN

TECTVPOBaHMA C NOMyYeHEM PE3YNETaToOB MO

e B neyebHbIX yHPEeXXAeHWAX U B paMKax NporpaMm TpeboBaHWIO B 1060 BPEMSI CyTOK
obcnefoBaHNg HaceneHns 06blIMHO MPOBOANTCS
ObICTPOE TECTMPOBaHNE Ha aHTUTeNna Kk HBV, ogHako
TECTUPOBAHVE U MOHUTOPWHI BUPYCHOW Harpy3Kku
HBV TpaanumoHHO nponcxoauT B labopaTtopusix 1
OT/IMYAETCS ONINTENbHBIM BPEMEHEM BbIMOIHEHWSA, YTO
MOXET MPVBECTU K MOTEPE KOHTPONSA Had, MHOMVIMU
naumeHTamm 1 HeoKadaHMo 1M MOMOLLM

¢ YrpoLlleHne BeaeHns 3a6oneBaHns ¢ Nosy4eHem daHHbIX
MO BMPYCHOWN Harpyske (0T B3ATWs obpasLia [0 NosyHeHns
pesysibrara) MeHee 4eM 3a vac

e [1ng NoBbILLEHNSA OXBaTa NPOMPUNAKTUKN,
TecTnpoBaHusa 1 nedeHna HBV Heobxognmo
npoBefeHne PacLUMPEHHbIX MEPONPUATUN



BnusaHue

¢ MoBblWeHNE Ka4yecTBa Jie4eHUs nayueHTa: nonyveHne pe3ynbratoB B TOT XKe JeHb BeJeT
K MPUHATUIO oonee afeKBaTHbIX KIMHUHECKNX pel_uean7|

¢ [oBblweHue 3hheKTUBHOCTU: BbICOKOKAYECTBEHHbIE KONMHYECTBEHHbIE Pe3ybTaThl Mo
BUpPYyCHOW Harpyake HBV ans npoBeaeHnsa TOHHOro neyeHns

° Vnqueuwe 3I1I/I,quVIOJ10FVI‘-IeCKOI7I 06CTaHOBKMU: BbICprle peweHnA noMoraroT CHU3UTb
PE3NCTEHTHOCTb K JieKapCTBaM VN CHNU3NTb BEPOATHOCTb Nepenaqn

MpeaHa3sHa4yeH Kak gisi TeCTUPOBaHUs B MecTe o6cneaoBaHus NaunueHTa, Tak u
ONS1 BbICOKOMPOU3BOAUTENbHbIX labopaTopuid.

e OTCcyTCTBME OXUAAHUS: BbICTpoe nony4eHne pesynsTaTtos O OTAENBHO B3ATOrO naumeHTa
3a OaVH BU3NT

e [pocToTa u opraHusauus: /ICTUHHbLIN NPOV3BOSLHBI AOCTYMN B peXXUMe 24/7 NO3BONSET
NpPOBOANTbL 06PaBOTKY APYIMX CPOYHbIX 3aKa30B Ha TECTMPOBaHKE, T.6. Ha OAHOW 1 TOW »Ke
cucTeMe MOryT OAHOBPEeMEHHO NpoBoanTbCs TecTbl Xpert® HCV Viral Load, Xpert® HIV-1 Viral
Load, Xpert® MTB/RIF Ultra

° YnyuyweHune o6cnyXmBaHua: MoaybHytO CUCTEMY MOXHO aganTupoBaThb NOA Ntobble
3anpochl, KacaroLMecs NPOU3BOANTENBHOCTA — OT MOMKIMHNK 0 pedepeHCHbIX nabopaTtopun
HaLWOHaNbHOrO YPOBHS



Pa6ouun npouecc:

2 NpocCTbIX Wara

1

[TomecTuTe B KapTpuaoK He MeHee 1

M1 MJ1a3Mbl NI CbIBOPOTKN GXl

NMpon3BoguTENbLHOCTb CUCTEMDI
8-vacoBasi paboyasi cMeHa

596

32

Infinity-80

GX-XVI Infinity-48

GX-IV

* 9KennyaTauMoHHas NPoU3BOANTENBHOCTb 3a 8-4acoByo PaGo4yI0 CMeHY MPU BbIMOHEHNN

m—e
i

OTcKaHvpyiiTe AaHHbIe, 3arpy3nTe
KapTPWAXK 1 3anycTuTe TeCT

A—

GeneXpert®|  GeneXpert® Il

CnpaBoyHasi niuTepartypa:

L, e—

GeneXpert® IV

Tecta HBV Viral Load, BHyTpeHHUI aHanns.

GeneXpert® Infinity-80

= o«
|

GeneXpert® XVI

KATAJTIOXXHbI HOMEP

1 WHO. Global Health Sector Strategy on Viral Hepatitis 2016-2021. 2016 June. Accessed Aug 2020. https://apps.who.int/iris/bitstream/handle/10665/246177/WHO-HIV-
2016.06-eng.pdf;jsessionid=E5D2C86E67F6CAC0258DDC6892B5A5E8?sequence=1

LUTAB-KBAPTUPA KOPMOPALIMK EBPOIMENCKAS LUTAB-KBAPTUPA

904 Caribbean Drive Vira Solelh

Sunnyvale, CA 94089 USA (CLLA) 81470 Maurens-Scopont France
BECMNATHLI TEN. +1.888.336.2743 (@panuws)

TEN +1.408.541.4191 e +33.563.82.53.00

oakc  +33.563.82.53.01
311, TIONTA cepheid@cepheideurope.fr

PAKC +1.408.541.4192

www.Cepheidinternational.com

3129-02R



Xpert® HCV VL Cartridge Preparation

. Xpert® HCV Viral Load

1 Take one Xpert cartridge
for each sample.

© 2015 Cepheid

Refer to the package insert
for detailed instructions,
precautions, and warnings.

For a copy of the SDS, visit
www.cepheid.com or
www.cepheidinternational.com

2 Open the cartidge lid.

Cepheid Technical Support

US office
(888) 838-3222, Option 2
techsupport@cepheid.com

European office
+33563 825 319

support@cepheideurope.com

3 Aspirate the plasma/serum to
just above the 1mL mark on the
pipette.

=
|

[

Prior to beginning this test:
1.

2.
3.

Centrifuge the sample to separate the plasma/serum and red
blood cells per the manufacturer’s instruction.

Equilibrate the plasma/serum to room temperature (20-35 °C).
Vortex for 15 seconds before use. If specimen is cloudy,

clarify by a quick spin..

4 Empty the contents into the
sample chamber.

5 Close the cartridge lid.

/Ce,ohe/og

A better way.

6 Start the test within the
timeframe specified in
the package insert.

301-4917 Rev. A March 2015



Xpert® HBV VL Cartridge Preparation

. ) Prior to beginning this test:
* Xpert® HBV Viral Load Refer to the package insert Cepheid Technical Support 1. Centrifuge the sample to separate the plasma/serum and red / .
for detailed instructions, US office blood cells per the manufacturer’s instruction. / Cep h el d ®
precautions, and warnings.  (888) 838-3222, Option 2 2. Equilibrate the plasma/serum to room temperature (20-35 °C). A better way.
techsupport@cepheid.com 3. Vortex for 10 seconds before use. If specimen is cloudy, ’

For a copy of the SDS, visit
www.cepheid.com or
www.cepheidinternational.com

European office clarify by a quick spin..
+33 563 825 319

support@cepheideurope.com

1 Take one Xpert cartridge 2 Open the cartidge lid. 3 Aspirate the plasma/serum 4 Empty the contents into the 5 Close the cartridge lid. 6 Start the test within 4 hours after
for each sample. to just above the 1mL mark on the sample chamber. adding the sample into the cartridge .
transfer pipette Or Aspirate just
0.6mL plasma/serum using
precision pipette.

© 2018 Cepheid 302-0140 Rev. A August 2018



MNoarotoBka kapTpumxka Xpert® HBV VL

) 3 Mepen BbINONHEHMEM JAaHHOrO TecTa:
« Xpert® HBV Viral Load MoApoGHLIe UHCTPYKLMMK, Cnyx6a TexH4eckoin noaepxKK 1. OmjenuTe Mm1asMy/CEIBOPOTKY OT SPUTPOLIHTOB ITyTEM .
Mepbl NPefOCTOPOXHOCTU 1 komnanuu Cepheid ( h d
NPeAyNPEeXAeHNS NPUBOAATCS Ochwc & CLIA ) E[eHTpI/I(byI‘I/IpOBaHI/Iﬁ 06pa3ua,/ CIIe/lyst MHCTPYKIHSM I/I3I:OTOBI/IT6.TI$[. / e p e I ®
- . . OXIUTECH IMPOrpeBa 1jiasMbl/ CBIBOPOTKH JI0 KOMHAaTHOH
BO BKIaAbllLe-MHCTPYKLUN (838) 838-3222, BapmanT 2 porp: . p A better way.
tech " heid temmeparypsi (20-35 °C).
[inst nonyyenma konum nacng)pTa echsupport@cepheid.com 3. Ilepex UcCIONb30BaHUEM BBITTOJHUTE NIEPEMEIINBAHIE HA BUXPEBOI
BesonacHocT noceTuTe CailT MpeacTasuTensCcTeo B EBpone Melaske B Tedenue 10 cexym. MyTHbIH o6paser cieyeT
www.cepheid.com nu +33 563 825 319 OTLEHTPHU(YTHPOBATH B TEYEHHE HENPOJIOIDKUTENILHOTO BPEMEHH.
www.cepheidinternational.com support@cepheideurope.com
1 BosbmuTe no ogHoMy KapTpumky 2 OTKpoiTe KPbILLKY KapTpuaxXa. 3 BeinonHuTe acnupauyto nnaambi/ 4 BHecuTe Bce coaepxumoe muneTku 5 3akpoiiTe KpbILLKY KapTpUmXa. 6 TecT cnepyeT HayaTb He NO3AHee
Xpert ans kaxoro obpasua. CbIBOPOTKY 10 YPOBHS YyTb BbiLLE B Kamepy Ans obpasua. yeMm Yyepes 4 yaca nocne BHECEHNS
METKW 1 MKI MMNeTKoN ANs nepeHoca obpasLia B KapTpuaX.

1nm 0,6 M NNaambl/CbIBOPOTKY
NPELM3NOHHOI NUMETKON.

) =

\

© Cepheid, 2018 302-0140R, pea. A Asryct 2018 1.
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