State of California
Secretary of State

This Certificate is not valid for use anywhere within the United States of America, its territories or possessions.

APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country:

> United States of America
Pays / Pais:

This public document
Le présent acte public / El presente documento publico

2. has been signed by
a été signé par Michelle G. Nitis

ha sido firmado por

3. acting in the capacity of Notary Public, State of California
agissant en qualite de

quien actua en calidad de

4. bears the seal / stamp of
est revétu du sceau / timbre de Michelle G. Nitis , Notary Public, State of California

y esta revestido del sello / timbre de

Certified
Attesté / Certificado
T
5. at | 6. the
’ 5l en Sacramento, California le/eldia | 5th day of March 2019
7. by I
Secretary of State, State of California

par / por
% R 89644

sous n@

bajo el nimero

9. Seal / stamp:

. Sceau/ timbre:
Sello / timbre:

10. Signature: Q_OJ?:SZ_@QQ_/

Signature:
Firma:

This Apostille only certifies the authenticity of the signature and the capacity of the person who has signed the public document, and, where appropriate, the
identity of the seal or stamp which the public document bears.

This Apostille does not certify the content of the document for which it was issued.

To verify the issuance of this Apostille, see: www,s08.ca.gov/business/notary/apostille-search/.

This certificate does not constitute an Apostille under the Hague Convention of 5 October 1961, when it Is presented in a country which is not a party
to the Convention. In such cases, the certificate should be presented to the consular section of the mission representing that country.

Cette Apostille atteste uniquement la véracité de la signature, la qualité en laquelle le signataire de l'acte a agi et, le cas échéant, l'identité du sceau ou timbre dohf D
cet acte public est revétu,
Cette Apostille ne certifie pas le contenu de |'acte pour lequel elle a été émise.

Cette Apostille peut étre vérifiée a l'adresse suivante: www.sos.ca.qov/business/notary/apostilie-search/.

Ce certificat ne constitue pas une Apostille en vertu de la Convention de La Haye du 5 Octobre 1961, lorsque présenté dans un pays quin’est pas

partie a cette Gonvention, Dans ce cas, le certificat doit étre présenté & la section consulaire de la mission qui représente ce pays.

Esta Apostilia certifica inicamente la autenticidad de la firma, la calidad en que el signatario del documento haya actuado y, en su caso, |a identidad del sello o
timbre del que el documento publico esté revestido.
Esta Apostilla no certifica el contenido del documento para el cual se expidid. .

Esta Apostilla se puede verificar en la direccién siguiente: www.s0s.ca.gov/business/notary/apostille-search/.
Este certificado no constituye una Apostilla en virtud del Convenio de La Haya de 5 de octubre de 1961 cuando se presenta en un pais que no es parte

del Convenio. En estos casos, el certificado debe ser presentado a la seccién consular de la misién que representa a ese pais.

Sec/State Form NP-40 SAC (rev. 07/2017)

‘.__l




-

fuedwon pue uosupRid 'UCKSE

anqn AteioN Jomens

YW
‘ 1 010]0q poreadde

oy uosiad a1y 9q OFIOUIPIAD A10)08]STIES

JO SISeq 9y} U0 AU 0} panoid TeRO

TI00]N Aq "6T0C ATeniga] 3o Kep LT SWy) uo 9w
210J0q (POULILJJE 10) O} UIOMS PUE pequIOsqns

a1jeudIs

£702 74 uer saidx3 “wwod AW
LETLLTT # UOISSIWLIO]
fjuno?) eJe)) BIUeS
vusoge) - 1and ABIN
SILIN "9 3T1IHOM

TIe]) Bues Jo Ajunopd
BILIOJI[ED) JO 91818

JuouInoop 1ey) Jo AJIpi[eA J0 KorINOOE ‘sSUMING
oy jou pue ‘payoele SI eSO STY} YOTYM 0} JUSWNOOP
a7} pousSIs Oy [ENPIAIPUL 3T} Jo Kyuopt oy AJUO SSLJLIOA

51Ro IR0 sty Sune]duiod 120430 o130 Jo orjqnd ATelou

1£156 VO ‘@s0f Ueg “I dWnO 05T
soouarosolg dd ¢Kuedwio)) pue UosunId ‘uojoag

18110 BIIN

e

A T

VSN ‘TE156 BIUIOHED ‘aso[ ueS ‘AL ownd) (SET I8 PAredo] SOULLOSOLH ag ‘Auedwo)
pue uosunpI(J ‘U0RSH JO orssassod oy} Ul JuSWNI0p S 70 Kdoo a3odwioo pue 1091100
‘onn ® st (625069 dvSAN 9102587l OSI WRISAS TUoWogeUEN AHTENO UOTIBTISIOY
JO a1e0gnIR) Y JO uononpoxdor payoene oY e wigge £geioy ‘TeRo3 BION T

1sife0adg SIeIIY K101y [BUOTIBUIAI] "IS
ared 1.0 PN

A TN

-soousmsolg (g ‘Auedwo) pue uosupI(

“woyoag Jo uorssassod oy} ul £doo oyenooe pue onij € S1{6ZS069 TYSAA) 910¢-S8¥ET OSI
TB1SAS JUAWSEUEBIA ANTENO TOTETISTIaY JO ey HR)) PIYOPHE ot} 1eY} AJ11190 0} ST STYL

2

bOT t¢ cﬁ.vu.\

NOILVOIILIID AJOD

9 LoD P’ MMM

‘ ‘ 1¥ET ¥56°80Y XEBl
L /1\4 GLy6ZEY 80V 19}
VSN LE1S6 WO 9SOl UBS

aauQ awnD 0SE2

sasualasolg ag

Auedwo?n pue uosupdid ‘uojoeg

—



' bsi.

Certificate of Registration

e . B o
By Royal Charter

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that: Becton, Dickinson and Company
BD Biosciences
2350 Qume Drive

San Jose
California
95131
USA
DUNS Number: 00-129-2192
Holds certificate No: MDSAP 690529

Statement of Conformity: The company listed on this certificate has been audited to and found to conform with the
following criteria: ISO 13485:2016 and Australia - Therapeutic Goods (Medical Devices) Regulations, 2002, Schedule 3
Part 1 (excluding Part 1.6) - Full Quality Assurance Procedure [if design controls are part of the certification]; Brasil - RDC
ANVISA n. 16/2013, RDC ANVISA n. 23/2012, RDC ANVISA n. 67/2009; Canada - Medical Devices Regulations - Part 1-
SOR 98/282; Japan - MHLW Ministerial Ordinance 169, Article 4 to Article 68, PMD Act; USA - 21 CFR 820, 21 CFR 803, 21
CFR 806, 21 CFR 807 = Subparts A to D

The design, development, manufacture, service, and distribution of invitro diagnostic, clinical, and research
devices, reagents, instruments (including flow cytometers), and software for cell sorting and enumeration of
tissue and biological fluid samples such as blood and blood components.

S J/&—;

Stewart Brain, Head of Compliance & Risk — Medical Devices

For and on behalf of BSI:

Original Registration Date: 2019-01-11 Effective Date: 2019-01-11 Expiry date: 2021-09-15
Page: 1 of 2

. @Eﬂ ..making excellence a habit”

BS! Group America Inc. is an MDSAP authorized auditing organization

This certificate remains the property of BSI and shall be returned immediately upon reguest,
To be read in conjunction with the scope above or the attached appendix.

Managed by: BSI Group America Inc,, 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.



Certificate No: MDSAP 690529

Location

Registered Activities

Becton, Dickinson and Company
BD Biosciences

2350 Qume Drive

San Jose

California

95131

USA

DUNS Number:  00-129-2192

The design, development, manufacture, service, and distribution
of invitro diagnostic, clinical, and research devices, reagents,
instruments (including flow cytometers), and software for cell
sorting and enumeration of tissue and biological fluid samples
such as blood and blood components.

Becton, Dickinson and Company
BD Biosciences

48541 Warm Springs Blvd.
Suite 509

Fremont

California

94539

USA

Inventory Control.

Becton, Dickinson and Company
BD Biosciences

2150 Commerce Drive

San Jose

California

95131

USA

Original Registration Date: 2019-01-11

Repair.

Effective Date: 2019-01-11 Expiry date: 2021-09-15

Page: 2 of 2

This certificate remains the property of BSI and shall be returned immediately upon request.
To be read in conjunction with the scope above or the attached appendix,

Managed by: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA

A Member of the BSI Group of Companies.

A



[TepeBoa ¢ aHrMICKOTO A3bIKA HA PYCCKU SA3bIK

rar KanndopHus
Cexperapb mrara

Hacrosiuiee ynocrosepenue He eHCTBUTENBHO 1S HCIIONB30BaHUA Ha Tepputopun CLLLA, MX TEppPUTOPHSAX WK BIAICHHUAX.

AITIOCTHJIb

(I"aarckas koHBeHLMs oT 5 oxTabpsa 1961 roaa)

Coenunénnpie Lltatel AMepuKky

1. Crpana:
HacTonmunii opuunanbHbiii J0KyMeHT
2 MOANHCAH Muwene I'. Humuc (Michelle G. Nitis)
3. BLICTYNAKLEH B KauecTBe 2ocyoapemeennozo Homapuyca, wmam Kanugopnua
4. CKpeIlieH NeYyaThbio/ITaMnoM Muwens I'. Humuc, 2ocydapemeennozo nomapuyea, wmam
Kanugpoprus
YaoctoBepen
5 B r. Cakpamenro, wrat Kanudopuus 6. 5 mapma 2019 2.
7. Cekperapém witara, wrat Kanupoprus
8. 3a No 69644
9. Ilevarb/wTammn: 10. IMoanues:

<[Toonuce>
[lepboBas neuats:

BOJIBILIAA TTEYATD LITATA KAJIMOOPHK A ]

HacTosumit AnocTus YI0CTOBEPAET TONBKO NOATHHHOCTh MOAMHCH H NOATBEPHIAET A0LKHOCTh TOCYAAPCTREHHOTO JIOMIKHOCTHONO LA,
noAnHcasiiero oQUUHANLHBIH TOKYMEHT, a TAKIKE, B CIIy4ae HeoOX0AUMOCTH, YIA0CTOBEPSET NOLTHHHOCTD MEYATH WIH [TAMNA, KOTOPBIM CKpErLIeH
TaKoi opHUHANBHBIH JOKYMEHT.

HacTosiuii AnocTHIIL He CBHAETENLCTBYET J0CTOBEPHOCTh COAEPHcaHHS JOKYMENTA, B OTHOLIEHHH KOTOPOIO OH Gbiil BbLAH.

"roGet npoBepHTL (haKT BblAauH HACTOALIETO ANOCTIAA NepeiiiuTe N0 Cebilke Www.50s.ca.gov/business/notary/apostille-search/,

Hacrosiuuii cepTH(HKAT He BBOAMT B CHITY anocTuAb coracHo Iaarckol KOHBEHUMH 0T 5 okTA0pa 1961 roja, eciiu oH NPEACTABNEH B CTPAHE,
KOTOpas He MOJINHCana JaHHYIo koHBeHUmio. B Takom cayuae, cepTHHKaT 1omieH GbITh MPEACTABAEH B KOHCYIBCKHUI OTAEN, NPeACTABIAIOMHIT
JIEAHHYIO CTPaHy.

Paz /@opma urrata NP-40 SAC (07/2017)

[CepSopas neuars:
O®HC CEKPETAPA LITATA KAJIUPOPHUA
BOJIbLIASA MEYATH LUTATA KAJTMOOPHU ]

N



«bekToH, Aukuncon sua Komnanu <Jlororumn «bJI»>
b/l baiiocaiiencus»

2350 Ketom [paiis

Can-Xoce, Kanudopuus, 95131, CLLA

Ten: 408.432.9475

daxc: 408.954.2347

www.bd.com

YAOCTOBEPEHUE KOIINU IOKYMEHTA

Hacrosiuum ynocrosepsercs, 4o npunoxeHHbii CepTHhOUKAT PErHCTpaLK CUCTEMb] YIIPABISHHS KAYECTBOM
ISO 13485:2016 (MDSAP 690529), sensercs AIOCTOBEPHOM M TOYHOH KONMEH NOKYMEHTa, PHHATIEKAIIETO
komnanuu «bekron, Jlukuncon sua Komnanu, BJ1 Baiiocaiierncusy.

<lloanuce> 27 pespana 2019 2.

Mupa Korrap (Meera Kottar) Hara
['naBHbIii cieupanicT MexyHapoaHOro oTaena
HOPMaTHBHO-TIPABOBOIO peryJMpoBaHUs

A1, Mupa Kotrap, HacTosmmM noaTeepaaro, uto npuiokeHHas konus Cepruduxara PErUCTPALIMH CHCTEMBI
ynpasinenus kayectBoM ISO 13485:2016 (MDSAP 690529). senserca JOCTOBEPHOM, TOUHOH W TOJIHOM
KOMMeH 10KyMeHTa, NpuHa iexalero komnanuu «bekton, Jlukuncon sua Komnanm, bJ1 baiocaiieHcus»,
pacnonoxeHHoii no anpecy: 2350 Kotom [Jpaiis, Can-Xoce, Kanudopuus, 95131, CLUA.

<[loanwuce>

Mupa Kotrap

«bekToH, Inkuncon sun Komnauu, b1 Baitocaitencusy
2350 Koiom Jlpaiie, Can-Xoce, Kanudopuus, 95131

Hotapuyc wam  apyroe J0/mKHOCTHOE JMLO, O(OpMHBLIEE
HACTOALLRE YAOCTOBEPEHHE, MONTBEPKAAET TONALKO JTHYHOCTH
UENOBEKA, KOTOPEHI MoAnMcan JNOKYMEHT ¢ NPUIOWEHHBIM
HaCTOALMM YIOCTOBEPEHHEM, & HE MPABHIILHOCTL, TOYHOCTH HIIH
JIOCTOBEPHOCTE HACTOALLETD AOKYMEHTA,

Hrar KanudopHus

Oxkpyr Canra-Knapa [Moanucano ¥ yTBepiAEHO (MM 3asBIEHO) B
MoeM npucyTcTBuu 27 despans 2019 2. Mupoii

IFramn: Korrap, JINYHOCTh KOTOpOH MHOH
NOATBEPIKACHA HA OCHOBaHUM YOeNUTElbHBIX

MHILIEJB I'. HUTHUC

JOKa3aTesbCTR.
l'ocynapctsennblit Hotapuyc - Kanudophus ot o .
Oxpyr Canra-Knapa oanuee: <Iloanuce
Jluuensus Ne 2271237 [Moanucs rocy1apeTBEHHOrO HOTapUyca

Cpok 11eHCTBHS MOMX MOJIHOMOYHii HCTEKaeT
12 sinBaps 2023 .

«bexton, TuknHcon Hua Komnanuy



BPUTAHCKMI MHCTUTYT CTAHJAPTOB (BHC)

Ceprudukart perucTpaiuu el
CHUCTEMBI VITPABJIEHW A KAYECTBOM - ISO 13485:2016

Hacrosumum ynocroBepsercs, uto komnanus:  «bexron, lukuncon sun Komnanub /] Baitocaiiencusy
2350 Ketom [lpaiis
Can-Xoce
KanudopHus
95131
CILIA
(Becton, Dickinson and Company, BD Biosciences, 2350 Qume
Drive, San Jose, California, 95131, USA)

YCH/I Homep: 00-129-2192
ABJIAETCA AepikaTenem cepriudurara Ne: MDSAP 690529

3asBneHue o cooTseTcTBUM: KommnaHus, yka3aHHas B 9TOM cepTu(HKare, NpolLia ayauT H Oblia MpU3HaHA
COOTBETCTBYIOLIEH chaenytomum Tpeboanuam: ISO 13485: 2016 u Asctpanus - IlonoxeHue o
TCPANeBTHYECKHUX TOBApaX (MeIMLMHCKUX yeTpoHceTsax), 2002, [Tpunoxkenue 3, Yacte 1 (uckmouas Yacts 1.6)
- Ilpoueaypa nonaHoH rapaHTHH KayecTBa [€CIH KOHTPOJb B MPOLECCE MPOSKTHPOBAHHSA SBJIAETCH YaCTBIO
ceprudukaunu]; Bpasuins - RDC ANVISA Ne 16/2013, RDC ANVISA Ne 23/2012, RDC ANVISA Ne
67/2009; Kanana - IlonoxeHue 00 3KCIUTyaTaldd YCTPOMCTB MEIMUMHCKOrO HasHauyeHus - yacTh | - SOR
98/282; SAnouus - INocranopnenne MuUHKCTEPCTBA 30pABOOXPAHEHUS, TPYAA U COLMATBHOrO obecneuerus No
169, cratea 4 - crates 68 3akona PMD; CIIIA - 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 -

[Moppaznenst A- D

[IpoexTuposanue, paspaboTka, H3roToBlICHHE, 0OCTYKMBaHUE U PACTIPOCTPAHEHHE HU3JCITHH,
peareHTOB, WHCTPYMEHTOB (BKJIHOYas MPOTOYHbIE LIMTOMETPBI) AJS AWArHOCTHUKH in Vitro,
KJIMHUYECKOH NpaKTHKy K uccaenosanui 1 [10 s copTUpoBKY KIIETOK U ojicueTa 00pasiios
TKaHU ¥ GHONOTUYECKHX XKHUKOCTEH, B TOM YKC/Ie KPOBH M €€ KOMITOHEHTOB.

3a u no nopyuenuto BUC: <llodnuce>
Crioapt bpaun (Stewart Brain), PykoBoauTens otaena obecneueHus

COoOMIOIEH S U YIIpaBIeHHA pUCKaMH — MeTMLIMHCKHE YCTpoiicTBa

ITepeuynas peructpauus: 11.01.2019 r. Heticteutenen c: 11.01.2019 r.  elicreutenen go: 15.09.2021 r.

> — Crpanuua: 1 u3 2
SAP
AL L R AL A ...making excellence a habit™

«BCH Ipynn Amepuka Hux.» (BS1 Group America Inc.) ynonnomouennas
ayauTopekan opranusauna MDSAP

Manueiii cepTuduKkaT ocTaeTes coBCTBEHHOCTLIO BPHTAHOKOTO HHCTHTYTA CTAHIAPTOB H COOTBETCTBYET NOJI0KEHHAM KOHTPAKTA.,
Mefictaureney ana clhep ASATENBHOCTH, YKA3AHHBIX BLILUE WIH NEPEMHCIEHHBIX B NPHAOMEHHH,

[Noa ynpasnennem: «BCH I'pynn Amepuka Mux.», 12950 Bopnareiir paiis, oduc 800, Xepunon, Bupmxunua 20170-6007, CIIA
(12550 Woridgate Drive, Suite 800, Herndon, VA 20170-6007 USA)
Ynen rpynnm komnanuii BUC,

Cepruduxar Ne MDSAP 690529

MecToHax o aeHKE 3aperucTpUpOBaHHBIE BU/Ibl JAEATEILHOCTH
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«bekron, ukiHcoH 311 Komnanu

B/1 Baitocaitencus»

2350 Korom [patis

Can-Xoce

Kanudopuus

95131

CIIA

(Becton, Dickinson and Company BD Biosciences,
2350 Qume Drive, San Jose, California 95131, USA)

YCH/I Homep: 00-129-2192

Ipoextuporanue, paspaboTka, H3rOTOBJIEHHE,
ofcny:KuBaHHEe U PAacMpOCTpaHeHue U3Melnii, peareHTos,
HHCTPYMEHTOB (BK/IIOYas HPOTOYHLIE LIATOMETPhI) s
JMArHOCTHKH in  vVitro, KIWHUYECKOH MPAKTHKH H
uccneopaHuit u [10 ans copTUPOBKH KIETOK M MOACYETA
00pa3loB TKaHM U OHONOrMYECKHX KHUIKOCTEH, B TOM
YHCJIe KPOBH H €€ KOMIIOHEHTOB,

«bexron, JlukuHcoH 311 KoMmanuy

«B /1 Baitocaliencus»

48541 Yom Cripunrc Bnea.

Ceiot 509

®pumoHT

KanudopHus

94539

CIIA

(Becton, Dickinson and Company BD Biosciences
48541 Warm Springs Blvd., Suite 509, Fremont,
California, 94539, USA)

VYnpaeieHue zanacamu

«bektoH, Jlukuncon anx Komnanu, BJ] Baiocaiiencusy»
2150 Kommepc paiis

Can-Xoce

Kanudopuus

95131

CILA

(Becton, Dickinson and Company, BD Biosciences

2150 Commerce Drive, San Jose, California, 95131, USA)

Ilepsuunas peructpauusa: 11.01.2019 r.

Heiicteurenen ¢: 11.01.2019 r.

Pemont

HevictBurenen no: 15.09.2021 r.

Crpanuua: 2 us 2

HanHbiii cepruukar ocTaeTcs coBCTBEHNOCTBIO BPHTAHCKOrO HHCTHTYTA CTAHAAPTOB H COOTBETCTBYET NONIOYKEHHAM KOHTPAKTA.
HleficTeutenen nas chep neATENLHOCTH, YKA3AHHBIX BLILIE HAH NEPEMHCICHHBIX B IPHI0KEHHH,

Mo ynpasnennem: «bCH Cpynn Amepuka Hik.», 12950 Bopnareiir [paiis, odmc 800, Xeprgon, Bupmicunua 20170-6007, CLLIA

Unen rpynnet komnanuii BUC,




I[TepeBoj TOKyMeHTa BeIMOMHEH TepeBoaynkoM Kypunosoi Ceernanoi Jleonu0BHO#M

/7.

Poccuiickaa @egepauust

I'opoa Mocksa.
JleBATOr0 anpes ABe ThICSYH JAEeBATHAANATOrO roja.

A, Sxymenxo EBrenus AneKcaHipoBHa, HOTapuyc ropopa MOCKBEL, CBHIETEIBC
[OJUTHHHOCTE oanucu nepeBoaunka Kypunosoit Ceetnansl JIeoHna0BH f//‘ ¢ =
[Moanuce caenana B MOEM IPUCYTCTBHHU. '

JlmuHoCTE NOAIIHCAaBIIEr0 JOKYMEHT YCTaHOBJICHA.

3apeructpupoBato B peectpe: Ne 77/721-1/77-2019- “_./ =1

B3bICKaHO TOCYAapCTBEHHOM MONUIKMHEI (110 Tapudy): 100 py6.00 K&Fj v D
YnnaueHo 3a OKa3aHUE yCIIyT MPaBOBOTO / e
M TEXHUYECKOI'0 XapaKrepa: 200 pyﬁ'. 001{0?:

/ﬁ A Sxymienko

; Cero IPOIIXUTO, TPOHYMEPOBAHO U
CKpEIJIEHO Hean;sroCe nucTta(oB)
E.A. Hﬁym 'HKO/
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