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OPTAH MO CEPTHOHUKAILHUU
CHCTEM MEHE/IKMEHTA
000 «Tecer-C.-Iletepbypr»

TAETES,
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-

Poccns, 190103, Cankr-ITerep6ypr, 10-as Kpacnoapmeiickag yi1., 1om 22 autep A,
Tei/ake +7 (812) 334-02-62, E-mail: cert@test-spb.ru

AtTecTaT akkpeauTaunun Ne POCC RU.0001.13CK03
Penepanbuoii cayxObl N0 AKKPeARTAUNH

CEPTUDOHUKAT

Perucrpannonnsiii Ne POCC RU.13CK03.01067

HaCTOHI.LlHM YAOCTOBEPACTCA, YTO CHCTEMA MEHE/DKMEHTA KAUeCTRA OpraHu3anuu

OO0mecTBO ¢ OrpaHHYEHHOM 0TBETCTBEHHOCTEI0
«JleueOHO-THarHOCTHYECKHIT eHTP MeskayHapoaHoro

MHCTHTYTa OHoI0rHYecKkuX cuctem umenu Cepres Bepe3unay
(000 1A MUBC»)

Poccust, 194354, r. Canxr-Ierep6ypr, yia. Ecennna, 1.2, Kopnyc 3, 1uTepa A

BRAI0MAR 000CO0ACHHBIE ROOPAIOENEHIA, PRAZAHHBIC 6 NPULOICCHIUU K Hacmonwemy cepmudpuramy,

COOTBETCTBYET TpeOOBAHUAM

I'OCT P CO 9001-2015

NPUMEHHUTEIILHO K CIEYIOTIUM obnactam NEATCIBHOCTH

JesiTe/IbHOCTD MeAMIMHCKHX OPraHu3alMii: MeIHIHHCKAS
(mewebnas ¥ IHarHOCTHYECKAS), dapmaneBTHYECKAS, HAYYHAS
(Hay4HO-MCCIe0BATE/ILCKAS) IEATENLHOCTS, npoBeaeHue
KIMHHY€CKHMX HCC/IeJOBAHU JIEKAPCTBEHHBIX MPENAPaToOB
H KJIMHHHUYECKHUX HCIIBITAHU I METHIIMHCKHX U3/Ie/THi
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Hara npunsTHA peleHus o cepTHduKaLmy: 21.07.2022

JAaTa uznanus ceprudukara: 21.07.2022
v /laTa OKOHYAHUS feiicTBUS cepTidUKaTa; 20.07.2025
L0 Tata neperunoii ceprudukaumm: 21.07.2022
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Ipuaoxenne ¥ cepfudmnarj
Per. Ne POCC RU.13CK03.01 067
or 21.07.2022 :

O6sacTh cepTHGUKALKU CUCTEMBI MEHEIKMEHTA KAYeCcTBa OpraHU3aHuH

O0mecTBo ¢ OrpaHuYeHHON 0TBETCTBEHHOCTHIO
«.Jleqeﬁﬂo-nuarHOCanecmnﬂ neHTp Mesxaynapoanoro
HHCTHTyTa Omosoruvecknx cucrem umenn Cepres Bepesnﬂa»
(000 WAL MUBC»)

BKITIOYaeT:

4 ].le.ll'l‘-p NMPOTOHHOM JIy4eBOH Tepanuu
- (197373, 1. Cankr-llerep6ypr, Tnyxapekas ya1., /.16, kopryc 2, mutepa A)

Obnacme  cepmucpurkayuu: OesmensHocHb MEOUYUHCKUX — OP2aHU3ayuii: Me()m;uucm;x
(neuebnasn u - oOuaeHocmuueckas), - hapmayesmuueckas, - HayuHaa
(Haywo—uccxeaoeameﬂbcmﬂ) 0esimenbHOCHb,  NPOGEOCHUe  KNUHUYECKUX ucaﬂedoeanuu. :
' Jzexapcmeennbzx Npenapamos u KIUHUECKUX UCNbIMAHULI MeOUYUHCKUX U30enull.

2. K.mmmca PalHOXMPYPIHH, CTEPEOTAKCHYECKHH PATHOTePANHH H 0011eil OHKOJOTHH

(197758 r. Canxr-IlerepOypr, Kypoprusiit paiion, nocenok ITecounsiit, yi. Kapna Mapkca,
n.43, mut. A)

Obracmo  cepmucpurayuu:  desmensHocms  MmeOuYUHCKUX opearuzayuil.  MeOUYUHCKAsA
(nevebras u - OuasHocmuueckas), papmayeemuueckas, HayuHas
(Hayuno-uccreoosamenscikas) OesmenbHoOCb, npo6edeHUe KIUHUYECKUX UCCIe008aAHUI
NEKAPCMBEHHbIX NPENAPAMOB U KIUHUYECKUX UCHbIMAHUI MEOUYUHCKUX U3OeN U,

3. LleATp KOMILJIEKCHOM AHATHOCTHKH

(191144, r. Canxr-Ilerep6ypr, 6-1 CoBerckas yn., 1.24-26/19-21, nut. A, nom.1-H, 2-H,
5-H)

Obnacmy  cepmugpurayuu.:  desmenvrocms MEOUYUHCKUX  OP2aHU3AYULL  MCOUYUHCKAR
(Ouaznocmuueckas), Hayunas (Hayuno-uccnedosamenvekas) OesmenoHOCH®, npogeoenue
KIUHUYECKUX UCCIeO06AHUTI NeKAPCINGEHHbIX Npenapamos U KNUHWHECKUX UCHbUMAHLI
MEOUYUHCKUX U0eN Ul

Pyrosodumens Opzana no cepmugpurayuu ik A.B. Aspamenxo
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MANAGEMENT SYSTEMS :
& CERTIFICATION BODY

Test-St. Petersburg Co. Ltd.

S W

22, 1it. A, 10th Krasnoarmeyskaya st., St. Petersburg, 190103, Russia
Phone/fax +7 (812) 334-02-62, E-mail: cert@test-spb.ru
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& Accreditation certificate No. POCC RU.0001.13CK03
(B of Federal Service for Accreditation
CERTIFICATE
o 1
Registration Ne POCC RU.13CK03.01067 B
¥R .
e ; .
i This is to certify that Quality Management System of the company 2

3 : .

«Diagnostic and treatment center of the international :
Institute biological system named after Sergey Berezin» LLC :

T ————
S T R T R TR B e e

(DTC IIBS LLC)

PE 2, Letter A, 3 bld., st, Esenina, St. Petersburg, 194354, Russia 8
§ including separate divisions listed in the Annex to this Certificate
& 5N
E meets the requirements of g
GOST R ISO 9001-2015
? applied to the following scope of activities: 54

Medical organizations: medical (treatment and diagnostic),
pharmaceutical, scientific (research) activities, conducting clinical
studies of medicines and clinical trials of medical devices
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Date of the certification decision: 21.07.2022
Issue date: 7 2107.2022
Expiry date: = 20.07.2025
Initial certification date: . 21.07.2022

Head of
tification Body
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Failure to meet the conditions of certification makes the certificate invalid
www.test-spb.ru RU.01.13CK03 :
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Annex to the cértificate
Reg. Ne POCC RU.13CK03.01067
dated 21.07.2022 ;

Certification scope of Quality Management System of the compan-y'

«Dlagnostlc and treatment center of the mternatmnal
Instltute biological system named after Sergey Berezm» LLC
(DTC 1IBS LLC) '

includes:

I Center for Proton Beam Therapy
(16, Letter A, 2 bld., st. Glukharskaya, St. Petersburg, 197373, Ru551a)

Certification scope: activities of medical organizations: medical (treatment and
diagnostic), pharmaceutical, scientific (research) activities, conducﬂng chmcal
stud:es of medicines and chmcal trials of medical devices.

2. Clinic for Radlosurgery, Stereotactic Radlotherapy and General Oncology
(43, Letter A, st. Karl Marx, Pesochny settlement, St. Petersburg, 197758 Russ1a)

Certification scope: activities of medical organizations: medical (z‘rearmem and
diagnostic), pharmaceutical, scientific (research) activities, conducting clinical
studies of medicines and clinical trials of medical devices.

3. Comprehensive Diagnostics Center

(I-N, 2-N, 5-N room, 24-26/19- 21, Letter A, 6" st. Sovetskaya, St. Petersburg,
191144, Russia) '

Certification scope: activities of medical organizations: medical (diagnostic)
scientific (research) activities, conducting clinical studies of medicines and clmzcal
-~ trials of medical devices.

Head of Certification Body : : 1 ot : A.V. Avramenko
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OPI'AH IIO CEPTUOUKALIMY CUCTEM MEHEAKMEHTA
OO0 “TECT-C.-TIETEPBYPI"”

CEPTUOUKAT

Peruncrpanuonnsiii Ne RU.097A.00409

HaCTOHII[HM YIAOCTOBEPACTCS, UTO CHCTEMA MEHEIKMEHTA KadyecTBa OpraHH3anuu

O01mecTBO ¢ OrpaHHYEHHON 0TBETCTBEHHOCTHI)
«JleyedHO-THarHOCTHYECKHIT eHTP MeKayHapoAHOTO
MHCTHTYTa OHoIoTH4YecKHuX cucTeM umenu Cepres Bepe3snnay
(000 «J1AL MUBC»)

Poccus, 194354, r. Cankr-Ilerep6ypr, ya. Ecennna, 1.2, kopnyc 3, autepa A
6KAIOUaA 000CODIEHHbIE NOOPA30eNENUA, PKAZAHHbIE 8 NPULONCCHUN K HACMOAU{EMY cepmudgpuramy,

COOTBETCTBYCT Tp360 BaHHAM

ISO 9001:2015

IPUMEHHUTENBHO K CIeAyroImMM o0acTam aeatensHoctu (EA 38):

JesiTeIbHOCTh MeIHIMHCKHX OPraHu3anuii: MeIuIHHCKas (1eyebHaR
H JHAarHOCTHYecKas), (hapMaleBTHYeCKaN, HAYYHAS (Hay4YHO-HcciIeIoBaTeIbCKAS )
AEATEABHOCTD, NPOBEICHHE KIHHAYECKHX HCC/IeJ0BAHHI JIEKAPCTBEHHbIX
NpenapaToB W KJIHHHYECKHX HCNBITAHNH MeAHIMHCKHX H3IeJIHi

Jlara npuHsTHS pelienus o cepTuduKaLmn: 21.07.2022
Hara uspanus ceprudukara: 21.07.2022
Jlata okoHuaHus AeHCTBHS cepTH(HKaTa: 20.07.2025
Jlata nepBuyHOit ceprudUKaLIUU; 21.07.2022

ACCREDIA T,

[ |
o wew |
i o

THE INTERNATIONAL CERTIFICATION NETWORK

QMS Ne 097 A FSMS Ne 0131
EMS Ne 041D OHSMS Ne 037 F

Signatory of EA, IAF and ILAC
Mutual Recognition Agreements

HeBeInonHeHKe YCnoaMil CepTH(HMKALMK AENART AaHHLIR CEPTUDWKAT HEABRCTBHTENSHLIM,
Yenosus ceptudimkauim npeacTaenens wa VuTepHer caiite no agpecy www. test-spb.ru

Poccuiickas ®enepauus, 190103, Cankr-Metepbypr, 10-1 KpacHoapmeiickas yn., g. 22, Ten./chakc +7 (812) 327-55-54

00799




IIpuioxenne k cepruukary
Ne RU.097A.00409 ot 21.07.2022

Obsactn cepTHdUKaIIH CHCTEMbI MEHEDKMEHTA KAUeCcTBA OpraHH3aIiu

O6mecTBo ¢ OrpaHUYEHHO 0TBETCTBEHHOCTHIO
«JIeueOHO-AMarHOCTHYECKHIT HeHTP MesKIyHApOHOro
HHCTHTYTa OHoJIoruyecKkux cuctem umenu Ceprest Bepesnna»
(000 «JIAIl MUBCy»)

BKJTHOYAET!

1. LleHTp npoToHHO# Jy4eBoli Tepanuu
(197373, r. Canxr-llerepOypr, [nyxapekas yi., 1.16, kopryc 2, iutepa A)

Qbnracmo  cepmugpuxayuu: 0esmensHOCMs  MEOUYUHCKUX — OPLAHUIAYUL:  MEOUYUHCKAA
(nevebHas u ouaznocmuieckas), papmayesmuueckas, HAYYHAs
(HayuHO-UCCIe006amMenveKas)  0esmelbHOCHb, NPOBEOCHUe KIUHUYECKUX UCCIe06aH Uil
NeKAPCMBEHHbIX NPENAPAMOS U KIUHUYECKUX UCTIbIMAHULL MEOUYUHCKUX UIOETULL.

2 KnuHHKA paiHOXHPYPrHH, CTEPEOTAKCHYECKHI PaiHOTepanuy U o61ieil OHKOJI0rHH

(197758, r. Cankr-TletepGypr, Kypoprhbiii paiion, nocesnox I[lecounsiii, yi. Kapia Mapkca,
n.43, nut. A)

Obaacmo —cepmugpuxayuu: OesmenvHoCmb MEOUYUHCKUX — OP2AHUBAYUI: MeOUYUHCKASL
(neuebHas u ouaznocmuieckas,), gapmayesmuueckas, HAYYHAA
(Hayuno-ucciedo6amenvekasn) —0esmenbHOCb, NPoOGedeHUe KIUHUYECKUX UCCAeO06aH T
JIeKapCMBeHHbIX NPenapamos U KIUHUYeCKUx UCHbIMAHUL MEOUYUHCKUX UI0CAU.

3. IleHTp KOMIIEKCHOM AHATHOCTHKH

(191144, r. Canxr-Ilerepdypr, 6-s CoBerckas yi., 1.24-26/19-21, nurt. A, mom. I-H,2-H,
5-H)

Obracme cepmugpuxayun: — 0eAMeIbHOCHb  MEOUYUHCKUX — OP2AHUSAYULL:  MEOUYUHCKAS.
(Ouaznocmuueckas), HAyuHas (HAYHO-UCCICO0BAMENbCKAS) OCSMENBHOCHIb, NPOBeOeH e
KIUHUYECKUX UCCACO0BAN UL NeKAPCIMBEHHBIX APERAPAMO6 1 KIUHUYCCKUX UCHbIMAHULL
MEOUYUHCKUX UBOENUL.

Pykoeooumens Opzana no cepmugpuxayuu

00799




OMS Me 097 A FSMS Ne 0131

MANAGEMENT SYSTEMS CERTIFICATION BODY
TEST-ST.PETERSBURG CO. LTD.

CERTIFICATE

Registration No. RU.097A.00409

This is to certify that Quality Management System of the company

«Diagnostic and treatment center of the international

Institute biological system named after Sergey Berezin» LLC
(DTC 11BS LLC)

2, Letter A, 3 bld., st. Esenina, St. Petersburg, 194354, Russia
including separate divisions listed in the Annex to this Certificate

meets the requirements of

ISO 9001:2015

applied to the following scope of activities (EA 38):

Medical organizations: medical (treatment and diagnostic),
pharmaceutical, scientific (research) activities, conducting clinical
studies of medicines and clinical trials of medical devices

The annex, specifying the scope of certification, is the int «certificate
Date of the certification decision: 21.07.2022 ead of
Issue date: 21.07.2022 =i Cerification Body
Expiry date: 20.07.2025
Initial certification date: 21.07.2022 % il

AV A vebmenko

Partner of

ALEEDIES

EMS N2 041D OHSMS Ne 037 F

Signatory of EA, IAF and ILAC
Mutual Recognition Agreements

Failure to meet the conditions of certification makes the certificate invalid.
Conditions for certification are available at the web site at www.test-sphb.ru

22, 10th Krasnoarmeyskaya st., Saint-Petersburg, 190103, Russian Federation, tel/fax +7 (812) 327-55-54

00799




Annex to the certificate
Reg. Ne RU.097A.00409
dated 21.07.2022

Certification scope of Quality Management System of the company

«Diagnostic and treatment center of the international
Institute biological system named after Sergey Berezin» LLC
(DTC IIBS LLC)

R b A R R R AR AT T 5 R 16 | Mo s i

includes:

1. Center for Proton Beam Therapy
(16, Letter A, 2 bld., st. Glukharskaya, St. Petersburg, 197373, Russia)

Certification scope: activities of medical organizations: medical (treatment and
diagnostic), pharmaceutical, scientific (research) activities, conducting clinical
studies of medicines and clinical trials of medical devices.

2. Clinic for Radiosurgery, Stereotactic Radiotherapy and General Oncology
(43, Letter A, st. Karl Marx, Pesochny settlement, St. Petersburg, 197758, Russia)

Certification scope: activities of medical organizations: medical (treatment and
diagnostic), pharmaceutical, scientific (research) activities, conducting clinical
studies of medicines and clinical trials of medical devices.

3. Comprehensive Diagnostics Center

(1I-N, 2-N, 5-N room, 24-26/19-21, Letter A, 6% st. Sovetskaya, St. Petersburg,
191144, Russia)

Certification scope: activities of medical organizations: medical (diagnostic),

scientific (research) activities, conducting clinical studies of medicines and clinical
trials of medical devices.

Head of Certification Body A.V. Avramenko

00799"
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