CEPTUDPUKAT

PerucrpayHoHubii HoMep POCC RU.13CK03'01038

Sj;i‘}’::_‘fe“m";’;‘f:;:;‘gzﬂn‘f;" depepasbHOE rocyAapcTBeHHOE

KayecTsa OPraHH3aHu 4ABTOHOMHOE oﬁpaaonaTeanoe YUpeKjeHHue
Bbiciiero o6pasosanus lepebii
MOCKOBCKMH rocyfapCTBeHHbIN
MeAMUMHCKUH YHUBepcuTeT M. U.M.
CeyenoBa MHHHCTEPCTBA 3/]paBOOXpPaHeHHA
Poccuiickoit ®epepauuu (CeueHOBCKUH
YuuBepcurert). leHTpanuszoBaHHas
J1Ia60paTOPHO-AUATHOCTHYECKAsA CYyK6a
Knununyeckoro entpa (PrAOY BO Iepsbii
MI'MY um. U.M. CeuenoBa Munsapasa P@®

(CeuenoBckuit Yaupepcuret). IJI/IC KII)

Poccus, 119991, r. MockBa, ya. Tpybenkas, A. 8, crp. 2

sKAMOUEA 0BoCOBAeHHbe nodpazdesenus U (PuaudAbl, YKA3AHHBIE 8
RPUAONCEHUU K HACMOoAWeMy cepmugiukamy

COOTBETCTRYET TpeboBaHuaAM roctpPHUCO 9001-2015

NPHMEHHTENLHD K CAeflyiouiM  JleaTe/IbBHOCTh MeJHIMHCKMX J1abopaTopuid, BKJIIOYasn
061aCTAM AEATENLHOCTH

nposejaeHne OGHOXUMHYECKHX, HMMYHOXHMH4Y€CKHX,
CepPoOIOrHYeCKHX, H30CepoNOrnYeCcKHX, HHUTOTOTHYECKHX,
06I.I.I,EKJIHHH'-IECKHX, ﬁam‘epuonoruqecxux.

remMaTo/IorHYecKHX, KoaryaoJioru4ecKux, MOJIeKYJIApHO-
reHeTHYeCKHX HCCIeA0BaHUM, NPpoBeleHHe KJIMHHYECKHX
UCTNIbITAHHH  MEJHIMHCKHX M3Je/IMH, MeAHIMHHCKUX
U3 e/ IHH Ans HH-BHUTPO AMArHOCTHKH
U papMaueBTHHECKHX H3aeauil

lpuioxcenue, ymoungouee o6aacms cepmuduKkayuu, a8A3€mca
HeomMBeMAeMOU 4Yacmuio daHHoz0 cepmudukama

JlaTa npUHATHA peuleHHs 28.05.2025 Pyxosoaurens Oprana
0 CEPTHOHKALWH no ceprupuKannu
JlaTta uaaanua ceprudukara 28.05.2025

Jlata OKOHYaHHA ACHCTBHA 27.05.2028

cepTHduKaTa

Jlara nepsuunon cepTuukauun  29.04.2022

RU.01.13CK03

HeBbinonHeHne yCcnoeunii cepTuguxaLimn AenaeT HacToaWmA CepTUGUKET HEAEUNCTBUTENBHLIM
OpraH no ceprudukaunn cuctem merepxemerta O00 «Tect-C.-MNeTepbypr

Poccwus, 190103, CaHkT-MNeTepbypr, yn. 10-9 KpacHoapmeliickas, 4. 22, nutep A




MpunoxeHue K cepTupukary
Per. Ne POCC RU.13CK03.01038
ot 28.05.2025 Ha 1-m nucre

O6nacte CL’pTHd)M KalHH CHCTEMbI MEHEDKMEHTA Ka4eCTBa OPraHvu3alHi

depnepanbHoe rocyfapcTBeHHOE aBTOHOMHOE obpa3oBaTenbHoe
yupexaeHue Bbicluero obpasoBaHus Nepebin MockoBckun
rocyaapcTBeHHbI MeguumHckun yHuepcuteT um. .M. CeueHoBa
MuHuctepcTBa 3gpaBooxpaHeHus Poccuiickon Pepgepaunn (CeueHOBCKMI
YHusepcurer). LleHTpanusoBaHHasa nabopaTopHo-guarHocTuyeckas cnyxoéa
KnuHunuyeckoro UenTtpa (PrAOY BO Mepsbin MTMY um. U.M. CeueHoBa
MunagpaBsa P® (CeueHoBckui YHuBepcutet). LWI1AC KU)

Bxaiwouaer:

Ha3BaHHe opraH13anHH

Genepansroe
rocy/lapcTBEHHOE aBTOHOMHOE
obpa3zoBaTesibHOE YUpexeHHe
BbICILEr0 06 pasoBaHuA
IlepBblit MocKOBCKHH
rocy/apCTBEHHbIH
MeJHUMHCKHH YHUBEPCHTET
M. H.M. Cevenona
MuHucTepcTBa
3ApaBooxpaHeHus Poccuiickoi
Pepepannu (CeueHOBCKHH
YHupepcurer).
lleHTpanuszoBaHHas
Js1abopaTopHo-
JIMarHoCTHYeCcKan cayxba
Kaunnueckoro Lentpa
(PTAOY BO lepabiit MI'TMY um.
H.M. Ceuenosa Muusgpasa P®
(CeueHoBCcKHE YHUBEpCHTET).

LIIC KI1)

PykosoauTesnb Oprana
no cepTHGHKATIUH

Nuet1

Ajapec ocyulecTBAeHHA
AesATebHOCTH

119991, Mockga, yi1. Boabuias
MMuporosckas, 4.2, crp. 4

0O61acth cepTHOHKALHH

JleATeNbHOCTh MeJULHHCKHX nabopaTopHi,
BKJIIOYas npoBejeHue GHOXUMHYECKHX,
HMMYHOXHMHYECKHX, CepoJIOrHYecKHx,
H30CEPONIOr HYECKHX, IHTOJOTHYECKHX,
00LEKNMHUYECKHX, DaKTEePHOIOTHYECKHX,
reMaToIorH4ecKux, KOaryJsoJiorH4ecKkHx,
MOJIEKYJIAPHO-TeHETHYECKHX HCCAeI0BaHKH,
nposejeHue KJIMHHYEeCKHX HCNBbITAHHHA

MeMIIMHCKUX H3/JeJIMH, MeJHUMHCKHUX H3JesHH
AJIST MH-BHTPO AMATHOCTHKH U dpapMaleBTHYECKHX
U3/1es1ui

A. B. ABpameHKo




CERTIFICATE

Registration number

This is to certify that
the guality management system
of

conforms to the
requirements of

as applied to the following
scope of activities

Certification decision date
Issue date
Validity date

Initial certification date

RU.01.13CK03

POCC RU.13CK03.01038

Federal State Autonomous Educational
Institution of Higher Education
[.M.Sechenov Fist Moscow State Medical
University of the Ministry of the Russian
Federation (Sechenov University) Central
Laboratory and Diagnostic Service of the
Clinical Center.

(Federal State Autonomous Educational
Institution of Higher Education
I.M.Sechenov Fist Moscow State Medical
University of the Ministry of the Russian
Federation (Sechenov University). CLDS of
the CC)

8-2 Trubetskaya str., Moscow, Russian Federation,
119991

including separate divisions listed in the Annex to this Certificate
GOST RISO 9001-2015

Medical laboratory activities, including
biochemistry, = immunochemical, serological,
isoserological, cytological, general clinical,
bacteriological, hematological, coagulological,
molecular-genetic studies, conducting clinical
trials of medical devices, medical devices for in
vitro diagnostics and pharmaceutical prooducts

The annex, specifying the scope of certification, is the integral
part of this certificate

28.05.2025 Head of Certification Body

28.05.2025

27.05.2028

29.04.2022




Annex to the certificate
Reg. Ne POCC RU.13CK03.01038
dated 28.05.2025 on 1 page

Certification scope of Quality Management System of the company

Federal State Autonomous Educational Institution of Higher Education
I.M.Sechenov Fist Moscow State Medical University of the Ministry of the
Russian Federation (Sechenov University) Central Laboratory and

Diagnostic Service of the Clinical Center.

(Federal State Autonomous Educational Institution of Higher Education
I.M.Sechenov Fist Moscow State Medical University of the Ministry of the
Russian Federation (Sechenov University). CLDS of the CC)

Includes:

Name of the organization Address

Federal State Autonomous 2-4 Bolshaya Pirogovskaya str.
Educational Institution of Moscow, Russian Federation

Higher Education [.M.Sechenov 119991
Fist Moscow State Medical
University of the Ministry of the
Russian Federation (Sechenov
University) Central Laboratory
and Diagnostic Service of the
Clinical Center.

(Federal State Autonomous
Educational Institution of
Higher Education LM.Sechenov
Fist Moscow State Medical
University of the Ministry of the
Russian Federation (Sechenov
University). CLDS of the CC)

Head of Certification Body

Page1

Scope of Certification

Medical laboratory activities, including biochemistry,

immunochemical, serological, isoserological,
cytological, general clinical,  bacteriological,
hematological, coagulological, molecular-genetic

studies, conducting clinical trials of medical devices,
medical devices for in vitro diagnostics and
pharmaceutical prooducts

A.V. Avramenko



CEPTUPUKAT

Perucrpaunonnbii HoMep RU.QM075.00399

" P€€PANLHOE FOCYAAPCTBEHHO

KaueCTBa OPraHH3aniy dBTOHOMHO®e oﬁpasosa'renbnoe yuypexieHue
BbicLIero o6pasosanus [lepBoiit
MOCKOBCKH# rOoCyAapCTBEeHHbIH
MeAHUMHCKMHA YHHBepcuTeT uM. U.M.
CeyeHoBa MUHHCTEpPCTBA 3paBOOXPAHEHUA
Poccuiickoii Peaepanun (CeueHOBCKHI
Yuusepcurer). lenTpasin3oBaHHasn
J1a60paTOPHO-AHArHOCTHYECKasn CAYK6a
Knunuyeckoro Uentpa (PrA0Y BO IMepBbii
MI'MY um. H.M. CeyenoBa Mun3apasa PP
(Ceuenonckui Yuusepcuret). LIJIJIC K1)

Poccun, 119991, r. Mockea, ya. Tpy6eukas, 4. 8, crp. 2
axouan ofocobaennsie nodpaizdesenus u uauansi, yKazauHsie 8
NPUAOHCEHUU K HACMOAujeMy cepmughuxamy

COOTBETCTBYET Tpeﬁouammm ISO 9001:2015

NPHMEHUTENBHO K Creayony  JlegTe/IbHOCTh MeAHUHHCKHUX JjabopaTopuil, BKIW04asn

A AATIN RRNTENAPCEN npoBejeHHe  GHOXMMHYECKHX, HMMYHOXMMHYECKHX,
CePOIOTHYECKHX, HM30CePOJIOTHYECKHX, HHTOJIOTHYECKHX,
O6ILEeKTNHUYECKHX, 6aKTepHOIOTHYECKHX,

reMaTo/IOTHYeCKHX, KOaryJoJIorHYeCcKHX, MOJIeKYISpHO-
reHeTMYeCcKHX HCCae0BaHMH, NpoBeJeHue KJIHHHYEeCKHX
HCOIbITAHMK  MeJHMIHMHCKHMX H3Jeauil, MeAMIHHCKHX 1
U3AeTHH Anst HH-BUTPO AHATHOCTHKH
u papManeBTHYECKHX U3 1e Ui

lpusnoncenue, ymounaoujee o6aacms cepmudukayuu, aeasemcs
HeonrseMAeMoll Hacmeio daHHo20 cepmuduxama

Jlata npuHATHA PeLeHNA 28.05.2025 Pyxopoautens Opraxa
0 cepTUPHKALUH no cepTudUKannmu
Jara uaganus ceprudukara 28.05.2025

Jlata oKoH4aHMSA AEHCTBHSA 27.05.2028
ceprudmukara

Jara nepsuyanoii ceprudpukannn  29.04.2022

w OF MULTy
“!,fsi,,_——__{r;‘p

CChiTion AN g

HeBbiNoNHeHne yCNnoBuii CEpTUGUKaLMM A8NaeT HACTOSLLNA CepPTUDUKET HEASNCTBUTENEHbBIM
OpraH no ceprudukaunm cncrem meHeaxemeHta OO0 «Tect-C.-Metepbypr»,
Poccwus, 190103, CankT-Tletepbypr. yn. 10-9 KpacHoapmewnckas, a. 22. nutep A




MpunoxeHue k cepTudukaTy
Per. Ne RU.QM075.00399
ot 28.05.2025 Ha 1-m nucre

ObnacTe cepTHOHKALMH CHCTEMbI MEHE/PKMEHTA KaveCTBa OpraH|3aliiu

®depepanbHoe rocyaapcTBEeHHOE aBTOHOMHOE o6pa3oBaTesibHoe
yuypexgeHue Bbicwero obpasosaHus Mepsbin MockoBcKui
rocypapcTBeHHbIn MeguumHcku yHueepcurtet um. .M. CeueHoBa
MuHuncTepcTea 3gpaBooxpaHeHusi Poccuitickon ®egepauunn (CeueHoBCKMA
YHusepcuterT). LeHTpanusosaHHas na6opaTopHO-agnarHocTuyeckas cnyxéa
KnuHunueckoro LleHTtpa (PrAOY BO Mepsbin MTMY um. U.M. CeueHoBa
MuHagpasa PP (CeueHoBckuit YHueepcuret). LWIAC KL)

BxnwouaerT:

Ha3sBanue opranuzauuu Ajpec ocyuiecTBIeH s O6aacTeh ceprudpuKannm
AEATEbHOCTH

PeaepanbHoe  rocyaapcrBedHoe 119991, Mocksa, ya. Boabuwas JleaTenbHOCTD MEeAHLUHCKHX nabopaTopHi,

aBTOHOMHOE obpasoBaTtesbHoe [luporoeckas, 4.2, cTp. 4 BKJIIOYas nposejeHue OHOXUMHYECKHX,
yupexaeHue BbICHIETO UMMYHOXHMHYECKHX, CEPOJIOTHUYECKUX,
06pa3oBaHua llepsbiit H30CePON0rHYECKHX, LHTOJIOTHYECKHX,
MockoBckuii rocyapCTBeHHbIH OB LIeKTHHHYECKHX, OaKTepHOJOTHYECKHX,
MEJMULMUHCKHIA YHWUBEPCUTET WM. reMaToJIOrHYeCKHX, KOAry/10JI0THYeCKHX,
WM. CeyenoBa MuHMCTEPCTBA MOJIEKYJIAPHO-IeHETHYeCKHX HCCe/l0BaHHH,
3/1paBOOXPAHEHHUA Poccuiickoit poBe/leHHe KJAHHHYEeCKUX MCMbITAHUH
Qegepanuu (CevyeHoBCKHHA MEJAHUMHCKUX H3JeNHH, MeJHIHHCKHX H34eJHH
YHuBepcHTeT). AJist HH-BUTPO AMAarHOCTHKH ¥ dapMalleBTHYeCKHX
LlenTpanu3zoBanHas nabopaTopHo- U3/ Ini

JAHarHocTHYecKas cnayxba

Knunudeckoro lentpa (PrAOY BO
llepebiit MI'MY um. U.M. CeuenoBa
Munzapasa PP (CeuyeHOBCKHH
Yuusepcurer). LIJ1/C K1)

PykoBoauTenb OpraHa A. B. ABpameHKo

no cepTUPHKALHH

Nuet1




e CERTIFICATE

Registration number

This is to certify that
the quality management system
of

conforms to the
requirements of

as applied to the following
scope of activities

Certification decision date

Issue date

Validity date

Initial certification date

RU.QM075.00399

Federal State Autonomous Educational
Institution of Higher Education
I.M.Sechenov Fist Moscow State Medical
University of the Ministry of the Russian
Federation (Sechenov University) Central
Laboratory and Diagnostic Service of the
Clinical Center.

(Federal State Autonomous Educational
Institution of Higher Education
[.M.Sechenov Fist Moscow State Medical
University of the Ministry of the Russian
Federation (Sechenov University). CLDS of
the CC)

8-2 Trubetskaya str., Moscow, Russian Federation,
119991

including separate divisions listed in the Annex to this Certificate

1SO 9001:2015

Medical laboratory activities, including
biochemistry,  immunochemical, serological,
isoserological, cytological, general clinical,
bacteriological, hematological, coagulological,
molecular-genetic studies, conducting clinical
trials of medical devices, medical devices for in
vitro diagnostics and pharmaceutical prooducts

The annex, specifying the scope of certification, is the integral
part of this certificate

28.05.2025 Head of Certification Body
28.05.2025

27.05.2028

29.04.2022




Annex to the certificate
Reg. Ne RU.QMO075.00399
dated 28.05.2025 on 1 page

Certification scope of Quality Management System of the company

Federal State Autonomous Educational Institution of Higher Education
I.M.Sechenov Fist Moscow State Medical University of the Ministry of the
Russian Federation (Sechenov University) Central Laboratory and

Diagnostic Service of the Clinical Center.

(Federal State Autonomous Educational Institution of Higher Education
I.M.Sechenov Fist Moscow State Medical University of the Ministry of the

Russian Federation (Sechenov Universit

Includes:

Name of the organization Address

Federal State Autonomous 2-4 Bolshaya Pirogovskaya str.,
Educational Institution of Moscow, Russian Federation

Higher Education LM.Sechenov 119991
Fist Moscow State Medical

University of the Ministry of the

Russian Federation (Sechenov
University) Central Laboratory

and Diagnostic Service of the

Clinical Center.

(Federal State Autonomous

Educational Institution of

Higher Education [.M.Sechenov

Fist Moscow State Medical

University of the Ministry of the

Russian Federation (Sechenov
University). CLDS of the cQo)

Head of Certification Body

Page 1

y). CLDS of the CC)

Scope of Certification

Medical laboratory activities, including biochemistry,
immunochemical, serological, isoserological,
cytological,  general clinical,  bacteriological,
hematological, coagulological,  molecular-genetic
studies, conducting clinical trials of medical devices,
medical devices for in vitro diagnostics and
pharmaceutical prooducts

A.V. Avramenko




000 «Tecr-C.-NeTepbypr»

-1 >

190103, Caxkr-Netepbypr, 10-a KpacHoapmenckas yn., 22, nur. A,
(812) 324-0262, 327-5559
cert@test-spb.ru

PELLUEHME
O BbIJAYE CEPTU®UKATA COOTBETCTBUA
CUCTEMbI MEHEQXMEHTA

Opran no ceptudukaumm cuctem meHempkmeHta (OC CM) 00O «Tect-C.-MeTepbypr» Ha
OocHOBaHuK [lpoTOKONA PacCMOTPEHUs Ppe3ynbTaToB ayauTa CUCTEMbl MeHeKMeHTa OT
28.05.2025 ®depepanbHOro rocyaapCTBEHHOro aBTOHOMHOro obpa3oBaTenbHOro y4ypexaeHus
BbiclLlero obpasoBaHus MNepBoro MockoBCKOro rocyAapCTBEHHOLWO MeANLIMHCKOIO YHUBEPCHUTETA
uM. U.M. CeueHoBa MuHMUCTEpPCTBa 3ApaBooxpaHeHust Poccuiickoin ®epepaumm (CeveHOBCKUM
YHueepcuTeT). LleHTpanu3oBaHHoM nabopaTopHOo-anarHoCcTu4eckon cnyxbel KnuHuuveckoro
LleHtpa (®rAQY BO rMepsbit MIMY wum. W.M. CeuyeHora MwuH3gpaBa P® (CeueHOBCKMIA
YuusepcuteT). LWIAC KU), op. agpec: 119991, r. Mocksa, yn. Tpybeukas, 4. 8, cTp. 2; Ha
cooTeeTcTBue TpeboBaHuam MOCT P MCO 9001-2015 (ISO 9001:2015) npuMeHUTENbHO K
[EATEeNbHOCTY  MeAMUMHCKMX  nabopaTopuid,  BKIKYas  nposedeHve  BUOXMMUYECKUX,

UMMYHOXMMUYECKMX, CepoNoruyecKmx, N30CEepoNoOruyeckux, LIMTONOMMYECKNX,
O0BLEKNTMHUYECKINX, 6aKTepronormyeckmx, reMaTonorM4eckmnx, KOarynonorm4yeckux,
MONEKYNAPHO-reHETUYECKNX WCCNeA0BaHUA, MNPOBEAEHWE  KIIMHWUYECKMX  UCMbITaHWi

MEOUUMHCKMX — W34enud,  MeAMUMHCKUX — M34enud ANt WH-BUTPO  AMArHOCTUKM U
(hapMaLeBTUYECKUX  U3AeNniA  NPUHSN  pelleHve  BbldaTb  cepTudukaTbl  COOTBETCTBUSA
N2 POCC RU.13CK03.01038; N2 RU.QM075.00399 cpokom ot 28.05.2025 no 27.05.2028.

Pykosogutens OC CM A.B. ABpaMeHKO

Oara 28.05.2025

www.test-spb.ru




