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PrBY «Cr16 HUN®» Bemmucka (Ne81.2) u3 IIporokona 3acenanus Ne 81
Munsapasa Poccum e3aBHCHMOro 3THYeckoro komurera npu ®I'BY «CII6 HUUD»

HE3ABUCUMEIN
ITUNECKUA KOMMUTET

Mun3apasa Poccun

wex A 98

or 28.07.2021rona

28.0%.702|(

3acefanue, [0 NMPUYMHE CIOXHOM SNUAEMHONIOIHYECKON CHTyalud B T. Canxkr-IletepOypr,
IPOBEJCHO B CMENIAHHOM OYHO-AMCTAHI[MOHHOM pexume, B nomemenun OI'BY «CII6 HUH®»
MunsgpaBa Poccmm,28.07.2021 1. Appec: Pocems, 194064, r. Camkr-IlerepOypr, yu.
[MonmuTexumueckas, 1oM 32, Kondepenmn-3an. Hagano 3aceqanus: 15 gacos 00 MUHYT.

Ha 3acenannu npucytcrsoBaian Yiaensl Komurera:

No JIOIKHOCTE D.JN.0. ®dopMa IPUCYTCTBUA
1 | IIpencenarens KOMUTETA Cepmobunnes M.C. | Onnaiin

2 | 3amecturens npeacenarens komurera | Muxenscon M.M. OTCcyTCcTBOBAJIA

3 | Cekperapb KOMHUTETA. Yubupor K.X. JInuno

4 | Ynen Kommurera. 3opuna C.IO. JInuso

5 | Unen xoMuTeTa. Kosansckuit JILA. JInuro

6 | Unen KoMHTETA. Jluaauk C.A. Omnnaitn

7 | YnmeH xoMHTETA. I"aBpmios I1.B. Jlmaso

8 | Unen xomuTeTa Bacunbesa I'.1O. Jlraro

IIpuriameHHbIe: HET
Yucno roiaocos, MpHHaUIeKamuX wieHaM KomureTa, NPUHSABIIMM yJacTHE B 3aCC[aHUM IIO
BOIIPOCaM IOBECTKH AHS - "7".

KBOpYM T TPOBEACHHA 3accIaHHus Komutera wumeercs. 3acegaHue Komurera IIpHU3HAHO
IPaBOMOYHBIM IIPUHUMATh PCIICHAA II0 BCEM BOIIpOCaM MMOBECTKHU JAHA.

Caymanu:
JloKIIa OTBETCTBEHHOTO HCIIOJHHTENA Hccnenosanus “PaspaboTka n npuMeneHune ¢$pusuko-

MaTeMaTHYeCKHX MeETOIOB /Ui HempepbIBHOH JEeTeKUMH pOCTa MONMyJfllMH MaToreHa,
JAMATHOCTHKH IITAMMA H IPOrHO30B HCXO0/Ja JIeYeHHH HA OCHOBAHUH 6a3bl KJIMHHYECKHX
manubIx” JlaBposoit AWM. B paMkax TeKymero ['0CyIapCTBEHHOTO 3alaHHs Mumznapasa Poccun
"Pa3paGoTka M NpHMeHeHHe OHOJIOTHYECKHX H MaTeMaTHIeCKHX MoJeJieil sl H3ydeHHus
TyOepKyJje3a  pa3sin4YHBIX Joxkagmm3anmi' 0 BO3MOXKHOCTH — TIPOBCACHMA — H3Yy4CHUA
AHTUOMOTHKOPE3UCTEHTHOCTH J€3aKTUBUPOBAHHBIX IITAMMOB M tuberculosis metonamu PaMaHOBCKOH
criekTpockonuy Ha 6asax Caukr-IletrepGyprekoro MucTutyTa ®rusmonytsmononorud (CIIGHUN®) u
Pecypcroro Ilentpa Cankr-IleTepOyprexoro TocynapCTBEHHOIO YHHBEPCHUTETA (CII6ry), mo
ampecam: T. Canxr-IlerepGypr, yi. JluroBckumit 2-4 u Tlereprod, VibsHOBCKasd yilL, . Sa.
PyxoBopuTers TeMbl I 0Cy1apCTBEHHOrO 3a1aHUL mpod. Bunorpanosa T.1.

JIOKITaMquKoM OBUIM H3JIOXKEHBI aKTyalbHOCTh M I€JH HCCICHOBAHHIL, dbopmaT, KpaTKui
IIPOTOKOJI, TIPOLEAYPHl MCCIENOBAHMSA, MEPOIPUATHS [0 3allUTC IPaB yIaCTHHKOB HCCIIEIOBAHMS,
TEKYIIHH CTaTyC HCCIIEOBAHMSL.

B sTHueckuii KOMHTET ¢ NAHHOM 3asSBKOM [y SKCIEPTH3bL, ObLI IIOJAH CIeMyIoImui MaKeT

JIOKYMEHTOB!:
“
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1. AHHOTAIHUS 110 TEME UCCIIEIOBATEIbCKOM paboTH;

2. IlnaH ¥ IPOTOKOJ HAYYHOTO KCCIIEOBAHUS,

3. IIpodeccuonansuele  aBTOOMOrpadMM  OTBETCTBEHHOTO — HCHONHMTENI W  HAy9HOTO
PYKOBOJHUTEILS;

4, ®opma nHHOPMUPOBAHHOTO COTJIACHS MAIIHEHTA,

5. WudopManyoHHBIH! JHCT JUIs IAllMEHTA,;

B [aHHOM HCCIEIOBAHAA HE HCIONB3YIOTCA pEeKIaMHble, MHOOPMAIMOHHBIE M HHEIC MOJTOOHBIE
MaTepHaJIbL.

[To OKOHYAHWH BHICTYILICHHs AOKIATYMK OTBETHJ HA BOIIPOCHI WIEHOB 3THYECKOro Komurera. 1o
pesynbTaTaM JOKIaga W OOCYXXICHHsA 3aMeYaHMs WICHAMH HE3aBHCHMOTO 3THYIECKOTO KOMHTETa
(HOK) He BRICKa3aHEL.

IlocTaHOBHIN

Ono6puTh BEmonHeHKE Ha 6azax PI'BY «CII6 HUH®» Munsapasa Poccuu, pacionokeHHOro
1o axpecy: r. Cankt-Iletep6ypr, mp. Jlurosckuit 2-4 u Pecypcroro Llenrpa CII6I'Y, pacmonoxeHHOro
o agpecy Ileteprod, YipsHOBCKas YL, JI. 5a, Hay4HOTO HcciefoBanus “PaspaboTka H NpHMeEHEHHE
GHU3HKO-MAaTEMATHIECKHX METOOB /Il HENPEPHIBHOM [E€TEKIHH POCTA MOMYJISIMH NaTOTeHa,
[AMACHOCTHKH IITAMMA M IPOTHO30B HCXOAa Je4eHHS HA OCHOBAHHH 0a3bl KIMHHYIECKHX
JaHHBIX”, B paMKax [ocyapcTBeHHOrO 3ajxanms Mumszipasa Poccuu "PaspaboTka W npuMeHeHHe
GHOJOrMYeCKHX W MaTeMaTHYecKHMX MojJeJeil i H3ydeHHs TyOepKyJe3a pasJIHYHBIX
noxajmmzamuii". OTBETCTBEHHBIM MCIOJNHHUTENL MCCISHOBAHHUS, CTapIIMH Hay4HBIA COTPYIHHK
JIaBpoBa A.I., pykoBoauTenb TeMbl [ ocy1apcTBEHHOrO 3a/ianus mpod. Burorpanosa T.H..

Hesapucumpii Drtuueckuit Kommrer mpu ®IBY «CII6 HUM®» Munsgpasa Poccuu
OCTaBIIAET 3a COOOM IMPaBO PaCCMOTPEHUs 00paIeHH OTBETCTBCHHOIO HCIIOIHUTENA H PyKOBOAUTCII
WCCIIENOBAaHMS, KAcCalOIIUXCsA OIEPAaTUBHBIX BOIPOCOB IIPOBEACHHUS HCCICAOBAaHH:A, a TaKKe
PacCMOTPEHHMS CEPhE3HBIX HETATHBHBIX ABJICHUH, TPOM30IICAIIHNX B IIPOLECCE €TO BHITOIHCHUS.

Pe3ysibTaThI roJ10COBAHMS:
TosocoBanan «3a» - 7; «IPOTHB» - HET; «BO3AEPIKAJIHUCE) - HET.

é ; DIBY «CT16 HUViDy,
Mpexcoxarens HIK 5 l\-ﬁhvina,qpasa Poccuu M.C. Cepmo6unnes
/ HESABUCAMBINA -
4/ STUNECKUM KOMUTET

Mama: 28.07.20212.

/
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Extract (#81.2) from the minutes of the 81st meeting of the Independent Ethics
Committee at FSBU "SPb SRIPh" of the Ministry of Health of Russia held on
28.07.2021

The meeting, due to a complicated epidemiological situation in St. Petersburg, was conducted in
a mixed face-to-face and remote mode, in the premises of FSBU "SPb RIPh" of the Ministry of

Health of Russia, 28.07.2021. Address: Russia, 194064, St. Petersburg, Polytechnicheskaya St., 32,
Conference Hall. The meeting started at 15:00.

Members of the Committee were present at the meeting:

# Position Name Form of attendance ]
1 | Chairman of the Committee M.S. Serdobintsev | Online

2 | Vice-chairman of the Committee I.I. Michelson Absent

3 | Secretary of the Committee K.Kh. Chibirov In person

4 | Member of the Committee S.Yu. Zorina In person

5 | Member of the Committee D.A. Kovalsky In person

6 | Member of the Committee S.A. Linnik Online

7_| Member of the Committee P.V. Gavrilov In person

8 | Member of the Committee G.Yu. Vasilyeva In person

Invited persons: no
Number of votes belonging to the Committee members who participated in the meeting on
agenda items: "7".

The quorum for the Committee meeting is present. The Committee meeting is recognized as
competent to take decisions on all agenda items.

Listened:

Report of A.I Lavrova, the responsible researcher in charge for the study "Development and
application of physical and mathematical methods for continuous detection of pathogen
population growth, strain diagnosis and prognosis of treatment outcome based on clinical
database" within the framework of the current State Assignment of the Ministry of Health of Russia
"Development and application of biological and mathematical models for the study of
tuberculosis with various localizations" on the possibility of studying antibiotic resistance of
deactivated strains of M tuberculosis by Raman spectroscopy methods at the bases of the St.
Petersburg State Research Institute of Phthisiopulmonology (SPbSRIPh) and the Resource Center of
St. Petersburg State University (SPbSU), at the addresses: St. Petersburg, Ligovsky St. 2-4 and
Peterhof, Ulyanovskaya St., 5a. The principal investigator of the State Assignment is
Prof. T.I. Vinogradova

The presenter outlined the relevance and objectives of the study, its format, brief protocol,
study procedures, measures to protect the rights of study participants, and the current status of the
study.
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The following package of documents has been submitted to the ethics committee for review purposes
alongside this application:

1. Outline of the research work on this topic;

2. Research study design and protocol;

3. Professional autobiographies of the responsible researcher and the principal invesigator;

4. Informed consent form of a patient;

5. Patient information sheet;

This study does not make use of any advertising, information, or other similar materials,

At the end of the presentation, the rapporteur answered questions from the members of the Ethics
Committee. No reprimands were made by the members of the Independent Ethics Committee (IEC) on
the results of the report and discussion.

Decided
To approve the implementation of the study "Development and application of physical and

mathematical methods for continuous detection of pathogen population growth, strain diagnosis
and prognosis of treatment outcome based on clinical database" within the framework of the
current State Assignment of the Ministry of Health of Russia "Development and application of
biological and mathematical models for the study of tuberculosis with various localizations"at the
bases of the St. Petersburg State Research Institute of Phthisiopulmonology (SPbSRIPh) located at the
address St. Petersburg, Ligovsky St. 2-4 and the Resource Center of St. Petersburg State University
(SPbSU) located at the addresses Peterhof, Ulyanovskaya St., 5a. The responsible researcher: senior
researcher A.I. Lavrova; the principal investigator of the State Assignment: Prof. T.I. Vinogradova.

The Independent Ethical Committee at FSBU "SPb SRIPh" of the Ministry of Health of Russia
reserves the right to consider appeals of the responsible researcher and the principal investigator
concerning operational issues of the study, as well as consideration of serious adverse events that
occurred in the process of its implementation.

Voting results:

Voted in favour, 7; opposed, none; abstentions, none.

Chairman of the IEC M.S. Serdobintsev
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