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IITAMMBI BAKTEPHI, UX KOMIIO3UIUU U UX IPUMEHEHUAE JIJI51
JEYEHUA PACCTPOMCTB JKEJTYJIOUHO-KAIIEYHOI'O TPAKTA

Hacrosimee wm3o0pereHre OTHOCHTCS K HOBBIM ILITAMMaM OakTepui, TAaKUM Kak:
IITaMM, OTHOCSIIMHCS K Buay Bifidobacterium breve, wuneHTUPUIUPOBAHHBIA Kak
Bifidobacterium breve BbIBSO1 (DSM 33231), mTamMM, OTHOCSIIMHCS K BHUAY
Bifidobacterium breve, unentuduuupoBannblii kax Bifidobacterium breve BbIBS02 (DSM
33232), wramm, oTHOCSIIUICS K BUAy Bifidobacterium animalis, nneHTUPUIMPOBAHHBINA KaK
Bifidobacterium animalis nonsun lactis BIIBSO1 (DSM 33233), u mTamMM, OTHOCSIIUICS K
Buny Lactobacillus plantarum, nnenruduiupoansblil kak Lactobacillus plantarum LpIBSO1
(DSM 33234).

Kpome Toro, Hacrosiee n300peTeHHE OTHOCHTCS K KOMITO3ULFSIM, COJEP KaIluM
CMECh, COEPIKAIYI0 WJIM albTEPHATHBHO COCTOSIIIYIO M3 IO MEHbIIEH Mepe OTHOIrO HIIN
Oonee mTaMMOB OakTepuil, BBHIOPaHHBIX W3 TPYIIIbL COMAEpIKAIEH WM albTEPHATUBHO
cocToslled W3 YyKasaHHBIX WITaMMOB Bifidobacterium breve BbIBSO1 (DSM 33231),
Bifidobacterium breve BbIBS02 (DSM 33232), Bifidobacterium animalis nonsun lactis
BIIBSO01 (DSM 33233) u Lactobacillus plantarum LpIBS01 (DSM 33234), u BO3MOHO IO
MEHbLIEH Mepe OIHOrO JOMOJHUTENBHOTO InTamMMma OaKTepHii, BHIOPAHHOTO W3 TPYIIIbI,
coziepsKalleli M anbTepHaTHBHO cocTosmei us: Lactobacillus casei DG® (CNCM 1-1572) u
Lactobacillus paracasei LPC-S01™ (DSM 26760).

Hakonen, Hacrosimee n300peTeHHE OTHOCHTCS K YKa3aHHBIM INTaMMaM OaKTepHi,
00 MX CMeCsIM, JTMOO MX KOMITO3UIUSAM Uil MPUMEHEHUs B CIIocoO€ MPEBEHTUBHOTO /TN
U3JICYMBAIOIIETO JieueHHs 3a00JeBaHUil, pACCTPOWCTB WM CHMIITOMOB JKEJyZJOYHO-
KUIIEYHOTO TPAKTa, B YaCTHOCTH, (PYHKIHMOHAIBHBIX PACCTPOUCTB JKENyIOYHO-KHUIIEYHOTO
TpaKTa, TaKUX KakK, Hampumep, CHHAPOM pazapaxkeHHoro kumeynnka (CPK), w/mnmm
BOCIIQJIUTENIbHBIX PACCTPOMCTB, TAaKMX KakK HampuUMep, XPOHUYECKOE BOCIAIUTEIbHOE
3aboneBanne kumeynnka (B3K).

Cunpnpom pazppakeHHoro kumedHuka (cokpameHHo CPK) orHocurcss x rpymme

(YHKLIMOHAJBHBIX ~ PACCTPOHCTB  JKeIyAO4YHO-KummeuyHoro  tpakrta (@PP  XKKT),
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IMAarHOCTHYECKasi KaTeropus KOTOPOH MOXeT ObITb OmNpezesieHa TOJbKO HAa OCHOBAaHUHU
HAJIW4YMsl CHUMIOTOMATUYECKOW KAapTUHBI U XapaKTepU3yeTcsi OTCYTCTBHEM OYE€BUAHOIO
naToreHeTudeckoro cyocrpara. PyHKUMOHAJIbHBIE PACCTPONCTBA KEJyJOYHO-KUIIEYHOTO
tpakta (PP JKKT), Takxke Has3biBaeMble PpacCTPONCTBAMH KHIIEYHO-MO3TOBOH OCH,
NPENCTABISIIOT COOOMH IPyMIly pacCTPONUCTB, KIACCU(PUILMPYEMBbIX HA OCHOBAHHH JKEJIy JOYHO-
KUIIEYHBIX CUMITOMOB, OTHOCSLIUXCS K JEOOOH KOMOMHALIMU: PAaCCTPOMCTB MEPUCTATBTHKH
KUIIEYHUKA, BHUCLEPAJIBHONH T'HIIEPUYBCTBUTEIBHOCTH, W3MEHEHHOH (YHKIMH CIHU3UCTOM
O0OJIOYKH W HMMMYHHUTETa, U3MEHEHHs KHUIIEYHOH MUKPOOMOTHI, WU3MEHEHHUS BOCIPHUSITHSI
CTUMYJIOB B IeHTpajbHON HepBHOU cucteme. CPK sBisiercss oqHuM u3 HamboJiee 4acThIX
PaCCTPOMCTB JKeJTy JOUYHO-KUIIEYHOTO TPAKTa, KOTOPBIM CTpanaet okoyio 15-20% Hacenenws,
rae nuckoMdopt wim 00Nk B JKUBOTE CBSI3aHBI C W3MEHEHHMSIMU E€CTECTBEHHOH Cpesibl
kumeyanka. [lpu CPK odeBHgHbIE HM3MEHEHHUs] TMPOCBETA WM CIU3UCTOH OOOJIOYKH
JKeJy I0YHO-KUIIEYHOr0 TPaKTa Ha TKAHEBOM, KJIETOYHOM WJIM MOJIEKYJIIPHOM YPOBHE, XOTs
OHH OIHCAaHBl B JIUTEPATYpe, SBISIOTCS H3MEHUUBBIMU COOBITUSIMH M HE MOTYT OBIThH
HEOCTIOpUMO HAeHTU(UIUpPOoBaHbl. [10-BHIUMOMY, B HUX 3371efICTBOBAHBI IMMY HHBIE OTBETBHI,
HO OHH HE MOIYT IOJHOCTBIO OOBSACHUTH cUMNTOMBL IlomoOHbIM 0Opa3zoMm, H3MeHEHHe
KUIIEYHOH MHUKpOOMOTHI (T. €. AucOMo3) BHOCHUT BKJAA B NATOPHU3UOJOTHIO, HO
cneunpuUecKUi MaTOreH WIN MAaTOOMOHT, AJsi KOTOPOro HaJekHO aokaszaHa cBszb ¢ CPK,
IIOKA OTCYTCTBYET.

Cunnpom pasppakennoro kumednuka (CPK) npexncraBnsier coOoli paccTpoONHCTBO
(yHKIMM KUIIEYHUKA, XapakTepusyomeecs OOJbIO B JKUBOTE, CBA3aHHON C M3MEHEHHSIMH B
TOHKOM KHIIeYHHKe (JTu00 mOo Tumy 3amopa, JUOO MO THIY AUAPer), W MPOSBICHHUSIMHU
usMeHeHHo nedexannn 1 Tumnanuta. CPK He cienyer myTaTh CO CACTUYECKUM KOJUTOM,
YUUTBIBAS, YTO CIIACTUYECKUN KOJIUT SIBJSIETCS OPTraHUYECKIM 3a00JIeBAHUEM, BO3HUKAIOIIIUM
BCJICZICTBHE BOCIAJIEHUS], KOTOPOE BBI3bIBAET CIa3Mbl U O0b B skuBoTe. CoracHo Pumckum
kpurepusim 1V, CPK xapakrtepusyercss O0Jbi0 B KMBOTE, PELMIUBUPYIOIIEH B CPEIHEM IO
MeHbIlel Mepe | JeHb B HeNeJro 3a MOCIeNHUe 3 Mecsia, NPU HAJTWYHK ABYX I Ooyee
COIYTCTBYIOLIUX KPUTEPUEB. OTHOCIIIUXCA K Je(eKally, CBS3aHHbIX C H3MEHEHUEM
MEPUONMYHOCTH CTyJIa, CBSI3aHHBIX C M3MEHeHHeM (opmbl (BHEIIHEro BHIA) CTyja. JTH
KPUTEPUHN JOJDKHBI OBITH COOIIOZICHBI B TEUEHHE MTOCIEIHUX 3 MECSLIEB, TIPHU 3TOM CHMITTOMBI
MOSIBJISIFOTCA 110 MEHbIIEH Mepe 3a 6 MeCsILIEB O MOCTAHOBKY TUAarHO3a.

B 3aBucumocTH OT XapakTepUCTUK CTyJa pas3jM4yarOT YeTblpe TPYIIbL, MO KOTOPBIM

MoryT ObITh crpatuduiupoBansl nanueHTel: CPK ¢ mpeoOnamanmem 3amopa (3amop,



CBsi3aHHBIN ¢ TOHKUM KuinednukoM), CPK ¢ mpeobnaganuem nuapeu (nuapesi, CBSI3aHHAs C
ToHkMM kuuieuyHnkoMm), CPK ¢ uepenoBanmeM 3amopa M quapeu, HEKIacCU(PUIIMPOBAHHBIN
CPK.

B Hacrosimee Bpemsi noctynHble ans yedeHuss CPK Bunmel Tepanum HaneneHsl Ha
paspelieHne MaTOreHeTUYeCKUX COoObITHI, Jexamux B ocHoBe CPK. VYV nmu ¢ nmapeei,
CBSI3aHHOM C TOHKUM KHIIEYHHKOM, YaCTOTY JAe(eKalii MOXKHO CHU3UTD MyTEM COKPAIIEHHSI
yHOTpeOJIeHUs B MUILY KOPOTKOLIEMOYEUHBIX YIJIEBOJOPOAOB, KOTOPbIE TIOXO BCACHIBAIOTCS
B TOHKOM kumevyHuke (quera FODMAP: ¢epmeHTHpyeMble ONMUrocaxapHibl, TUCAXaPUIBL,
MOHOCAXapubl U TOJIMOJIBI), TAKUX Kak (Pppykrosa, copbur m MaHHUT. KomMOmHHMpOBaHuE
3TOTO PEUICHUs C TMpernapaTaMyu Ha OCHOBE KAOJHMHA, TAKUMH KaK TUOCMEKTHUT, MOXKET OBITh
nojie3ubM. Jlumam ¢ mpeobiamaHueM 3amopa, CBSI3aHHOTO C TOHKHUM KHIIEYHHUKOM, IPH
HAJMYMK ~ THUMIIAHWTA  JOCTYNHBI  Tpemaparsl C  HU3KUMHU  KOHIEHTPALUSIMH
NOJIMATHIIEHTJIMKOJIEH/ MUHEPAIBHBIX COJIEH ISl eKeHeBHOro mpuema. Kpome Ttoro, s
STUX JIUL, CTPAjJarolIUX 3alopOM YMEpPEHHOM CTeNeHU TSKECTH, TakKKe JAOCTYIHO
NPUMEHEHUE JIMHAKIOTH/IA, TPEICTABISIONIEro cCOO0H aroHUCT peLienTopa I'y aHUIATIHKIIA3bI
C. IlpumeHeHHE aHKCHOJHMTUKOB (TaKMX Kak OEH30AMA3eNuHBbI) B TEUYEHHE KOPOTKUX
NEpUOIOB BPEMEHHU, KOIZla MAlMEeHT OCO3HAET, YTO WCIBITHIBAET TPEBOTY, MOJE3HO NpHU
YMEHBLIEHUN NICUXOJOTHUECKON COCTaBIIsIIoImEel 00U, AHAIOTHYHBIM 00pa3oM, IPUMEHEHHE
AHTHUIIETIPECCAHTOB, TakuxX Kak Tpunukindeckue coenunenuss u CHUO3C (cenexTuBHBIE
MHTHOUTOPBI OOPaTHOTO 3aXBaTa CEPOTOHNHA), IOMUMO HETTOCPEACTBEHHOTO MOYJIMPOBAHHS
Oonu 6e3 u3MeHeHus1 QYHKIHMU TICUXUKH, CIIOCOOHO YJIyYIIUTh Ka4eCTBO CHA U YMEHBIIUTh
YacTOTy MPUCTYTOB. [[pyrue BUABI TEpAIUy BMECTO STOrO HALIEJIEHBbI HA Ky TUPOBaHUE OOJIH;
B OTOW CBSI3U OCOOEHHO MOJIE3HBI HEKOTOPBIE CMA3MOJUTUKHU. JJIi CHIKEHUS JKeTyIOYHOM
CeKpeLuu U NEePUCTATBTHKH KUIIEYHUKA NPUMEHSFOT
AHTUXOJIMHEPTUUECKHE/CIa3MOIUTHYECKNE JIEKAPCTBEHHBIE Mpenaparhl (AaHTUMYCKapUHOBBIE
JIEKapCTBEHHBIE TIPENapaThl), TAKHE KaK, HAPUMED, aTPONHH, CKONojJaMuH, MebesepuH. Kak
U TIPU TEPaNuu JUBEPTUKYJSIPHON OONE3HH, THMIAHUYECKHH CHHAPOM MOXXHO YMEHBIIUTH
NyTeM TMPUMEHEHHs C1a00 BCACBIBAIOIIMXCS AHTHOMOTHUKOB, TAaKUX Kak, HampuMmep,
prdakCUMUH, ¥ TPOOHOTHUKOB, KOTOPBIE PETYJIUPYIOT KUIIEYHYIO (IIOpY.

Tem He MeHee yKa3aHHbBIE BbIIE BHIbI TEPANUH YacTO HE NAIOT BO3MOXKHOCTHU IS
MOJTHOTO U MPOIOJDKUTEIBHOTO pa3pelieHns 3a001eBaHus 1 €r0 CHMIITOMOB.

Taxkum obpa3om, coxpaHsieTcs BbICOKasi MOTPeOHOCTh B obecrieueHnu 3ppekTHBHOTO

peuicHua [Jist JICUCHUA paCCTpOfICTB KEITYJOYHO-KHIICYHOI0 TpakKkTa, B YaCTHOCTU
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(YHKIMOHATBHBIX PACCTPOINCTB JKENy AOUHO-KHUIIEYHOTO TPaKTa, 00Iee KOHKPETHO CHHIpOMA
pasnpaxkenHoro kumevynuka (CPK), 3amopa, cB3aHHOrO ¢ TOHKUM KHIIEYHHKOM, JAHUApPEH,
CBSI3aHHOM €  TOHKUM  KHIIEYHMKOM,  4YepeloBaHWs  3amopa W JAWapen |
HeknaccuduuuposanHoro CPK.

Kpowme Toro, cymectByer notpeOHOCTb B obecriedeHn 3(PPeKTUBHOTO PeIleHus IS
JIEYEHHsT BOCTIAJIUTENIBHBIX PACCTPONCTB  JKEJIyIOUHO-KHUIIEYHOTO TpPaKTa, TaKHX Kak,
HarpuMep, BOCHanuTe bHble 3a00neBanus kuieuyHnka (B3K).

B pesynbraTre WHTEHCHBHBIX WCCIEAOBAHUN M pa3pabOTKU 3asBUTENb PELIHI
yKa3aHHBbIE BbIIIE TOTPEOHOCTH MyTeM pa3pabOTKU: HOBBIX IITAMMOB H30JIMPOBAHHBIX
Oakrepmii, Takux kak (Li) Bifidobacterium breve BbIBSO1 (DSM 33231), (Lii)
Bifidobacterium breve BbIBS02 (DSM 33232), (Liil) Bifidobacterium animalis nonsun lactis
BIIBSO1 (DSM 33233) u (Liv) Lactobacillus plantarum LpIBS01 (DSM 33234)
(coxpamenHo HOBbIX mTammoB Oakrepuit (L.i-1.iv) mo uzobperenuro wm (Li-Liv)); cmeceit
(M), comepamux 1Mo MeHbIIEeH Mepe OAuH WM Oojiee M3 YKa3aHHBIX IITAMMOB OakTepuil
(Li-1.iv) m BO3MOXXHO TO MeHbIIEH Mepe OIMH JONOJHUTENbHBIA INTaMM OaKTepuH,
BbIOpPaHHBIN U3 TPYIIBI, COAEPIKAIIEH WU albTePHATHBHO cocTosituent us: Lactobacillus casei
DG® (CNCM 1-1572) u Lactobacillus paracasei LPC-S01™ (DSM 26760) (cokpaiieHHo
cvecn (M) mo wm300peTeHHI0), KOMITO3ULMH, coaepKallux yka3aHHble cmecu (M)
(COKpallleHHO KOMITO3UIMU MO H300pETEHHI0); NMPUMEHEHHsI YKa3aHHBIX IITAMMOB, CMeceil
WIM KOMIIO3MLMI Uil TNPEBEHTHBHOTO W/WIM W3JIEYHMBAIOIIETO JIEYCHUs] PAaCCTPONCTB
JKEJTyIOUHO-KUIIEYHOTO  TPaKTa, MPENNOYTUTENbHO  (PYHKIMOHAIBHBIX  PAacCTPOWCTB
JKEJyJOYHO-KUIIEYHOTO TpakTa, OoJiee MPEANOYTUTENbHO CHHIApPOMA pPa3Ipak€HHOTrO
kumeyanka (CPK) (CPK ¢ auapeeii, CPK ¢ 3anmopom, CPK ¢ yepenoBanuem 3amnopa u quapeu
u HeknaccupummposanHoro CPK), w/wmm BOCHANUTENbHBIX PACCTPOMCTB  KEIy JOYHO-
KUIIEYHOTO TpakTa, OoJiee€ MPEANOYTHUTENbHO BOCHAJIHTEIbHBIX 3a00JIEBAHUN KHIIEYHUKA
(B3K), kax onmucaHo B HACTOSIIIEM ONMMCAHUH U B (pOpMyIie H300peTeHHS.

Lactobacillus plantarum LpIBSO1 (DSM 33234) Obul BbIIENEH W3 JKEIyIOYHO-
KUIIIEYHOTO TpakTa 4yejioBeka. PaccmatpuBaembie Bifidobacteria, Takue xak Bifidobacterium
breve BbIBSO1 (DSM 33231), (Li1) Bifidobacterium breve BbIBS02 (DSM 33232), (Liii)
Bifidobacterium animalis nonsun lactis BIIBSO1 (DSM 33233), uMeroT uenoBedeckoe
NPOUCXOXKIEHNE U OOBIMHO OOHAPYKUBAIOTCS B KUIIEYHUKE YEJIOBEKA.

B uwacTHOCTH, yKa3aHHBIE HOBBIE ITaMMBbl OakTepuil mo msodperermto (Li-Liv) mmm

X Tpou3BoaHble, cMecun (M) mTamMMoOB OakTepuii NO HACTOSIIEMY H300PETEHHIO H



KOMIIO3UIIMH, COAeprKalue ykasaHHele cMecu (M) 1o HactosimeMmy H300pETEHHIO,
3¢ eKTHBHBI MPHU MPEBEHTHUBHOM W/WJIM H3JICYUBAIOLIEM JIEYCHHH PACCTPOMCTB XKETyJ0YHO-
KUIIEYHOT'O TPAKTa, B YACTHOCTH B OTHOLIEHNH (DyHKIIMOHAIBHBIX PACCTPOMHCTB JKeJy JOYHO-
KUIIEYHOI O TPaKTa, Takux Kak, Hanpumep, CPK, ¢ yderom Toro, 4ro OHM ONpenessioT;

- Ha ypOBHE KHUIIEYHOH  MHUKPOOMOTBHI,  TOJOKUTEIBHYIO  MOJIYJISILUIO
NPUCYTCTBYIOLIUX MOMYJISIMUA MHKPOOPTaHM3MOB, TaKyK Kak, HampuMep, YBEJIUYEHHUE
YHCJICHHOCTU TonyJisinuu Oaktepuii pona Lactobacillus v pona Bifidobacterium, v B TO xe
BpeMs, 3HAYMMOE CHIDKEHHE YHUCJIEHHOCTH NOMYJSIIUH OakTepuil, OTHOCSLIMXCS K PONy
Ruminococcus, KoTopbie SBISIFOTCSA MATOOMOHTOM, 00bMHO cBsizaHHBIM ¢ CPK;

- MOBBILICHNE KOHLEHTPALMH B KUIIEYHUKE KOPOTKOLIENOYEUHBIX JKUPHBIX KHCIIOT, B
YaCTHOCTH MAaCIISTHOM W/WJIN YKCYCHON KUCIIOTHI,

- TIOJIOXKUTEJIbHYK) MOJIYJISILIUI0O Ha YPOBHE NPOAYKTOB MeTabomm3ma Oakrepuid
(MeTabOJIOMHKOB), TAKUX KaK, HAITPUMEP, CBOOOIHBIE AMUHOKHCIIOTHI M OMOTEHHbIE AMUHBI,

- TIOJIOKUTENbHYI0 MOJIYJISILUIO BOCHMAINUTENBHOTO MyTH, HANPHUMEDP, CO CHIKEHUEM
COIIEp KaHUs IPOBOCIIATUTENbHBIX [IUTOKHHOB, TakuX Kak IL-6 w/mmu IL-15, unmn npyrux;

- YJIy4II€HHE KHIIEYHOW MPOHULAEMOCTH, OLIEHMBAEMOH, HampuMep, Ha OCHOBAHUH
CBIBOPOTOYHBIX yPOBHEH 30HYJIMHA, LUTPYJUIMHA U PV-1;

- TIOJIO’KUTENIbHYIO MOIYJISLIMIO HA YPOBHE CEPOTOHUHEPTMUECKOTO My TH.

Kpome Toro, mrammbl OakTepui, comepkalluecs B CMECSIX W KOMIO3ULHAX IO
HACTOSAIIEMY M300pETeHHIO, TaKMe Kak ILITaMMbI, OTHOCsmuecs K poay Lactobacillus w
Bifidobacterium, oxa3pBaroT psx MOne3HbIX 3()(HEKTOB C y4ETOM TOrO, YTO KA KABIH BHI
OKa3bIBAET OTAENIbHOE NEeHCTBHE HAa JKEJyJAOYHO-KHIIEUHBIH TPAKT MOCPEICTBOM pa3HBIX
MEXaHH3MOB, TAKHX KaK, HaIPUMeEp, CeKperus OaKTepUOLMHOB, MOAYJIMPOBAHUE UMMYHHOM
CHCTEMBI OPraHU3Ma-X03MHa U T. A. Takue NelCTBHUsI MOTYT ObITh KOMITJIEMEHTAPHBIMU HJIH
CHHEPTeTHYECKUMH.

B nononaeHue k 3TOMy yka3aHHblE HOBble mTammbl Oakrepuii (Li-Liv), cmecu (M)
ITAMMOB OakTepuil U KOMIIO3UIMH, COAepIKalque ykasaHHble cMmecu (M) mo Hactosemy
U300PETEHNI0, BIUSIFOT Ha SKCIPECCHIO PA3JMYHBIX T'€HOB, BOBJICYCHHBIX B HMMYHHBIE
OTBEThl B KHIIEYHHWKE, B YAaCTHOCTH B TOAB3AOIIHON KHIOKE, YTO JOKa3bIBAET HX
NPOTHUBOBOCTIAIUTENBbHYO/PETYIATOPHYIO aKTHBHOCTb B KHIIEUHUKE. TakuMm oOpasom,
ITaMMbl OAKTEpHH, CMECH U KOMITO3ULIMH 10 M300PETEHNI0 MPUroAHbl U 3)(PEeKTHBHBI PH
NPEBEHTHBHOM /WU W3JICYUBAIOINEM JICUEHHH BOCHAIUTENbHBIX PACCTPONUCTB JKEIyqOYHO-

KHOICYHOI'0 TPAaKTa, TAKUX KAK XPOHUYCCKHE BOCIHAJIHUTCIBHBIC 3a00JIeBaHKS KUIIEYHUKA



(B3K).

XOTs1 WTaMMbI-TPOOMOTUKU OakTepuil KCIMOJB3YIOTCS HAa YPOBHE TEXHUKH IS
yayuenuss cumntoMoB CPK, tounas s¢¢exkruBHocTs npobuotukos npu CPK Oonbrueit
YaCThIO OCTAeTCsl Heu3BeCTHOH. Takue mTaMMbI-MPOOMOTHKH OaKTepuil OTHOCSTCA K
pasIMYHBIM IITAMMaM M BHAAM, B JIUTEPaType OTCYTCTBYET ONPENEeIEeHHOE 3aKII0UEHHE O
TOM, KaKO# ITaMM u BUJ HauOosee 3G eKTHBEH.

Kpome TOro, HOBble ITaMMbl OAKTEPUI, CMECH W KOMITO3HLIMHU 10 U300PETEHUIO HE
00J1aIar0T 3HAYUMBIMHU HEKeNlaTeIbHbIMU (P eKTaMu, 1 UX MOKHO BBOAUTH BCEM JIFOISIM, B
YaCTHOCTH JIML[AM TeHATPUIECKON KaTeropun u OepeMeHHbIM JKEHIHHAM.

HakoHnen, cmecnm WM KOMIIO3UIMH IO H300peTeHn0 3(()EeKTHBHBL, TMPOCTHI B
NOJIYYeHUN M SKOHOMUYECKH 3(P()EKTUBHBL

OTH W [Jpyrue Lejid, KOTOpble CTaHyT $ICHbI HAa OCHOBAHHMH MOCJEAYIOLIEro
NOApPOOHOIr0 OMHUCAHUS, AOCTUTAKOTCS MOCPEACTBOM INTAMMOB OakTepuii, cmeceil U
KOMITO3HLIMI MO HACTOSILIEMY M300peTeHHIO Oyarogapsi MX TEXHUYECKUM XapaKTePHUCTHKAM,
NPE/ICTABJICHHBIM B OMMCAHHUH U 3asIBJIEHHBIM B IIpUIaraeMoii (hopmyie H300peTeHus.

OIMIMCAHUE IT'PAOUYECKHUX MATEPHAJIOB

@ur. 1: au3aliH KIMHUYECKOTO HCCIIENOBaHMs C BBOAHOH (a3ol, ¢as3oi nedeHus,

niepekpecTHol ¢azol, Ga3oil eueHus U MOCIEAYOLUIEr0 HaAOIFOACHIIS.
I[MTOJJPOBHOE OITMCAHUE U30BPETEHUA

OObexT HacTosIero n3o0peTeHus: 00pasyer mTaMM OakTepuii, OTHOCSINUICS K BUAY
Bifidobacterium breve, unearudunuposannsiii kax (1.1) Bifidobacterium breve BbIBSO01, nnn
€ro MPOW3BOIHOE, TJ€ yKa3aHHbIA [ITaMM OaKkTepuil AEMOHHUPOBAH COTJIACHO YCJIOBHUSIM
bynaneurrckoro norosopa B Hemenkoi KoIeKIIMH MUKPOOPTAaHU3MOB M KJIETOYHBIX KYJIBTYP
(Deutsche Sammlung von Mikroorganismen und Zellkulturen GmbH (DSMZ)) non Homepom
nenonupoBanuss DSM 33231 31 mons 2019 r. kommnanueiit SOFAR S.p.A. (cokpaiieHHO
BbIBSO1, unu B. breve BbIBSO1 DSM 33231, unu (L1)).

OO0mbexT HacTosAIIero N300peTeHNst 00pa3yeT MTaMM OaKTepUH, OTHOCSILIUICS K BHIY
Bifidobacterium breve, upentudpunmposannbiii kak (L.i1) Bifidobacterium breve BbIBS02,
WIH €ro MPOU3BOIHOE, IIie YKA3aHHBIN TaMM OaKTepHil IeMOHUPOBAH COTJIACHO YCJIOBHSIM
bynanemrckoro norosopa B Deutsche Sammlung von Mikroorganismen und Zellkulturen
GmbH (DSMZ) non mHomepom nenonupoarnss DSM 33232 31 urons 2019 r. SOFAR S.p.A.
(coxpamenno BbIBS02, umu B. breve BbIBS02 DSM 33232, mnu (Lit)).
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OOmexT HacTosIIero N300peTeHust 00pas3yeT MTaMM OaKTepui, OTHOCALIUICS K BHIY
Bifidobacterium animalis, nnenrudunuposannsiii kax (L.1i1) Bifidobacterium animalis nooeuo
lactis BIIBSO1, wnu ero mpous3BOAHOE, TA€ YKa3aHHbIM IITaMM OakTepuil JEeNOHHPOBAH
cornacHo ycnosusiM bynanemrckoro nqorosopa B Deutsche Sammlung von Mikroorganismen
und Zellkulturen GmbH (DSMZ) non sHomepom nenonuposannst DSM 33233 31 wurona 2019
r. SOFAR S.p.A. (cokpamenno BIIBSO1, wmu B. animalis noosuo lactis BIIBSO1 DSM
33233, wum (Lii1)).

OOmbexT HacTosIIero H300peTeHNst 00pa3yeT TaMM OaKTepUH, OTHOCSILIUICS K BHIY
Lactobacillus  plantarum, wnentuduuuposannsiii kak (Liv) Lactobacillus plantarum
LpIBSO1, mwiu ero mpou3BOAHOE, II€ YKa3aHHBIH IITAMM OaKkTepUd JAEMTOHUPOBAH COTJIACHO
ycnoBusiMm bynamemrckoro nmoroBopa B Deutsche Sammlung von Mikroorganismen und
Zellkulturen GmbH (DSMZ) non Homepom nenonupoBanus DSM 33234 31 wurons 2019 r.
SOFAR S.p.A. (cokpamenno LpIBSO01, wnu L. plantarum LpIBS01 DSM 33234, wnu (Liv)).

[IpennmouturenpHO WTAMMBI OakTepHii Mo HacTosAmeMy n3oodperenuro (T. e. (L1), (Lii),
(Liii), (Liv), (ILi), (Lii), (ILii)) npeacTaBisIOT COOOH >KU3HECTIOCOOHBIE (CKUBBIE H
YKU3HECTIOCOOHBIE) IITaMMBI OAaKTEpHii, TaKHe KaK, HampuUMep, KU3HECTIOCOOHBIE IITaMMBbI
OakTepwii, MNPHUCYTCTBYIOIIME B  Ipenaparax  NPOOHMOTHKOB  WJIH B JICUBLIX
ouomepanesmuyueckux npenapamax (coxpamenHo LBP, takux kak ¢apmareBTHuecKue
HpenapaThl, COAEpIKALINE )KUZHECTIOCOOHBIE ITAMMBI OaKTEPHIA).

«I[IpobuoTukm» NpencTaBisAOT cOOOM JKUBbIE U KU3HECTIOCOOHBIE MUKPOOPTAHU3MBI
(Hanpumep, mTaMMbl OakTepuii), KOTOpblE NPU BBEIEHHHM B HAJIEXKALIEM KOJIUYECTBE
00eCTeYnBatOT MOJB3Y IS 30POBbsI OPTAHU3MA-X035UHA;, TEPMHH «ITPOOHOTHKI» OTHOCUTCSI
K MHUKPOOPTaHH3MaM, MPHUCYTCTBYIOIIMM B MUINE WM AOOABIEHHBIM K Hell (ompeneneHue
Opranmzaumn OOH no mponoBonbcTBUIO U cenbckomy Xxo3sicTBY (FAO) m BceemupHoii
opranmuzanuu 3npaBooxpanenus (BO3)).

B xOHTEKCTE HACTOSIIEro N300pPETEHUs] TEPMUH «ITPOU3BOIHOEY» WIIN KTIPOU3BOIAHBIEY
mramma OakTepuil mo Hacrosmemy uzodperenuto (m. e. (Li), (Lit), (Lii1), (Liv), (IL1), (ILi1))
UCTIONB3YIOT JUI YKa3aHUS TUHIAJIM3MPOBAHHOIO WM WHAKTHBHPOBAHHOTO (HAmpUMep,
raMma-obsyueHuemM min o0paboTKOM yiabTpa3BykoM) mramma OakTepuii, OO JTH3aTOB WU
SKCTPAKTOB MITaMMa OakTepuil (mMapanmpoOHOTHKOB), JUOO JOOOTr0 MPOM3BOAHOIO W/WIH
KOMIIOHEHTa IOTaMMa OaKTepui, MNPearOYTHTENbHO JK30MOJIICaXapuia, NPUCTEHOYHON
¢dpakumu, MeTaboIUTOB WK OHOMPOAYKTOB MeTabom3Ma, 00pa3yeMbIX IITAMMOM OaKTepHii

(mocTONOTHKOB) WK JEOOOro APyroro MpoAyKTa, MOJYYeHHOrO U3 IITaMma OaKTepuil.



[IpenqnoyTuTenbHO TEPMHH — «IIPOM3BOJHOE» INTAMMOB OakTepuil MO  HACTOALIEMY
M300pETEHNI0 WCHOJB3YIOT A YKa3aHUS TUHAAIU3UPOBAHHOIO MM WHAKTUBHPOBAHHOTO
mraMma OakTepui.

B cooTBeTcTBUHM C OIHUM aclIeKTOM HACTOsIIEro n3odpereHus B cmecsx (M) mo
M300pPETEHHIO MIIN B KOMITO3UIUAX 110 N300PETEHNIO YacTh IITAMMOB OaKTepuil MOXKET ObITh
JKH3HECTIOCOOHOM, a 4acTh INTAMMOB OakTepuil MOXKeT MMeTb (OpMy NPOU3BOAHBIX, Kak
OTIPEEeNIEHO BhILIe (HATPUMED, TUHAATH3UPOBAHHYIO).

OOmwexT Hacrosimero wusoOperenusi obpasyer cmech (M) mramMMoB OakTepuii
(cokpareHHo cMech (M) Mo U300peTEeHHI0), COAep Kaliasi UM aIbTEPHATUBHO COCTOSIIIAS W3
10 MEeHbIIEH Mepe OHOTO MK OoJiee IITAMMOB OaKTEpUi HIIH UX TPOU3BOAHBIX, BEIOPAHHBIX
U3 TPYIIIBEI A, copepskaliel min anpTepHaTuBHO cocrosimei u3: (1.i) B. breve BbIBS01 (DSM
33231), (Lii) B. breve BbIBS02 (DSM 33232), (Liii) B. animalis nonsun lactis BIIBSO1
(DSM 33233), (Liv) L. plantarum LpIBS01 (DSM 33234) u ux cMmeceii.

VYkazannas cmech (M) 1o M300pETEHHIO MOXKET COAEPaTh €IMHCTBEHHBIA IITAMM
OakTepwuii, BBIOPAHHBIN U3 IPyMIbl A, coaepKameil win anrpTepHaTUBHO coctosmer u3: (L),
(Li1), (Lii1) u (L.iv); cokpameHHO cMech M. 1.

VYkazannas cmecb (M) mo m300peTeHHI0O MOXKET COAEepKaTh JIBa ITaMMa OaKTepui,
BbIOpaHHble U3 rpynnel M.2, cocrosmeit u3: (I.1) u (Lit), (I1) u (L), (L1) u (Liv), (L) u
(Liit), (Li1) u (L1v), (Lii1) u (1.1v); cokpameHHO cmech M.2.

VkazanHas cmech (M) mo m300peTeHur0 MOXeT COIepKaTh TPU LITaMMma OakTepuii,
BbIOpaHHblie u3 rpymnnel M.3, cocrosimeit u3: (Li) u (Lii) u (Liii), (Li) u (Lii) u (Liv), (Li) u
(Lii1) u (Liv), (Lit) u (Liii) u (Liv); cokparueHHo cmech M.3.

VkazanHas cmecb (M) 1O H300pETEHHUI0 MOMKET COAEpKaTh 4YeThIpe INTaMMa
Oaxrepwuii, BbIOpaHHbIe U3 rpynmbl M.4, cocrosimeit u3: (Li) B. breve BbIBSO1 (DSM 33231),
(Li1) B. breve BbIBS02 (DSM 33232), (Liii) B. animalis noneun lactis BIIBSO1 (DSM
33233) u (Liv) L. plantarum LpIBSO01 (DSM 33234); cokpaiueHHo cMech M. 4.

B oHOM BOIUIOIIEHUH HACTOSIIETO H300PETEHHs], KpOME OJJHOTO MK OoJiee ITaMMOB
OakTepuii, BBIOpAaHHBIX M3 IPYNIbI A, WK UX MPOU3BONHOro, cMech (M) mo u300peTeHuro
COIEPKUT MO MEHbIIEH Mepe OOUH IOIOJHUTENbHBIH IITaMM OaKTEepHi, BBIOPAHHBIA H3
rpynnbel B, conmepskamiedi wiM anbTepHAaTHBHO cocrosmiedl m3: mrtamma Oaxtepuit (IL1)
Lactobacillus casei DG® (CNCM 1-1572), mramma Gaxrepuii (ILii) Lactobacillus paracasei
LPC-S01™ (DSM 26760) u ux cmecw.

Illtamm GakTepuii, uneHTHUPUIUPOBAHHBIN kak Lactobacillus paracasei DG®
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(3apeructpupoBanHblii ToBapHBIM 3HaK kommaHuun SOFAR Sp.A)) Obul nenoHupoBaH
SOFAR S.p.A. B HannoHanbHOM KOJIJIEKLUHU KYJIBTYP MUKPOOPTaHU3MOB UHCTUTYTa IlacTepa
B Ilapmwke noxg Homepom poctyna CNCM I-1572 5 maa1995 r. komnanueii SOFAR S.p.A.
(cokpamenno DG®, nmubo L. casei DG® CNCM I1-1572, aubo (ILi)); sToT wmTamm
nepBoHavanpHO ObUT HasBaH Lactobacillus casei DG® monsun casei;, BHOCIEACTBUH €ro
knaccudukaus Obuta u3mMeHeHa Ha Lactobacillus paracasei DG®i. JIomKkHO ObIT TIOHSATHO,
YTO TeM HE MEHee OH MPEACTaBIIIeT COOON UCKIFOUHUTENIbHO OAVMH U TOT K€ IITaMM OakTepuil
HE3aBHCHUMO OT HaumMeHosaHus Lactobacillus casei DG® unu Lactobacillus paracasei DG®.

IIItamm Gaktepuii, uaeHTUGUIMPOBaHHbINA Kak Lactobacillus paracasei LPC-S01™,
aNbTEPHATHBHO Ha3biBaeMblil Lactobacillus paracasei SO1, Obin nemonupoBaH B Deutsche
Sammlung von Mikroorganismen und Zellkulturen GmbH (DSMZ) non HOMepoM nocTyma
DSM 26760 15 mas 2017 r. kommnanuedi SOFAR S.p.A. (nata mogadu 3asiBleHUs HA TIEPEBO
ICTIOHNPOBAaHUSI B  JENOHUPOBAHHME COTJAaCHO bynmamemrTckoMmy — JOroBopy, JAara
nepBoHavyanpHOro nenonuposanus: 11 suBaps 2013 r.) (coxpamenno LPC-SO01™, mubo L.
paracasei LPC-S01™ DSM 26760, nmu6o (IL.i1)). JlomkHO OBITH MOHATHO, YTO 3TOT INTAMM
TEM HE MEHee NPEACTaBisieT COOOW MCKIIOYHMTENbHO OAMH M TOT JK€ ITaMM OakTepui
HE3aBUCUMO OT HauMeHoBaHus Lactobacillus paracasei SO1 DSM 26760 wnu Lactobacillus
paracasei LPC-S01™ DSM 26760, ucronb3yeMoro 3asBUTENIEM.

B npennoyruTenbHOM BOIUIOLIEHWH HACTOALIETO M300pETEHUs, KPOME IO MEHbIleiH
Mepe OmHOro wiu Oojiee IITAMMOB OakTepHii, BbIOpaHHBIX W3 rpymmel A, cmech (M) mo
M300pETEeHHIO OTIONHUTENbHO colepskutT mtamM Oaxrepuit (ILi) Lactobacillus casei DG®
(CNCM 1-1572) nnm ero npousBoausbie (T. €. cMech (M)+(IL.i), rne M MOXeT mpeacTaBisiTh
coboit M.1, M.2, M.3 unu M 4).

B ogHOM BOIUIOIIEHHH HACTOSLIETO M300pETeHHs, KPOME MO MEHbINEH Mepe OTHOro
win Oojiee WTaMMOB OakTepuii, BeIOpaHHBIX M3 Tpymmel A, cMech (M) mo u3o0peTeHHto
JOTMOJHUTENBHO conepkut mramm Oaktepuit (ILi1) Lactobacillus paracasei LPC-S01™
(DSM 26760) unu ero npoussoanbie (T. €. cmech (M)+(ILii), rne M MOXeT NmpencTaBisTh
coboit M.1, M.2, M.3 unu M 4).

B omgHOM BOIUIOIIEHHH HACTOALIETO M300pETEHHs, KPOME MO MEHbINEH Mepe OTHOro
win Oojiee mTaMMOB OakTepuii, BeIOpaHHBIX M3 Tpymmel A, cMech (M) mo u3o0peTeHHro
JIOTIONHUTENBHO cofepskuT mramm Gaktepuii (ILi) Lactobacillus casei DG® (CNCM 1-1572)
u mramm Oakrtepuii (ILi1) Lactobacillus paracasei LPC-SO1™ (DSM 26760), wmu ux

npousBoaHble (T. €. cmech (M)+(IL1)(IL11), rne M mosket npencrasnsaTe coboit M. 1, M.2, M.3
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wii M 4).

B coorBercTBUM € OIHMM acmeKTOM U300peTeHHs YykKasaHHas cmech (M) mo
M300PETEHHIO CONEPIKUT MITaMM OakTepuii, BBIOpaHHBIN U3 rpynmnbl A (MU IPYNIbI cMeceil
M.1), xak ompeneseHO B HactosiieM uzoOperenuu, u mramm Oakrepuii (ILi) Lactobacillus
casei DG® (CNCM 1-1572), wnu ux npowmssomnbie (T. e.: (Li) u (ILi), (Lii) u (ILi), (Liii) u
(IL1), (Liv) u (IL1); cokpamenHo cmecb M. 1+(IL.1)).

B coorBercTBUM € OOHUM acmeKkToM u300peTeHus yka3aHHas cmecb (M) mo
U300pETEHHI0 CONEPKHUT JIBa INTaMMa OaKTepwii, BIOpaHHbIE W3 TPyIbl cMeceil M.2, kak
OnpenieNieHo B HAcTosIeM u300peTenuy, u mramm Oaxrepuil (ILi) Lactobacillus casei DG®
(CNCM 1-1572), unu ux npoussoansbie (1. e.: (1.i) u (Lii) u (IL1), (L1) u (Liii) u (IL1), (Li) u
(Liv) m (IL1), (Li1) u (Lii1) u (IL1), (Li1) u (Liv) u (IL1), (Liii) u (Liv) u (ILi); coxpalieHHo
cmech M .2+(IL1)).

B cooTBercTBMM ¢ OIHMM acmeKTOM H300peTeHHMs ykKasaHHas cmechb (M) mo
M300PETEHNIO COMAEPXKUT TPHU MITaMMa OakTepuil, BRIOpaHHBbIE U3 TPYIIbl cMeceil M.3, kak
ompesieNieHo B HACTOsIIEeM H300peTeHun, u mramm oakrepuitl (ILi) Lactobacillus casei DG®
(CNCM 1-1572), i ux npoussogssle (T. e.: (L1) u (Lii) u (Lii1) u (IL1), (L1) u (Li1) u (Liv) u
(IL1), (L1) m (Lii1) m (Liv) u (IL1), (Li1) u (Lii1) u (Liv) u (IL1); cokpamenao cmecb M.3+(IL1)).

B nmpennouTuTenbHOM BOIUIOIIEHHH HACTOSINErO M300peTeHHs ykazaHHas cmech (M)
10 M300PETEHHIO COAEPIKUT ueThipe mramma daxrepuii (1.1) B. breve BbIBS01 (DSM 33231),
(Lit) B. breve BbIBS02 (DSM 33232), (Liii) B. animalis nonsun lactis BIIBSO1 (DSM
33233) u (Liv) L. plantarum LpIBS01 (DSM 33234) u wramm 6axrepuii (IL.1) Lactobacillus
casei DG® (CNCM 1-1572) wnu ux mpou3BoaHbIe (COKpameHHo cMech M.4+(11.1)).

B opHOM BoOmIOLIeHMM HAcTOsIIIEro u300peTeHus yka3aHHas cmecb (M) 1o
u300peTeHno conep kT yeThipe mramma Oakrepuii (1.i) B. breve BbIBSO1 (DSM 33231),
(Lii) B. breve BbIBS02 (DSM 33232), (Liii) B. animalis nonsun lactis BIIBSO1 (DSM
33233) u (Liv) L. plantarum LpIBSO01 (DSM 33234) u mramm Gakrepuii (ILi1) Lactobacillus
paracasei LPC-S01™ (DSM 26760) wnu ux npousBoaHbIe (CokpameHHo cmech M. 4+(I1.11)).

B onHOM BOIUIOIIEHMM HACTOSIEro H300peTeHns yka3aHHas cmech (M) mo
n300peTeHno conep kT yeTreipe mramma Oakrepuii (1.i) B. breve BbIBSO1 (DSM 33231),
(Lii) B. breve BbIBS02 (DSM 33232), (Liii) B. animalis nonsun lactis BIIBSO1 (DSM
33233) u (Liv) L. plantarum LpIBS01 (DSM 33234) u wramm 6axrepuii (IL.1) Lactobacillus
casei DG® (CNCM 1-1572) u mramm 6axrepuit ((ILii) Lactobacillus paracasei LPC-S01™
(DSM 26760) nnu ux npousBonHble (cokpaiieHHo cMech M .4+(11.1)+(IL11)).
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B koHTekcTe HacTosiero M300peTeHus BbIpaxkeHHe «cMmeck/cmecu (M) mo
M300peTEeHNI0» HCTONB3YeTCs Uil ykasaHus Ha cmecu M.1, M2, M.3, M4, M.1+(1L1),
M.1+(Li1), M.1+1Li)+ILi1), M.2+(1L1), M2+{Li1), M2+ILi)+(ILi1), M.3+1L1),
M.3+(Lii), M.3+(ILi)+(ILii), M.4+(1L1), M.4+(Li1) m M.4+(ILi)+(ILii), xax ompeneneHo B
KOHTEKCTEe HACTOSIIEro N300peTeHus.

OObekT HacTosIIIEro U300peTeHHs] 00pa3yeT KOMIO3HLUS (COKPAIIEHHO KOMIO3HULIMSI
1o M300PETEHHUI0), BKITFOYaroIIas cMech (M), KOTopasi COAEPKUT WITH aIbTEPHATHBHO COCTOUT
U3 110 MEHbLIEH Mepe OJHOrO MK OoJiee mTaMMOB OakTepui (T. €. ABYX, TPEX HIH YEThIPex
IITAMMOB) WJIH WX TPOM3BOAHBIX, BbIOpaHHbIE W3 TPYIIbl A, comepxameil wiu
ansrepHaTHBHO coctositer u3: (1.1) B. breve BbIBSO1 (DSM 33231), (Lii) B. breve BbIBS02
(DSM 33232), (Liii) B. animalis noosuo lactis BIIBSO1 (DSM 33233) u (Liv) L. plantarum
LpIBSO1 (DSM 33234), 1 BO3MOXHO YKa3aHHAasl KOMITO3ULMSI COAEPKUT 1O MEHbLIEH Mepe
onHy n00aBKy W/WJIM SKCLUUITUEHT MUIIEBOTO WK (papMaeBTHIECKOTO COpTa.

B koHTeKkcTe HacTOsIEro M300peTeHUs] BBIPAKEHUE «KOMIO3HMLIUS/KOMITO3UIUH TI0
300pPETEHHIO» UCTIONB3YETCs IS YKa3aHUsl Ha KOMIIO3UIINH, coaepxkamue cmecn M. 1, M.2,
M.3, M4, M. 1+(I1.i), M.1+(ILii), M. 1+(Li)*+(ILi1), M.2+(IL1), M.2+(I1ii), M.2+(IL1)+(ILii),
M.3+1Li), M.3+(1Li1), M3+(ILi)+{Li1), M.4+(L1), M.4+(1Li1) u M.4+(IL1)+(ILi1), xak
OTPEENIEHO B KOHTEKCTE HACTOALIETr0 H300pETEeHUs.

B ongHOM BOIUIOIIEHMH KOMIIO3UIUS MO H300peTeHHo conepkur cmech (M.1),
COIEPIKAINYI0 WIM QJbTEPHATUBHO COCTOSIIYI0 M3 INTaMMa OakTepuii, BBIOPAHHOIO W3
rpymnmbl A, conepskaiuei wiu anbrepHatuBHO cocrosimedt u3: (Li), (Lit), (Liii) u (Liv).

B onHOM BOIJIOIIEHWH KOMIIO3MLIUSI IO H300peTeHur0 BKIO4YaeT cmech (M.2),
COIEP ALY WA aIbTEPHATUBHO COCTOSIIIYIO U3 JIByX IITAMMOB OaKTepHii, BHIOPAHHBIX M3
IpymIibl cMecel M.2, Kak onpeaeseHo B HaCTOALIeM H300PETeHHH.

B omHOM BOIUIOIIEHWH KOMIIO3UIUS MO HM300peTeHH0 comepkuT cmech (M.3),
COIEPIKAIIYI0 WIIA AJIBTEPHATHBHO COCTOSIIIYIO M3 TPEX IITAMMOB OakTepui, BHIOPAHHBIX W3
rpymnIbl cMecel M.3, kKak onpeneneHo B HaCTosAEeM H300peTeH .

B mpennouTuTensHOM BOIUIOLIEHUH KOMIIO3HMLIUS MO U300PETEHUIO CONEPIKUT CMECh
(M.4), comep’kalyr0 WIH ajJbTEPHATUBHO COCTOSIIYID M3 YETHIPEX LITAMMOB OaKTEpHH,
takux kak: (L.1) B. breve BbIBSO1 (DSM 33231), (Lii) B. breve BbIBS02 (DSM 33232), (Liii)
B. animalis nonsun lactis BIIBSO1 (DSM 33233) u (L.iv) L. plantarum LpIBSO01 (DSM
33234) (cokpamenno (L.1), (Lit), (Lii1) u (Liv)).

B oagHOM BOMJIOIIEHWH HACTOSIIIETO W300pPETEeHUs] KOMIIO3WLHUS MO H300peTEeHUI0
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comepkut cmech (M) mo u300peTeHuro, KOTopasi, KpoMe MO MEHbBIIeH Mepe OJHOr0 WU
Oonee mTaMMOB OakTepHi, BBIOPAHHBIX U3 I'PYMIbI A, COAEPXKUT IO MEHbIIEH Mepe OJuH

JONOJTHUTENbHBIM ITaMM Oakrepuii, BbIOpaHHBIH u3 rpymmbel B, comepxkameit wnn

aNETePHATUBHO cocTosimeil u3: mramma 6akrepuii (ILi) Lactobacillus casei DG® (CNCM I-
1572) u wramma Gaxrepuii (I1.i1) Lactobacillus paracasei LPC-S01 (DSM 26760), Takyto kak
cmecb M+(ILi), mubo cmecs M+(ILii), mubo cmecb MH(ILi)+(ILii), tne M wmoxer
npencTaBisith codoii M.1, M.2, M.3 unu M.4, kak OnpeneneHo B KOHTEKCTe HACTOSIIEro
U300peTeHHsI.

B npeamnouTUTENPHOM BOIUIOLIEHMH HACTOSIIErO H300pPETeHUS KOMIIO3ULUS T10
n300peTeHn0 conepkuT cMech (M) mo M300peTeHHo, KOTopasi, KpOMe IO MEHbIIeH Mepe
omHOro wiu Ooyiee IITAMMOB OakTepwii, BBIOPAHHBIX M3 TIPyNIbl A, JOMOJHHTEIBHO
cogepxkut mrtamm Oaxrtepuit (ILi) Lactobacillus casei DG® (CNCM 1-1572) unu ero
npousBoaHbie (T. €. cMech (M)+(IL1), rne M moskeT npenctaBisiTe codoit M. 1, M.2, M.3 wnu
M.4).

B onHOM BOMJIOLIEHWH HACTOALIETO H300PETEHUs] KOMIIO3MLHUS IO H300PETEHUIO
comepkut cMmech (M) mo u300peTeHuro, KOTopasi, KpoMe MO MEHBIIeH Mepe OJHOrO WU
Oonee mTaMMOB OakTepHii, BBIOPAHHBIX M3 IPyNIbl A, IOMOJHUTEIBHO COAEPIKUT INTAMM
Oakrepuii (ILi1) Lactobacillus paracasei LPC-S01™ (DSM 26760) unu ero npou3BOJHbBIE
(t. e. cmecs (M)+(IL11), rme M moxet nipencrasisite cobori M. 1, M.2, M.3 unmu M 4).

B 0gHOM BOIUIOIIEHMH HACTOSIILIETO H300pPETEHHs] KOMITO3MLMSI O H300pETeHHIO
copepxkutr cMech (M) mo m300pereHHo, KOTOpas, KpOMe IO MEHbIIeil Mepe OZHOTO WM
Oonee mTaMMOB OakTepHii, BBIOPAHHBIX U3 TPYIIbl A, IOMOJHUTEIBHO COAEPIKUT IITAMM
6axrepuit ((ILi) Lactobacillus casei DG® (CNCM 1-1572) u mramm 6Gakrepuit (ILii)
Lactobacillus paracasei LPC-SO1™ (DSM 26760) unum ux NpOM3BOAHBIE (T. €. CMECh
(M)+(IL1)(ILii), rne M mosxket npencrapisite codoit M. 1, M.2, M.3 unu M.4).

B cooTBeTcCTBHM C OIHUM acleKTOM H300peTeHHs KOMIO3HMLHUS MO H300PETEHHUIO
conep:kuT ykaszanuyr cmech (M. 1+(I1.1)) mo m3o0pereHuro, copepKaiyo mTaMM OaKkTepHi,
BBIOpAaHHBIA W3 Tpymmbel A (Wi rpynmbel cMeceii M.1), Kak ompeneneHo B HACTOALIEM
uzobpetenuy, u mramm 6axrepuit (I1i) Lactobacillus casei DG® (CNCM 1-1572).

B cooTBeTcTBMM € OIHUM acmeKTOM H300peTeHHsT KOMIIO3HLHUSA IO H300PETEHHUIO
comepkuT ykaszaHHyr cmechb ((M.2+(Il.i)) mo uzoOpereHuto, comepskamyro ABa IITaMMa
OakTepuii, BBIOpaHHBIX U3 IPyIIbI cMecelt M.2, Kak omnpenesieHO B HACTOSIIIEM U300pETeHHH,

u wramm 6axrepuii (I1.1) Lactobacillus casei DG® (CNCM 1-1572).
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B cooTBercTBMM € OIHUM acmeKTOM HM300peTeHHs KOMIO3HMLHUSA MO H300pPETEHHIO
conmepkut ykaszannyro cmecb ((M.3+(Il.i)) mo m3o0pereHuro, ComepsKallyld TPU IITaMMa
OaxTepuii, BHIOpAaHHBIX U3 IPyMIbl cMecel M.3, kak OnpeneseHo B HaCTOSLIEM U300peTeHuH,
u mrramm Oaxrepuii (I1.1) Lactobacillus casei DG® (CNCM 1-1572).

B mpenamouTuTeNbHOM BOIUIOIIEHMH HACTOSIIETO H300PETeHUs] KOMIIO3UIMS 10
U300peTEHHIO BKJIFOYaeT ykazaHHyr cMmech ( (M .4)+(I1.1)) mo u300peTeHuto, ComepsKaIlyko
yerbipe mrTamma Oakrepuii (L.i) B. breve BbIBSO1 (DSM 33231), (Lii) B. breve BbIBS02
(DSM 33232), (Liii) B. animalis noosuo lactis BIIBSO1 (DSM 33233) u (Liv) L. plantarum
LpIBSO1 (DSM 33234) u mrramm 6akrepuii (ILi) Lactobacillus casei DG® (CNCM 1-1572).

B onHOM BOIJIOLIEHWH HACTOALIETO H300PETEHUs] KOMIIO3HMLUS IO H300pPETEHHUIO
COIepKUT ykazanHyr cMech ((M.4)+(Ilii)) mo wu300peTeHuro, COAEpKALIYI WU
aNIBTEPHATHBHO COCTOSIIYI0 u3: mTammbl Oaktepuit (L.i) B. breve BbIBSO1 (DSM 33231),
(Lii) B. breve BbIBS02 (DSM 33232), (Liii) B. animalis nonsun lactis BIIBSO1 (DSM
33233) u (Liv) L. plantarum LpIBSO01 (DSM 33234) u mramm Gakrepuii (ILi1) Lactobacillus
paracasei LPC-S01™ (DSM 26760).

B cooTBercTBMM € OIHUM acmeKTOM H300peTeHHs KOMIO3HMLHUSA MO H300pPETEHHIO
comepkuT ykaszaHHyr cmech ((M.4)+(ILi)+(ILi1)) mo m300peTeHuro, Comep KAy YeThipe
mramma Oakrepuii (L1), (Lii), (Lii1) u (Liv) u mwrammer 6akrepuit (IL.1) Lactobacillus casei
DG® (CNCM 1-1572) u (ILii) Lactobacillus paracasei LPC-S01™ (DSM 26760).

ITpenmoururenbHO ykazaHHble mrtammbl Oakrepuit (T. e. (L1), (Lii), (Lii1), (Liv), (ILi)
w/unu (ILii)) comepskaTcsi HE3aBUCHMO JAPYr OT japyra B cMmecsx (M) mo u300peTeHuio B
KOHIIEHTPALlUHM, Haxosmelics B quanazone ot 1x10° KOE o 1x10'? KOE, npeanouTurensHo
or 1x107 KOE mo 1x10' KOE, 6Gonee npeanoururensho or 1x108 KOE no 1x10' KOE,
nanpumep 1x10° KOE, no orHomenuo k cytounomy npuemy (KOE: xononueotpazyiowas
eouHuYa).

B mpeanourutensHOM BomutomeHnn cMmecb M.4, mu6o M.4+(1L1), mubo M.4+(1L1),
mibo M.4+(ILi)+(ILii), nmubo pOACTBEHHBIE KOMIO3WIMU IO U300OPETEHHIO COAepKaT
HE3aBHUCHMO JPyr OT apyra kaxkaelii u3 mrammoB Oaxrepwit (Li), (Lii), (Liii), (Liv) u
Bo3MoskHO (IL1) w/wm (ILii) B KOHUEHTpauK, Haxonsmeics B quanazone ot 1x10¢ KOE no
1x10'? KOE, npeanoururensto ot 1x10” KOE go 1x10'! KOE, 6onee npeanodTUTeNbHO OT
1x10® KOE no 1x10'° KOE, nanpumep 1x10° KOE, no OTHOIIEHUIO K CyTOYHOMY MpHEMY.

IIpenmoururensHo B cmecu M.2, mmbo M.1+(ILi), mubo M.1+(ILi1) mTammsl

Oaktepuii comeprarcsi B cooTHomeHuu okono 1:1, B cmecu M.3, mubo M.2+(IL1), nubo
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M.2+(I1.i1) mTamMmbl OakTepHii comepskarcst B cooTHommeHuu okono 1:1:1, B cmecu M.4, mubo
M.3+(IL.1), mu6o M.3+(ILi1) mrammbl OakTepuil copepkarcs B cooTHomeHun okono 1:1:1:1,
B cMecu M .4+(1L.1), mubo M.4+(IL.11) mwrammbl OakTepuil copepkaTcsi B COOTHOIIEHUH OKOJIO
1:1:1:1:1, B cmecu M.4+(ILi)+(I1.ii) mrtammbl OakTepuil ConepskaTcsi B COOTHOLIEHUU OKOJIO
1:1:1:1:1:1; roe yxa3aHHble cOOTHOLIEHUs puBeaeHbl B oTHomeHn KOE.

B ogHOM BOMIOIIEHHH, KPOME OHOW M3 yKa3aHHBIX cMmecel (M) mo u300peTeHHIo
(mpennouturenbro M4, mub6o M.4+(11.i), mubo M.4+(1lii)), KOMIO3ULMSI IO HACTOSIIEMY
U300pPETEHUIO MOXKET CONEpPIKaTh IO MEHbIIeH Mepe ONHMH JOTMOJHUTEIbHBIA AKTHBHBINA
KOMITOHEHT, BBIOPAHHBI W3 TPYIIIbL, COAEPIKALIeH WM aJIbTePHATHBHO COCTOSINEH H3:
APYTUX JKU3HECTIOCOOHBIX IITAMMOB OakTepuil W/WiHM MapaOHOTHUKOB H/WIH TOCTOMOTHUKOB
WWIN JIU3UPOBAHHBIX W/WIM THHOAIW3UPOBAHHBIX W/WJIM HMHAKTUBHUPOBAHHBIX IITAMMOB
Oakrepuii, (pepMEHTOB, BEINECTB C MNPSMBIM HJIM HENPSIMBIM AHTALMIHBIM JEHCTBHEM,
BEINECTB -NPEOUOTHUKOB, BEIIECTB-NPOOMOTHKOB, OTHOCSINUXCS K CEMEHCTBaM IPOdCKEH |
OakTepuii, MMMYHOCTHMYJIUPYIOIINX BELIECTB, AHTUAMAPEHHbIN BELIECTB, MHTATENbHBIX
BemiecTs, ButamMuHOB rpynmel B, C, D, E, opranuuecknx W/wid HEOPTraHMYECKUX COJEH
MarHusi, CejieHa, LWHKA, MEJATOHWHA, BaJIEPHaHbI, MacCU(IOpPbL, apOMaTH3ATOPA MSITHI
JMMOHHOM, OOSIPBIIIHIUKA, pOMaIIKu anTe4YHOH, XMels, AHTUOKCHJIAHTOB,
NPOTHUBOPAANKAIBHBIX ar€HTOB.

Komnosumms nmo n3o0peTeHn0 MOXKET HaXOOUThCS B TBEpHOi (opme, Takoi Kak
tabnerka, »keBaTeNbHas TaOnerka, Tabyierka Aajsl PacTBOPEHUS B TMOJOCTH pTa WIH
pacTBOpUMasi B MOJIOCTH PTa, KAICyJa, JIENelKa, IPaHyJIbl, XJIONbs WJIN MOPOLIOK (IpaHyJIbl
WJIN TIOPOLIOK JUJIsi PACTBOPEHHSI B KUIKOCTH WJIM T'PAHYJIbl WM MOPOLIOK, PACTBOPUMBIE B
NOJIOCTH PTa, HAPUMEP PacTBOPHMAsi BO PTy MajiovyKa), MSTKOH (opme, TakoW Kak rejenast
KarcyJja, Kpem, WIH KUIKOH (popme, Takol Kak pacTBOp, CyCHEH3Hs, AUCTIEPCHUS, SMYJIbCUsI
W CHPOIL

Komno3nnuio no n3o0peTeHno MOXKHO U3TOTaBJINBATh B BHIE JIEKAPCTBEHHON (POPMBI
ISl TIEPOPATBHOTO (MJIH K€y JOYHO-KHIIEUHY0 ), MOABSI3BIMHOTO (MM TPAaHCOYKKAJIBHOTO),
TPAHCMYKO3aJIbHOTO, TPAHCAESPMAILHOTO WM MECTHOTO TMPUMEHEHHs (WM BBEICHUS),
TaKOTO KaK PEKTaJIbHOE, KOJKHOE, BArMHAJBHOE, PEATIOYTUTENIbHO €€ M3TOTABIMBAIOT B BUIE
JIEKapCTBEHHOH (POPMBI 1151 IEPOPATIEHOTO PUMEHEHHSI.

Komnosnmuss mo m300peTeHwro, coieprKaiias WM aJbTEPHATHBHO COCTOSIIAs W3
OIHOM U3 yKa3aHHbIX cMecel (M) no nzoOperenuro (npennoururenabro M .4, mudo M.4+(111),

mbo M.4+(IL.i1)), BO3SMOXHO IOTOJIHUTEIBHO COAEPIKUT IO MEHbIIeH Mepe OaHy H00aBKy
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WWIN SKCUMIHEHT (PapMaleBTUYeCKOro MM IHINEBOTO KayecTBa, T.€. BEIIECTBO, HE
oOnanaroiee TepaneBTUYECKOW aKTHBHOCTBIO, MOAXOfsmee g (papMaleBTUYECKOro WIIH
NMIIEBOrO0 TNPHMEHEHWs. B  KOHTekcTe HacTosAliero u3o0pereHus M00aBKU — W/HUIH
SKCLMITUEHTHI, TpHEeMJIeMble sl  (papMaLeBTUYECKOr0 WM IHUINEBOr0 INPUMEHEHHS,
BKJIFOYAIOT BCE BCIIOMOTATENIbHbIE BEILIECTBA, M3BECTHbIC CIIELHAINCTAM B AaHHOH OOnacTu
TEXHUKU U TIPUTOTOBJICHUSI KOMITO3ULUN B TBEPAOH, MSTKOH MJIM SKUAKOHW (opme, Takue
KaK, Hampumep, pa3OaBUTENH, paCTBOPUTENN (BKJIIOYAs BOAY, TIMLIEPHH, STUJIOBBIN CIUPT),
COMIOOMIIM3ATOPBI, MOAKHUCIUTEIH, 3aryCTHTENIH, MOJCNACTUTEIH, YCHINTENH BKyCa,
Kpacsllye BEIIEeCTBA, CMAa3bIBAIOLINE BEIIECTBA, IOBEPXHOCTHO-AKTHBHbBIE BEIIECTBA,
KOHCepBaHThI, pH-cTabunusupyoue OydepHbie paCTBOPHI U HX CMECH.

Komnosnnuss mo m300peTeHnro, coieprKaias WiIH aJlbTEPHATHBHO COCTOSIIAs W3
OIHOM U3 yka3aHHbIX cMecel (M) no uzobperenuro (npennoururenabro M.4, mudo M.4+(111),
6o M.4+(ILii)), MOXeT mpencTaBiATbh COOOH (hapMaLEBTHUECKYIO KOMITO3UIMIO (MM
JKUBble OnodapMaleBTUYECKHE TMpernapaThbl), KOMIIO3HWIMIO MEIUIIUHCKOTO — H3JeNus,
NUINEBYI0 100aBKy, NMUINEBOH NPOAYKT WM HOBBIA NHIIEBOW MPOAYKT, WM IMPOAYKT-
NpOOMOTHK, KOCMETHUYECKYI0 KOMIIO3MLIMIO, KOMIIO3HMLHUIO IHIIEBOrO MPOAYKTA IS
crienuaibHbIX MenuiuHckux uesien (FSMP).

B koHTekcTe HacTOSIIEr0o H300pETEeHHs] BBIPAKEHHE «MEIULMHCKOE U3eNne»
UCTIONB3YeTCsl B 3HAYEHUH, COOTBETCTBYIOINEM HTanbsHCKOMY 3aKOHOZATEIbHOMY AEKPETY
Ne 46 ot 24 ¢espans 1997 r. unm COOTBETCTBYIOLIEM HOBOMY PeriamMeHTy O MeOUUMHCKHX
uw3nenusix (EC) 2017/745 (MDR).

Crnenyromuii 00beKT HacTOSIIEro u300peTeHus: o0pasyroT ykasanHbele cmecu (M) 1o
u3zobperennto (npeanourureabHo M.4, mubdo M.4+(111), mubo M.4+(1l.i1)) wiu yka3aHHbIE
KOMITIO3ULIMK 110 HM300pETeHHI0, CONepkaliue OOHY U3 YyKa3aHHbIX cMmeceil (M) mo
nu3obperenuro (mpeanourutesibio M.4, mudo M.4+(11.1), mubo M.4+(1Li1)), Ans nprUMeHEHHsI
B KQ4€CTBE JIEKAPCTBEHHOTO CPE/ICTBA.

VYkazanneie cmecu (M) WM yKa3aHHbIE KOMIO3UIMH MO U300PETEHUI0 MOTYT OBITh
TaK)Ke TpPEJHAa3HAYeHbl Ui TNPUMEHEHUs B KaueCTBE JIEKAPCTBEHHOTO CPEACTBA B BUAE
aAbIOBAHTHONH  Tepamuud ANl JIOTIOJIHUTENBHBIX  TEPaNeBTUYECKUX  IOIXOMAOB,
NPEATIOYTUTENBHO (PaPMAKOJIOTHIECKOTO HITH JTUETHIECKOTO THIIA.

B onHom Bomiomennu mrtammbl Oaktepuil mo u3obpereHuwro, cmecu (M) mo
n3o0perennto (npennoururenbHo M.4, oo M.4+(1L1), mubo M.4+(1L.i1)) unm KOMIO3ULUU

Mo M300pETEeHUI0 TpPeJHA3HAYEHbl ISl MPUMEHEHHs B CIOCOOE MPEBEHTHBHOTO U/WJIH
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U3JICYNBAIOIIErO JiedueHHs 3a00NeBaHuil, pacCTPONCTB WM CHMIITOMOB JKEJyJOYHO-
KUIIEYHOT'O TPAKTA y HY>KAAOLIETrOCs B 3TOM CYyOBEKTa, MPEANOYTUTENBHO ()Y HKIIMOHAIBHBIX
PacCTPOMCTB  JKENyIOYHO-KUIIEYHOrO TPakTa, TAaKUX KakK CHHAPOM pPa3ipask€HHOIrO
kumeunnka (CPK), nucmenmcwsi, wu3kora, paccTpoiicTBa MHUINEBOJA, JKEMyOKa U
ABEHAILATUIIEPCTHOW KHIIKH, CHHApPOM u30bITouHOro OakrepuanpHoro pocra (CHUBP) B
TOHKOH KHILIKE, pacCTPOMCTBA MpPH CIA0OBBIPAKEHHBIX BOCHATUTEIBHBIX COCTOSHUSX,
NPEATNOYTUTENIFHO A€ CIAO0OBBIPAKEHHBIE BOCHAIUTENIbHBIE COCTOSIHHS TPUCYTCTBYIOT Y
MOXKHJIBIX JIFOAEH WIN Y CYyOBEKTa C TUBEPTUKYJIE30M.

B npeamnodtuTeIbHOM BOIUIOIIEHUH IITAMMBI OakTepuil Mo u3o0pereHmto, cmecu (M)
no wmobperernto (mpexmoutureabHo M4, mubo M.4+(1Li), mubo M.4+(1Lii)) wum
KOMITO3ULIMH IO W300PETEHHIO MpeIHA3HAUYEHBI JJIsl MPUMEHEHHUS] B CIOCO0e MPEBEHTHBHOTO
VWM W3JIEYUBAIOINErO JICUEHHs] PACCTPONCTB WIM CHUMIITOMOB CHHIPOMA Pa3Ipa)KEHHOTO
kumeunnka (CPK), 3amopa, nuapew, uepemoBaHHsl 3amopa W JAWAped U
HeknaccuduuupoanHoro CPK. KoHkpeTHbIMH mpuMepamMu pacCTPOICTB WJIM CHMIITTOMOB
cuHapoma pasapaxenHoro kumedyHuka (CPK), koTopele MOXHO nieunTh OaKkTepHaIbHBIMH
[mTaMMaMid 1o u3o0peTeHuto, cmecsMu (M) mo n300peTeHHI0 WM KOMIO3ULMSIMH IO
U300peTEeHNIO, SBJBIIOTCA: Mepuoguydeckas Oonb B oOnacTu kUBOTa B (OpPME CIA3MOB, C
BapbUpPYIOIIEH WHTEHCUBHOCTBIO U JIOKANU3alMel; MEeTeOpH3M, THMIIAHUT, OIlyIleHue
B3Iy THS.

B npennourutensHoM BorutomeHnu u3ooperenust cmech M.4+(11.1) mmm xoMmo3umus,
comepkamasi cmecb M.4+(Ili), rme ykasanHas cmecs M.4+(ILi) comepkutr WM
aNbTePHATHBHO cocTouT M3 wmrammoB Oaxtepuit (L.i1) Bifidobacterium bifidum BbIBSO1
(DSM 33231), (Lii) B. breve BbIBS02 (DSM 33232), (Liii) B. breve BbIBS02 (DSM 33232),
(Liii) B. animalis nopsun lactis BIIBSO1 (DSM 33233) u (Liv) L. plantarum LpIBSO01 (DSM
33234) u (11.1) Lactobacillus casei DG® (CNCM I-1572), npenHa3zHaueHa s IPUMEHEHUS B
croco0e TMPEBEHTUBHOTO W/WJIM HW3JICUYUBAIOIIErO JIEYEHUS PACCTPOHCTB WIIM CHMITTOMOB
cuHapoma pasppakeHHoro kumeunuka (CPK), 3amopa, nmapew, depenmoBaHusi 3amopa |
nuapeu u Heknaccupuuuposannoro CPK.

B anprepHaTuBHOM BOIIIOMEHNH n300peTeHns cmech M.4+(ILi1) mnm xoMmosumms,
comepkamasi cmecb M.4+(Ili1), rme ykasanHass cmecb M.4+(ILil) comepkutr wWiIH
aNbTEePHATHBHO cocToMT M3 wmramMMmoB Oaxtepuit (L1) Bifidobacterium bifidum BbIBSO1
(DSM 33231), (Li1) B. breve BbIBS02 (DSM 33232), (Liii) B. animalis nonsun lactis
BIIBSO1 (DSM 33233) u (Liv) L. plantarum LpIBS01 (DSM 33234) u (I1L.i1) Lactobacillus
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paracasei LPC-SO01™ (DSM 26760), npenHasHaueHa [JIsi NPUMEHEHHS B Crocode
NPEBEHTHBHOIO W/WJIM M3JIEYUBAIOLIETO JIEYEHUS] PACCTPONCTB WJIM CHUMIITOMOB CHHIpOMA
pasnpakenHoro kumeuHuka (CPK), 3amopa, nuapeu, depenoBaHus 3amopa U OHaped U
HeknaccuduuuposanHoro CPK.

B onHOM BOMIOImEHHM IITAMMBI OakTepuil O M300pEeTeHHI0, YKa3aHHble cMecu (M)
no wmobperenuto (mpeamouturesbho M.4, mubo M.4+(ILi), mubo M.4+(ILii)) wum
KOMIIO3UIIMM MO0  M300pPETeHUI0 TpeAHa3HAYeHbl JJIsl TNPUMEHEHWs B  JICUCHUH
BOCIIAJIUTENIbHBIX  3a00JIeBAHUI, PACCTPOWCTB WJIM CHMIITOMOB JKEJy JOYHO-KHIIEYHOTO
TpaKTa y HyKIAIOLIErocsi B 3ToM cyObekTa, Takux kak Helicobacter pylori, mentudeckas sizBa
WIN $3Ba JKEJIyJKa, s3Ba ABEHAILATUNEPCTHOH KHIIKH, XPOHUYECKHE BOCIAIUTEIIbHbIE
3aboneBanmss kumewyHnka (B3K), Takme kak ©Oosnesnp KpoHa u SI3BEHHBIH KOJIHUT,
MHUKPOCKOITMYECKUN KOJIUT, AUBEPTUKYJI€3 M TUBEPTUKYJIUT, MPEANIOYTUTEIEHO XPOHHUYECKUE
BOCTanuTeNbHple 3a0oneBanus kumeuHnka (B3K), Oomesnp Kpona, $3BEHHBIH KOJHT,
MHUKPOCKOIIMYECKUN KOJIUT, AUBEPTHKYJIE3 HIIH JUBEPTHUKYJIUT.

B oxgHOM BOMmIOIEHNH IITAaMMBI OaKTEpH MO M300peTeHHI0, yKa3aHHble cmecu (M)
no wusoOperennto (mpenmouturenpHo M.4, mubo M.4+(Ili), mubo M.4+(ILi1)) wnm
KOMIIO3ULIMK MO HW300pETEeHHI0 IpeJHa3HaueHbl Uil TNPUMEHEHWs B  KauyecTBe
UMMYHOMOJY IUPYIOIIUX areHTOB (CHMOCOOHBIX K MOJAYJIMPOBAHUID HMMYHHOH CHCTEMBI)
W/WIN MMMYHOCTUMYJIUPYIOIIUX areHTOB Ay CyOBeKTa, KOTOPOMY HX BBOAAT. Takum
oOpa3zoM, mramMm OakTepuil WM €ro MNPOU3BOJHOE U KOMIIO3MLMH IO HACTOSILIEMY
U300pETeHNI0  MMEIOT  ACHCTBUTENbHOE  INPUMEHEHHWE sl NPEBEHTHBHOIO  HUIH
U3JICYUBAIOIIETO JIeYeHUs1 3a00J1eBaHUl, 00y CIIOBIEHHBIX U3MEHEHHSIMA UMMYHHOW CHCTEMBI,
B YAaCTHOCTH ayTOMMMYHHBIX 3a0OjieBaHUN U ajjepruii, 3a0oyeBaHUl, CBSI3aHHBIX C
UMMYHOIE(PUIUTOM, 3a00JeBaHUN, MOPAKAIOIMUX KOXKY, TAKUX KaK aKHE, aTONMWYEeCKHH
JIepMaTHT.

[IpenmouyTuTeabHO MTAMMBI OakTepuil Mo m300peTeHnto, cMecu (M) U KOMIO3HLIUU
[0 HACTOSIIIEMY H300PETEHHIO CIOCOOHBI MOJIOKUTENBHO MOIYJIMPOBATh BOCHAUTENbHBIN
NyTh H, CJEAOBATENIbHO, COOTHOLIEHHE MEXKAY BOCHAJIUTENbHbBIMA LUTOKUHAMH U
NPOTHBOBOCTIAJINTEIbHBIMA ~ IIUTOKMHaMHU. B wacTHOCTH, ImTamMMmbl OakTepuii 1o
u3zobperennto, cmecu (M) Mo HacTOSIEMY H300PETEHUIO M KOMIIO3ULHMH 1O HACTOSIIEMY
U300pETEHHI0 CIMOCOOHBI  YMEHBINATh MPOAYKLHUI TMPOBOCHAIUTENBHBIX [HUTOKHHOB,
npennoututenibio  [L-6, IL-15, IL-12 w TNF-a, wwim yBenMYMBaTH MPOIYKLIUIO

MPOTUBOBOCHAMTENBHBIX LIMTOKUHOB, NpeanouTuTensbHo IL-10.
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Taxum 0b6pa3om, B OTHOM BOIUIOIIEHHH HACTOSALIETO N300PETeHUs IITaMMBbl OaKTepHil
no u3obperenmo, cmecu (M) mo mzobperenuro (rpenmoururenbHo M.4, 6o M.4+(111),
oo M.4+(ILi1)) m KOMMIO3ULMM TO H300PETEHUIO IpeNHAa3HAuYeHbl Uil NPHUMEHEHUs B
crioco0e TMPEeBEHTHBHOTO W/WIM HM3JIEUUBAIOLIEro JieueHus 3a00JIeBaHUM, MM CHMIITOMOB,
WIN PACCTPOWCTB, BBI3BAHHBIX MM OOYCJIOBJIEHHBIX/CONPOBOKIAAIONUINXCS YBEIHYSHUEM
COIEpKaHMUS  MPOBOCMAJUTENbHBIX  LUTOKHMHOB W/MJIM  yYMEHBLICHHEM  COAEpIKaHUS
NPOTHBOBOCTIAJIUTENIBHBIX ~ ITUTOKUHOB, MPEANOYTUTENIbHO 3a00JIeBaHUH, TOPAKAOIIHX:
IBUTATENILHYIO CHCTEMY (MBILICYHYIO U CKEJIETHYIO CHCTEMY), NMUIIEBAPUTEIBHYIO CHCTEMY,
MOYETIOJIOBYIO CHUCTEMY (MOYEBBIBOISINYIO CHUCTEMY M TIOJIOBYIO CHCTEMY), IBIXAaTEIbHYIO
CUCTEMY, CHCTEMY MTOKPOBOB TeJla, UMMYHHYO CUCTEMY W/ HJIH CUCTEMY KPOBOOOPAIEHHS.

B omgHOM BOIJIOIIEHMH IITAaMMBI OaKTEpH MO M300peTeHHIO, YKa3aHHble cMecu (M)
no nzodperenuro (npennouturenabHo M.4, mudo M.4+(1L.1), iubo M.4+(11i1)) nnu yxa3aHHbIE
KOMITO3ULIMH 10 U300PETEHHUIO MpeIHa3HAUYEHbI A1 IPUMEHEHHUS B CIIOCOO€ MPEBEHTHBHOTO
WK W3JIEUMBAIOIIETO JIEUEHHUsS] BOCTIAJUTENBHBIX CKEJIETHO-MBIIIEUHBIX, PEBMATOJIOIMYECKHX,
BOCIIAJIUTENIbHBIX CYCTaBHBIX M  IIOCJEOINEPALMOHHBIX BOCHAIUTENbHBIX 3a00JI€BaHuUM,
NPEATIOYTUTENBPHO i NPUMEHEHHS] B CIOCO0ax JIEYEHUs OCTEOaApPTPHUTA, PEBMATOUAHOTO
apTpuTa M AHKWIO3UPYIOINEro CIOHIWINTA, B YaCTHOCTHM OCTEOApTPUTA KOJEeHAa W
OCTE0APTPHUTA CYCTABOB B LIEJIOM.

OOwexT Hacrosimiero u3o0OpereHust oOpasyeT Cmocod MPEBEHTHBHOTO — MJIH
W3JICUNBAIOIIEr0 JIEYeHUs] 3a00JeBaHUI, pAcCTPOMCTB WM CHMIITOMOB  JKEJyJIOYHO-
KUIIEYHOTO TPaKTa, B YACTHOCTH (PYHKLUHOHAJIBHBIX WM BOCHAJIHTENbHBIX PACCTPOHCTB
JKeJy JOYHO-KUIIEYHOro Tpakta, npenmoutureabHo CPK (3amopa, nuapeuw, uepenoBaHus
3amopa u nguapen u HekynaccuduiuposanHoro CPK) wmu B3K, koropsiii obecrnednBaeT
BBEJICHHE TepaneBTUYeckn d((EeKTUBHOro KojguuecTBa OmHONH u3 cmecedr (M) 1o
u3o0perennto (mpeanourutesibHo M .4, mubo M .4+(1L.1), mubo M.4+(11.11)) nnmu KOMIIO3UIHIA
1O M300PETEHUIO HYKAAIOIIEMYCSl B 3TOM CyOBEKTY.

C wenbro yTOYHEHHUs, 4TOOBI TOCTUYb LEJIH HACTOALIETO M300PETeHHs], KOMIIOHEHTHI
(MM aKTHBHBIE KOMITOHEHTBI) cMecu (M) 1o n300peTeHuro, Takie Kak ITaMMbl OaKTEPH 110
HACTOSIIEMY H300pPETEHHIO, MOYKHO BBOAMTH IO OTAEIBHOCTH (IPEANOYTUTENBHO B PAMKaX
BpeMeHHOro wuHTepBaia or 30 wmumHYT m0 60 MUHYT) W B JOOOM TOpSIKE, HO
MPEANOYTUTENIbHO IITaMMbl OakTepuil BBOIAT CyOBEKTy OMHOBPEMEHHO, emie Ooree
MPEANOYTUTEIbHO B OAHOW KOMIO3UIMH, I TMOJNydeHuss Oojiee ObicTporo sddexkra u

npocTOThI BBeneHus. [Ipu BBeIeHIMH KOMIIOHEHTOB (MJIN aKTHBHBIX KOMIIOHEHTOB) cMecu (M)
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N0 M300peTeHHI0, TAaKUX KakK INTaMMbl OaKTepHil, B OJHOW KOMIIO3MIMU yKa3aHHAs OHA
KOMITO3ULMSI COOTBETCTBYET KOMIIO3ULIMH 10 HACTOSIIEMY U300PETEHHUIO.

B koHTekcTe HacTosIIero M300peTeHUs] BBIPAKEHHE «CYOBEKTBD» MCIIONB3YIOT MJIS
yKa3aHus CyOBEKTOB-TIOJEH Min CyOBEKTOB-KMBOTHBIX (HANpHUMeEp, JOMAIIHUX MHUTOMIIEB,
TAKUX Kak CO0aKM WIM KOIIKH, WM APYTUX MIIEKONUTAMNX). [IpennodrurensHo
KOMITO3ULIMH TI0 M300PETEHUIO MpeIHA3HAYEHbI IJIsl IPUMEHEHHs B Croco0ax JIeYeHUs IJIst
CyOBEKTOB-JTIOIEH.

Ecnu He yka3aHO WHOE, BBIPAKEHHE «KOMIIO3ULMUS, WU CMEChb, WJIH IPYTOE,
cozieprKalIie KOMIIOHEHT B KOJIMYECTBE, CONEPIKAIIEMCs B IUANIA30HE OT X 10 Y» HCIIOJIB3YIOT
IUISl YKa3aHWS Ha TO, YTO YKA3aHHBIH KOMIIOHEHT MOKET MPUCYTCTBOBATh B KOMITO3UIIMH, FITH
CMECH, MJIM JKCTPAKTa, WJIU JPYTOro BO BCEX KOJNMYECTBAX, HAXOMSIIUXCS B YKA3aHHOM
AMana3oHe, 1a)ke BKIIFOYasi, €CJIM He YTOYHEHO, KpaliHHe 3HAYEHHsI STOrO TUANa30Ha.

Bripaxxenne «tepaneBTudecku 3¢(GEeKTHBHOE KOJIMYECTBO» OTHOCHUTCS K KOJHMUYECTBY
KOMITO3ULIH, CMECH WHIM ITamMMma OaKkTepHii, KOTOpPOE€ BbI3bIBAET OHMOJIOTWYECKHH WIIH
MEIUIMHCKUA OTBET B TKaHW, CHCT€ME, Vy MIJICKONHUTAIOLIET0 WIH 4YeJOBeKa,
paccMaTpuBaEMOro M ONpeAeNsieMOro HHINBUAOM, HCCIE0BATEIEM, BETEPUHAPHBIM BPaUoOM,
BPa4YOM WM IPYTHM KIMHUYECKUM WA MEITULUHCKIM PaOOTHUKOM.

B koHTekCTe HacTOAIEero H300pPETEHUsI TEPMUH «HOGbIIl NUesoli HNpOOYyKn
UCTIoNb3yeTcs B 3HaueHuu coriacHo Pernamenty EC 2015/2283 or 25.11.2015.

Bomnomenus (FRNe) Hactosiero n3o0peTeHust mpeacTaBiIeHbl HIXE.

FR1. Komnosumus, copepsamas cmecb M, comepikallyl0 WIM aJlbTePHATUBHO
COCTOSILIYIO M3 MO MEHbIIEH Mepe OJHOro ImTamMma OaKTepuii, BHIOPAHHOTO M3 TPYMIbI A,
coieprKalIel WK albTEPHATUBHO COCTOSIIEH U3:

- wmramMa OakTepuii, OTHocsmerocss K Bupy Bifidobacterium  breve,
uneHTuuLUMpoBaHHOTO Kak Bifidobacterium breve BbIBSOl u wumeromero Homep
nenonuposanust DSM 33231,

- mramMMa OakTepuil, OTHocswmerocss Kk Bupy Bifidobacterium  breve,
uneHTuGuUUpoBaHHPHP Kak Bifidobacterium breve BbIBS02 wu wumeromero Homep
nenonupoBanust DSM 33232,

- mTamMMma OakTtepuii, OTHocsmerocss K BuUAYy Bifidobacterium  animalis,
uneHTU(UIUPOBAHHOTO Kak Bifidobacterium animalis nonsun lactis BIIBSO1 u umeromero

HOMep nenoHuposanust DSM 33233,
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- mramMMa OakTepui, OTHocswmerocss Kk Buay Lactobacillus — plantarum,
uneHtTuduuupoBanHoro kak Lactobacillus plantarum LpIBSOl u wumeromero Homep
nenonupoBanust DSM 33234, u ux cmecu,

r7e BCe YKa3aHHble TaMMbl OakTepuil Obutn nenoHuposaHbl B Deutsche Sammlung
von Mikroorganismen und Zellkulturen GmbH (DSMZ) 31 wurons 2019 r. xommaHueit
SOFAR S.p.A.;

U T7I€ BO3MOKHO YKa3aHHAsi KOMITIO3ULUSI COAEPIKHUT IO MEHbLIEH Mepe OHY N00aBKY
W/WTH SKCUUITUEHT MULIEBOTO WU (PapMaKoJOrHueCcKOro KauecTna.

FR2. Komnosummss cormacHo FRI1, raoe ykazannas cMecb M comepkur wiu
AJIbTEPHATHBHO COCTOUT U3 IITAMMOB OaKTepUil:

- Bifidobacterium breve BbIBSO1 DSM 33231,

- Bifidobacterium breve BbIBS02 DSM 33232,

- Bifidobacterium animalis nonsun lactis BIIBSO1 DSM 33233, u

- Lactobacillus plantarum LpIBSO1 DSM 33234

FR3. Komnosunus cornacHo FR1 wnm 2, roe ykaszanHas cMecb M IONOJHUTEIBHO
COIEPKUT TO MEHbLIEH Mepe OOUH IOMOJHHUTENbHBIN ITaMM OaKTepHi, BBIOpPAHHBIA H3

rpynnel B, coxmepkamedl wiM  anbTEPHATUBHO COCTOSIIIEH M3: INTaMMa OaKTepui,

uneHTuduuupoBaHHOro Kak Lactobacillus casei DG®, nenonnposanHoro B HanmonanbHOMN
KOJUIEKLIMU KyJbTyp MHKpoopraHusmoB uHctutyta Ilacrepa B Ilapmwke mox Homepom
noctyna CNCM I-1572 5 mas 1995 r. komnanueit SOFAR Sp A,

mramma Oaktepuii, uaeHTHGUIUPOBAHHOTO Kak Lactobacillus paracasei LPC-S01™
u nenonupoBaHHoro B Deutsche Sammlung von Mikroorganismen und Zellkulturen GmbH
(DSMZ) o Homepom noctyna DSM 26760 15 mas 2017 r. komnanueii SOFAR S.p.A., u ux
CMECH.

FR4. Komnosuuusa cormacHo FR3, rae ykasanHas cMmecb M Comep:kUT WM
AJIbTEPHATHBHO COCTOMUT U3 IITAMMOB OaKTepHil:

- Bifidobacterium breve BbIBSO1 DSM 33231,

- Bifidobacterium breve BbIBS02 DSM 33232,

- Bifidobacterium animalis nonsun lactis BIIBSO1 DSM 33233,

- Lactobacillus plantarum LpIBSO1 DSM 33234, u

- Lactobacillus casei DG® CNCM I-1572.

FRS. Komnosummst cormacHo FR3, rge ykazannas cmecb M comepkur wiu

AJBTCPHATUBHO COCTOUT U3 ITAMMOB 6aKTepI/II\/'II
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- Bifidobacterium breve BbIBSO1 DSM 33231,

- Bifidobacterium breve BbIBS02 DSM 33232,

- Bifidobacterium animalis nonpsun lactis BIIBSO1 DSM 33233,

- Lactobacillus plantarum LpIBS01 DSM 33234, u

- Lactobacillus paracasei LPC-S01™ DSM 26760.

FR6. Kommosummst coriacHo Jmobomy u3 FRI1-5, mnpuroroBneHHass B BuUIe
JeKapCTBEHHONH (OpMBI i  TEePOPATBHOTO, TOABS3BIMHOTO WM TPAHCOYKKAJIBbHOTO,
TPAaHCMyKO3aJIbHOTO, MECTHOTO, pEeKTaJbHOIO, MECTHOTO KOXXHOIO WJIH MECTHOIO
BAarMHAJIBHOTO TMPUMEHEHUS, MPEANOYTUTEIbHO YKa3aHHAsd KOMIIO3MLIMS IPUTrOTOBJIEHA B
BUJIE JIEKAPCTBEHHOM (YOPMBI JJIs1 IEPOPATBHOTO PUMEHEHHUSI.

FR7. Komnosuiusi cormacHo jrobomy m3 FR1-6 nns mpuMeHeHHss B KadyecTBe
JIEKapCTBEHHOI'O CPE/CTBA.

FR8. Kowmmnosmums cormacao mobomy u3 FRI-6 nns mpumeneHuss B crmocoOe
NPEBEHTHBHOTO W/WIM  UW3JICYUBAIOINErO JIeUeHHs (PYHKUMOHAJBHBIX  3a00JIeBaHUH,
PacCTPOICTB /MM CHMITTOMOB K€y JOUHO-KHIIEYHOTO TPAKTA.

FRO. Komnosumus cormacHo FR8, mpennazHaueHHast 1y MpUMEHEHHS B CrocoOe
NPEBEHTHBHOTO W/WIM  U3JICUUBAIOINErO JieueHHs (PYHKUIMOHAJBHBIX  3a00JeBaHUH,
PacCTPOMCTB W/HMJIM CHUMIITOMOB JKEJTYAOYHO-KHIIEYHOTO TPAKTa, BBIOPAHHBIX W3 TPYIIIHL,
cofieprKalleil MM albTePHATUBHO COCTOSINEH H3. CHUHAPOMA Pa3ApakKeHHOTO KUIIEYHUKA
(CPK), nwucnencum, H3KOTH, pPACCTPOMCTB IHUINEBOAA, PACCTPOWCTB JKEIyAKa H
ABEHAILATUIIEPCTHON KHUIIKH, CHHAPOMA H30BITOUHOrO OaKTepHaJbHOTO POCTa B TOHKOM
kuiieyanke (CHBP), paccTpoiicTB KeayqO0YHO-KUIIEYHOTO TPAKTa CO CIAOOBBIPAsKEHHBIMH
BOCTIAJIUTENIbHBIMU COCTOSIHUSIMU, MPEATNOYTUTENIbHO CHHAPOMA Pa3IpakeHHOTO KUIIEUHHKA
(CPK) ¢ 3amopom, nmubo cunapoma pasnppakenHoro kumeunuka (CPK) c¢ mmapeeii, mubo
curnpoma pazapaxensoro kumevnuka (CPK) ¢ uepenoBanuem 3anopa u guapeu.

FR10. Komnosuuusi cormacHo modomy u3 FR1-6 nns npumenenuss B cmocoOe
NPEBEHTHBHOTO  W/WIM  HM3JICYMBAIOIIETO  JIEYEHUS  BOCHAJIHUTENBHBIX  3a00JEBaHUH,
PacCTPOICTB /WM CHMITTOMOB K€y JIOUHO-KHIIEYHOTO TPAKTA.

FR11. Komnosuuus cornacuo FR10, npenHasHaueHHas 111 NPUMEHEHUs] B CIIOco0e
NPEBEHTUBHOIO WJIM W3JIEYMBAIOLIETO JIEUEHUs BOCIHAIMTEIbHBIX PACCTPOICTB JKEIyOUHO-
KUIIEYHOT'O TPAKTa, BBIOPAHHBIX W3 TPYMIIBI, COAEPIKALIEH MIIM allbTEPHATUBHO COCTOSIIEH
U3 XPOHUYECKHX BOCHANUTENbHbIX 3abonesanmii kumewynnka (B3K), Oonesnn Kpona,

Hecneun(bnqecxoro SA3BCHHOI'0O KOJIUTd, MHKPOCKOIIUYECCKOI0 KOJIUTa, MAUBECPTHUKYJIC3A,
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nuBepTukyiuta, Helicobacter pylori, menTuueckol s3BbI WM $A3BBl JKEIyAKAa W SI3BBI
IBEHAATUNIEPCTHON  KHUINKHM,  INPEANOYTUTENbHO  BBIOPAHHBIX U3  XPOHUYECKHX
BOCTIAJIUTENbHBIX 3a0oneBanuii kumeunuka (B3K), Oonesnn Kpona, Hecmenmduueckoro
SA3BEHHOT'O KOJIMTA, MUKPOCKOIIMYECKOTO KOJINTA, AUBEPTHKYJIe3a U AUBEPTHUKYJIUTA.

FR12. IIramm Oakrepuil, oTHOcAwmmiics K Bupy Bifidobacterium  breve,
unenTuduuupoBanubiii  kak Bifidobacterium breve BbIBSOl, rae yka3aHHbIH IITaMM
OakTepuii ObUT NEMOHHPOBAH COTJIACHO YCJIOBUsM bypamemTtckoro noroBopa B Deutsche
Sammlung von Mikroorganismen und Zellkulturen GmbH (DSMZ) mnox Homepom
nenonupoBanust DSM 33231 31 utonsa 2019 r. kommanueit SOFAR S.p A.

FR13. Illramm Oakrtepuii, oTHocaummiics K Buny Bifidobacterium breve,
uneHTuuuMpoBaHHblil  Kak Bifidobacterium breve BbIBS02, rae yka3aHHbIM IITaMM
Oakrepuii Obu1 menornpoBaH B Deutsche Sammlung von Mikroorganismen und Zellkulturen
GmbH (DSMZ) non Homepom nenonupoBanust DSM 33232 31 mronig 2019 r. koMmanuen
SOFAR S.p.A.

FR14. Illtamm Oakrepuii, oOTHOcsmuiics k Bupy Bifidobacterium animalis,
uneHTHGULUMpOBaHHbIN Kak Bifidobacterium animalis noosuo lactis BIIBSO1, rne yxa3saHHbIH
mramm Oaktepuii Opu1 mermonupoBaH B Deutsche Sammlung von Mikroorganismen und
Zellkulturen GmbH (DSMZ) non Homepom nenonupoBanus DSM 33233 31 urons 2019 1.
xomrnanuen SOFAR S p.A.

FR15. Illtamm Oaxrepuii, orHocsawmiics k Buay Lactobacillus plantarum,
unentuduumpoBanubiii kak Lactobacillus plantarum LpIBSO1, rme yka3aHHBIH IITaMM
Oaktepuii Obu1 nenonupoBaH B Deutsche Sammlung von Mikroorganismen und Zellkulturen
GmbH (DSMZ) non Homepom nenonupoBanust DSM 33234 31 mronia 2019 r. kommaHuewn
SOFAR S.p.A.

OKCITEPUMEHTAJIBHAA YACTD

Ouenka 3(h(HeKTUBHOCTH KOMOHWHAIMKM 5 >KHU3HECMOCOOHBIX INTAMMOB OaKTepHil B
JeYEHNH TAIMEeHTOB, CTPAJaIIUX CHHAPOMOM pasapaxenHoro kumedHuka (CPK);
MHOTOLICHTPOBOE€  PaHAOMH3MPOBAHHOE, [BOMHOE cjernoe, Iuanebo-KOHTPOIUPYeMOoe
UCCIIEIOBAHNE C NapaJUIEIbHBIMU TPy IIIIAMH.

1. 3agauu uccaenoBaHus

- OcHOBHas 3a7ava; OLEHUTH BIMSHUE KOMOMHUPOBAHHOW NOOAaBKU M3 5 INTaMMOB-
NpOOMOTHKOB COTJIAaCHO U300peTeHnio (KOMMO3uIusi 1) Ha KUIIEYHYH) MHUKPOOHOTY

nanueHToB, ctpanaromux CPK.
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-- JlononHuTeNnbHbIE 3aAa491

1. Ouenurs Bnussaue Komro3uuuu 1 Ha cumnrombl CPK;

2. OueHuTh BiIUsiHUE KOMNO3ULIUHU 1 Ha 60/ ANCKOM(OPT B 00NACTH JKUBOTA,

3. OueHuTh BIUAHNE KOMITO3UIMU | Ha €XXeTHEBHbIN PUTM OMOPOKHEHUS KUIIEYHHUKA
nanuenra, crpagatomero CPK;

4. OueHHTD BIMSHUE KOMIIO3UIMHU | Ha MPOHUIAEMOCTb KUIIEYHHKA

5. OueHuTh U3BJICYEHUE IITAMMOB KOMITO3UIMHU | B 00pasiax cryia,

6. OueHuTs ob1iee yI0BIETBOPEHHE JICUCHHEM,

7. OLleHUTh H3MEHEHUE KaueCTBa KI3HH MALeHTOB;

8. OueHUTH MpUEM PE3EPBHOTO TMpemnapara.

WHbIMU CIOBaMH, 1€ UCCIIEIOBAHUS COCTOSIT B OLICHKE:

J BJIMSIHUSL KOMOWHAIIMK 5 JKU3HECTIOCOOHBIX LITAMMOB OakTepuil (KOMITO3ULIUS
1 cormacHo HacrosieMy H300peTEeHHI0) Ha a0JAOMUHANBHBIE CUMITOMBI Y TIAIIMEHTOB,

CTpa/IalOLINX CHHAPOMOM pasapaxenHoro kuieunuka (CPK) 6e3 3anopa;

. obneruenust cumntomoB CPK;

L4 e)KeZ[HeBHOfI KOHCUCTCHIHMH KaJia,

o 001Iero yaoBIETBOPEHUS JICUEHUEM,

L4 Ka4d€CTBa JKU3HU,

o HAPYLIEHHS ICUXOJOTHYECKOTO COCTOSIHMS,

o npuemMa pe3epBHOTO Mpenapara,;

o COCTaBa  KHUINEYHOH  MHKPOOMOTBI M TPOAYKTOB  MeTaboiH3Ma

(MeTaboJIOMHKOB) |, CJIEIOBATENIbHO, MOAU(UKAIMNA HAa YPOBHE MHUKPOOHOW 3KOCHUCTEMBI

KHUIIEYHUKA,
. IIPOHULIAEMOCTH KHUILIEYHUKA,
. U3BJICYEHHS ITAMMOB U3 (heKaJIHii;
. MoAU(HUKAIHUN BOCTIAIUTENBHOTO My TH.

Bo3mokHOCTE aHaM3a MUKPOOUOTHI B KPOBU OyJeT pacCMOTpPEHa KaK TIOMCKOBAs
3am1a4a JJisl Liejieid NCCie JOBaHMSI.

2. Jlu3aiH 5KCIIepuMeHTa

MHOTrOILEHTPOBOE PAaHIOMU3HPOBAHHOE, ABOWHOE CIIETOe, IMIane00-KOHTPOIUPYEMOe
HCCJIEIOBAHNE C MapasuIebHBIMU TPYTITIAMU.

PacuerHpiii mepwox Habopa YYaCTHHKOB B HCCIeNOBaHHWE Oyaer COCTaBJSAThb

npuOIU3UTENBHO 12 MecsLes.
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ITanmeHTOB HaOMpa M B UCCIEAOBAHHUE IMOCIE MOAMUCAHUA UMH MH()OPMUPOBAHHOTO
coryacusi eper MpoBeeHUueM JIF00OH mpoueay pbl UCCIeIOBAHNS U TIOCIIE OLIEHKH KPUTEPUEB
BKJIFOYEHUS1/ HEBKITFOU €HUSL.

JIJ1st KasKaoro yuacTHUKa OyZeT 3aIlaHuPOBAHO O BU3UTOB HCCIIEAOBAHMS, KaXKAbIH U3
KOTOpBIX OynIeT NpPOBOIUTHCS B COOTBETCTBUH C TpPeOOBAHWSIMM, IPEACTABICHHBIMU B
npotokosie (cm. Dur. 1).

Bmsursl uccnenoBanust OyAayT MPOBOOUTHCS B CIENYIOIIEM MOpsiAke. Ha Buzutre O
(ckpuHuHT), Ha BU3UTE | (MCXOMAHBIM YpPOBEHb/HA4aJO |-ro mepuonma HMCCIENOBAaHUS), HA
Bu3nTe 2 (OKOHYaHME 1-TO meproaa MCCIeIOBaHNA/HAauallo IEPUO/IAa BBIMBIBAHUS), HA BU3HUTE
3 (OKOHYaHHE MePHOAa BEIMBIBAHHSI/HAYANIO 2-T0 NIEPHUOJIA JICUCHNS ), HA BU3UTE 4 (OKOHYAaHUE
2-ro mepuoa BbIMBIBAHUS) U HA BU3HUTE 5 (OKOHYAHHUE UCCIIEIOBAHMS).

VYyacTHUKH OyayT HaOpaHbI B UCCIENOBAHNE HA BU3WTE CKPUHUHTA M BCTYIHT B 1-10
HEJNIeJI0 MePHoia CKPUHUHTA.

Taxkum oOpasom, B ciiydae MPUTOAHOCTH JJIsI BKIIIOUEHHSI B MCCIIEIOBAHUE OHU OyIyT
Ha3HAYeHBbI B rPyIIy JedeHus (kommo3uius 1/mnanedo unn mianedo/xommno3unus 1) mytem
pargommsanuu.  Kaxxmomy y4acTHUKY OyAer TpedoCTaBie€H AaKTHBHBIA  Ipernapar
(xommnosunmsa 1) mwnm manebo Ha 4 Hexmenw, nocjie 4-HEAEeNbHOro MNMEepUoja BbIMBIBAHUS
KQKJIbII YYAaCTHUK BCTYIMT 10 BTOPOU Nepuon jedeHus eme Ha 4 Henenu. Ilocne Busura 4
(OKOHUaHHE UCCIIEAOBAHMS) MALMEHThl BCTYIISAT B YEThIPEXHENENbHYIO (pasy Mocienyromero
HaOJIFOIeHNs 1O BU3WTA OKOHYAHUS UCCIIeOBAHUS (BU3HT 5).

Kaxppiit yuacTHuk Oyaer mnpuHUMATh | TAKeTHK-calle AaKTHBHOIO Iperapara
(xommozunms 1) win mare0o OnuH pa3 B CyTKU B TeYEHUE 4 HEeNENb.

Taxum 00pa3omM, MOKHO HASHTH(PULIUPOBATH ABE MOCIEA0BATEIbHOCTH JICUSHHST:

- INocnenoBarensrocTh 1 (E-P): manuenTsl, kotopeie nonydanu komnosunuoo 1 (E) B
nepBoM mnepuoe Jedenus u mianedo (P) Bo BTopom.

- [locnenoBarenvHOCTh 2 (P-E): manumentsl, koTopsle nmonyyaau roanedo (P) B mepsom
nepuoze neueHust u komnosuuio 1 (E) Bo BTopom.

3. ITauueHTsl

[TanmeHThl My>KCKOTO WM KEHCKOTO MoJjia B BO3pacTe He MOJIoke 18 JieT u He cTapiie
65 net, koropbiM ObLT mocTaByieH nuarHo3 CPK Ge3 3amopa (cM. HIDKe) B COOTBETCTBUU C
Pumckumu xpurepusivu IV.

HuarnoctuueckuM kputepueM CPK, BbIMONHseMbIM B TedeHHE Mpenbliyux 3

MECALECB MPU MNOABJICHUNU CHMIITOMOB I10 MEHbIIeH MEpPE 3a 6 MECALCB 1O INOCTAHOBKHU
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OMarHo3a, SBJIIETCS PeLUANBUPYIOLIast 00Jib B 00J1aCTH KMBOTA N0 MeHbINEH Mepe 1 IeHb B

HEZIeJI0, B COYEeTaHUU ¢ 2 1iu Oojiee U3 CIeAYIOIUX KPUTEPUEB:

1) OTtHocsAmxcs K nedexanny,
2) CBsi3aHHBIX C U3MEHEHUEM MEPUOANYHOCTH CTYJIa,
3) CBs13aHHBIX ¢ U3MeHeHHeM (GopMel (BHEIIHEro Buaa) exanui,

IMauuenTs ¢ CPK 0e3 3amopa BKJIFOYAOT!

1) CPK c¢ mpeobnananuem auapeu (CPK-J1): 6onee omHoit uerBepTH (25%) akTOB
OMOPOKHEHMsI KULIeYHHKa B popme ekanuii Tuna 1 wum 2 (bpucronbckas mkana).

2) CPK co cmemanHbiM purMoM omnopoxHenusi kumeunuka (CPK-C): Gonee
onHON yerBepTH (25%) aKTOB OMOPOKHEHUs KulIeyHHKa B popme dexanuit Tuma 1 nmm 2
(bpucronbckas mkana) u Oonee ogHOHN ueTBepTH (25%) aKTOB ONMOPOXKHEHUS KULICYHHKA B
dopme pexanmii Tuna 6 nnm 7 (bpucTonbckas mkana).

4. Kputepun BKIHOUYEHUS

- BO3pacT He MoJioxke 18 u He crapiue 65 ner.

- IonoxwureneHbiii quarHo3 CPK 6e3 3anopa (MBC-JI n MBC-C, u My>X4uHBIL, H
JKEHIIUHBI) coriacHo Pumckum kputepusim 1V,

- OTpuuaTenbHbIN pe3ysabTaT KOJOHOCKOIUH, POBEAEHHON B TE€YeHHE 5 HeAemb 10
BU3UTA CKPUHUHIA, IIPU BO3PACTe MALMEHTa MO0 MeHbLIeld Mepe 50 JeT Uiau Mpu HAJIUYUU Y
NalMEHTa OTHOTO U3 ATHX TPEBOKHBIX CUTHAJIOB!

1) Hannumne 3Ha4YMMON 3aperucTpUpPOBAHHON IOTEPH MacChl Teja 3a IocienHue 6
MECSILIEB;, JTHOO

2) IIposiBiieHne CUMIITOMOB O HOYaM; JINOO

3) Hanmuuue paka TOJICTON KUIIKH B CEMEITHOM aHaMHe3e; 00

4) Hanuane npuMecH KPOBH B (peKausx (3a UCKIIIOYEHHEM KPOBU OT IreMOpPpOst).

- OTpunarenbHbIe Pe3yJbTaThl TOMOJIHUTEILHOTO COOTBETCTBYIOIIETO CKPHHHUHTA HITH
KOHCY JIbTALH, €CJTH LIEeJIeCO00pasHo.

- CriocoOHOCTH COOTIOIATh TIPOTOKOJ HCCIIEAOBAHUS.

5. Kpurepuun HeBKIIOUYEHUs

- IMaruenTsr, crpaparomme CPK-3 unu CPK-H cornacuo Pumckum kpurepusim V.

- Hammume mr000ro COOTBETCTBYIOINEIO OPraHUYECKOro, CHCTEMHOTO MM
metabomueckoro 3adoyieBaHuss (B YAaCTHOCTH, 3HAYMMBbIE CEpICYHbIE, IOYEHHBIE,
HEBPOJIOTHYECKHE, NICUXUATPHUYECKHUE, OHKOJIOTHYECKHE, SH/IOKPHHOJIOTHYECKHE,

MeTabOoJIMUeCKre WIH MedYeHOYHbIe 3a00JIeBaHUs B aHaMHGSG) WM OTKJIOHEHHUS 3HAa4YeHUM



26

7Ta0OpaTOPHBIX IMOKA3aTeNeH OT HOPMBI, BBISIBJICHHBIE B TEUE€HHE BBOAHOTO MEPHOAA, KOTOPbIE
CUNTAIOT KJIMHUYECKHU 3HAYMMBIMU Ha OCHOBAHUHU 3aJIaHHBIX 3HAUEHHUH (Hampumep, ypOBHH
nokaszarened (YHKIMHM TOYEeK WM Ie4YeHH, B 2 pas3a IPEBBINAIOLINE CaMble BBICOKHUE
pedepeHTHBIE 3HAUEHUS).

- YcraHOBIEHHBIE OpraHuYeckne 3a00eBaHUs KUIIEYHUKA, BKJIFOYAs MHIIEBbIE
aJIJIEPTUN WK BOCTIAJIMTENbHBIE 3a00J1eBaHus kKuleuyHnka (0one3ub KpoHa, Si3BeHHBIN KOJIUT,
IUBEPTHKYJIE3, UHPEKIHUOHHBINA KOJHUT, UIIEMUYECKUN KOJIUT, MUKPOCKOTTMYECKHIA KOJIUT).

- PaHee nepeHeceHHast cepbe3Hasi Oneparus Ha OPIOIIHON MOJIOCTH.

- 3/10KaYecTBEHHOE HOBOOOpa3OBaHME JIOOOr0 THUMA C AKTUBHBIM TEYEHHEM WJIH
3JI0KQUECTBEHHOE HOBOOOPA3OBaHHWE B aHaMHe3e (IOIYyCKAIOTCS NAMEeHThl C JIPYyTHMH
HOBOOOPA30BaHMSMU B KIIMHHYECKOM aHaMHE3€, KOTOpbIe ObUIM YJAJEHbl XUPYPTHUYECKUM
NMyTeM, W JIOKAa3aTeNbCTBA PELUANBA OTCYTCTBYIOT 3a MOCIENHHE IATh JIeT 10 Hadopa B
UCCJICZIOBAHHUE).

- VY cTaHOBIEHHAsI HENMEPEHOCUMOCTD MMULIEBOT0 MPOAYKTa Oe3 JIeUeHus!.

- ITono3peHne Ha HEMEPEHOCHMOCTb JIAKTO3bI, OINpPENENIEHHOE Ha OCHOBAHUHU
OLIEHKU aHaMHe3a WJIH, €CJIU 11eJIeCO00Pa3HO, JAKTO3HOTO JbIXaTeIbHOIO TECTA.

- IIpuMeHeHne MPOOHOTUKOB MJIM MECTHOM/CUCTEMHOIN aHTHUOMOTUKOTEPATIHH 32
MOCJIEIHUN MECSLI.

- Ilepuonuveckoe WM CHUCTEMATHYECKOE  INPUMEHEHHE  KOHTAKTHBIX
cabuTeIbHBIX CPEICTB.

- bepemeHHble JKEHIIMHBI WM SKEHIIWHBl PENpOAyKTUBHOIO BO3pacTa B
orcyTcTBHE 3((HEKTHBHBIX METOIOB KOHTPALIEITIIHH.

- HecriocoGHOCTB COOMIFOAATH MPOTOKOJ UCCIIEIOBAHUS.

- Jleyenne JHOOBIM SKCIIEPUMEHTABHBIM JIGKAPCTBEHHBIM IPENapaToM B
TE€UEHUe NMpealecTByomux 30 qHen.

- HenaBnee ymotpeOiieHne WM NMOAO3PEHHE HA 3JIOYMOTPEOJICHHE aJIKOTrOJIeEM
WIIH HAPKOTUYECKYIO 3aBUCHMOCTh B aHAMHE3E.

- Hannumne «xpacHbIX» W «OeNbIX» CUTHAJIOB COMIACHO PUMCKUM KpUTEpHUsIM
Iv.

- [lcuxocoyuansnuiii  ONPOCHUK mMpesou Oisl  (DYHKYUOHANbHLIX —PACCMPOUCME
HCENYOOUHO-KUULEYHO20 MPAKMA.

6. Jleuenue

. Komnosuuus 1 cornacHo HacrosimeMy H300peTeHuto conepxut: Lactobacillus
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casei DG®, Lactobacillus plantarum LpIBSO1, Bifidobacterium breve BbIBSOI,
Bifidobacterium breve BbIBS02, Bifidobacterium animalis nogsun lactis BIIBS01), 1 no3a
(xancysa MmM MakeTHK-callie) B CyTKM B TedeHue 4 Hefenb (mpubmusurenbHo 25-30 x 10°
KOE/no3a, npubnusurensho 5 x 10° KOE s kakaoro mramMmma 6akTepuit).

. Komnosuums 2 (morane®o), HeoTaM4yMMas OT KOMIO3MOMH 1, OnHa
KarcyJia/akeTHK-Ccalle B CYyTKH B TeUeHUE 4 Heelb.

7. Pannomusanus

[MammenTtsl, moaxonsmme s HaOOpa B HMCCIENOBAaHUE, BCTYIST B |-HEAETBHYIO
BBOJHYIO a3y, a 3aTeM OyAyT Ha3HAYEHBI MyTeM pPAHAOMHU3ALMH B COOTHOIIEHWH 1:1 B
Ipymmy JiedeHuss kommosunued 1 (KOMIO3WIMed COrNIaCHO HM300pETeHHIO)  HIIH
SKBHUBAJICHTHBIM TIPENapaToM, He coiepramuM OakTtepuil (ranebo), Takoro ke IBeTa U
3amaxa OAWH pa3 B CYyTKH B TedeHue 4 Hepenb. J{uM3alH KIMHUYECKOIO HCCIEAOBAHUS C
BBOJHOW (a3oll, (asamu JedeHHs, Nepexona, JEUeHHs M MOCIEOYIOIEro HaOIrOIeHHs
npencrasyieH Ha Qur. 1.

8. KoHeuHble TOUKH

OcHoBHast KOHEYHas TOUKA

Onenka n3MeHeHNH (ekaabHONH MUKPOOHOTHI MO OTHOIIEHUIO K MCXOJHOMY YPOBHIO
MO TIOKa3aTeJsiM HWHAEKCOB MHUKPOOHOro pasHooOpasusi (a- u  [P-pasHooOpasue),
OTHOCHUTENIbHON TAKCOHOMUYECKOH YUCIEHHOCTH U METaOOJIUTOB.

JlOnOJTHUTE IbHbIE KOHEUHbIE TOUKH

1. Obneruenne cumnromoB CPK, onennBaemoe mocpencTBoM OayuIbHON OLIEHKH IO
mikane Tsokectu cumntroMoB CPK (IBS-SSS), onpenensiemoii mo V1, V2, V3, V4 u V5,

2. Ouenka exenHeBHOH Oonu/muckoMdopra B 00JaCTH KMBOTA, OMpeAesieMasi 1o
crangapTHo# 11-0annpHOi uncnoBoii onenounoi mkane (NRS) (or 0 = orcyrerByer no 10 =
HaUXyZIasi BO3MOXKHas 00JIb);

3. OueHka MepUOANYHOCTH M KOHCHUCTEHIIMH €KEIHEBHOTO CTyJia, OnpeaessieMas Imo
Bpucronbsckoii mkane ¢popmer ctyna (BSFS);

4. VI3MeHeHHe TPOHULAEMOCTH KHIIeYHHKa (0Opasel KpOBH) C OLEHKOHW ypOBHEH
30HYJIMHA B CBIBOPOTKE KpoBH, IuTpyuimHa u PV-1 mnocpencTtsom TBepnodasHOro
uMMyHoepMeHTHoro ananmnsa (MPA),

5. BeigBNeHHE MTAMMOB, NPUCYTCTBYIOLINX B KOMIO3ULMH 1, B oOpasmax cryna ¢

UCTIOJIb30BAaHUEM CIIELU(PUUHBIX MPaiMEPOB Uil KOJMYECTBEHHOW MOJIMMEPA3HOHN LeTHOM

peaxuu (KIILP);
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6. OOmee ymOBJIETBOPEHHE JIEUEHHEM, OLIEHMBAEMOE IIOCPEACTBOM BH3YaJbHOM
aHasorosoi mkais! (BAILLD),

7. OueHka KauecTBa >KU3HM, OmNpexessieMas MOCPEICTBOM Kpamkoi ¢hopmer u3z 12
nynkmos (SF-12) BanmuinpoBaHHOTO OMPOCHHUKA COCTOSIHUSA 3/10pOBbs M0 mikane ot 0 no 100;

8. I3MeHeHue npueMa pe3epBHbIX IPEenapaTos.

KoHeuHbie TOUKH 0€30MacHOCTH

9. COOp maHHBIX O HEXKEJATEIbHBIX SIBJICHUSIX U CEPhE3HBIX HEXKEJATEIbHbBIX SBJICHUSX
y nauuentoB ¢ CPK Bo Bpems nccnenoBaHus,

10. ConyTcTByIOIIME MTpenapaThl BO BpeMsl HCCIIEIOBAHUS.

ITouckoBasi kOHEYHast TOUKA

Onenka M3MeHEHHH MHUKPOOHMOTHI KPOBH IO OTHOLIEHHIO K HUCXOIHOMY YPOBHIO IO
MIOKa3aTeJsiIM MHIEKCOB MUKPOOHOTO pasHooOpasus (o- u B-pazHooOpasme), OTHOCUTENbHON
TaKCOHOMMYECKOU YHCIIE€HHOCTH.

9. IlonynsAuus A aHaIu3a U BOMPOCHI CTATUCTUKH

- Ionynmsmust monHoro ananmm3a (FAS): coctouT W3 BCex paHIOMH3MPOBAHHBIX
NalEeHTOB.

- Ilomymaums aHanmm3a O€30MACHOCTH: COCTOMT M3 BCEX PaHIOMHU3UPOBAHHBIX
NALUEeHTOB, MOJYYMBLUIMX IO MEHbIIEH Mepe OAHy 03y MCCIeNyeMOro Ipemnapara U
UMEIOIINE 110 MEHbIIIEeH Mepe OHY OLIEHKY 0€30MacHOCTH MOCIIEe HCXOAHOTO YPOBHSL.

- [Tonynsauust mo mporokony (PP): cocrout u3 Bcex paHIOMU3UPOBAHHBIX MALUEHTOB,
3aBEPLIMBLINX UCCIIENOBaHUE 0e3 KAKUX-TH00 3HAYMMBbIX HApyIIeHUH POTOKOJIA.

- Ionynsiums MarMEeHTOB, HAMEPEeHHbIX JeunThes (intent-to-treat, ITT): cocTouT u3
BCEX PaHIOMHU3UPOBAHHBIX MALMEHTOB, IMOJYUYMUBLIMX [0 MEHbLIEH Mepe OHYy 03y
UCCIIElyeMOro Tpenapara U MMEIOLINe MO MEHbLIeH Mepe OIHY OLEHKY 3((EeKTUBHOCTH
NIOCJI€ UCXOHOTO YPOBHS.

byner nmpoBeneHo omnucarelbHOE CpPaBHEHHE OCHOBHONM  KOHEUHOM  TOYKHU
UCCIIENIOBAHNS MEXAy OBYMs TpynmaMu HcciaenoBanus (kommnosunuss 1 u  mane6o).
CootBercTByrOmui HWHpEPEHINANBHBIA aHanmu3 OyAeT TMPOBEAEH HCKIIOYUTEIBHO B
MOUCKOBBIX LIEJISIX.

Kak mpaBuno, Bce mepeMeHHble OyayT MNPOAHAIN3UPOBAHBI OMHCATENBHO B
OTHOLIEHWW TPYINIbl JIEYEHUs] M BU3UTA (CpefHee 3HAaueHHe, MeIuaHa, CTaHAApPTHOE
OTKJIOHEHHE, MUHUMYM W MAaKCHUMyM [JIsl HENpPEepbIBHbIX MNMEPEMEHHBbIX IOCJI€ KOHTPOJS

HOPMaJIbHOCTH ~ pacmpeneneHus mnocpeactBoM Tecta KommoropoBa —  CmupHOBa,
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pacripenesneHne 4acTOThl Uil KaTerOopyalbHbIX NepeMeHHbIX). Bee ananmsel OyayT nmoapoOHo
ormucanbl B [Inane cratucriueckoro ananmsa (IICA), koroperit Oynet 3aBepiuex Bepcueit 1.0
no garel mpekpaineHuss coopa nanHbix (DBL). ITompoOHble naHHBIE MO O€30MACHOCTH H
MEePeHOCUMOCTH OyAyT BKIOYATh (MO MeHbluel Mepe) (u3MKajgbHble OOCIEeIOBaHUS,
OCHOBHBIE IIOKa3aTeNIN JKU3HEAEATENbHOCTH, J1a0OpaTOpPHbIE MAAHHBIE U HEXKelaTeJbHbIE

SIBJICHUS.



POPMVYJIA NU3OBPETEHUS

1. Kommnosuuus, cozpepxkamas cmecb M, comepxkallyld WIH aJlbTePHATUBHO
COCTOSILIYIO M3 0 MEHbINEH Mepe OJHOro ImTamMma OakTepuii, BIODAaHHOTO M3 IPYIIbI A,
cojiep>Kalliel WK albTePHATUBHO COCTOsIIEN U3:

- mramma Oaktepuil, oTHocsmerocs K Bupy  Bifidobacterium  breve,
unentTuduuupoBanHoro kak Bifidobacterium breve BbIBSOl u wumeromero Homep
nenonupoBanust DSM 33231,

- wmramMa OakTepuwil, OTHoOcswmerocss Kk Buay Bifidobacterium  breve,
uneHTuduuupoBaHHOro kak Bifidobacterium breve BbIBS02 u wumeromero Homep
nenonuposanust DSM 33232,

- mTamMMa OakTtepuii, OTHocsmerocss K Buny Bifidobacterium — animalis,
uneHTUu(UIUPOBAHHOTO Kak Bifidobacterium animalis nonsun lactis BIIBSO1 u umeromero
HoMep nenoHupoBanust DSM 33233,

- mramMMa OakTepui, OTHocsmerocss K Buay Lactobacillus  plantarum,
uneHtTuduuuposanHoro kak Lactobacillus plantarum LpIBSOl u wumeromero HoOMep
nenonuposanust DSM 33234, u ux cmeceii,

I7ie BCe YKa3aHHbIE IITAMMBbI OakTepuii ObUTH 1enOHNpOBaHbl B HeMerkoii KoeKknum
MHUKPOOPTaHU3MOB M KJIeTOUHBIX KyJabTyp (Deutsche Sammlung von Mikroorganismen und
Zellkulturen GmbH (DSMZ)) 31 urons 2019 r. komnanueiit SOFAR S.p.A;

U T€ YKa3aHHAs KOMITO3MLNS BO3MOXKHO COZEPIKHT MO MEHbIIEeH Mepe OnHy H00aBKy
W/WJIH KCUUIHUEHT MUIIEBOro MK (papMaleBTHYECKOro KayecTna.

2. Komno3unus no n. 1, roe ykazaHHas cMecb M COZEPKUT WIIM aJIbTEPHATUBHO
COCTOUT M3 LITAMMOB OaKTepHil:

- Bifidobacterium breve BbIBSO1 DSM 33231,

- Bifidobacterium breve BbIBS02 DSM 33232,

- Bifidobacterium animalis nongsun lactis BIIBSO1 DSM 33233 u

- Lactobacillus plantarum LpIBSO1 DSM 33234,

3. Komnosunus o n. 1 wnu 2, rae ykazanHasi cMeCb M TONONHUTENBHO COAEPIKUT MO
MEHbLIEH Mepe OIMH JAOMNOJHHUTENbHBIH IITaMM OakTepwii, BbIOpaHHBIH W3 Trpynmbl B,
coeprKaliei WiIn albTePHATUBHO COCTOSALIEH 13: mTaMMa OakTepuil, HIeHTU(HULIUPOBAHHOTO
xak Lactobacillus casei DG®, nemonupoBanHOTo B HalMOHANbHOW KONIEKIMH KyJIBTYp
MukpoopranusMoB uHcTuTyTa Ilactepa B Ilapmke nmoxg Homepom goctynma CNCM I-1572 5

Masi 1995 r. komnanueii SOFAR Sp.A,,
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mramma Oaktepuii, naeHTHUIUPOBaHHOTO Kak Lactobacillus paracasei LPC-S01™
u penonupoBaHHoro B Deutsche Sammlung von Mikroorganismen und Zellkulturen GmbH
(DSMZ) nox Homepom noctyna DSM 26760 15 mas 2017 r. komnanueit SOFAR S.p. A, u ux
CMECH.

4. Komnozunus no m. 3, rae ykasaHHas cMecb M COAEP>KUT WM aJbTEPHATUBHO
COCTOUT M3 LITAMMOB OaKTepHii:

- Bifidobacterium breve BbIBSO1 DSM 33231,

- Bifidobacterium breve BbIBS02 DSM 33232,

- Bifidobacterium animalis nonsun lactis BIIBSO1 DSM 33233,

- Lactobacillus plantarum LpIBSO1 DSM 33234 u

- Lactobacillus casei DG® CNCM 1-1572.

S. Komno3unus no n. 3, rae ykasaHHas cMecb M COAEp:KUT WU aJbTEPHATUBHO
COCTOUT M3 LITAMMOB OaKTepHil:

- Bifidobacterium breve BbIBSO1 DSM 33231,

- Bifidobacterium breve BbIBS02 DSM 33232,

- Bifidobacterium animalis nogsun lactis BIIBSO1 DSM 33233,

- Lactobacillus plantarum LpIBSO1 DSM 33234 u

- Lactobacillus paracasei LPC-S01™ DSM 26760.

6. Komnosunus no mobomy u3 I 1. 1-5, IpUroTtosieHHast B BUAE JIEKAPCTBEHHON
dopMBI [UIA MEPOPATBHOTO, MOABA3BIMHOIO MM TPAaHCOYKKAJIBHOTO, TPAHCMYKO3aJIBHOTO,
MECTHOT'O, PEKTaJIbHOTO, MECTHOTO KO)KHOTO WM MECTHOTO BarMHaJbHOTO MPUMEHEHUS,
NPEATIOYTUTENIEHO YKa3aHHAsi KOMIIO3HLIUS MTPUTOTOBJICHA B BUJE JIEKAPCTBEHHOW (POPMBI AJIs
NePOPATBHOTO MPUMEHEHHUSI.

7. Komnosumwmsi mo mroboMy u3 m.m  1-6 pans mpuUMEHeHHsT B - KAuecTBe
JIEKapCTBEHHOI'O CPEACTBA.

8. Komnozuuus mo modomy u3 1. m. 1-6 U1 IPUMEHEHHUs B CrocoOe MPEeBEHTUBHOTO
WWIN  W3JIEUYUBAIOLIETO JieueHHsT (DYyHKIMOHAJIBHBIX 3a00JI€BaHMMA, PACCTPONCTB W/ MIIH
CHMITTOMOB JK€JTy JOYHO-KHIIEUHOTO TPAKTA.

9. Komnosmumss mo mn. 8, mpegHasHaueHHas sl TNPUMEHEHHs B CIOCo0e
NPEBEHTHBHOTO W/WIM  HW3JICUUBAIOINErO JIeUeHHs (PYHKUIHMOHAJBHBIX 3a00JIeBaHUH,
PacCTPOICTB W/WJIM CHUMIITOMOB JKEJTyJAOYHO-KHIIEYHOTO TPAKTa, BBIOPAHHBIX W3 TPYIIIEL
cofiepKaliedl WM albTePHATHUBHO COCTOSALIEH W3: CHHIpPOMA Pa3gpa)KeHHOrO KHIIEYHHUKA

(CPK), nucriencuu, W3KOTH, PAaCCTPONCTB TNHINEBOAA, PACCTPONCTB IKENyIKa U



JBEHAATUNIEPCTHON KHUINKH, CHHAPOMA HM30BITOUHOrO OaKTepHANbHOTO POCTa B TOHKOM
kumeynnke (CHBP), paccTpoiicTB enyq0YHO-KUIIEYHOTO TPAaKTa CO ClAaOOBBIPAKEHHBIMU
BOCIIAJIUTENIbHBIMU COCTOSIHUSIMY, TPEANIOYTUTENBHO CUHAPOMA Pa3ApakeHHOr0 KHUIIEYHUKA
(CPK) ¢ 3amopom, nubo cunzapoma pasapaxenHoro kumeudnuka (CPK) c mwmapeeii, mmbo
cuHapoMa pazapaxkenHoro kumeuHnka (CPK) ¢ uepenoBannem 3amnopa u quapeu.

10. Komnozurust o JrodomMy U3 1. 1. 1—6 aJist IpuMeHeHHUs B Coco0e MPeBEeHTUBHOTO
WWIN W3JIEUMBAIOLIETO JIEYeHUS BOCHAIUTENBHBIX 3a00JeBaHUH, pPACCTPOIMCTB W/ MIIH
CHMITTOMOB JKE€JTy JOYHO-KHIIEUHOTO TPAKTA.

11. Komnosuumss mo mn. 10, mnpenHasHadyeHHas [Jisi TPUMEHEHHS B Crocode
NPEBEHTHBHOTO WJIM M3JICYUBAIOLIETO JICUEHHST BOCIAIUTENBHBIX PACCTPOMCTB JKEIyIOYHO-
KUIIEYHOTO TPAKTa, BBIOPAHHBIX W3 TPYMIBI, COAEpIKALIEH MIIM aJlbTEPHATUBHO COCTOSIIEH
U3, XPOHUYECKHX BOCTANUTENbHbIX 3aboneBanmii kumedHnka (B3K), Oonesnm Kpowna,
HecTeU(PUUECKOro S3BEHHOTO KOJIUTa, MHUKPOCKONMUYECKOTO KOJINTA, IUBEPTHUKYJIE3a,
nuepTukyinuTa, Helicobacter pylori, menTudeckoil s3BbI WM $3BBI JKEIyAKAa U SI3B
IBEHAIATUNIEPCTHON ~ KHUINKH,  MPEANOYTHTENbHO  BBIOPAHHBIX M3  XPOHMYECKHUX
BOCTIAIUTENbHBIX 3a0oneBanuii kumeunuka (B3K), Oonesnun Kpona, Hecmeumgpuueckoro
S3BEHHOT'O KOJIMTA, MUKPOCKOIMYECKOTO KOJINTA, AMBEPTHKYJIE3a U AUBEPTUKY JIUTA.

12. Illramm Oaxrepuii, oTHOcsmumiics k Bupy Bifidobacterium  breve,
uneHTuuuupoBaHHbiil  kKak Bifidobacterium breve BbIBSO1, rae ykasaHHBIM ImTamMm
OakTepuii ObUT AENOHUPOBAH COIJIACHO yCioBHAM bynanemrckoro morosopa B Deutsche
Sammlung von Mikroorganismen und Zellkulturen GmbH (DSMZ) mnon Homepom
nenonupoBanust DSM 33231 31 uronsa 2019 r. kommaaueit SOFAR S.p A.

13. Illramm OaxTepuii, oTHOcsumiics kK Bupy  Bifidobacterium  breve,
uneHTuduumpoBanubil  kak Bifidobacterium breve BbIBS02, rae yka3aHHbIH IITaMM
Oaktepuii ObuT menorupoBaH B Deutsche Sammlung von Mikroorganismen und Zellkulturen
GmbH (DSMZ) non Homepom nenonupoBanuss DSM 33232 31 wmronig 2019 r. kommaHuen
Sofar S.p.A.

14. Illramm Oakrtepuii, oTHOcAwmMiics K Buay Bifidobacterium animalis,
uneHTHGUUMpOBaHHbIN Kak Bifidobacterium animalis noosuo lactis BIIBSO1, rne yxa3aHHbIH
mramMm Oaktepuii Opu1 mermonupoBaH B Deutsche Sammlung von Mikroorganismen und
Zellkulturen GmbH (DSMZ) non Homepom nenonupoBanus DSM 33233 31 wurons 2019 r.
kommnanueir SOFAR S.p.A.
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15. Iramm Oakrepuii, oTHOcsmuiics K Bupy Lactobacillus plantarum,
uneHTuduuupoBansubiil kak Lactobacillus plantarum LpIBSO1, rme ykasaHHbIH IITaMM
Oakrepuii Obu1 nenoHuposaH B Deutsche Sammlung von Mikroorganismen und Zellkulturen
GmbH (DSMZ) non Homepom aenonupoBanusi DSM 33234 31 wurona 2019 r. xommaHueit
SOFAR Sp.A.
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