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Llenb: npeacTaBuUTb NPakTUYECKME PEKOMEHAALIMM MO NPUMEHEHNIO NMPOOUOTUKOB AN IEYEHMS U NPOPUNAKTUKN
3ab0neBaHNM raCTPO3HTEPONOrMYECKOro NPodUns y B3POCbIX.

OCHOBHbIE NOJI0XXEHUS. [TPOBNOTUKN — 3TO XMBbIE MUKPOOPraHN3Mbl, KOTOPbLIE MPUHOCAT MNOMb3Y 340P0BbLIO OP-
raHnM3ma xo3si1Ha npv BBeAEHUN B aeKBaTHbIX KonnyecTax. K 0OCHOBHbIM QYHKLMSAM NPOBUOTUKOB OTHOCSATCS: MOA-
Jep>kka KONOHN3aLUNOHHOM PE3UCTEHTHOCTM, META60IM3M NULLLEBLIX CYOCTPATOB U YTUAN3ALMS KOHEYHbIX MeTabo-
JIUTOB, NPOAYKLS CyOCTPaTOB, HEOOXOANMbIX AJ11 MaKPOOPraHn3Ma, a Takxe Perynsaums MECTHOro 1 afanTUBHOMO
MMMYHHOr0 oTBeTa. MpobroTrK MOryT BbITb 3aperMcTpUpoBaHbl Ha TeppuTopun P® kak GMONOrMYecky akTMBHbIE
pobasku (BALL) kK nuLLe nnu kak nekapcTBeHHble cpeacTaa (J1IC) B COOTBETCTBUN C MMKPOONONOrMYECKUMIY CTaHaap-
Tamu 1 3akoHoaatesibHbiMy TpeboBaHnsMn PO. K npobroTnkam, 3apernctTpupoBaHHbIM Ha Tepputopumn PO B kaue-
ctBe BALl ons B3pocnbix, 0OTHOCATCS GakTepun poaos Lactobacillus, Bifidobacterium, Enterococcus, Pediococcus,
Lactococcus, Streptococcus, Bacillus, Escherichia v rpubbl poga Saccharomyces, Kk npobuoTkam, 3apermcTpu-
poBaHHbIM B kKadecTtBe JIC, — 6aktepuun poaa Lactobacillus, Bifidobacterium, Escherichia n Enterococcus v rpu-
6kl popa Saccharomyces. B cocTaB OTAENbHbIX 3apPErMCTPUPOBAHHbIX HA TeppuTopun PP NpobroTnKoB BKIIOYEHbI
NpPo6MOTUYECKNE LLITAMMbI, MOATBEPANBLUNE CBOIO 3PPEKTUBHOCTL AN NPODUNAKTUKN U TEYEHNS aHTUOMOTUK-ac-
couunmpoBaHHo anapeun, npodunaktukn C. difficile-accoummpoBaHHo 60n1e3HU, apagukaummn nHdekummn H. pylori,
a Takxe A1 Ie4eHNst CUHAPOMA pa3apakeHHOro KMLWeYHnka U GyHKLMOHaNbHOro 3anopa.

SaknioveHue. KnvHunyeckas adpdEKTMBHOCTbL NPOOBMOTUKOB 3aBUCUT OT BXOASLLMX B €ro coCTaB npobuoTnye-
CKMX LUTAaMMOB W MOATBEPXOAETCH MYTEM CPABHUTESIBHONO aHanmM3a Pe3yNnbTaToOB Hagjexalyx KJIMHUYECKUX
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nccnenoBaHuii. He Bo Bcex NpobuoTunkax, 3aperncTpmpoBaHHbix Ha Tepputopun PP B kavectse BAL unun J1IC, noeH-
TNOUUMPOBAH LUTAMM, YTO HE FrapaHTUPYET pa3BUTUE OXUAAEMOrO KIIMHNYEeCKoro adpdekTa.

KnioueBble cnoBa: npobunoTuk, NpobUOTUYECKUIA LWITAMM, OCTpas Avapesi, aHTMBMOTMK-acCoLMMPOBaHHas ana-
pes, C. difficile-accounmpoBaHHas 60ne3Hb, apaamnkaumns H. pylori, BocnanutenbHble 3a60/eBaHNS KULLEYHWKA, A3~
BEHHbI KonuT, 6one3Hb KpoHa, nayunTt, CUHAPOM pa3apaeHHOro KMweyHmka, GyHKUMOHaNbHbIM 3anop
KOH®NUKT nHTepecoB: aBTOPbI 3a89BASOT 00 OTCYTCTBUM KOHPIMKTA UHTEPECOB.

Ana untnposanus: VeawkuH B.T., Maes W. B., A6aynranmesa [. U., AnekceeHko C. A., NBawkuHa H. 0., KopovaHckas H. B.,
Mammaes C. H., Monyaktosa E. A., TpyxmaHoB A. C., YcneHckui 10. IM., LUykaHos B. B., LUndpuH O. C., 3onbHukosa O. 0., MBaw-
kuH K. B., NanuHa T. J1., MacnenHukos P. B., YnbaHuH A. U. MNpaktuyeckne pekomeHaaumm HaydHoro coobuiectsa no CoaeicTBuio
KIIMHUYECKOMY U3y4yeHuto mukpobroma yenoseka (HCOVIM) n Poccuiickoli ractpoaHTeposiornieckoi accoumaumm (PrA) no npu-
MEHEHMIO NPOBOMOTUKOB SISl IeYEHUS U NPOPUNAKTUKN 3a60NIEBaHNIA raCTPOSHTEPOJIONMYECKOro npodusns y B3pochbix. Poccuii-
CKUWI XypHan racTpoaHTeposoruu, renartonaorum, kononpokronormum. 2020;30(2):76-89. https://doi.org/10.22416/1382-4376-
2020-30-2-76-89
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Aim. To provide practical recommendations on the use of probiotics for the treatment and prevention of gastroen-
terological diseases in adults.

General provisions. Probiotics are living microorganisms that benefit the health of the host when administered in ad-
equate amounts. The main functions of probiotics include the support for colonisation resistance, the metabolism of
food substrates and utilisation of end metabolites, the production of substrates necessary for the macro-organism, as
well as the regulation of local and adaptive immune responses. Probiotics can be registered in the Russian Federation
as biologically active food additives (BAFA) or as pharmaceutical products (drugs) in accordance with the microbiologi-
cal standards and legislative requirements of the Russian Federation. The probiotics registered in the Russian Federa-
tion as BAFA for adults include bacteria of the Lactobacillus, Bifidobacterium, Enterococcus, Pediococcus, Lactococ-
cus, Streptococcus, Bacillus, and Escherichia genera, and fungi of the Saccharomyces genus; probiotics registered
as drugs — bacteria of Lactobid, Lactobacid, Escherichia and Enterococcus genera and fungi of the Saccharomyces
genus. Some probiotics registered in the Russian Federation include probiotic strains that have proved to be effective
for the prevention and treatment of antibiotic-associated diarrhea, the prevention of C. difficile-associated disease, the
eradication of H. pylori infection, as well as for the treatment of irritable bowel syndrome and functional constipation.
Conclusions. The clinical efficacy of probiotics depends on the probiotic strains included in their composition and is
confirmed by a comparative analysis of the results of appropriate clinical studies. Not all probiotics registered in the
Russian Federation as BAFA or drugs contain bacterial or fungal strains; as a result, the expected clinical effect may
not be achieved.

Keywords: probiotic, probiotic strain, acute diarrhea, antibiotic-associated diarrhea, C. difficile-associated disease,
H. pylori eradication, inflammatory bowel disease, ulcerative colitis, Crohn’s disease, pouchitis, irritable bowel syn-
drome, functional constipation
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1.1 Omnpeaenenue

[Ipo6uoTHKN — 3TO JKMBbIe MEKPOOPraHU3MBbI, KO-
TOPBIE MPUHOCST I0JB3Y 3[0POBBI0 OPTraHU3Ma XO03sI-
MHa IPHU BBEJAEHUH B aJleKBaTHbIX KojmdecTBax [1].

B xauectBe MPOGHMOTIKOB Yallle BCETO MPUMEHSIIOT-
ca Gakrepun ponos Lactobacillus, Bifidobacterium,
Streptococcus u Bacillus, nexoropoie Bugst E. coli
u rpubbl poga Saccharomyces [2].

IToMuMo TPOOMOTHKOB Ha 3A0POBBE UEIOBEKA
TakyKe OKa3bIBAIOT BJMsIHUE npeOuomuxu. K mpeGu-
OTUKAM OTHOCSTCS (hbepMeHTUpyeMble MHUKPOOMOTON
cyOCTaHIUM, KOTOpPble TPHUBOAAT K crenunduueckum
U3MEHEHUSAM B COCTaBe M/ UM AKTUBHOCTU JKeJIyI0U-
HO-KHUIIEYHOW MUKPOOHOTHI, IPUHOCS TaKUM 06pa3oM
0JIb3y 3/I0POBBI0 Opranu3Ma xo3siuHa. K namboiee
BaJKHBIM TPyINaM NMPEeGUOTUKOB OTHOCIT (DPYKTOOJIH-
rocaxapu/ibl U rajakTooJaurocaxapubt [3].

[TpoayKThI, MMeIOIINE B CBOEM COCTaBe MPOOUOTH-
YeCKHe MITaMMbI W TPEOHOTHKHN, HOCST Ha3BaHUE CUH-
6uomuxos [4].

1.2 Poapl, BUABI U MITAMMbBI IPOGHOTUYECKHX
MPOIYKTOB

[Mpo6uoTuueckuii  mramMMm  uaeHTUPUIUPYETCS
Ha YPOBHE POjIa, BHUJA U MMeeT GYKBEHHOE, ITUdpoBOe
nn OyKBeHHO-IIM(PoBOe 0603HAUEHNE, HATPUMED:
Lactobacillus casei DN-114 001 wnu Lactobacillus
rhamnosus GG. OnpeneseHHbI MITaMM TPOOHOTHKA
JIOJIKEH 06J1a/laTh 3asiBJAeHHbIME (derTamMu 1mpu ero
IpUMeHEHUU, MOATBEPKIEHHBIMU KJIMHUYECKUMU HC-
CJIE/JOBAHUSIMH.

1.3 MexanuaMm aeiicTBUSL IPOOHOTHKOB

Hecmotpsi Ha cyliecTBeHHOe pasdHoobpasue
U IITPOKOE TPHUMEHEHWE TPOOHOTUUECKUX IIMTaM-
MOB, H”X MeXaHH3Mbl JeHCTBUA OKOHYATEIbHO
He udydenbl. DyHKIUN TPOOMOTUKOB BO MHOTOM
CXOKHU C TAKOBBIMH y TIPEACTABUTEEH HOPMATBHOM
KHUIIEYHOW MUKPOOWOTHI YeJoBeKa, OJHAKO WX 3d-
(bexT MOXeT pasznuuaThCS B 3aBUCHUMOCTH OT POJA,
BUJla WM Jake mitamMa. Huke mpejcTaBieHbl oc-
HOBHBIE MEXAaHU3MBI JeicTBUS U (PYyHKIUU TTPOOH-
OTUKOB.

IToodOdepokanue KONOHUIAUUOHHOTU
pe3ucmenmuocmu

B ocHOBe KOTOHU3AIMOHHON PE3UCTEHTHOCTH Je-
JKUT CIIOCOOHOCTH NMPOOUOTHYECKUX MITAMMOB IIpe-
JOTBpAIIaTh KOJOHW3AIUIO SKeJTyJ0YHO-KUIIETHOTO
tpakta (JKKT) yCI0BHO-MATOTEHHBIMU W MATOTEH-
HBIMH MHKPOOpPTaHM3MaMU 3a CYeT YTHETEHWS UX
AKTUBHOCTU U CIMIOCOOHOCTH K PAa3MHOKEHHIO BCJIE/I-
CTBUE KOHKYPEHIMH 3a THUTaTeJbHbIe BeNeCTBa,
a TakKe IyTeM CUHTEe3a psfa aHTHOAKTePHATbHBIX
MeTabOJUTOB, AKTUBHBIX B OTHOIIEHUHU MAaTOTEHHBIX
6axTepuil (opraHm4ecKkyue KHCIOTHI, GaKTePHOLMHEI,
aMuHBI U T.1.) [5].

Memaboausm nuwesolx cybcmpamos
U YyMmuauzauus KOHEeUHbvIX NPOOYKMOo8
memaboausma uenoeexa

Haxopasicb B mpocBeTe KHUIEYHHUKA, ITPOOHOTUKU
MeTaGoM3UPYIOT  KOMIOHEHThl mumu  (Hampumep,
pacTuTesNbHbIe BOJOKHA) M HEKOTOPbIE JApyTHE Cy6-
craniun (HanpuMep, TEePBUYHbIE JKETYHbIE KUCJIOTHI)
3a cuer Hasm4us crenuduieckux GepMeHToOB, OTCYT-
CTByIOIUX y venoBeka. K takum depmeHTaM, B yact-
HOCTH, OTHOCATCA B-ramakrtosugaza (OCyiiecTssier
IUAPOIN3 B-TalaKTO3UI0B B MOHOCAXaPHIbI) U THAPO-
Jlaza sKeJUHbIX cosiell (yuacTByer B JIEKOHDBIOTAIUH
JKeJTYHBIX KUCJIOT U uX coieit) [6].

IIpodyxuus memaboaumos, HeoOXx00uMbLX
0151 MaKpoopzanuima

B mporecce cBoeil KU3HEMEATETHHOCTH TPOOU-
OTHYECKUE IITAMMBI OCYIIECTBJAIOT CHHTE3 MeTabo-
JINTOB, KOTOPBIE TOCTYMAIOT B CHCTEMHBIH KPOBOTOK
U yYacTBYIOT B TIOJJIEPIKAHUU TOMEOCTa3a MaKpOOp-
ranuaMa. B mepByio odepesb K TakuM MeTaGoJmMTAM
OTHOCSITCSI  KOPOTKOIECMOYEYHbIE JKUPHBIE KUCJIOTHI
(KIDKK) — amerar, mponumonar u GyTupar, TOJ-
JIEPKUBAIONINE PErYJISIUI0 HHEPreTUYECKOTO TOMEO-
crasza (0COGEHHO B KOJIOHOIMTAX), a TaKKe CJIy/KaT
CUTHAJIBHBIMU MOJIEKYJIAMHU JUISE KJIETOK UMMYHHOI
cucreMbl, omnpezensis ux auddepeHImpoBKy 1 Mpo-
THBOBOCTIAIUTENBHYIO aKTUBHOCTDL [7]. B xo/e cBoeii
SKUBHEAEATENbHOCTH MTPOOHOTHYECKUE MUKPOOPTaHN3-
MbI TIPOAYIUPYIOT PA3JNYHbIE MEAUATOPDI JoTIa-
mua (yuyacTByer B (POPMHUPOBAHMM MOTHBAIUM M II0-
BE/ICHUCCKUX PEAKIU, ABJISETCA TPE/IIeCTBEHHUKOM
HOpaJIpEHAIMHA U aJpeHajnHa), HopaapeHaauH (pe-
TYJUPYET MPOIECCh B IIEHTPATIbHON HEPBHOI crcTEeMe
(ITHC), oTBeTcTBEHHBIE 3a GOAPCTBOBAHUE, 3AIIOMKIHA-
Hue, oOydeHne u BHUMaHue), ceporonnt (peryimpyer
SKEJTYZIOTHO-KUIIEYHYIO CEKPEINI0 U MEPUCTANBTUKY,
BA30KOHCTPUKITUIO U TICUXOIMOIMOHATIBHBIN CTATyC),
raMMa-aMUHOMACISHYI0 KUCI0Ty (OCHOBHOI MHTHGH-
TopHbIil Heliporpancyurrep B ITHC), aueruaxonnn
(0CHOBHOI MeaMATOpP B XOJMHEPIUYECKUX HEPBHBIX
myTsax) v rucraMut (MeuaTop ruCTaMUHOBBIX Pellen-
topoB B kjeTkax [THC, JKKT, cepaeuno-cocyancroi,
JbIXaTeJbHOW M MMMyHHOIT cuctem) [8].

Kpome 9T0r0, TPOGMOTHKM CHHTE3MPYIOT Takue
He3aMEHUMbIE JIJIT  MaKpPOOpraHu3Ma MeTaGoJIUTHI,
Kak, Hampumep, Tpumnrodan [8] m BUTaMUHBI TpPyT-
bl B, BBITOJAHSIONHE POJIb KOPEPMEHTOB MHOKECTBA
GMOXMMWYECKUX TPOIECCOB B OPTAaHU3ME YETOBEKa —
pu6odasun (Buramun B,), kobGamamun (BuTamuH
B,,) u ¢omnesyio kucnory (suramun By) [9].

Pezy./wuwz MeCmHOo20 U adanmueéHoz20
UMMYHHOZ20 Oomeema

BsaumoieiicTBue KOMIIOHEHTOB TTPOOMOTUYECKUX
6aKTepuil ¢ MMMYHOKOMITETEHTHBIMU KJETKAMU XO351-
WHA TPSIMO UJIM OIOCPEIOBAHHO BeJIeT K aKTHBAIUU
MECTHOTO ¥ CHCTEMHOTO TPOTHBOBOCHAJIUTEIBHO-
rO MMMYHHOTO OTBETa 32 CuYeT CTUMYJIAIUU CHHTe3a
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IIPOTHBOBOCIAJIUTENBHBIX IUTOKUHOB (B OCHOBHOM
Un-4 w Un-10). IloBbimeHHBI YPOBEHb MPOTUBO-
BOCHANTEIbHBIX IUTOKUHOB TaKKe OIpejessieT Ha-
IIPaBIEHHOCTDb AU PepeHINPOBKH PETYISITOPHBIX UM-
MYHHBIX KJIeTOK (B mepByio odepesib T-peryJsitopHbIx
JIMOIUTOB), YTO TPOSIBJSIETCS] YTHETEHUEM TIPOBOC-
HalIUTeIbHbIX Peakluil 1 mo/iepskanueM IPOTUBOBOC-
MAJUTETbHOTO IMMYyHHOTO oTBeTa [10].

2.1 Peraamenr perucrtpaiuu npo6notukos B PM®

[Mpo6woTukn MOryT OBITH  3apPETUCTPUPOBAHDI
Ha Tepputopuu PD B KauecTBe OGHOTOTUYECKH AKTHB-
mbix 106aBok k mume (BAJl) mwim B KadecTBe JIeKap-
creeHHBIX cpeactB (JIC) B COOTBETCTBUM C 3aKOHOMA-
TeJbHBIME akTamu Poccuiickoit Degepamnmi.

BesonacHocTh MPOGMOTHKOB, 3aperHCTPUPOBAH-
HBIX Kak B KauectBe BAJl, Tak u B kKauectrBe JIC,
JIOJKHA COOTBETCTBOBATH CTPOTUM MUKPOOMOJIOTHYE-
CKHUM CTaHJapTaM, KOTOpbIe ompefestorcss EqnapiMu
CAHUTAPHO-3TH/IEMUOJOTHIECCKUMI 1 TUTHEHNIECKUMU
TPeOOBAHUSAMH K TOBapaM, MOJIEKAIUM CAHUTAPHO-
AMUAEMIOJIOTHYECKOMY HA/[30PY, W KOHTPOJUPYIOTCS
Pocmniorpe6uaazopom [11].

Buonozuuecku axmuenvie 0006asxku K nuue
(BAZ) — smo npupoonvie u (uiu) udenmuunvie
nPUPOOHLIM  OUOS0ZUYECKU AKTUBHbIE Geuecmed,
a maxxe npodoUOMUUECKUE MUKPOOPZAHUIMbL, NPeO-
Hazuauennvie 01 ynompeodieHus O00HOBPEMEHHO
¢ nuweld uau eeedenus 8 cocmas NUWEsol NPooyK-
yuu [12].

[lnsg peamusanuu TPOOGUOTUKOB Ha TEPPUTOPUU
P® un Espaswuiickoro skonommueckoro coioza (E9C)
B kauectBe DA/l mpoOMOTUKE MOJKHBI COOTBETCTBO-
BaTh IUTUEHNYECKUM TPeGOBaHUSIM Oe30MaCHOCTH TIH-
MeBOI TPOMYKIINN, yCTAaHOBJEHHBIM B IlpmioxeHu-
ax 1, 2, 3 TeXHWUECKOTO periaMeHTa TaMOKeHHOTO
cotoza «O GesomacHoctu muieBoil mpoaykiny (TP
TC 021,/2011) [13].

[Tocse moOATBEPKIEHWST COOTBETCTBUS — 006pas-
1IOB yKa3aHHBIM BBIIE€ TUTHEHWYECKUM TpeGOBAHU-
aM 6e30TMaCHOCTH THINEBON TPOAYKIIMK TTPUHIMAET-
CsI peleHre O TOCyIapCTBeHHOW peructpannn BA/]
¢ BHeceHUeM B ENUHBIN peecTp CBUAETEIBCTB O TOCY-
JIAPCTBEHHOW PETUCTPAINN, KOTOPBIH KOHTPOJUPYET-
csi DenepanbHOl cIyK601 O Hazn3opy B cdepe 3a-
MUTHI TIPAB TOTPeOuTeNelt M GJATONOIYUNS YeJOBEeKa
(Pocnorpe6uaznsop) [12].

B mensx mpemymnpesxaeHus AefCTBUI, BBOISIINX
B 3a0may:xaeHue morpebureneir, PocmorpebHan3zopoM
yTBepK/JeHa W BHeceHa B EauHbBIN peecTp cucteM
no6pososbhoit cepruduranuu (JJCC) «Cucrema mo-
6pOBOJIbHON cepTudUKAINN GUOJOTHIECKU AKTHBHBIX
JM00aBOK K TWINE, MUIIEBBIX JA06ABOK ¥ THIIEBBIX
MPOJYKTOB, TMOJYYEHHBIX W3 TEHETHYECKW MOIudu-
IIUPOBAHHBIX WCTOYHUKOB» — B paMKaX KOTOPOH
MpeyCMaTpPUBAETCS TOATBEPIKACHNE KadecTBa TIPO-

OYKIIMA B COOTBETCTBHM C mocraHoBjeHueM CaH-
MuH 2.3.2.1290-03 «lurnenndeckue TtpeGoBaHUS
K OpraHU3allMKM TMPOU3BOACTBA M 060poTa GUOJIOTH-
yecku akTuBHBIX Jo6aBok k tmme (BAJ[)». JICC
JUIs TPOGHOTUKOB, 3apPErHCTPUPOBAHHBIX B KAaYeCTBe
BA/l, monrBepxxaaeT a(ppeKTUBHOCTD U COOTBETCTBHE
CBOICTB TPOGHOTHKA, [AEKJAPHUPOBAHHBIX IPOU3BO-
quteneM wiau umnoprepoM. Hawnecenune uHdopMa-
unu Ha sTHKeTKy BAJ] (1/mimm Ha mOTpeOUTeIbeKyIo
(Bropuunyo) ymakoBky BAJl, MHCTpyKuMIO K Tpu-
MEHEHUIO, BKJIAABII U T.A.) 00 5PPEKTUBHOCTH HC-
MOJIb30BAHMS MTPOOHOTHKA B KadecTBe BA/] BO3MOXKHO
TOJIBKO MOCJIe IIPOBe/leHNsI 106POBOJIbHOI cepTuduKa-
mun BAJl w HamW4us BBIMIEYKAa3aHHOTO cepThudukrara
COOTBETCTBUS.

[Ipu peructpanuu mpo6UOTHKOB B KadecTBe DA/
Ha Ttepputopun Poccuiickoit Deneparnu nHpopMa-
1S HA HTUKETKe JOJKHA BKJIOYATD!

— Haonucy: «Buonozuuecku axmuenas dobaska
K nuwe»;

— nassanue: «<bA/Jl k nuwes;

— naodnucv: <He siensemcs nexapcmeoms;

— UHZpeOUEeHMHDLIL COCNAE 8MECTE CO 8CROMOZA-
MENbHBIMU KOMNOHEHMAMU;

— ¢opmy evinycka u Ynaxoexu;

— 00aacmy npuMenenus, ¢ YKA3anuem, ucmou-
HUKOM KAKUX NUWEEHIX OUOS0ZUYECKU aAKTNUGHBIX
eeuwecme seasemcs bA/l;

— npoueHm om adeKeamuozo Yposus nompeod.ie-
HUs;

— 003uposKy;
pexomenoauuu no NpUMeHeHuo;
npPOMUBONOKAZAHUS,

YCA08USL XPAHEHUS!, CPOK 200HOCTU;

— c6edeHust 0 B03MOXHOCMU PEAlU3auuY 8 an-
MEUHBIX YUPEKOEHUSX U CREeUUANUIUPOBAHHBIX Md-
2A3UHAX UAU OMOESAX NPOJ0EOSIbCMEEHHBIY MAZA3U-
HO6 Nno npoodaxe OUeMUYECKUx NpooyKmos;

— HOMep MeXHUUeCKUX YCA08UL NPouU3so0cmed
(025 omeuecmeennvix BAJ]);

— HA36aHUE OpPZAHU3AUUU-U3Z0MOBUMENST U ee
opuduneckuil aopec (0151 uUMNOPMUPYEMbIX HA Mep-
pumopuio P npodyxmose — cmpana npoucxoxode-
HUSL U HAUMEHOBAHUE (PUPMBL-U3Z0MOBUMENL);

— HoMep u damy 6vbi0ayuu c8UDCMENbCNEA O 20CY-
dapcmeennoll pezucmpanuu;

— pexsuaumvl U KOHMAKMHbIL meaepon opea-
HU3AUUU, YNOJIHOMOUEHHOU NPUHUMAMD NPemeH3ull
om nompebumene.

Perucrpanus mpo6motuka B KadectBe JIC ocy-
MIEeCTBJISAETCS COTJIacHO TpeGoBanusM DeaepasbHOTO
3akoHa Poccuiickoit Meneparun Ne 61-D3 «O6 06-
pallleHnn JeKapCTBEHHBIX cpeacTB» [14]. [as mpo-
OUOTUKOB, 3aperucTpupoBaHHbIX Kak JIC, npuMeHu-
MBI mpaBuia ob6opora JIC, ompeneseHHbIe MTPUKA30M
MunuctepcrBa 3apaBooxpanennss Poccuiickoit Dee-
paruu ot 11 wmions 2017 r. Ne 4030 «O6 yTBepK-
JeHUM TIPaBMJI OTIIyCKa JIeKapCTBEHHBIX IIperapa-
TOB /IS MEIUITMHCKOTO TNPUMEHEHUs, B TOM YHUCJe
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UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX IPENapaTos,
ANTeYHbIMU  OpPraHMU3AlUsAMHU,  WHAUBUAYAJIbHBIMU
npeJupuHUMATeNSIMU, UMEIOIIUMY JUIeH3uI0 Ha (ap-
MAaIeBTUYECKYIO JeSITeabHOCThY [15].

[Tpo6uoTuk, 3aperncrpupoBannblii B kauectse JIC,
UAEHTUUIUPYETCS KaK UMMYHOOMOJIOTUYECKHil Jie-
KapCTBEHHBIN TMpENapar, KOTOPBI COMEPIKUT KUBBIE
WJTM WMHAKTHUBUPOBAHHbBIE AallaTOTEHHbIE MUKPOOPTaHN3-
Mbl (9y6uoTnKKN), O6Majaloe aHTarOHUCTUYECKON
AKTUBHOCTBIO B OTHOUIEHWW MATOTEHHBIX W YCJIOBHO-
MaToreHHbIX GakTepuii. Takue TPOOGUOTUKY JTOJIKHBI
COOTBETCTBOBATh (hapMaKOMNeWHbIM TPeOOBAHUSM MO-
JIy4eHWS] TPOU3BOJICTBEHHOTO IITaMMa W €TO TI0CEB-
HOTO MaTepuasa s (OPMUPOBAHUS TIPOU3BOICTBEH-
HOIT 6moMacchl, a Takske TpeboBaHusM KadectBa JIC
JUISL OTIpe/leIeHHOM JieKapcTBeHHoit (opmbr [16].

3apeructpupoBaHHbiii B KadectBe JIC mpo6UOTHK
JloJKeH ObITb OTHECEH K OTpezieJieHHON dapMakoTe-
panesTuueckoil rpynme (nMpo6uoTHK, 9y6HOTHK, MPO-
TUBOJMAPEHHOE CPeICTBO, MPOOUOTUK WM 3YOMOTHK
U3 IPYNIIBI MEAUITMHCKITX UMMYHOOMOJIOTHYECKHX TIpe-
napatos (MUBII-npo6uotuk umu MUBII-3y6uoTuk))
n KjaaccuUIMPOBATLCA B COOTBETCTBUM C AHATO-
MO-TEPANIEBTHYECKON XUMUYECKOW  KJaccudukaim-
eit (ATXK). 3apeructpuposantbie B KauectBe JIC
Ha Tepputopun PD mpo6HOTUKHM UMEIOT CJeayroline
koxpl ATXK: caxapomunerst Boulardii (AO7FA02),
IpoTHBOUapelinble MuKpoopranusMbl (A07FA), max-
tobanumibl (GO1AX14), MUKpOOPraHusMbl, IIPOLY-
nupyomme Mojounyio kucaory (A07FA01), u Muxpo-
OpraHu3Mbl, TPOAYIUPYIONINE MOJOYHYIO KHCJIOTY,
B KoMGuHanuu ¢ apyrumu npernapatamu (A07FAS51).
Hekoropble W3 3aperucTpupoOBaHHBIX B KauyeCTBe
JIC mpo6uoTHKOB MOTYT MMETh OJMHAKOBBIN COCTaB,
HO TpH 3TOM otamdarbest mo ATXK n mpunHamiexxHo-
cTH K (papMaKOTepaNeBTUYECKON TpyIIe.

2.2 To3bl u 3¢pPeKTUBHOCTD NPOGHOTHKOB

Pexomennyemass munuMasnbHas 3¢d¢eKTuBHAs Cy-
TOYHASI JI03a MPOOMOTHKOB JIOJIKHA COCTABJATH 108—
10° komonmneo6pasytomux equaul, (KOE) [17], ogna-
K0 3 deKTHBHAS CYTOYHAS 1032 MPOOMOTHKA MOXKET
pa3myaThcs B 3aBUCHMOCTH OT NPOOHMOTHYECKOTO
mraMmMa 1 (OPMBI BBITYCKA.

OrmpeziesicHrie  ONTUMAIBHON JTO3UPOBKHU  JTOJKHO
OCHOBBIBATBCST HA PE3YJIbTATAX KJIMHUYECKUX HUCCJIe-
JIOBaHUil, [EMOHCTPUPYIONINX DPA3BUTHE OKHUIAEMBIX
6saronpuAaTHBIX  3(P(HEKTOB  KOHKPETHOTO — ITaMMa
MPOOGUOTHKA B YKA3AHHOW /103€.

Coxpanenne >XU3HECTOCOOHOCTH IITAMMOB B yKa-
3aHHOM KOJIMYECTBE J0 KOHI[A CPOKA TOJHOCTH IIPO-
6MOTHKA TaK¥Ke SBJISAETCS HEOOXOIUMbBIM YCJOBHEM
Juist ero 3 HEeKTUBHOTO MPUMEHEHUS.

HemasoBaskupiM (akTOpOM, OIPeesiONUM BbI-
JKUBAEMOCTb ~ IIPOOMOTUYECKUX  MUKDPOOPraHH3MOB
U TIOCTYILIeHNe JocTtaTouHoro Kosnuectsa KOE B Tou-
CTYIO KHIIKY, SBJISIETCSI arpecCHBHAs Cpella BEPXHUX
OTZIEJIOB  TIMIIEBAPUTENBHOTO TPAKTA BBICOKAs
KHCJIOTHOCTD, IIMIIEBAPUTENbHbIE (DEPMEHTBI U COJIU
JKemuHbix Kucaor [18]. MucTpymeHTOM CKpPUHHMHTA

[T olpelie/leHns BbIKMUBAEMOCTH ITOTEHIINATbHBIX
mpo6uoTukoB B BepxHmUX othenax sKKT caysxkar Te-
CTBI in Vitr0, BOCIPOU3BO/SAIIINE YCIOBUS €r0 IPOKCU-
MaJIbHBIX OT/EJIOB W CMIOCOGHBIE TOMOYD OTIPEIETCHUIO
orrruMasibioro KosmmuectBa KOE B mpo6uoTuke.

HecMotpst Ha MHOTOOGpa3ue JIeKapCTBEHHBIX (hOpM
(karcysa, TaGieTku, callle, Ha3ajbHbIe CIPEH W TIPO-
4ne), NPEMMyMIECTBEHHONH (HOPMO JJOCTaBKM TIPO-
O6UOTHYECKUX IITAMMOB B TOJICTYIO KHIIKY CJIy>KaT
KaTCyJbl ¥ MUKPOKAICYJIbI, M3TOTOBJEHHbIE U3 CHH-
TeTUYECKUX, IOJYCHHTETUYECKUX WM HaTypPaJIbHBIX
MOJIIMEPOB, 06ECTIEYNBAIONIIE COXPAHHOCTD MTPOOGUOTH-
YeCKUX IITAMMOB B arpecCUBHOI cpe/le BEPXHUX OT/ie-
JIOB TIUTIEBAPUTETHHOTO TPaKTa W 00eCeYnBAOIINE TI0-
CJIeIOBAaTeIbHOE UX BBICBOOOKIEHHE HA IPOTSKEHUU
JKKT B Meraboanyeckn aktuBHOM cocrostaun [ 19, 20].

B npo6uoTtnkax nocJjeHero moKOJIeHUsT MPOOHOTH-
YeCcKHe IMTaMMbl MOTYT HAaXOJWTBCS BHYTPHU KaIlCyJIbl
B Bule OuoIieHOK. Takas (opma coxpaHeHus IiTam-
MOB YBEJIMYUBAET CPOK TOJHOCTU MPOOUOTHKA, A TaKiKe
o0ecriedrBaeT BbICBOOOXK/IEHHE [OCTATOYHOIO KOJIHMYe-
crBa KOE HenocpeacrBenHo B Tosictoil Kutike [21].

Heo6xomuMo OTMETHTb, YTO HEKOTOPBIE TIPOOHO-
THKHM, BBIyCKAIOmMMuecss B WHBIX (popMax (mopomkw,
pacTBOpbI, calle u Tp.), JA0Ka3aan cBow 3hPpeKTuB-
HOCTD 1 6€30MaCHOCTD B KINHUYECKUX NCCJIETOBAHUSIX
HAJJIeKAIIET0 KayecTBa.

K mnpo6uornkaMm, 3aperucTpupoBaHHbIM Ha Tep-
putopun P® B kavectBe BA/l mis B3pocabix, B co-
CTaB JAEeiCTBYIOIUX BEIECTB KOTOPbIX HE BXO/MAT IIpe-
6uortnueckne g06aBkn (MHYJIWH, NEKTHH, JAaKTO3a,
(bpyKTOOIUTOCAXAPUIBI U IIP.), BUTAMUHBI U MHUKPO-
HNIEMEHTBI, UMMYHOTJIOOYIMHBI, MeTaGoauThl (B TOM
qpcIe HyKJIEOTHb) WIN IPOAYKTBI KU3HEOEATENb
HOCTH MHUKPOOPTaHU3MOB, OTHOCATCS GaKTEpUH po-
noB Lactobacillus, Bifidobacterium, Enterococcus,
Pediococcus, Lactococcus, Streptococcus, Bacillus,
Escherichia w rpu6bbl poma Saccharomyces. Tlpo-
OGUOTHKH, B COCTaBe KOTOPbIX COAEPIKATCS [IaHHBIE
MHUKPOOPIraHu3Mbl, Iepednciedbl B EQuHOM peecrpe
CBU/IETEJIBCTB O TOCYAAPCTBEHHOI PETUCTPAIMN U Pa3-
pelreHsl K mpogaxe Ha teppuropun PO (1o cocros-
HUIo Ha OKTA6pb 2019 1.) (Tabm. 1).

[Tpo6uoTHKHN, 3aperncTpUpPOBaHHbIE HA TEPPU-
topun PD B kavecrBe JIC, mpexacraBieHbl Oak-
tepusiMu  poga  Lactobacillus, Bifidobacterium,

Escherichia u Enterococcus, a Takxe TpuOKaMu poja
Saccharomyces (ta6m. 2).

He Bce mpo6MOTHKH, 3apeTuCTPUPOBAHHbBIE HA TEP-
purtopun P®D B kauectBe BA/l nm JIC, nmeror yka3sa-
HUe mTamMMa. B TakoM ciydae pasBUTHE OXKUIAEMOTO
addekTa oT MPoOGUOTUKA HE TAPAHTUPOBAHO.
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Ta6auua 1. MUKPOOPraHH3Mbl B COCTaBe HNPOGMOTUKOB, 3apPErHCTPUPOBAHHBIX Ha Teppuropun Pd
B KauectBe BA/]

Table 1. Microorganisms in the composition of probiotics registered in RF as BAFA

Pox Bup IItamm
Genus Species Strain
6/y*,*** NCFM® (ATCC SD 52210)*, La-5*,** HA-122%,
N.V. Ep 317 /402****  SD-5864*, IK***;100 ALLT*, ** ***;
acidophilus 38*** 10***; LMG 8151%; B-1660%*,** *** *x** THSM-
11378****; 100 AIIl (BKIIM B-2900)*** NK-1***; n.v. Ep.
317 /402% ** #xxk. KITT[Q4* ** ***%. PXN35* La-14* ****
bulgaricus 6/y*, Selur 6*, Selur 19*; PXN 39*
breve 6/y*
brevis 6/y**, LMG 27275*
asei 6/ y** *** HA-108%, 431™**** C6*** C1***, C-1 (BKIIM
caset B-3960)***; PXN 37*
crispatus LMG 9479*
Lactobacillus | delbrueckii subsp. bulgaricus LbY-27°*
fermentum 6/y* *** 90TC-4***; 57A*; PXN44*, AGAL Ne NMO02,/31704*
gasseri Selur 20*; 57C*; KS-13*; LAC-343*
helveticus 6/y* **, Lafti L10*; B-842% ** *** #*x*. DYN 45*
paracasei DSM 11358****; 1.. CASEI 431°*; Lpc-37 (ATCC SD 5275)*
lantarum 6/y*,** *** HA-119*, 8P-A3* ***; TENSIA*; 57B*;
ptantaru CETC7484*, CETC7485%; PXNA47*; 299v (DSM 9843)*
reuteri 6/ y** F* xxxx HDSM 17938***** ***%. NCIMB 30351 ***
6/}7*,****; HA-111*, CT-Z-OS*,**,***; GG*,***,*****; LA
rhamnosus 801 (ATCC 53 103)*; PXN 54*; LCS-742%; LGG**, Lr-32*
salivarius 6/y*, DSM 11361****;PXN 57*
adolescentis 6/ y*****
animalis Bb-12%,**
animalis ssp. lactis Bb-12* ****; PXNG63*
bifidum 6/y* *¥* *** HA-132* Bb-06*,d3***;, SDM 16781**** K1
o (BKIIM AC-1579)***; PXN23*; G9-1%; BB-12°%%*%**
Bifidobacte-
rium breve HA-129*; PXN 25*; YA-129*; M16V Tum T*
infantis 6/ y* *** ***x DYXN 27%; M-63*, BB-02™****
Wsnae (ssn lomem) 6/ y* ** *ax wxik TIA-135*% BI-05*; I3 (BKIIM AC-1252)***;
9 p. tong PXN30*; MM-2*; BB536*; 35624°*
lactis 6/y*, Bl-04 (ATCCSD 5219)*; Bi-07 (ATCC SD 5220)*;
DSM 11360**** DSM 16782****
Tt ldCtiS BA*1*,**,***,****
actococcus
delbrueckii subsp. bulgaricus 6/ y****
. . . BKIIM B-10642 (DSM 24614)* ****; BKIIM B-10643 (DSM
Bacillus amyloliquefaciens VAG15)E #rx
Propionibac- | freudenreichii ssp. BA_{* #% %45 kaka. GA D #% krk kxkk
terium Shermanii oo ’ o
thermonhilus 6/y*, **** HA-110%, Selur 12*; StY-31° *;
salivarius K12%*
Pediococcus acidilactici CETC7483*
Saccharomyces | cerevisiae 6/y*
IMpumeuanne: 6,/y — 6e3 ykazaHus mtaMMa; ¥ — Kamcymael; ** — tabaetkn; *** — xumkoctb Bo duiakoHax; **** — moporrok;
*EEXE _ KeBaTeJIbHDBIE TaOJIETKI.
Note: 6/y — strain not indicated; * — capsules; ** — pills; *** — liquid in vials; **** — powder; ***** — chewing pills.
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Ta6auua 2. MUKPOOPraHU3Mbl B COCTaBe HPOGMOTUKOB, 3apPEernCTPUPOBAHHBIX Ha Teppuropun Pd

B Kauectse JIC

Table 2. Microorganisms in the composition of probiotics registered in RF as drugs

Pon Bug Iramm
Genus Species Strain
acidophilus NK1 e ******’* ********* LaCH- 2********** NK1********** ’
casei 6/y**********
Lactobacillus doderleini N2
fermentum 90T-C4***
plantarum 6/y*, ****; BP-A3* *** *trskrsix
rhamnosus 6/y**********
bﬁidunl ’ ’ ’ 791*** kR 4****** o ko ’ ’
Bifidobacterium infantis 6/y*
longunl 6/y*********
Escherichia coli M-17**
Enterococcus faecium G/y*, *Hrstrnts
Saccharomyces | boulardii CNCM [-745%, *#xkxkxnxnx

*

[Ipumeuanwue: 6,y
BHYTpB; ***
[IUIST TIpUeMa BHYTPb;
1 BarmHaJbHbIe, ****¥**¥ _ 149616 TKN;
HpI/IMeHeHI/IH; kkkkkkkkk
JIbl BaruHaJIbHbIE;
TSI IPUEMA BHYTPb.

— 0e3 yKazaHHs IITaMMa; * — KalCyJibl;

EET RS

%%k ok ok sk ok ok ok

EETEE T

LS

Note: 6/y — strain not indicated; *

LS

— capsules;
administration; *****

EEEEEE LT

EEEEEE LTS

— enterosoluble capsules; *****#%**

OpHako ciegyeT OTMETHTb, 4TO 3(P(PEKTHBHOCTD
n 6e30MaCHOCTb OT/IEJNbHBIX TTPOOMOTUYECKUX COCTa-
BOB, COJ/IEpKAIUX OIpe/e/IeHHble MPOOUOTHYECKUE
MUKPOOPTaHNU3MbI (€3 YKa3aHWs ITaMMOB, JOKA3aHbBI
NP T€X WJIM WHBIX HO30JOTHYECKUX (POpMaxX B KJINHU-
YECKUX MCCIEJ0BAHUAX HaJJIe)Kalllero KauecTsa.

4.1 YpoBHH 0Ka3aTEJbHOCTH

Omnpeneneane  3¢h@PEKTUBHOCTH  ONPEIETEHHOTO
MPOOHOTUYECKOTO IITaMMa IIPH Te€X WU HUHBIX 3a60-
JIEBAHUSIX WM COCTOSIHUSAX OCYIIECTBISETCS ITyTeM
CPaBHUTEJIBHOTO aHAIN3a PE3YJbTATOB HAJIEKAIINX
KJIMHUYecKkuX ucciaeposanuil (tra6a. 3) [22].

IO deKTUBHOCTD KIMHUYECKOIO IIPUMEHEHUSI 1IPO-
GMOTUKOB, 3aperucTpupoBaHHbIX B PD s jeueHust
1 PODUIAKTUKN 3260JI€BAaHUIT TACTPOIHTEPOTIOTHYE-
CKOTO TTPOUJIs, Tpe/CTaBIeHa B TaOIUIIAX HIDKE.

4.2 Jleuenue u npopHIAKTHKA THAPEN
4.2.1 Jleyenne octpoii quapeu (tabu. 4)
4.2.2 TIpoduaakTHKa aHTHOHOTHKO-
acconuuposannoii guapeu (AA/) (taba. 5)

EX

— sanodUIN3ar s TPUTOTOBIEHUsI CYCIEH3UN JJis TTPHeMa BHYTPb W MECTHOTO MPUMEHEHUST;
— TMOPOIIOK /IJIST TPUeMa BHYTPb U MECTHOTO TPUMEHEHUS;
— nmoduaM3ar sl TPUTOTOBJIEHHS] PACTBOPA /IS TPHEMa BHYTPb U MECTHOTO
KATICyJIbl KIIIETHOPACTBOPUMBIe; *%# %%k
— TMOPOIIOK [IJisI TIPUTOTOBJIEHUST CYCIIEH3UH [IJisI TIPHeMa BHYTPD;

— lyophilisate for the preparation of suspension for oral administration and local administration;
— powder for oral administration and local administration;

— mo(UIN3AT [T MPUTOTOBJEHUST CYCIEH3UN IS TIpHeMa
*EEX — OPOIIOK
FHRAAEE _ CYNIIO3UTOPUN PEKTATIbHBIE

— CYIIIO3UTOPUH BAaTMHAJIbHBIE; ** %% & # ¥ x k&
EkxkkkkkkRER KK

— KaIcy-
— CcycIeH3us

— lyophilisate for the preparation of suspension for oral administration;

**x* _ powder for oral

#*kxxt _ rectal and vaginal suppositories;

— lyophilisate for the preparation of solution for oral administration and local administration;
— vaginal suppositories;
powder for the preparation of suspension for oral administration;

EEEEEEEE LT e skkok kkokokk

— vaginal capsules;

FrrxxEAALLLE _ guspension for oral administration.

4.2.3 Mpodunakruka C.difficile-
accouuupoBannoii 6oseann (tabmr. 6)

4.3 Ipapukanus undexuuu H. pylori

HasHaueHne npPOOGHMOTHKOB YMEHBIIAET YacTOTY
n0604YHBIX 3(PDeKTOB aHTHMOAKTEPUANbHOI Tepamun
npu nposejeHnn spagnkanun nndexun H. pylori
(ra6bn. 7). Hasuauenue npoOGHOTHKOB 10, BO Bpe-
Msl, a TakKe B TedeHHe 2 HeJeJb 110CJe IPAJAuKAIIN
OKAa3bIBAET IIOJIOKUTETbHOE BIUsSHUE HAa 3(PDeKTuB-
HOCTb Tepamluy, IpH 3ToM HamboJee 3¢hPeKTHBHON
KOMOUHALIMEN SIBJISIETCSI COYeTaHue ITPOOGUOTHKOB
C 4eTBIPEXKOMIIOHEHTHOI Tepamnueil ¢ mpernaparamu
BucmyTa [29].

4.4 Jleuenue u mpodpUIAKTHKA BOCHAIUTETHHBIX

3abosieBanuii knmeynnka (B3K)

4.4.1 S13BeHHBIH KOJUT
Hert 3aperucrtpupoBanubix B PO mrtamMMoB

4.4.2 Tlayunr
Her 3aperncrpupoBanabix B PD mramMMoB
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