JIN-N2(007188)-(Pr-RU) ot 22.10.2025

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHHME JIEKAPCTBEHHOI'O IIPEITAPATA

WmynoH, TabneTky A paccachbIBaHMUS.

2. KAUECTBEHHBIN U KOJJMYECTBEHHBII COCTAB

JleficTByrolee BemiecTBo: Jm3aToB Oaktepuit cmech [L. johnsonii + L. helveticus +
L. delbrueckii ss lactis + L. fermentum + S. pyogenes groupe A + E. faecium + E. faecalis +
S.gordonii + S.aureus + K. pneumoniae ss pneumoniae + C. pseudodiphtheriticum +
F. nucleatum ss fusiforme + C. albicans].

Kaxnas Tabnerka s paccacbiBanusi coaepkut 0,1575 mMr umynoHa (cMecH JTM3aToB OaKTepHii)
[L. johnsonii + L. helveticus + L. delbrueckii ss lactis + L. fermentum + S. pyogenes groupe A +
E. faecium + E. faecalis + S. gordonii + S. aureus + K. pneumoniae SS pneumoniae +
C. pseudodiphtheriticum + F. nucleatum ss fusiforme + C. albicans] (B mepecuere Ha cyxoe
BEIECTBO — 2,7 MT).

BcmoMorarensHEBIE BCIICCTBA, HAJIMYUC KOTOPLIX HAJA0 YYUTBIBATH B COCTAaBC JICKAPCTBCHHOI'O
mpernapara: HaTpHid, JJakTo3a, ThoMepcan (cM. paszaen 4.4.).

[TosHbIl TepeyeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEIICH B pazjene 6.1.

3. JEKAPCTBEHHASI ®OPMA

TabmeTku njs1 paccachIBaHUSI.

Tabmerkn Oemoro MM TOYTH OEJOro IBETa, TUIOCKOIMJIMHIPHYECKON (OpMBI, C TIAIKON
OyiecTsAIIeld IMOBEPXHOCTBIO, CO CKOIICHHBIMH KpasMH, C MSTHBIM 3aIllaxoM, JIOITYCKaeTCs

HC3HAYUTCIbHAsA MPaMOPHOCTE.

4. KIMHUYECKHUE JTAHHBIE

4.1. lMoka3aHusi K NPUMeHEHUI0

JlekapcTBeHHBIH npenapar MIMyIoH NOKa3aH K MPUMEHEHUIO y B3POCIIbIX U JeTel B BO3pacTe OT
3 jet A edeHus: U NpoPUIaKTUKH WH(PEKIIMOHHO-BOCTIAIUTEIbHBIX 3a00I€BaHUN TIOJIOCTH pTa
U TJIOTKH:

* (bapuHTUT;

* XPOHUYECKUN TOH3UILIUT;

* TpefoIepalMoHHas MOArOTOBKA U OCIEONepalMOHHbIN TepHOo/ MoCie TOH3WIIKTOMUHY;

* TIOBEPXHOCTHBIE U ITyOOKHE MapoJA0HTO3bl, MAPOJOHTUT, CTOMATHUT (B TOM 4Hcie adTO3HBIN),

TJIOCCHUT,
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* 3pUTEMATO3HbBIN U SI3BEHHBI TUHTUBHT;

* nucOaKkTepro3 MOJOCTH PTa;

* uH()EKIHNH MoCIe yaaleHus 3y00B, UMIUTAHTAIIUN HCKYCCTBEHHBIX 3YOHBIX KOPHEH;

¢ H3BbsA3BJIICHUA, BBI3BAHHBIC 3Y6HI)IMI/I MpoTC3amMu.

4.2. PexxuM 103MPOBAHUS U CIIOCOO MPUMEHEHUS

PexxuM J103upoBanus

Ocmpyle 6ocnanumenbHvle 3a601e8aHUsi NOIOCMU pMa U 2I0MKU U 000CMPEHUs. XPOHUYECKUX
3aboneeanul
[To 8 Tabnerok B AeHb ¢ MHTEpBaIOM 1-2 yaca. CpenHss IpOAOKUTEIBHOCTh Kypca JISUEHUSI —
10 gueit.
IIpopunaxmuxka obocmpenusi XpoHUYeCKUX B0CNATUMENbHLIX 3a0071e8aHull NOIOCMU pma U
2/I0MKU
I[lo 6 Tabnerox B JneHb ¢ uHTepBaIoM 2 daca. [IpomommkurensHocTh Kypca — 20 AHEM.
PexomMenyeTcst mpoBOAUTE NMPOQUIAKTUYECKUE Kypehl JedeHus npenapatom Mmynon 3—4 pasa
B IO/l

eTH
Jlemu cmapwe 14 1em
Pexxum no3upoBanust y J€T€ COOTBETCTBYET PEXKUMY J03UPOBAHUS Y B3POCIBIX.
Jlemu om 3 0o 14 1em
[Ipu neyeHuun oCTPBIX U 0OOCTPEHNUN XPOHUYECKUX BOCHAIUTEIbHBIX 3a00JIEBaHUN MOJOCTH PTa
U TJI0TKH, a TaKKe A1 Mpo(UIaKTUKY ITpernapaT MPUMEHSIIOT 1o 6 TabJIEeTOK B IeHb C MHTEPBAJIOM
1-2 wgaca. [IpoI0oJDKUTEIBLHOCTE Kypca JICYEHUS IPH OCTPhIX 3aboseBaHusx — 10 mHeH, mis
npouIaKTUKH 000CTpeHHst XpoHudyeckux 3aboneBanuii — 20 gueil. Kypc npodunaktiudeckoro
MIPUMEHEHHSI PEKOMEHIyeTCsl TOBTOPATH 3—4 pasa B ro/I.
Jlemu 0o 3 nem

[Ipemapat MImynoH npoTruBomnokas3aH y aereil B Bozpacte oT 0 10 3 net (cM. paznen 4.3.).

Croco0 nmpuMeHeHus

TaGnerku paccacbIBatoT (He pa3kKeBbIBasi) B POTOBOH MOJIOCTH.

4.3. IIporuBomoka3zaHus
* TUIEPYYBCTBUTEIBHOCTh K cMecH inm3atoB Oaktepuid [L. johnsonii + L. helveticus +

L. delbrueckii ss lactis + L. fermentum + S. pyogenes groupe A + E. faecium + E. faecalis +
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S. gordonii + S. aureus + K. pneumoniae ss pneumoniae + C. pseudodiphtheriticum +
F. nucleatum ss fusiforme + C. albicans] wmm x n11000My M3 BCIIOMOTaTEIbHBIX BEIIECTB,
IIEPEUUCIICHHBIX B pazaene 6.1.;

* JIETCKHUI BO3pAacT /10 3-X JIET;

* ayTOMMMYHHbIE 3a00JICBaHMUSI.

4.4. OcoOble yka3aHusi 1 Mepbl PeIOCTOPOKHOCTH NPH NPUMEHEHUH

Oco0Oble YKa3aHus

Jletn oT 3-X 10 6 €T paccachblBalOT TaOJIETKU 110 00s3aT€IbHBIM IPUCMOTPOM B3pPOCIBIX!

He cnenyet npuHMMaTh NUILy ¥ BOAY, @ TAKXKE MOJIOCKATh POT B TEUEHHE Yaca M0CJIe IPUMEHEHUs
npenapara MimyoH, 4To0bl HE CHUXKATH TEpaneBTUYECKYIO 3 (PEKTUBHOCTH Mpernapara.
[TaruenTam ¢ OpOHXMAJbHOM AacTMOM, Yy KOTOPBIX TIpUEM MpenaparoB, COJAEpPIKAIINX
OaxkTepuanbHbIE JIM3AThI, BbI3bIBAET 000CTpeHUE 3a00eBaHus (MIPUCTYH OpOHXUATBLHOM acTMBbI),
MIPUMEHSTH NpenapaT He peKOMEHIYeTCS.

BcnomorarenpHble BEllecTBA

Jlakmosza

JlaHHBIN JICKApCTBEHHBIN MpenapaT COACPKUT JakTo3y. [lanmeHTam ¢ peako BCTpedarolencs
HACJIEICTBEHHON HENEepPeHOCHMOCTbIO TajakTo3bl, JEPUIMTOM JIaKTa3bl WM TJIFOKO30-
raJIaKTO3HOHM MababcopOIKeit He clieayeT MPUHUMATD STOT Mpernapar.

Hampuu

[Ipu Ha3HaueHUU Ipenapara naueHTaM, CoONIOIAIIIUM OECCOIEBYIO UITH MaJIOCOJIEBYIO IUETY,
HEOOXOIMMO YYUTHIBATh, 4To | Tabnerka npenapara Umymon coxepxut 15 mr Na®.

Tuomepcan

JlaHHBIN JIeKapCTBEHHBIN Mpenapar B Ka4eCTBE KOHCEPBaHTa COJIEPKUT THOMEpPCal, BCIECACTBUE

4Cero MOIr'yT BO3HUKATh peakKuun CeHCI/I6I/IJ'II/ISaI_[I/II/I.

4.5. BzaumopeiicTBue ¢ JAPYrMMH JIeKADCTBEHHBIMH IMpenapaTamMu M JApyrue BHJbI
B3alMMOJAeHCTBUSA

He otmeueHo. I/IMYI[OH MOXKET OBITh HCITOJIb30BaH C JICKApCTBCHHBIMU IIpCIIapaTaMu JpPpYyrux

rpyIm.

4.6. ®epTUILHOCTH, 0€PeMEHHOCTD M JIAKTALMSA
bepeMeHHOCTD
WNudopmanust 06 ucnonb3oBanuu mpenapara IMyJnoH y GepeMeHHbIX JKEHIIUH HEAO0CTaTOYHA.

COOTBCTCTByIOH_II/Ie JaHHBIC  SKCIICPUMCHTOB Ha JKUBOTHBIX HW  SIMUACMHUOJIOTHYCCKUC
3



JIN-Ne(007188)-(Pr-RU) ot 22.10.2025
HCCIIEA0BaHUS OTCYTCTBYIOT.

He pexomennyercs npuHuMaTh npenapat IMynoH B iepuo 0epeMeHHOCTH.

JlakTanus

He pexomennyercsa npuaumarts npenapar IMyoH B epHo TpyIHOTO BCKapMIIMBAHUS.

4.7. BausiHHe Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMU CpeJCTBAMH M padorarhb ¢
MeXaHNu3MaMHu
Her naHHbIX, CBUJIETENBCTBYIOMINX O HEOOXOJUMOCTH KaKUX-JINOO OrpaHUYEHUN 1eATENbHOCTH,

CBSI3aHHOM C YIIpaBJICHUEM aBTOMOOMIIEM UJIH APYTruMHu MEXaHU3MaMH B IICPUO JICHCHU .

4.8. Hexkes1aTeibHbIE peakuuu

Pesrome nipoduirst 0e301aCHOCTH.

HexemarenbHbie PCaKun NEPCUYUCIICHBI HUKE B COOTBETCTBHH C K.]'IaCCI/I(l)I/IKaHI/IeI\/’I 110 OCHOBHBIM
CHUCTEeMaM WM OpraHaM M YacTOTe BCTPEUAEMOCTH, KOTOpas ObLIa ompesesieHa B COOTBETCTBUU C
knaccudukanuelr BcemupHo#t opranuzaruu 3apaBooxpanenus (BO3): ouenp uwacto (> 1/10);
gacto (> 1/100, vHo < 1/10); mewacto (> 1/1 000, Ho < 1/100); peaxo (> 1/10 000, o < 1/1 000);
oueHb penko (< 1/10 000); yacToTa Hem3BecTHa (HA OCHOBAHMH MMEIONTUXCS JAHHBIX OICHUTH
HEBO3MOJKHO).

Hapywenus co cmoporvl ummyHHoU cucmemsl

Penxo: anneprudeckue peaxiyu (Chllb, KPAITMBHUIA, aHTHOHEBPOTUYECKUH OTEK).
JKenyoouno-kuweunvle Hapyuienus

Penxo: TourHoTa, pBOTA, 0OJIH B )KHBOTE.

Obwue napywienus u peakyuu 6 mecme 66e0eHus

Peoko: OBBILIICHHE TEMITEPATYPHI Tela.

Hapywenus co cmopoHul OvixamenvHotl cucmemsl, Op2arHos epyOHOLL KIemKU U CPpeooCmeH s,
Penxko: obocTpeHrne OpOHXHUATBHOM aCTMBbI, KallleJb.

HapymeHuﬂ CO CNOPOHbL KOJHCU U NOOKOIICHBIX MKAHel

OdeHb peKo: y3710BaTas SpUTeMa, TeMOPPArnuecKuii BaCKyIuUT.

Hapywenus co cmoponul kposu u tumgamuueckou cucmemol

OdeHb peKo: TPOMOOIIUTOTICHHUS.

COOGH_ICHI/IC 0 1O A03PE€BACMBIX HCXKCIIATCIIbHBIX PCAKIIUAX

Baxwuo COO6IJ_IaTB 0 M[OAO3pPCBACMBIX HCKCIIATCIIBHBIX pPCAKIUAX IIOCJIC PErucTpanuu

JIEKapCTBEHHOTO TperapaTa ¢ IeNIblo 00eCneYeHrs] HeMPEPHIBHOTO MOHUTOPUHTA COOTHOIIICHHS
4
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«I10JIb3a — PHUCK» JIEKapCTBEHHOTO Mpemnapara. MenuIUMHCKUM pPaOOTHUKAM PEKOMEHIYeTCs
coo0mare 0 JIIOOBIX MOJ03PEBACMBIX HEKENATEIBHBIX PEaKIHIX JICKApCTBEHHOTO Iperapara
Yyepe3 HalMOHAJIbHBIE CHCTEMBI COOOIICHUSI O HEXXENATENbHBIX PEaKIUsIX TOCYyIapCTB — YWICHOB
EBpa3suiickoro 5KOHOMHUYECKOTO COI03a.

Poccniickas @enepanns

®enepanbHas ciry0a o HaA30py B cepe 31paBOOXpaHEHHS.

Anpec: 109012, r. MockBa, CnaBstHCKas 1iomaip, 1. 4, cTp. 1.

Tenedon: +7 (800) 550-99-03

OnektpoHHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B MH(OPMALIMOHHO-TEIEKOMMYHUKATUOHHON CeTH «HTEepHET”:

https://www.roszdravnadzor.gov.ru/

Pecmybnuka benapych

PecriyOnumkanckoe  yHuTapHoe npemnpusthe «lleHTp SKCHepTH3 ©  UCHBITAaHUW B
31IPaBOOXPAaHEHHI

Anpec: 220037, r. Munck, Toapumieckuii nep., 1. 2a

Tenedon: + 375 (17) 242-00-29

DnexkrponHas moyra: rcpl@rceth.by

Caiit B nH(MOPMAIIMOHHO-TEJICKOMMYHUKAITMOHHOM ceTr «HTepHEeT»: WWW.rceth.by

Pecnyonuka Kazaxcran

PI'TI na IIXB «HauroHanbHBIA LUEHTP SKCHEPTHU3bI JIEKAPCTBEHHBIX CPEICTB U MEIUIIMHCKUX
m3nenuit» Komurera wmenunumHcKoro u - ¢dapManeBTUYECKOro KOHTpoJs MuHHCTepCTBa
3npaBooxpaneHus Pecnyonuku Kazaxcran

Anpec: 010000, r. Actana, paiion baiikonslp, yn. A. Mmanosa, 1. 13 (BL] «Hypcaynet 2»)
Tenedon: +7 (7172) 23-51-35

OnexrponHas noura: pdlc@dari.kz, Farm@dari.kz

CaiiT B mHbOPMAIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHeT»: http://www.ndda.kz/

4.9. Ilepeno3upoBka

CnyqaeB NEepCA03UPOBKHU MPLCIIApaTOM I/IMYJIOH HC OIIMCAaHoO.

5. ®APMAKOJOTNMYECKUE CBOMCTBA
5.1. ®apmakoanHaMuYecKne CBOCTBa

dapMakoTepaneBTUYECKas Ipynia: HUMMYHOCTUMYIJIATOPBI; APYTUC HMMYHOCTUMYJIISATOPHI.
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Kox ATX: LO3AX.

MexauusM JeiictBus U hapMakoauHaMudeckue dhGEeKThl

MMMyHOCTUMYIHMPYIOIUI — mpenapaT  OakTepHalbHOTO  IPOMCXOXKIEHHS I  MECTHOTO
MPUMEHEHHSI B OTOPHHOJIAPUHTOJIOTUH, CTOMATOJIOTUU. AKTHBHPYET (aroimTo3, crocoOCTByeT
YBEJIMUYEHUIO KOJIMYECTBA UMMYHOKOMIIETEHTHBIX KJIETOK, MOBBINIAET BBIPAOOTKY JM30LMMa U

uHTephEepoHa, UMMYHOTIIOOYIHHA A B CITIOHE.

6. ®APMAIEBTUYECKHUE CBOMCTBA
6.1. TlepeueHb BCIOMOraTeJbHBIX BENIECTB
HATpHS JIE30KCHUXO0JIaT

THOMEpCa

TIUIUH

JIAKTO3bI MOHOTHJIPAT

MAaHHUTOJI

HaTpusA caxapuHatT

MOBUOH

HaTpus THAPOKApOOHAT

JUMOHHAsI KUCJIOTa O6€3BOAHAS

apoMaTHU3aTOP MATHBIN

Maraus creapar

6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHUsl)

2 rona.

6.4. OcoOble Mepbl NPETOCTOPOKHOCTH NPH XPAHEHUHU

XpaHUTh ¥ TPAHCHOPTUPOBATH MPHU TeMnepaType He Baime 25 °C.

6.5. XapakTep M coaep:KMMOe NePBUYHOI YIIAKOBKH

[To 8 TaGneTok B KOHTYPHYIO STYEUKOBYIO YIAKOBKY (OMUCTEp) M3 KOMIIO3UIIMOHHOTO MaTepHana
noymamuy/amoMuanid/ [IBX v Goiapru anroMiUHHEBON NEYaTHOM.

3 wiM 5 KOHTYPHBIX SYEHKOBBIX YMAKOBOK (OnHCTEepoB) MO 8 TaONETOK BMECTE C JIMCTKOM-

BKJIAJABIIICM ITOMCHIAIOT B IMMAYKY M3 KapTOHA.
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6.6. OcobOble Mepbl MNPeIOCTOPOKHOCTH TPH YHHYTOXKEHHMH  HCHOJIb30BAHHOIO
JIEKAPCTBEHHOI'0  Npenapara WJIH OTXO0A0B, IOJYYEHHbIX IOcjde TpPHMEHEeHUus:
JIEKapPCTBEHHOI'0 Mpenapara, v ipyrue MaHUIyJIsINUHU C IpenapaTomM

Oco0ble TpeOOoBaHHS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPALHIUOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanns

OTtkpeIToe akimoHepHoe oobmectBo «Dapmcrannapt-ToMmckxumbapm»»
(OAO «®apmcranaapt-Tomckxumbapm»), Poccust

Anpec: 634009, Tomckas 06:., r. Tomck, mpocnekt Jlenuna, a. 211,
Tenedon/dakc: +7 (3822) 40-28-56,

OnektponHas moyra: tomsk info@pharmstd.ru

7.1. IlpeacraBuTe/Ib A€pPKATE/IS] PETHCTPALMOHHOIO YA0CTOBEPEHUsI

IIperen3un nmorpedUTEIEH HAIPABISITE 110 aIPECY:

Poccuiickas ®@edepayus, Pecnyonruka bBenapycw, Pecnyonuxa Kazaxcman
OTtkpbiTOE akiroHepHoe obmectBo «Papmcrangapt-TomMckxuMdapm»
(OAO «Dapmcrangapt-Tomckxumbapmy»), Poccus

Anpec: 634009, Tomckas 06:., r. Tomck, npocnekt Jlenuna, a. 211,
Tenedon/dakc: +7 (3822) 40-28-56,

OnektpoHHas moyra: tomsk info@pharmstd.ru

8. HOMEP PET'HCTPALHIMOHHOI'O YAOCTOBEPEHUSA

9.  JIATA MEPBUYHOW PETMCTPALIUU (MOATBEPKIEHUS PETUCTPALIUM,
MEPEPETACTPALIMM)

JlaTa miepBO# perucTpaLumu:

10. JATA IEPECMOTPA TEKCTA
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OOmiast XxapakTepuCTHKA JIEKAPCTBEHHOT0 Npenapara MMmymoH gocTynHa Ha WHGOPMAIOHHOM
noprasie EBpa3uiickoro 3KOHOMHYECKOTO CO103a B MH()OPMAIIMOHHO-KOMMYHHKAIIMOHHON CETH

«Murepuer» http://eec.eaeunion.org/



