JInctok-BKnaabIiw — HhopMaumsa ana nauueHTa

JHTepoxepmmHa® dopTe, 4 MnpA cnop/5 M, cycneHsus Ans npyeMa BHyTPb

(cnopbl nonNupe3ncTeHTHoW K aHTMbuoTukam Bacillus clausii)

IMeped npumeHeHueM npenapama MOJHOCMbI0 MPOYUMalime JUCMOK-8KNa-
Obluw, MOCKOJBKY 8 HeM codepxamcsl 8axHble dnsi Bac ceedeHus.
CoxpaHume nucmok-gxknadsiw. BoavoxHo, Bam nompebyemcs npoyumams €20
eye pas.

Bcezda npumenstime npenapam 8 MOYHOCMU C OaHHbIM IUCMKOM-8KTadblLem
unu pexomeHOauUAMU 8paya.

Ecnu y Bac 803Hukiu OononHumenbHble 80Mpockl, obpamumecs K nevawemy
apayy.

Ecnu y Bac e03Huknu Kakue-nubo HexenamelbHble peakuuu, BKmYas He
onucaHHble 8 0aHHOM nucmKe-sknadbiie, 06pamumech K eyawemy epayy.

[lpu  omecymemeuu  ynydweHus, npu yxyoweHuu COCMOSHUS, & Mmakxe, mpu
Heobxodumocmu nedeHus cebiwe 14 OHel, pekomeHAyemcs MPOKOHCYAbMUpO-
8ambCs1 C 8PAYOM.

COﬂEP)KAHVIE NUCTKA-BKNALBILLA

. Yo n3 cebs npeacTasnseT npenapar SHTepoxepMiHa® PopTe, 1 ANs Yero ero
MPUMEHSIHOT.

. O 4em cnepyeT 3HaTb nmepen MpuMeHeHWeM npenapata OHTEPOXepMUHA®
dopre.

. [pumenerve npenapara AHTepoxepmuHa® dopte.

. Bo3moxHble HexenatenbHble peakLum.

. XpaHeHue npenapara OHTepoxepmuHa® dopte.

. CopepxuMoe ynakoBKiM ¥ Npoyme CBELEHNS.

N

(o> &, I~ IV )

1.4TO U3 CEBSA NPEACTABNAET NPEMAPAT SHTEPOXEPMUHA® ®OPTE U
[ns YEro Ero NPUMEHAKOT

Mpenapat OHTepoxepmuHa® PopTe — 3TO NeKapCTBEHHbII Npenapat, coaepxa-
wwit cnopel Bacillus clausii, koTopble BCTPEYaloTCs B KULWEYHUKE W He obnadatoT
naToreHHbIMM CBOCTBaMM.

(apmakomepanesmudeckas 2pynna: aHTMANApENHble MUKPOOPraHUaMbl.
Mpenapat SHTepoxepmuHa® PopTe NPUMEHSIOT ANS:

NPOUNAKTUKA 1 NEYEHNs KULLIEYHOTO AnchakTepnosa — UBMEHEHNS KULLIEYHON
MUKPODIIOPbI, NPOSBASIOLLErOCS B BIWAE KULLEYHbIX PACCTPOCTB: Anapew, bonei
B XWUBOTE W B3AYTUA XWMBOTA, a Takke AeduuUTa BUTAMUHOB B pesymnbTare
HapyLUEHWIA HOPManbHOTO GanaHca KULWEYHON MUKPONOpsl (3HAOTEHHOro
aBUTAMMHO3a);

BOCCTAHOBEHME KULLIEYHOM MUKPOBHOI hriopbl, M3MEHEHHON B XOfe feveHns
aHTUOMOTHKaMM UMW XMMMOTEPANEBTUYECKUMI CPEACTBAMN.

BakTepuanbHas nopa  KMlWeYHWka NpeacTaBnseT  Ccoboi  eCTeCTBeHHbIM
3alMTHLIA Gapbep OT natoreHHblx GakTepuit. Ee banaHc moxeT ObiTb HapyLleH
KMLLEYHBIMI MHCDEKLMAMM, OTPaBNEHNSAMM, HapYLUEHWEM MUTAHMS, M3MEHEHNEM
[METBI UM NPUMEHEHNEM aHTUOMOTUKOB.

Ecnv Bbl He 3ameTvnu ynyuleHnii uiv 3ameTunu yxyaLUeHne CUMnToMOB nocne
KOpoTKOro nepruopa neyerns, 06patuTech k CBOEMY nevallemy Bpady.
BHumanme: 6e3 HasHauyeHus Bpaya npenapat CrefyeT WCnonb3oBaTb Ans
TIeYeHMs TOMbKO HEMPOAOMKUTENBHBIMIA NEPUOAAMM.

2. 0 YEM CNEQYET 3HATb NEPE[ NPUMEHEHWEM NPEMNAPATA 3HTEPO-
XXEPMWHA® ®OPTE

Mpomuegonoka3aHus

He npumensiite npenapar SHTepoxepmuHa® dopte ecnu y Bac anneprius Ha
CrIopbl MONMPE3NCTEHTHOM K aHTuBMoTMKam Bacillus clausii nnbo k gpyrum uHrpeau-
€HTaM, NepeyncreHHbIM B pasaene 6.

Ocobble yka3aHus u Mepbl npedocmopoxHocmu

Mepen npumeHeHneM npenapata SHTepOXepMUHa® PopTe MPOKOHCYNBTUPYITECH

sanofi

C Nevallym Bpayom:

* ecrny Bal Bpay coobuwn Bam, 4to y Bac moxeT 6biTb ocnabneHa UMMyHHast
cucTema (CHIKeHa ecTeCTBEHHas 3alluTa opraHuama) (cM. pasgen 4);

* nepeq NpUMeHeHNeM SHTEPOXEPMIHBI® PopTe Y HE[OHOLIEHHBIX AeTeN 1 AeTedt

TPYAHOrO BO3pacTa.

HenpasunbHoe KCnonb3oBaHMe mpenapata MOXET MPUBECTU K CEPbE3HbIM
annepruyeckiM peakunaM, TakuM Kak aHadunakT4eCKuit LLIOK.

B cnyyae npumeHeHns npenapata OHTepoxepmuHa® dopte BO Bpems kypca
aHTMOMOTMKOTEPaNMK, PEKOMEHAYETCS MpUHMMATL Mpenapar Mexay [ByMS
npuemamy [03bl aHTUBUOTHKA (HanpuMep, Yepes 2-3 Yaca nocne npuema aHTubak-
TepuansHoro npenapara).

Hanuuve BupMMbIX BKMIOYEHNIA BO (hriakoHax BO3MOXHO 1 0BYCroBMeHo arperata-

Mpunumaiire npenapat TOMbKO BHYTPH!
HE BBOZWTE MHBEKLIOHHO!
He npumeHsifTe Hikakim Apyram cnocobom!

Mu cnop Bacillus clausii, v He BANSET Ha 3(EKTMBHOCTb NPUMEHEHNA NpenaparTa.

BCTpFIXHVITe (*)ﬂaKOH nepea npUMeHeHneM.

[lpyaue npenapams! u npenapam HmepoxepMuHa® dopme
CoobLumTe nevalemy Bpady 0 TOM, YT0 Bbl MpuUHMMaeTe, HeAABHO NPpUHMMANK
WNM MOXETE HavaTb NPUHUMATb Kakve-nnbo Apyrie npenaparbl.

ccnenoBaHns no B3anMopencTanio ¢ OPYrMMU nekapcTBEeHHbIMI npenapatamn
He NPOBOAUINUCH.

Bsaumodelicmeue ¢ nuwell U HanumKamu
Copepxvmoe (hnakoHOB NpuHUMaiiTe 6e3 pasBeaeHus Uy pa3BoavTe B BOAE N
APYTUX XUAKOCTSX (HanpuMep, B MOTOKE, Yae, anenbCUHOBOM COKe).

BepemeHHocmb, 2pydHoe 8ckapmausaHue U hepmuibHOCMb

Ecnu Bbl GepemeHbl Unn kopmuTe rpyabto, AymaeTe, YTo 3abepemeHeny, unu
nnaxupyete  OepemeHHOCTb, Mepef  HayanoM MpUMeHeHWs —npenapata
MPOKOHCYNbTUPYTECh C NEYaLLM BPa4oM.

Bo Bpemsi GepeMeHHOCT W KOPMIEHUS TPYAbIO Mpenapar MOXET MPUMEHSTHCS
TONbKO N0 Ha3HaYeHuio 1 noA HabioaeHnem Bpayva.

[laHHbIX O BNMsHWM npenapata OHTepoxepMuHa® opTe Ha HepTUNBHOCTL
yenoBeka HeT.

BnusiHue Ha cnoco6Hocmb ynpaensime mpaHCMOPMHbIMU cpedcmeamu U
pabomams ¢ MexaHU3MaMu

MpenapaT He Oka3biBaeT BAMSAHNA Ha CMIOCOBHOCTL YNpaBAATL TPAHCMOPTHBIMM
CpencTBamy 1 paboTy ¢ MexaHuaMamm.

3. MPUMEHEHUE NPEMAPATA QHTEPOXXEPMUHA® ®OPTE

Bcerpa npvmeHsiiTe npenapar B COOTBETCTBUY C JaHHbIM JIACTKOM WAl C PEKOMEH-
Jaunamn nevallero Bpava. [pu nosiBNEHUM COMHEHMIA MPOKOHCYMbTUPYITEC C
nevaLLyM Bpasom.

PexomeHdyemast 003a

Bspocribie: 1 (nakoH B AeHb.

TNeyatumit Bpay, Ucnonb3ysi Apyriie JO3MPOBKY Npenapata, MOXET PEKOMEHI0BATb
VIHYHO CYTOYHYIO Z103Y, B 3aBUCMMOCTY OT COCTOSIHUS MaLMeHTa.

[Jemu: 1 chnakoH B fieHb. Mpu HasHaueHW! BETAM, BKoYast LETER TPYAHOr0

25/09/2024 14:41 - VISTAIlink folder 4273818 - Page 1/3


Signature in VISTAlink 1/4
Reason: Market regulatory validation

Signed by: Yuliya Chechik (Belarus CHC regulatory team)

Signature date: 18/09/2024 13:31:54

Signature in VISTAlink 2/4
Reason: Market health authorities approval

Signed by: Yuliya Chechik (Belarus CHC regulatory team)

Signature date: 18/09/2024 13:32:09

Signature in VISTAlink 3/4
Reason: Plant final technical validation

Signed by: Marco Airoldi (Origgio Artwork Management team)

Signature date: 25/09/2024 14:41:15

Signature in VISTAlink 4/4
Reason: Plant ready to print

Signed by: Marco Airoldi (Origgio Artwork Management team)

Signature date: 25/09/2024 14:41:30


BO3pacTa, [03bl MeHee 4 mnpa crop Bacillus clausii B cyTku, npumeHeHue
OHTepoxepmuHa® ®opte 4 mnpg cnop/5 mMn Bo (nakoHe He no3sonsieT
obecreynTb adeksaTHoe [03upoBaHue, MoaTomy notpebyeTcs npenapar

OHTepoXepmMuHa®, coepxaLLuii cnopbl Bacillus clausii B MEHbLLEI KOHLEHTpaLWK.

Cnocob npumeHeHus

Mpenapar npeAHa3HayeH ToNbKO ANS Npuema BHYTPb!
He BBOAMTE MHBEKLMOHHO!

He npun1maiiTe HuKakum apyrum cnocodom!

He xpaHuTe npenapat nocne BCkpbITMs (riakoHa.

/fi

BeTpsixHuTe dnakoH nepes npuMeHeH eM.

Yr06bl OTKPLITH (NAKOH, MOBEPHNUTE BEPXHIOW YaCTb 1 yanuTe eé.

MpuHnmaiiTe copepxuMoe (rakoHa cpasy nocne ero BCkpbITS. MpuHumMaliTe
cofiepxvmMoe (hnakoHoB Ge3 passefieHns Wnu passoguTe B BOAe MIW [pPYrUX
KMOKOCTSX (HanpuMep, B MOMOKe, Yae, anenbCHOBOM COKE).

Mepbi npeAoCTOpoXHOCTH: He MpeBbilLaiiTe ykasaHHble [03bl 6e3 pekomeHfa-
LK Bpaya. Mcnonbayiite npenapat ANs NeveHns TONbKO HEMPOAOIKUTENbHBIMM
nepuosamu.

TpOKOHCYNBTUPYIATECH CO CBOUM NEYALLMM BPayoM, ECI PACCTPOACTBO BO3HMKA-
€T HeOfHOKPaTHO WMW ecl Bbl 3aMETWIN B NOCeHee Bpems Kakue-nubo
3MEHEHNS B €r0 XapaKTepuCTUKaX.

Ecnu Bbl npuxsinu npenapam 3HmepoxepmuHa® ®opme Gosble, Yem
cnedogasno

Ecnu Bbl npunsinu npenapat QHTepoxepmuHa® dopte GombLue, YeM criegosarno,
HesameanuTensHo 0BpaTUTECh K Nevallemy Bpady Ui B brvkaliiuee MeanLmH-
CKoe yupexaeHve.

Ecnu Bbl 3a6binu npuHame npenapam 3HmepoxepMuHa® ®opme
Ecnv Bl 3abbinu npuHaTh npenapat SHTepoxepMuHa® PopTe, He NpuHUMaliTe
[ABOIIHYI0 103y, 4TOObI KOMMEHCUPOBATH NPOMYLUEHHYHO A03Y.

Ecnu Bel npekpamunu npuem npenapama SHmepoxepMuHa® dopme

O Kakux-nubo ocobbix adthekTax, 3a UCKIKHEHNEM OTCYTCTBUS TepaneBTUYECKOro
ahdekta, He coobLyanock.

Mpu HanmMyum BOMPOCOB MO MPUMeEHeHW0 npenapaTa obpaTuTech K CBOEMY
nevallemy Bpady Unv paboTHuKy anTeku.

4. BO3MOXHbIE HEXENATENbHBIE PEAKLIMK
MojoBHo BCceM rexapcTBeHHbIM MpenapataM MpenapaT MOXET Bbi3blBaTb
HexenarTenbHble PeakLi, OfHaKO OHY BOSHUKAIOT He Y BCEX.

HemenneHHo obpatutech k Bpavy, ecnu Bbl 3ameTunu kakyr-nubo u3
creayrLnX cepbe3HbIX HeXenaTenbHbIX peaKLmii:

OrpaHNyeHHbIN 1 MPENMYLLECTBEHHO BPEMEHHBI OTEK (Hachl UMW [{HK) KOXN
CM3NCTLIX 060NOYEK, CONPOBOXAAKLMACA UMK He COMPOBOXAAIOLLNIACA 3yAOM
(aHrvoHeBpoTUYECKUI OTEK). ECriv 0Tek NnokanusyeTcs Ha nue, rybax v rmoTke, oH
MOXET NPUBOAWTb K 3aTPYAHEHMIO TNOTAHNS U AbIXaHNS.

[lpyrve HexenaTenbHble peakuni BKIOYaIoT:
Yacmoma HeussecmHa (Mo2ym 803HUKamb MeHee Yem y 1 yenoseka u3 10 000):

- annepruyeckue peaKuMM(peaKuMMFMHepHyBCTBMTeHbHOCTM) B TOM 4ucCIne Cbinb
KpanueHuLa

- €CIW CHIDKEHbI 3alLMTHBIE MEXaHW3Mbl OpraHM3Ma Wnu MMeeTCs Cepbe3Hoe
3abonesanue, To Bacillus clausii MOryT NpOHWKHYTb B KPOBb W BbI3BaTh
CepbesHoe MHEKLMORHOE 3aboneBanne (CM. pasaen 2).

CoobuieHue 0 HexenamenbHbIX Peakyusix

Ecnm y Bac Bo3HuKaloT Kakie-nnbo HexenatenbHble peakLymn, MPOKOHCYMbTUPYI-
TeCh C BpauoM. [laHHasi pekOMEHAaLMS PacripoCTpaHAeTCs Ha Ntobble BOIMOXHbIE
HexenaTenbHble peakuym, B TOM YUCTE Ha He NEPEUNCIIEHHbIE B MUCTKE-BKNAAbI-
we. Cooblyas 0 HexenaTenbHbIX peakuusx, Bbl nomoraete nonyuutb Gomblue
CBEfIeHU1 0 Be3onacHocT npenapara.

5. XPAHEHWE NPEMAPATA 3HTEPOXXEPMUHA® ®OPTE

XpaHuTe npenapat B HEJOCTYNHOM U HE3aMETHOM ANsi AETeil MecTe.

He npumeHsiiTe npenapar nocne UCTEYEHWs CPOKa TOAHOCTH, YKa3aHHOrO Ha
(hnaKoHe 1 KAPTOHHOM Nayke.

[laToit ucTeueHmst cpoka rofHOCTM ABNSIETCS NOCMEAHMA AeHb MecsLa.

CpoK rofHOCTH, yKa3aHHbIA Ha (hriakoHe 1 KapTOHHOI Nayke, NPUMEHUM, TOMbKO
€CIW LIENOCTHOCTb YNaKOBKM 1 NPaBUNbHOCTb XpaHeHst COBNIofEHbI.

XpaHuTe npenapat npyu Temnepatype He Bbille 30 °C.

He BbiGpacbiBaiiTe 11 He BbiNMBaiiTe nMpenapathl B kaHanu3auwio (BOZONPOBOL,).
YT10uHuTE y paboTHIKa anTeku, kak u36aBUTLCS OT Npenaparos, KOTopble BOMbLLe
He noTpebytoTcs. 3T Mepbl NO3BONAT 3ALUNTUTb OKPYXKaIoLLYto Cpefy.

6. COOEPXWUMOE YNAKOBKW U NPOYUE CBEQEHUA

O0uH chnakoH npenapama SHmepoxepmuHa® @opme codepxum

[JleficTBYIOLMM BELLECTBOM SBMSIOTCS CTIOPbI NOMMPE3NCTERTHOI K aHTBMOTUKaM
Bakrepuv Bacillus clausii. BcnomoraTenbHbIM BELLECTBOM SBNSIETCS BOAA O4MLLEH-
Hast. O+ chnakoH coaepxuT 4 mnpg cnop Bacillus clausii.

BHewHuti eud npenapama SHmepoxepmura® @opme u co0epKUMOe yrnakosKu
Mpenapat nocTaBnsieTcs B BUAE CYCMIEH3WM ANs npuema BHYTPb N0 5 Ma BO
thnakoHe 13 nonuatinena. Mo 10 (nakoHOB BMECTE C MHCTPYKLMEN MO MpUMeHe-
HUI0 B KapTOHHOI MauKke.

lMopsanok po3HNYHON peanu3aLmm nekapcTBEHHOro npenapara

Otnyckaetcs 63 peLenta Bpava.

[lepxatenb perucTpaLMOHHOro YAOCTOBEPEHUs M NPOU3BOAUTENb
Onenna Xenckea Wranus C.P.J1., MunaH, Wtanus

Mpou3soguTens:

Onenna Xenckea Wranus C.P.J1.,

Buanb Espona, 11, 21040 Opumxuo (BA), Uranus

MpeTeHann notpebuTenel 1 MHOPMaLMIo O HexenaTenbHbX ABNEHUSX Ans
pyaumn, Asepbaiimkaqa, ApmeHun, KbiprbiactaHa, Monronun, Y3bekuctaHa,
Benapycy, TypkmerucTaHa, TafkvkiucTaHa creayeT HanpaensTb Mo aapecy:
TOO "STADA Kazakhstan"

050011, Pecnybnuka KasaxcTa,

r. Anmarbl, npocnekT CyitiHbat, f. 2588

Ten.: +7 (727) 2222100

e-mail: PVEurasia@stada.kz , EurasiaQA@stada.com
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