OtuéT 0 pe3yabTaTax onenku 6e3onacHocru Lactobacillus Reuteri NCIMB
30351, ucnosb3ymuxcst B IPOOMOTHYECKUX MPOAYKTAX MPOU3BOACTBA KOM-
nanuu BioAmicus Laboratories

Mara: 2 mapra 2015 1.
O6noBaeno: 15 mana 2015 .

eJb:
[IpoBeputs Ge3onacHocts MakrobakTepuii peyrepu NCIMB 30351 Ha 310pOBBIX TOHOLIEHHBIX MIAJACHIIAX B
BO3pacte A0 12 mecsues.

Onucanye UCXOIHBIX JAHHbIX:

UccnenoBanue mpoBoauiiocs Ha 50 310pOBBIX JOHOIICHHBIX MIIaJIEHIIaX B Bo3pacTe oT 3 Henenb 10 12 Mme-
CSIICB C IIETbIO OLIEHKH 0€30MMaCHOCTH PETYJISIPHOro mpuéMa mpooroTHIeckoro cpeacrtsa BioAmicus Reuteri
B Karuisix. OCHOBHOE JICHCTBYIOIIEE BEIIECTBO TAHHOTO MPOJYKTa - TakToOakTepuu peyrepu NCIMB 30351.
KonuenTtpanust atoro neiictByromero Bemectsa cocrapiser 200 mitH koiaoHueooOpasytomux exuaun (KOE)
Ha 103y 00BbéMoM 5 kanens (mpumepHo 0,2 mir). PekoMennoBaHHas JO3UPOBKA: OJTUH pa3 B JICHb.

OCHOBHBIM JISHCTBYIOIIMM BEIIECTBOM SIBJISETCS IITAMM JAKTOOAKTEpUN peyTepH, CYUTAIOINXCs Oe3omac-
HBIM BHJIOM 0aKkTepuii, KOTOpPBIC MPUCYTCTBYIOT B IPYTHOM MOIIOKE 3/JOPOBBIX MaTepel U MONajaroT K ACTSIM
B MIPOIIeCCe KOPMIIEHHUs. JTa J00aBKa MOXKET MCIIOIb30BAaThCS TSl MIIAICHIIEB, KOTOPhIE HE MOYJatoT TPy/I-
HOE MOJIOKO WJIM KOTOPBIE HAXOIATCS Ha TPYJHOM BCKapMIIMBAHHMH Y MAaTepeH, MCIBITHIBAIOMNX NEPUIUT
JAHHOTO BUA OaKTepuil.

MeTton:
UccnenoBanue mpoBoausiocs Ha 50 3M0pOBBIX JOHOIICHHBIX MIIaJIcHIIaX B Bo3pacTe oT 3 Henenb 10 12 Mme-

CSILIEB C LENbI0 OLEHKH 0€30MacHOCTH JEHCTBYIONIETO BEIIECTBA, P PETYISIPHOM NpUEME TPOOHOTHIECKO-
ro cpeactBa BioAmicus Reuteri B karuisx.

HccnenoBanne npoBoguiIock B TeUeHUE 2 MecseB ¢ siHBaps 1o ¢espaib 2015 roga.

KaxoMy y4acTHUKY KOOpIMHATOp MccienoBanus BIOAMICUS naBai ¢ J0kedukH 1o 1 103e IpoayKTa B JICHb
B TedyeHue 1 Henmenu.

Ha MomeHT Havana nccinenoBaHus MOXKHO OBIIO BBIIENUTH CIETYIONINE BO3PACTHBIE KATETOPUN yHaCTHUKOB
HCCIICZIOBAHHUS:

3 HCOCIN — 1 MECAIL: 6 MCECALCB — 7 MCCAIICB:

2 y4acTHHKa

1 mecs1 — 2 Mecana:

4 yuacTtHHKa

5 y4aCTHUKOB

2 Mecsana — 3 Mecsa:

4 yuacTtHHKa

7 Mecs1eB — 8 Mecs1EB:

4 yuacTtHHKa

3 Mecsana — 4 mecsua:

6 yyacTHHKa

8 Mmecs1eB — 9 Mecs1EB:

1 ygacTHHK

4 mecsana — 5 Mecsies:

7 yyacTHHUKa

9 mecsnes — 10 Mecs1es:

3 yyacTHHUKa

5 MmecsieB — 6 Mecs1EB:

7 yyacTHHUKa

10 mecsues — 11 Mmecses:

3 yyacTHUKa
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OnexkyHbl yYaCTHMKOB HCCIIEIOBaHUS MOMYUYHIIM KOMIIEHCAIMIO TOIBKO MOCIE OKOHYaHUA MpuéMa mpenapa-
Ta, KOTOPBII OCYIIECTBIISUICS B HENPEPHIBHOM PEXUME B TeUEHHE 7 THEW, U 10 3aBEPIICHUH IOCIETYIOMIETO
KOHTpOJIA 4epe3 7 JHeH mocie npuéma MmocaeaHe 10361

Hcnonp3oBaBimecs KpUTEPHH OLEHKH O€30MacHOCTH Mpennonaraid (UKCAlHi0 BceX HEOIarompHsTHBIX
COOBITHI, KOTOpPBIE MOIJIM BOHUKHYTH B Mpollecce Mpuéma MpoAyKTa WJIM MOTJH BO3HUKHYTH IOCIE Tpe-
KpalieHus nmpuémMa nmpoaykra B TeueHue 1 Hepenu. CIUCOK TaKMX KPUTEPHEB, TOMUMO IIPOYEro, BKIIOYAI

CJICAyronue:

)] M3MEHEHUS B HACTPOCHHH, HATIPHUMEp TOSIBJICHHE Pa3IpaKUTEIbHOCTH HIIM TUIAKCUBOCTH,

i) W3MEHEHUS CTyJjla, HapuMep Juapes WIn 3amop,

iii) n3MeHeHus B padore JKKT, B MUIEBBIX MPUBBIYKAX MM MPEANOYTEHUSIX, HAIPUMED MOTEPs arl-
MIeTHTA,

iv) MOSIBJICHN € aJUICPTUYECKUX MM BOCTIAMTEIBLHBIX PEAKINi, HAPUMEp CHIITH WIIM KPAITMBHUIIBI,

V) MIOSIBJICHUE MJIH YCHJICHUE Ta3000pa30oBaHus WK pedirokca,

vi)

JsUICS IPUEM AAHHOTO MPOAYKTA.

Pe3yabTarth:

COO6H_ICHI/I$I O HCTAaTUBHbBIX CAHUTAPHO-TUTUCHUYCCKUX YCIIOBUAX, Ha (1)0HC KOTOPBIX OCYILICCTB-

Bce MJIaACHIIbI ObLIN Ion Ha6HIOI[6HI/ICM OIHY HCOCIII0, B TCUHCHUC KOTOpOf’I OHHU MpHUHHUMAJIM PECKOMCHIO-

BaHHYIO JI03Y.

Hu y onHoro u3 Hux He HaOIIOJAOCh HUKAKUX OTPHLATEIbHBIX MOOOUHBIX 3 dekTo. Cm. Tabmuny 1 «3a-
@uxcuposannvie nobounsie 3¢pghexmuvl om npuéma npenapama BioAmicus Reuteri».

Tabamuna 1: 3adpukcupoBannbie mo6o4uHbIe 3¢ dekThI 0T NpHéMa npenapata BioAmicus Reuteri

B teuenue 7 queit npuéma

Uepez 7 pHel mocie OKOHYAHUS
npuéma

IloBbimennas pasapaxxKuTeiib-
HOCTDb WJIH IINTAKCUBOCTDH

Hu y ognoro yuactHuka He ObUIO
3a(pUKCHPOBAaHO OTPULATEIBHBIX
000YHBIX 3 dexToB

Hu y onnoro yuactHuka He ObUIO
3a(pUKCHPOBAaHO OTPULATEIBHBIX
o004HBIX 3¢ dexToB

Huapes unu 3anop

Hu y onnoro yuactHuka He ObUIO
3a(pUKCHPOBAaHO OTPULATEIBHBIX
mo004HBIX 3¢ dexToB

Hu y onnoro yuactHuka He ObUIO
3a(pUKCHPOBAaHO OTPULATEIBHBIX
o004HBIX 3¢ dexToB

Uzmenenuss B pabore XKT, B
MUIIEBBIX PHUBBIYKAX, MPEATIO-
YTEHUSAX WU YPOBHE allleTUTa

Hu y onnoro yuactHuka He ObUIO
3a(pUKCHPOBAaHO OTPULATEIBHBIX
0004HBIX 3¢ dexToB

Hu y onnHoro yuactHuka He ObUIO
3a(pUKCHPOBAaHO OTPULATEIBHBIX
10004HBIX 3 dexToB

MOSIBJICHUE KaKUX-TH00 ajuiepru-
YECKUX WM BOCMANUTEIBHBIX pe-
Ak

Hu y onnoro yuactHuka He ObUIO
3a(pUKCHPOBAaHO OTPULATEIBHBIX
000YHBIX 3¢ dekToB

Hu y onnHoro yuactHuka He ObUIO
3a(pUKCHPOBAaHO OTPULATEIBHBIX
0004HBIX 3¢ dekToB

MOABJICHUC WUJIM YCUJICHUC razoo0-
pa3oBaHuAd WA pe(l)J'IIOKCEl

Hu y onnoro yuactHuka He ObUIO
3a(pUKCHPOBAaHO OTPULATEIBHBIX
10004HBIX 3 dekToB

Hu y onnoro yuactHuka He ObUIO
3a(pUKCHPOBAaHO OTPULATEIBHBIX
o004HBIX 3¢ dexToB

HeratupHrle CaHUTapHO-
TUTUCHUYCCKUC YCIIOBUS, HaA (bOHe
KOTOPBIX OCYUICCTBIIAJICA HpI/IeM
JAaHHOI'O IMMPOAYKTa

Hu y onnoro yuactHuka He ObUIO
3a(pUKCHPOBAaHO OTPULATEIBHBIX
mo0OYHBIX 3¢dexToB

Hu y onnHoro yuactHuka He ObUIO
3a(pUKCHPOBAaHO OTPULATEIBHBIX
mo00YHBIX 3¢dexToB

ITo mpomecTBuK 0gHOHM moNMHON Hexenu (7 AHEH) ¢ MOMeHTa IpuéMa MocieaHeil 1036l ObUT OCYIIECTBIEH
KOHTPOJIb C LIENBIO BBISIBJICHUS 3aMEUVIEHHOTO AeHCTBUS npenapaTta. Hu y ogHoro n3 50 y4acTHUKOB HCIBI-
TaHUH He OBUIO 3aMKCHPOBAHO OTPHIIATEILHOTO BO3JEHCTBHSI Ha 340POBbE.
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OOcyxneHue:

3a 2 Henmenu McciIeJOoBaHUI HU y OHOT'O YYacTHUKA He ObLIO0 3a()UKCUPOBAHO HUKAKUX OTPULATENBHBIX I10-
00uHBIX 3P PEKTOB.

JlanHOE MccrneaoBaHuE HE MPECIeNoBalo LEeNb OLUEHKH BO3MOKHOCTH IpHEMa NEHCTBYIOIIETO BEIIECTBA -
naktobakrepuit peyrepu NCIMB 30351 - nist nedeHus: MitaJeHIeB, Y KOTOPBIX ObUIO AUATHOCTUPOBAHO CO-
CTOsIHHE, TpeOyIolee MEIUIIMHCKOTO YX0a UM JICUCHUSI.

Komnanus BioAmicus He pekoMeHIyeT MpHéM mpernaparta MiaJeHIaMH, CTPAJaloIMMUA OT PBOTHI, JKapa,
reMOpparnyecKoro MoHOCa WK CHIIBHBIX 00Jel B 001acTH KHUBOTA.

Ilepen Tem kak HavyaTh MpHUEM Ipenapara Mbl PEKOMEHYEM MPOKOHCYIBTHPOBATHCA C MEIULUHCKUAM CIIe-
LUATHCTOM.

BuiBoabI:
CormacHo pe3ynapTaTaM AaHHOTO IEPBHYHOrO OT4€Ta mTaMM JakrodakTepuil peyrepu NCIMB 30351, uc-

noJp3yroIuiics B npemapate BioAmicus Reuteri B konnenTpamuu 200 mua KOE Ha no3y, 6e3omacen ans
npuéMa MIIAJICHIIaMU B BO3pacTe 0 12 MecsIeB, KOTOPhIe HE CTPAaloT OT YKa3aHHBIX MEIUIMHCKUAX 3a00-
JIEBAaHWUH WMIJIM OCHOKHEHUH.

KAHAJIA, M6H 4H1
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Report assessing the safety of Lactobacillus Reuteri NCIMB 30351

used in BioAmicus probiotic products
Date: March 2nd 2015
Updated: May 15" 2015

Purpose:

To test the safety of Lactobacillus Reuteri NCIMB 30351 in full term healthy infants under the age of 12
months.

Background:

50 Healthy full term infants between the ages of 3 weeks to 12 months were used in this study to
determine the safety of the regular BioAmicus Reuteri liquid probiotic drops. The main active ingredient
of this product is Lactobacillus Reuteri NCIMB 30351.

The concentration of this active ingredient is 200 Million Colony Forming Units (CFU) per 5 drop dose
(approximately 0.2ml). The recommended dosage is once per day.

The main active ingredient is a strain of Lactobacillus reuteri, considered a safe bacterial species which
naturally occurs in the breast milk of healthy mothers and passed onto their children through breast
feeding. Supplementation may be useful in infants who are not breast fed or are being breast fed by
mothers who lack this species of bacteria.

Method:

50 Healthy full term infants between the ages of 3 weeks to 12 months were used in this study to
determine the safety of the active ingredient in regular BioAmicus Reuteri liquid probiotic drops.

The study was conducted over a period of 2 months from January to February 2015.

Each subject participant was administered 1 dose per day, for the duration of 1 week, via spoon feeding
by a BioAmicus study coordinator.

Study participants fell under the following age categories at the start of the study:

3 weeks to 1 month: 2 participants 6 months to 7 months: 5 participants
1 month to 2 months: 4 participants 7 months to 8 months: 4 participants
2 months to 3 months: 4 participants 8 months to 9 months: 1 participants
3 months to 4 months: 6 participants 9 months to 10 months: 3 participants
4 months to 5 months: 7 participants 10 months to 11 months: 3 participants
5 months to 6 months: 7 participants 11 months to 12 months: 4 participants
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Study participant guardians were compensated only after the completion of 7 days of continuous use

and the follow up which occurred 7 days after the final dose was administered.

The criteria used to assess safety was to report any observable adverse conditions which may have

developed while using the product or may have developed after discontinuing product for 1 week. This

included a list of the following:

i) changes in mood such as irritability or crying

ii) changes in bowel movements such as diarrhea or constipation

iii) changes in digestion, eating habits or preferences, such as loss of appetite.

iv) development of any allergic or inflammatory reactions, such as skin rashes or hives.

v) development or increase in gas or reflux

vi) any reported negative health conditions which coincided with the use of this product.

Results:

Each of the infants was observed for a week while taking the recommended dosage.

None of them developed any reported negative side effects. See Table 1: Reported side effects from

BioAmicus Reuteri usage

Table 1: Reported side effects from BioAmicus Reuteri usage

During the 7 days of usage

7 days after the end of usage

Increased Irritability or crying

No negative side effects
observed in any participant

No negative side effects
observed in any participant

Diarrhea or constipation

No negative side effects
observed in any participant

No negative side effects
observed in any participant

changes in digestion, eating habits,
preferences or appetite

No negative side effects
observed in any participant

No negative side effects
observed in any participant

development of any allergic or
inflammatory reactions

No negative side effects
observed in any participant

No negative side effects
observed in any participant

development or increase in gas or
reflux

No negative side effects
observed in any participant

No negative side effects
observed in any participant

Negative health conditions
coinciding with use of this product

No negative side effects
observed in any participant

No negative side effects
observed in any participant

Follow up was conducted after a full week (7 days) had passed since the final administration of a dosage

to check for any delayed effects. There were no reported negative health effects in any of the 50 test

participants.
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Discussion:
No negative side were observed over the 2 weeks involved in the study for each participant.

This study does not determine whether the active ingredient Lactobacillus Reuteri NCIMB 30351 in this
product can be given to an infant who is experiencing any diagnosed health condition which requires
medical attention or treatment.

It is the recommendation of BioAmicus that this product not be given to an infant suffering from
vomiting, fever, bloody diarrhea or severe abdominal pain.

We recommend the consultation of a healthcare practitioner prior to usage.

Conclusion:

The strain of Lactobacillus Reuteri NCIMB 30351 used in BioAmicus Reuteri, at 200 million CFU per dose
is by this initial report safe to use in healthy infants under the age of 12 months who are not
experiencing any underlying medical conditions or complications.

& AMIS 136 GEARY AVENUE UNIT 216
2, og\ TORONTO, ONTARIO
M6H 4H1 CANADA
[ WWW.BIOAMICUS.COM

RV
B 7el: +1(877) 206-4769 Page 30f3



	КИ на младенцах_Лактобактерии NCIMB 30351
	Отчет о безопасности_КИ на младенцах_ NCIMB 30351

